
17

CASE STUDY : FLIXOTIDE® (FLUTICASONE)
Over a four-year period Flixotide® (fluticasone), an inhaled steroid used to treat
asthma, has been advertised directly to the public of New Zealand. An initial high
profile DTC campaign on television suggested to patients with asthma that their
symptoms might not be optimally controlled. This was accompanied by a variety of
claims of superiority of Flixotide® (fluticasone) over existing products. Examination
of the accumulated evidence on comparative efficacy suggests that whilst there may
be small improvements in measures of airway calibre as compared to other inhaled
steroids, although the company and some experts may think otherwise, there is no
convincing evidence that this is translated into clinically significant improvement in
symptoms or exacerbations. The Cochrane review states: "No studies found
significant differences in terms of symptoms, rescue B2 agonist use or asthma
exacerbations."66

 Patients were encouraged to visit their GPs to switch to Flixotide® (fluticasone). This
campaign was very successful and Flixotide® (fluticasone) quickly gained market
share. In 2002 the pharmaceutical company ran a further DTC promotional campaign
for Flixotide® (fluticasone).

In addition to a high profile TV advertising campaign, promotional packages were
sent to GPs and pharmacists, press releases, advertisements in the New Zealand free
GP newspapers and material was posted on the company's New Zealand website.  The
promotional material conveyed a number of messages. It told patients that their
traditional treatment Becotide®/Becloforte® (beclomethasone) would be withdrawn
because it contained CFC’s. Patients were encouraged to ask their doctors to switch
them to Flixotide® (fluticasone) and offered an inducement of a free inhaler to
"upgrade" to Flixotide® (fluticasone).  The fact that generic beclomethasone would
continue to be available was omitted from the advertisements.

PHARMAC mounted a legal challenge on the following basis:

• The claim that Flixotide® (fluticasone) is superior/better than
Becloforte®/Becotide® or other beclomethasone MDIs cannot be supported by
published evidence.

• The 25mcg per dose Flixotide® (fluticasone) MDI is not CFC free and the tiny
subscript qualification on the television advertisement is not effective at
communicating this fact.

• The Montreal Protocol does not compel the company to withdraw
Becotide®/Becloforte® MDIs in New Zealand.  An exemption for the import of
Becotide®/Becloforte® can be obtained from the Ministry of Economic
Development. In the UK the introduction of CFC free inhalers will be gradual and
Becotide®/Becloforte® continues to be available.

• The inducement of a free inhaler is misleading and deceptive because there are
associated doctors' charges that need to be paid.

Following the filing of PHARMAC's legal challenge, the company modified its TV
advertisement but the withdrawal of Becotide® / Becloforte® went ahead.  Since that
time a generic form of beclomethasone remains available from another company.

Over a 4 year period in the UNITED STATES from 1997 to January 2001 the
pharmaceutical company received repeated letters from the FDA detailing
violations to regulations in respect to their advertising of  inhaled and intranasal
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fluticasone propionate (Flixotide® and Flixonase® in New Zealand)9

Comments from New Zealand GPs indicate that patients thought they had to switch to
Flixotide® (fluticasone) and that they also believed Flixotide® (fluticasone) was
clinically superior.

"The recent Becotide®-flixotide advertising….was extremely misleading and actually
caused significant anxiety for a number of patients."

"all patients on Becotide® assume they have to switch to Flixotide."

"I had a patients with an exacerbation of asthma present to me having stopped her
Becotide® inhaler one month previously. She had seen the Flixotide advertisement on
TV and misinterpreted the detail regarding CFC's. She thought the ad was saying that
Becotide® inhalers were bad for your health, so stopped (..Her first and only
language is English)."
There were other similar comments around patients misinterpreting ads and stopping
their preventer leading to exacerbation of their asthma.

CASE STUDY : RELAFEN® (NABUMETONE)
This non-steroidal anti-inflammatory drug (NSAID) was introduced to the US market
in 1992. The independent consumer group Public Citizen in the US did a cost
comparison with other conventional NSAIDs and concluded that the difference in
average wholesale cost for nabumetone when compared to ibuprofen was seven-fold.
DTCA boosted sales by 52% in just a few months – in 1995 $US11 million was spent
on DTCA campaigns for nabumetone.  Public Citizen stated “It is difficult to imagine
a set of circumstances in which a prescription drug consumer, given accurate
complete information would accept the unknown risk of toxicity and higher cost of
nabumetone over ibuprofen or naproxen.  There is no evidence of an efficacy
advantage for nabumetone over ibuprofen.”67

Other less easily quantified costs related to DTCA include the direct and opportunity
costs of appropriate regulation.  The Ministry of Health estimated the direct costs to
be NZ $1-2 million annually4. The cost of monitoring and managing adverse events
for unnecessary prescriptions will undoubtedly be significant, if difficult to quantify.

Advertising revenue
Clearly the manufacturers of the advertised medicines together with advertisers,
publishers and broadcasters are the main beneficiaries of DTCA
The revenue generated for advertisers from DTC advertising of prescription
medicines is significant.  Based on AC Neilson research 68 in New Zealand, in 1999,
$NZ33.617 million was spent on all forms of medication advertising, of which 43%
was spent on prescription-only medication. By 2000 this had risen to  $NZ47.623
million on all forms of medication, 37% on prescription-only medication. In 2000, TV
advertising of all medicines generated revenue of $NZ29 million, $NZ11 million of
which was on prescription-only medication.

The majority of this revenue will not be completely lost with a ban on DTCA of
prescription medicines - the majority of DTCA of medicines is for non-prescription



19

medicines. While loss of revenue on DTCA of prescription medicine will have an
impact it should be remembered that this income stream started only a few years ago.
The costs to individuals and to the New Zealand taxpayer of continuation of the
current growth in DTCA would be much greater, in both pharmaceutical spending and
the costs of regulatory control of DTCA.

Sustainability and Opportunity Costs
Continuation of DTCA will result in an increase in prescription medication costs that
in the opinion of the authors will be unsustainable in New Zealand. In the United
States between 1999 and 2000, the number of prescriptions for the 50 most heavily
advertised medicines grew at 6 times the rate of all other medicines (24.6% compared
to 4.3%)10. Retail sales of the most heavily advertised drug - Vioxx® (rofecoxib) -
quadrupled in the same period, from US$329.5 million to US$1.5 billion. This
additional DTCA - generated demand combined with the other costs to the health
system creates distortions in pharmaceutical spending which will put intolerable
pressure on other parts of the New Zealand health system. In the recent European
debate on DTCA, commentators predicted an unsustainable spiral of health care
spending, with potentially devastating public health consequences resulting from the
strain placed on the health systems and budgets of a number of state funded health
systems in Europe if DTCA were to be introduced52.

EFFECTS OF DTCA ON THE CLINICIAN PATIENT
RELATIONSHIP

The Learned Intermediary Argument
It is often argued that as the supply of DTCA prescription-only medicine must be
endorsed by a prescriber this will prevent use of medicines that are not appropriate.
However, it is well known that doctors strive to please their patients and that they are
receptive to patient requests to try new treatments69 70. There is evidence that
prescribers often feel pressured to write prescriptions for DTC-advertised medicines
they would not otherwise have used for that patient18 22. This trend is likely to
continue to increase with the active promotion of the patient-centred approach (based
on mutual participation and partnership in decision making) as a core feature of
modern general practice71.

In a US telephone consumer survey, patients were asked about their reaction if a
physician were to deny an advertisement related drug request72.

46% said they would feel disappointed
25% indicated they would try to influence the physician to change their mind
24% indicated they would seek the prescription elsewhere
15% indicated they would consider terminating their relationship with that
physician

Some 9% of consumers in a 2002 FDA survey also said they would think about
switching doctors in response to the doctors reaction to a request for a drug30.
There are commercial pressures that influence GPs in the New Zealand fee-for-service
funding model, where GPs rely on a loyal patient base for their income.  The link
between these patient reactions and the pressure on GP behaviour is supported by
another United States study which found 91% of physicians felt under pressure to
prescribe products patients asked them about17.



20

DTCA undoubtedly causes patients/consumers to apply pressure to doctors to
prescribe. A US survey of family physicians found that 89% of the 454 physicians
surveyed did not believe DTCA enhanced the doctor-patient relationship and 71%
believed physicians were “pressured to use medicines they might not ordinarily
use”73.

In a survey of physicians conducted by the Minnesota Medical Association, more than
half of the respondents had felt pressured at some time to write a prescription for an
advertised drug even though they felt the drug was not appropriate for the patient.
Seventy eight percent said that patients requested DTC advertised drugs once or twice
a week or more.  A total of 70% said they felt DTCA was increasing drug costs and
sixty percent of respondents said consultation time was increasing because of DTCA,
and one third said they felt it contributed to a perceptible decrease in patient
satisfaction with their physician. More than 43% of respondents said they believed
that DTC advertising was the pharmaceutical industry practice that most affects the
current practice of medicine74.

There is New Zealand evidence of the effects of DTCA on the doctor patient
relationship and clinical practice. In 1998, 61% of GPs in an IMS/NZ Doctor survey
felt DTCA created disharmony within the doctor patient relationship. In the authors
New Zealand GP survey in 2002, only 28% of respondents felt DTCA did not lead to
difficulties in the doctor patient relationship - only 3% of GPs felt DTCA improved
the quality of their prescribing (appendix 3).

These commercial pressures make it increasingly difficult for the modern GP to
balance both patient-centred and evidence-based medicine.

There were several hundred free text responses in the authors' NZ GP survey. One of
the key themes that emerged was the pressure on the doctor patient relationship
resulting from DTCA.  A few example quotes are reproduced below

“Although I always resist DTCA generated requests to initiate or change medications,
these patients simply go to another practitioner (in the same practice!), who gives
them anything they ask for. I spend a great deal of time explaining the evidence-based
option, the non-drug-based options and the options that will lead to better outcomes
at lower doses. I don’t know why I waste my breath!  Very rarely DTC-generated
consultations to switch from brown to pink to red inhalers have alerted me to existing
poor compliance/poor inhaler technique and even more rarely, the patient has taken
on board the messages about improving technique and compliance”

“I have lost quite a few patients because I did not prescribe Xenical®, Reductil®,
Symbicort® etc because they were not appropriate”

“Reluctance to prescribe (by me) has been seen as paternalistic, small minded and
power wielding by one patient who informed me that it was their body, their right to
choose and that drug companies used DTC because Doctors don’t have patients’ best
interests at heart!!!”

“Manufacturers of Vioxx® (rofecoxib) advertised in magazines available to
consumers via pharmacy that if they write away they can pick up a free sample from
their GP… Sample sent to me, I sent it back – patient abused my staff claimed we
were withholding vital medication just to receive an extra fee – this was not
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mentioned by my staff (i.e. paying for consult to receive drug). I complained to
PHARMAC who agreed probably legal but unethical, suggested complaint to RMI,
did so, finally received phone call from Vioxx® (rofecoxib) suppliers claiming it was
a mistake by a junior staff member (fly in the soup letter). I consider that direct
trading between drug companies and the public with rubber stamping by their doctors
is unreasonable. I take my duty of care more seriously”

IMPLICATIONS FOR MEDICINE SAFETY

DTCA is focused on newer more expensive medicines.

DTCA can result in rapid and widespread uptake of newer more expensive medicines
about which less is known in terms of safety and efficacy on the general population.

The principles of rational prescribing caution against using very new medicines unless
and until there is clear evidence for major advantages over existing effective
medicines.  This superior efficacy must be balanced by a well-established knowledge
of safety and risks in a general patient population.

The Value of New Medicines
One of the arguments used in favour of DTCA is that it brings major advances in
treatment to the attention of the public. This is based on the assumption that newly
introduced medicines represent major advances in treatment. Recent summary
statistics available indicate that this is not the case for the majority of newly
introduced medicines. The Canadian Patented Medicines Prices Review Board puts
new medicines into 3 categories.

• breakthrough/substantial improvement over existing therapy
• line extensions
• moderate/little or no therapeutic improvement

Between 1996 and 2000 less than 6% of new medicines were considered to be
‘breakthrough/substantial improvement over existing therapy’, while 40% were
merely line extensions and 54% represented ‘moderate/little or no therapeutic
improvement over existing medicines’64. The French Drug Bulletin ‘Prescrire’
reviewed 2257 new medications/new indications for medications between 1981 and
2000 and judged that only 3% showed major or therapeutic gains, 9% offered some
advantage, 3% were not acceptable compared to existing treatments (i.e. riskier or less
effective), while 63% were assessed as superfluous because they offered no treatment
advantages over previously available products75. A report in the British Medical
Journal showed studies with positive results were much more likely to be published
than studies with negative results (for example studies which do not show a drug to be
superior to a placebo or older version). When studies with negative results were
published the time to publication was significantly longer76, delaying the publication
of information required for comparing the efficacy of new drugs with existing agents.
An example of an unpublished study of importance to the efficacy analysis of a
heavily advertised drug is the North American pre-market study of the flu drug
Relenza® (zanamivir). It was the largest pre-marketing trial of Relenza®. Data
reported by the drug company to the FDA as part of the registration process showed
no statistically significant difference in median time to improvement in symptoms
when compared with placebo77. This research remains unpublished.



22

The Safety of New Medicines

Adverse reactions to medicines are believed to be one of the leading causes of death
in the United States78. DTCA is largely focussed on new medicines. Generally when a
drug first comes on the market knowledge of its harmful effects is limited compared
to older medicines 54. A senior FDA investigative official commented in 1992 that the
agency has no good way of determining when clinical study summaries submitted by
pharmaceutical companies misrepresent underlying safety data79. New medications
are usually more expensive than older ones, and because they are new, less is known
about them than older ‘tried and true’ products, particularly in the area of safety. As
previously stated, rational prescribing is by nature conservative and promotes caution
in the use of new medicines unless there is clear evidence for major advantages over
existing medications known to be effective. There are numerous examples of DTCA-
driven rapid and widespread adoption of newly licensed medicines47. In this way,
DTCA results in rapid widespread exposure to potentially dangerous medicines before
the risks are fully recognised or even in the face of evidence of those risks. There are
examples of this in the US. Rezulin® (troglitazone) and Oraflex® (benoxaprofen)
highlighted below are two well-known examples. While it takes time and use of a new
drug to discover rare but serious side effects, DTCA results in many more people
being exposed to the drug when knowledge on adverse effects is limited.

A study of new medicines introduced into the market over a 20-year period found that
3% of medicines had been withdrawn from the market and 10% had previously
unrecognised important and serious adverse drug reactions requiring black box
warnings54. From this study it is estimated that the probability of a medicine acquiring
a serious warning or being withdrawn over 25 years was 20%. Over half of the
withdrawals occurred in the two years following introduction54. Although the
percentage withdrawn is small, a large proportion of the population may be exposed
before the safety issues become apparent. An analysis of 5 new medicines that were
withdrawn from the United States market in a single year because of safety concerns
showed that almost 10% of the population (19.8 million patients) were exposed to one
of these medicines before their withdrawal55. A recent US study examined dose
changes for newly approved medicines. The study found that 1 in 5 new medicines
had dose changes as a result of information that came to light in post-marketing
surveillance. Of these changes 4 out of 5 were safety-motivated, net dosage decreases.
The median time to change was 2 years80. Similar findings were reported in a
European study81.  A Pulitzer Prize-winning investigative report by Willman writing
in the Los Angeles Times in 2001 investigated 7 new drugs withdrawn from the US
market between 1993 and 2000. It claimed these drugs had been cited in 1002 deaths
in FDA reports. These drugs alone generated US sales exceeding US$5 billion56.
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CASE STUDY : REZULIN® (TROGLITAZONE)

In 1997 a new drug, Rezulin®, was introduced for the treatment of type 2 diabetes
and was heavily promoted DTC. It was quickly linked to severe liver damage and, by
the end of 1997, was implicated in 6 deaths and 135 cases of severe liver toxicity.
This led to its withdrawal from the UK market by the UK Medicines Control Agency
at the end of 1997 just six weeks after it was made available. Despite this, it continued
to be marketed and heavily promoted DTC in the United States. DTCA campaigns
continued in the United States, but did not mention that Rezulin® had been withdrawn
for safety reasons in another jurisdiction. This information is not required under US
law, but it would be important to diabetic patients seeing the advertisements and
considering the pros and cons of requesting the drug from their doctor. Rezulin®
(troglitazone) was named as the probable cause of 391 deaths, 63 from liver failure,
before it was finally removed from the US market67 82. Rezulin® (troglitazone) had
not been proven to save lives or reduce the complications of type 2 diabetes. Concerns
had been raised at the time of FDA approval about Rezulin® (troglitazone)'s potential
for damaging the heart and the liver. At the time of approval the pharmaceutical
company Chief Executive was quoted as telling investors he saw the drug as a “billion
dollar blockbuster”. This was correct. Rezulin® (troglitazone) generated sales
totalling US$2.1 billion for the company in its 3 years on the US market59.

CASE STUDY : ORAFLEX® (BENOXAPROFEN)
Oraflex® was a drug used for arthritis approved for marketing in the United States in
April of 1982 and marketing began in May, with extensive use of DTCA. It has been
estimated that 2.5 million people had received this drug within a month. Many of
these people received the drug inappropriately and suffered side effects. In 1999 an
editorial in the Journal of the American Medical Association commented: "The
product gained a major foothold merely on the strength of a well-orchestrated
marketing strategy, which included full page advertisements in the popular press.
Sixty one drug related deaths occurred during the two years in which the drug
remained on the market." 83.

MEDICALISATION OF HEALTH AND AGEING

The purpose of pharmaceutical company advertising is naturally to increase sales by
encouraging brand loyalty and increase demand by creating new markets. A new
group of medicines – the so-called ‘lifestyle’ medicines’ have been the subject of
much of the initial DTC advertising in New Zealand. Three quarters (74%) of
respondents to the authors New Zealand GP survey felt that DTC advertising of
lifestyle drugs encourages the medicalisation of well populations (appendix 3).
“Lifestyle” medicines are usually not government subsidised and are those which are
intended to be used for a problem that falls into the grey zone between medical and
social definitions of health (for example male pattern baldness) and those which could
be better achieved by sustained lifestyle change, for example obesity.

DTCA commonly redefines normal processes or social problems as medical
problems. Pharmaceutical solutions are offered for normal physiological or ageing
processes and encourage the belief that there is a quick fix drug for every condition.
This results directly in the medicalisation of normal health and ageing and
discourages sustainable behaviour change to address health problems, such as
physical exercise and dietary change to reduce weight.
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As illustrated by the case studies, DTC advertisements rarely discuss the relative
merits of all available treatment options, or the side effects, or the likely efficacy of
treatments. A study of the content of US advertising showed that over 90% of
advertisements did not mention how likely a treatment was to work27.  Supporters of
DTCA contend that consumers are safeguarded from medicalisation, as they are
required to obtain a prescription for these medicines. However, as detailed above, the
combination of the commercial imperative and the tension between patient-centred
and evidence based medicine means that on many occasions prescribers are
inappropriately influenced by DTCA generated patient demand.

CASE STUDY: XENICAL® (ORLISTAT)
Xenical® (orlistat) is promoted in New Zealand as an anti-obesity drug. The
advertisements use a variety of advertising imagery to promote the benefits of the
drug.
Trial evidence suggests that, when used in conjunction with diet, weight loss of 4-9%
in obese, non-diabetic subjects is possible 84-86.

Diet alone appears to be responsible for at least half this weight loss. Data from three
randomised controlled trials has been pooled to determine the effectiveness of
Xenical® (orlistat) compared to diet alone 84-86. This showed that patients weighing an
average of 100kg on a low calorie diet plus Xenical® (orlistat) lost on average 8.9kg
compared with those on a low calorie diet plus placebo who lost 5.6 kg. Weight loss
may persist for up to 2 years. Around one quarter of patients withdrew from the trials
in the first year because of side effects related to decreased fat absorption – oily
spotting, flatus with discharge, faecal urgency and oily stools.  In New Zealand
Xenical® (orlistat) is not subsidised and costs around $170 per month (prices vary
slightly between pharmacies).

Thus, Xenical® (orlistat) when used with dieting on average results in an additional
3.3 kg weight loss over 12 months compared with placebo in a 100kg person. The
drug costs around $2040 for 12 months supply which gives a cost per kilo lost of
$NZ618. In the studies, much of the weight lost was regained when the drug was
stopped84-86.
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CASE STUDY : PROPECIA® (FINASTERIDE)
This drug is a sex hormone antagonist that has been marketed for the treatment of
male pattern baldness, which is a normal physiological process. To maintain any
effects on hair, the drug must be taken for life.

In reported trials of the drug 58% of patients treated felt the appearance of their hair
had improved compared with 35% on placebo87. The evidence for effectiveness is in
studies of men only until the age of 41. Overall 39% of the Propecia® (finasteride)
group and 22% of the placebo group were satisfied with their hair after 12 months of
treatment87.

Analysing this in terms of numbers needed-to-treat:
For one man to achieve a visible change in appearance of hair after 12 months, 4 men
must take the drug87 88.
For one man to achieve satisfaction with the hair at 12 months (above and beyond the
placebo effect), 6 men must take the drug87 88.
For every 50 men that take the drug, one will have an adverse sexual side effect87. The
drug has significant side effects and this is downplayed in advertisements.  Adverse
effects include impotence (2-19%), ejaculatory disorders (2-7%), loss of libido (1%)
and breast enlargement (0.4%). At the dose for male pattern baldness Propecia®
(finasteride) reduces dihydrotestosterone serum concentrations by approximately
70%, increases serum testosterone concentrations by about 20% and variably decrease
concentrations of prostate specific antigen (PSA).  The clinical importance and long
term consequences of these effects is unknown at this time88 89.

Propecia® (finasteride) costs NZ$122 per month to the patient in New Zealand (prices
may vary slightly between pharmacies). This gives a cost of  $1464 for 12 months
supply.

Two advertisements for Propecia® (finasteride) in Time magazine were found to be
misleading by the FDA, claiming a broader benefit than had been demonstrated90.
The statements used were:

"Starting today, you need not face the fear of more hair loss."
"One day science will create a pill for hair loss: That day is today."
The FDA found that "This implies that taking Propecia® (finasteride) guarantees the
prevention of further hair loss.  This implication overstates the efficacy of Propecia®
(finasteride) and is inconsistent with the approved product labeling …for example
according to the product information …clinical studies demonstrated a slowing of hair
loss with Propecia® (finasteride) by patient self assessment. Merck has not
demonstrated that Propecia® (finasteride) prevents hair from falling out. In fact, the
product information states that 17% of men treated with Propecia® (finasteride) for
24 months experienced hair loss. "

Interestingly a similar complaint was made to the ASCB in New Zealand about a
similar claim made in advertising here.
The statements used were:
"Propecia® is clinically proven to stop hair loss in men".
"Now, keeping your hair is up to you."
The complaint was not upheld by the ASCB who stated that the first claim was a
factual statement and the second was 'in advertising parlance a "call to action". 91
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Practitioners are naturally keen to prescribe medicines that represent true advances.
DTCA is a strong driver of the ‘pill for every ill’ culture. This will have serious
implications for the way New Zealand and New Zealanders view health and illness,
reducing autonomy, self-responsibility and the incentive to make healthy lifestyle
choices.

Creating markets, even if it means redefining normal variation as a disease, is seen as
all-important in the marketing strategy for new drugs. The profile of a new symptom
complex is first raised through public awareness campaigns. The industry funds and
helps to set up self-help and advocacy groups, and finally the new drug is heavily
marketed to physicians and directly to the public. The story of Detrol® (Tolterodine)
detailed in the case study below is very instructive. The pharmaceutical marketing
strategy can be pieced together from the PowerPoint presentation "Positioning
Detrol® (tolterodine)  (creating a disease)" of the Group Vice President of Pharmacia
which summarises a presentation made to the pharmaceutical marketing research
group on October 7th 2002.

The most recent published example of disease invention is that of “female sexual
dysfunction” as described by Moynihan in the British Medical Journal in January
2003. This paper describes the pharmaceutical company involvement in sponsoring
meetings of “experts” to define the parameters of this new disease and the subsequent
repeated misuse of over-inflated statistics of “disease” prevalence derived from one
study. “Perhaps the greatest concern comes from the flip side of inflated estimates of
disease prevalence are the ever-narrowing definitions of "normal" which help turn the
complaints of the healthy into the conditions of the  sick.”92.
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CASE STUDY : “POSITIONING DETROL® (TOLTERODINE)  (creating a
disease)"
The following is derived from an internet posted PowerPoint presentation downloaded
from  http://www.pmrg.org/presentations.html (accessed Jan 2003) called
‘Positioning Detrol: creating a disease’93.
Following the merger of Pharmacia and Upjohn, Detrol® (tolterodine) was “identified
as the first, new, global mass marketing opportunity”.

Later the presentation heading “Converting a niche product into a Mass Marketing
Opportunity” is followed by:
• “Increase the diagnosis and treatment of urge incontinence”
• “Expand the appropriate patient population (beyond urge incontinence) to those

with “overactive bladder syndrome” (OAB) (without incontinence)

The next part of the strategy or “critical success factors :”

• “Establish OAB as a serious medical condition with profound negative impact on
people’s quality of life… among physicians, consumers, payers and regulatory
authorities”

• “Establish Detrol® (tolterodine) as the therapy of choice for OAB”

And finally:
• “Educate PCPs (primary care physicians) (including OBGs) how to screen for,

diagnose and treat OAB”
• “Drive potential patients to physician offices by using DTC and PR with symptom

recognition”

Does all of this work? According to the presentation the predicted sales for Detrol®
(tolterodine) for 2002 were US$600 million (from zero in 1997).
And is the advertising misleading? Between 1998 and 2000 Pharmacia and Upjohn
received 5 warning letters from the FDA. One in July 200094 detailed violations
relating to:
• Broadened indications (they had tried to now also include stress incontinence

which was not an approved indication)
• Unsubstantiated patient satisfaction claims (based on inadmissible market research

on those remaining on the drug)
• Unsubstantiated compliance claims
• Misleading efficacy claims
• Minimising risk - the incidence of dry mouth is 40% (in the approved PI material)

However, in the advertising material dry mouth was claimed to occur in only 30%
of people taking Detrol® (tolterodine).

(The November 2001 New Zealand “New Ethical magazine” November 2001
contains a full page advertisement for Detrol® (tolterodine) with a dry mouth claim of
only 17%)

• Misleading Graphic Representation of tolterodine concentration in respective
tissues
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Detrol® (tolterodine) appears to be as (but no more) effective as oxybutynin as an
anticholinergic. However, inevitably unanswered questions remain about long-term
safety and the justification of the additional cost for a 40% rather than 70% chance of
a dry mouth?
A Canadian Drug Information Bulletin summarised the results of two randomised
double blinded trials of Detrol® (tolterodine) and concluded that "There was no
significant difference in the proportion of patients who perceived any improvement in
bladder symptoms (placebo 47%, Detrol® (tolterodine) 50% and oxybutynin
49%)."95. Similarly, while the Cochrane review states there is some statistically
significant improvement in symptoms, it notes that the clinical significance of these
differences is uncertain, and the longer-term effects are not known. It also notes that
“dry mouth is a common side effect of therapy.”96

There is some evidence that behavioural and non-pharmacological approaches are
even more effective, without the side effects. 97 98

REGULATORY FRAMEWORKS FOR DTCA: THE UNITED
STATES AND NEW ZEALAND

Regulation and Monitoring

New Zealand and the United States, the only two countries in the OECD that legally
permit DTCA, operate different kinds of regulatory frameworks for DTCA.

New Zealand
New Zealand has permissive legislation and relies on a self-regulatory framework
through the Therapeutic Advertising Pre-vetting System (TAPS) review of
advertisements in broadcast media. An advertising industry appointed complaints
board (ASCB) reviews any complaints. This board is set up for general, rather than
medicine-specific advertisement complaint review. Investigation must be triggered by
a formal written complaint.

Legislative compliance requirements

Advertisements must comply with the Medicines Act 1981 as well as the Medicines
Regulations.

There is no regular prospective monitoring of the TAPS system or of advertisements
compliance with the Act and Regulations by the Ministry of Health. Medsafe has
neither brief nor resources for routine monitoring99.

Complaints Procedure: Anyone may complain to Medsafe if they feel an
advertisement breaches the regulations.
Penalty: The Ministry can prosecute for breaches, however this has never occurred for
a DTC advertisement. It refers complaints to the ASA34.
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Industry Code Requirements

Advertisers
There is a Code for Therapeutic Advertising developed in 1999 by the Advertising
Standards Authority (ASA). Anyone may complain to the ASA if they feel the code is
breached. Claims are adjudicated by the ASA complaints board (ASCB) which is
made up of 4 public representatives and 4 members of the advertising industry
(media, advertising agencies and advertisers). A clinical pharmacologist is invited to
join from time to time to advise on technical matters:

The ASCB does not have an independent funding stream from the government and is
funded from pharmaceutical company levies in a 'user pays' system.

Process: ASCB obtains comments from all interested parties. Any complainant agrees
to abide by the decision of the ASA and waives the right to complain under any other
code or legislation100. The decisions of the ASCB are only voluntarily binding and are
not enforceable34 101.

Penalty: Request to modify or withdraw offending advertisement. There is provision
to impose sanctions on the advertiser and / or publisher but these have rarely, if ever,
been used. Decisions of the ASCB can be found on their website at:
http://www.asa.co.nz/decisions

Pharmaceutical Industry
The New Zealand Researched Medicines Industry (RMI) is an associa tion of the
research based pharmaceutical industry. Membership is voluntary. It also has its own
code of practice called the RMI Code of Practice (1999)102. Anyone may complain to
the RMI if they feel the code has been breached. Almost all complaints to the RMI
about breaches of this code have been from competing pharmaceutical companies and
are rarely about DTCA.

Process: the RMI Code of Practice Standing Committee (COPSC) adjudicates
complaints. The COPSC is comprised of 6 members: A legal representative as
chairperson (judge, solicitor or QC). A medical representative (RNZCGP or NZMA),
a pharmacy representative (pharmacist or clinical pharmacologist) 3 pharmaceutical
industry representatives (2 company member representatives and one company
manager).

Penalty: Withdrawal of advertisement, publication of corrective letter. Fine of up to
NZ$30 000.

Fair Trading Act
Parties may complain to the Commerce Commission, and the Commerce Commission
may, at its discretion, investigate those complaints, and in some cases fine or place
sanctions on the activities of the party who is not acting in accordance with the Fair
Trading Act.

Such complaints could and have been made in relation to direct to consumer
advertising by pharmaceutical companies. However, the Commerce Commission has
not yet decided to investigate any such complaints.  As with the other regimes, this
requires a party to make an actual complaint. If the Commerce Commission were to
carry out such an investigation, the advertising campaign could be potentially
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completed, or at the least, already have been effective by the time a decision is
reached.

Since November 2000, all broadcast advertisements are supposed to go through
TAPS. By October 2001, 7 complaints about advertisements which had been pre-
vetted by TAPS had been upheld or upheld in part by the ASCB, two of which were
for prescription medicines100. Many complaints recorded as 'settled' rather than
'upheld' have required changes to the advertisement because they have been
considered to be in breach of the code. This inability of the pre-vetting system to pick
up breaches of the code is not surprising as it is conducted by a committee comprised
only of representatives of the advertising and pharmaceutical industries.
Pharmaceutical companies may even apply for delegated authority to approve changes
to their own advertisements for a fee if they have "a properly qualified executive to
consider and approve advertisements within their own company"103. With self-
approval clearly there is no outside scrutiny for balance and appropriateness of claims
made. With no independent technical expertise, the lack of independence of a vetting
process delegated to the advertiser or manufacturer is self-evident. This leaves only
the complaints process as a means for determining the accuracy, appropriateness and
balance of advertisements.  The complaints adjudication board is a general advertising
review board rather than one designed to have the technical expertise to assess
information about risks, benefits and efficacy. They may invite a clinical
pharmacologist to advise on technical matters but this adviser has no voting rights.

The weaknesses of the New Zealand self regulatory system are:

• Lack of independence of the pre-vetting and complaint response systems from the
advertising and pharmaceutical industries. This applies to both their
administration and funding stream.

• Absence of any independent technical review, at the pre-vetting stage, for
completeness or balance of claims of efficacy and risks  (the major concern in the
United States despite a much more rigorous system of regulation)

• Lack of detailed criteria for content and presentation of efficacy, risk and cost
information in advertising

• Lack of regular compliance monitoring by any central independent agency
• Lack of significant penalty as deterrent (the maximum fine for breaching the RMI

code is $30 000. In contrast, 30 seconds of prime time television advertising costs
between $7 000 and $13 500).

• A complaints system which requires the complainant to have full knowledge about
risks and benefits of new medications with which to compare advertised claims.

• A complaints board whose remit is to review complaints about all advertised
products rather than being set up specifically to review medicines advertising
complaints.

A recent paper written from a marketing perspective concluded that the New Zealand
self-regulatory approach complemented by parallel government monitoring provides
an efficient respons ive system for promoting responsible DTCA. However, the
complaints system requires considerable knowledge, commitment and effort and time
even for well-motivated consumer organisations34 104. There is no funding for anyone
with the technical expertise to monitor the accuracy and balance of the content of
advertisements. As in the United States, a marketing campaign may well be over by
the time a complaint has found its way through the system. The public rarely, if ever,
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receives corrections for misinformation presented in advertising campaigns eventually
found to be non-compliant, despite the fact they may have been exposed to these
messages for some months. The consumer health movement in New Zealand is not
strong; neither is it funded for such a watchdog role.  Initiating such complaints is not
a priority for groups. The complaints system is not widely known among health
professionals and consumer groups, and even less so to the general public. There were
15 complaints about prescription medicines since TAPS was introduced of which two
were ‘upheld’ and two were ‘settled’ and one withdrawn because the complainant was
not prepared to sign the waiver of the right to make complaints to other authorities.

Further the report by Hoek suggested that Medsafe need to develop a more active
prosecution program to support the industry self-regulation model105.  At present the
attitudes of the ASA and Medsafe mean there is no significant deterrent for industry
in this process. In a recent paper by Coney, a Medsafe official is quoted as stating that
complaints are referred to the ASA as 'this is more cost-effective than prosecution'34.
However, the ASA executive director and secretary of the ASCB in the same paper is
quoted as saying 'we concentrate on changing future behaviour rather than punishing
past conduct'34.

No routine monitoring of the TAPS system is undertaken by the Ministry of Health to
ensure compliance. The last (limited) review in 2000 of three months of
advertisements revealed significant levels of non-compliance with the Medicines Act
as interpreted against the guidelines.33.

There is no independent monitoring of the fiscal or health outcome impact of
advertisements.
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CASE STUDY: WEAKNESSES OF THE SELF REGULATORY SYSTEM-
REDUCTIL® (SIBUTRAMINE)
Reductil® sibutramine (marketed as Meridia® in the US) is advertised as the first
orally administered serotonin (5-hydroxytryptamine, 5-HT) and noradrenaline re-
uptake inhibitor (SNRI) drug to be used for the management of obesity. It is thought
to work centrally on the desire to eat (feeling full) and thereby reduce food intake.  It
is also thought to increase energy expenditure by increasing metabolic rate. It has
been promoted to physicians in New Zealand and has been extensively promoted by
DTCA both on TV and in the print media.

There is growing international concern about the safety of sibutramine. The consumer
association Public Citizen has gone so far as to call for the drug to be withdrawn from
the US market on the grounds of safety106. On March the 6th 2002 the Italian
regulatory authorities temporarily suspended the marketing authority for sibutramine
following a number of reported adverse reactions, including two deaths. The matter
has been referred to the European Medicines Evaluation agency. Following reports of
adverse events the safety of sibutramine is currently being reviewed in several
countries including France, Germany, England and most recently Canada.  In
addition, several European countries including France, Germany, England, the
Netherlands, Denmark, Portugal, Sweden, Finland and Spain are reported to have
issued statements informing the public of the market suspension of sibutramine in
Italy107. At the time of writing Reductil® is on the Intensive Medicines Monitoring
Programme (IMMP) in New Zealand.

In the US, the FDA issued a warning letter108 accusing the manufacturers of
minimising the known risks in a TV commercial. The advertising of Reductil® has
also attracted criticism in New Zealand.  A complaint about TV and magazine
advertisements for Reductil® containing several criticisms was considered by the
ASCB in August 2002109. A breach of the code was confirmed on the grounds the
advertisers had made an unsubstantiated claim of efficacy “Reductil® plus diet and
exercise is at least three times more effective than diet and exercise alone over 24
weeks”109.  This claim was supported by only one reference.

A further complaint that the advertisers had not given due weight to the 18 contra-
indications listed in the data sheet and to have used too small a font size, was deemed
to have been resolved by the advertisers agreeing to discuss the matter with Medsafe
and TAPS  “in order to achieve compliance with the code”.  The statement that
“Reductil® does not stop you eating any kinds of food” was ruled an overstatement
that could confuse and mislead the consumer…” in this respect the advertisement was
ruled to be in breach of Principle 3 of the code of therapeutic advertising, similarly it
breached the same principle with the overstatement of the “weigh of life” programme.
Further, the company gave an assurance that all future advertisements would carry
reference to the word “obesity” as well as “overweight” to comply with information in
the data sheet109.

In January 2003 some four months after the ruling, a further full page DTC
advertisement on the inside back page of Healthwise a free health broad-sheet
distributed widely110 again contained all of the offending statements and omissions
detailed above. Further inquiry revealed that the TAPS approval (JD8095) for this
advertisement had been given prior to the August 2002 ASCB meeting.  The
pharmaceutical company and publishers of Healthwise had therefore run an
advertisement for Reductil® known (for over four months) to contain several
breaches of the code for therapeutic advertising. In theory, member organisations of
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the ASA have agreed to be bound by the decisions of the ASCB101. No sanctions
beyond removing offending broadcast advertisements have yet been imposed by the
ASCB, although apparently they can be.

FDA Oversight in the United States
The United States has a much more formal central regulatory framework. The FDA
directly regulates the promotion of prescription medicines. When breaches of the
regulations are detected the FDA may issue initially an “untitled” and then a
“warning" letter, requiring that the advertisement be withdrawn or revised. Increasing
concern at the level of the US congress has led to a request for a report from the
General Accounting Office (GAO), to investigate the FDA oversight of DTCA
advertising of prescription medicines. The report was called “FDA oversight of DTC
Advertising of Prescription Medicines Has Limitations”9. In particular, it found
that while FDA warning letters result in the cessation of the misleading advertisement,
they do not prevent repeated dissemination of new misleading advertisements for the
same drug.  The GAO report cites the example of the FDA issuing repeated regulatory
letters to Glaxo Wellcome to stop misleading advertisements for the drug Flonase®
(an intranasal steroid for treatment of allergy, marketed as Flixonase® in New
Zealand). These letters detailed violations relating to unsubstantiated efficacy claims,
lack of fair balance and failure to provide any risk information on the major side
effects and contraindications for the drug and failure to submit some advertisements
to the FDA. Also cited in the GAO report is the marketing of a lipid- lowering drug by
Pfizer. The FDA has issued four regulatory letters about advertisements for its
cholesterol- lowering drug, Lipitor® (atorvastatin). The FDA ruled two advertisements
gave the false impression that Lipitor® can reduce heart disease and falsely claimed
Lipitor® is safer than competing products9. The report also cited other companies
who failed to submit (or did not submit in a timely manner) advertisements for review
by the FDA. The report noted that, even if complaints are upheld, the time taken for
the regulatory process means that regulatory letters may not be issued until after the
advertising campaign has run its course9.

In the authors' view, neither the voluntary system of self–regulation in New Zealand,
nor the tighter system of central regulation in the United States has the capacity to
ensure acceptable standards for DTCA.  Partial and misinformation is common along
with overstating of efficacy, minimisation of potential adverse effects, inappropriate
use of emotional persuasion and failure to consider a range of other treatments. Other
US research27 has shown that 75% of advertisements did not include information on
alternative treatments or how medicines actually work and 90% of advertisements did
not mention the likely success rate or duration of the treatment.

A presentation by Koerner on DTCA in the United States between 1997 and 1999,
detailed 33 products that were fully advertised on United States radio and TV.
Advertising for 17 of the 33 (52%) were found to be in violation of the Federal Food,
Drug and Cosmetic Act and prompted regulatory letters32. Violations continue to be
common with many advertisements found to be in violation to May 2001111 112. The
main reasons for violation were:

• Lack of fair balance between risk and benefit information
• Risk information insufficient, omitted or not readable/prominent enough (e.g.

small type against dark background)
• Safety and efficacy claims not backed up by proper scientific studies
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• Confusing language and technical terms not likely to be understood by general
public.

There is concern from consumer groups in the United States that the compliance
section of the FDA is seriously under-resourced112.  In 2002 DDMAC (The Division
of Drug Marketing, Advertising and Communications) had 39 full time equivalent
positions dedicated to reviewing drug promotion. In 2001 DDMAC received over
34,000 pieces of promotional material both DTC and physician. It does not categorise
what proportion of these are DTC print and broadcast advertisements. Only five staff
were dedicated to reviewing DTC advertisements with two DTC slots vacant9. There
is a trend for fewer and fewer warning letters112. This reduction is not seen by Wolfe
to reflect better compliance, rather the effect of additional paperwork involved in
obtaining legal review of the ones that are sent9 112. There have been few cross
sectional studies of compliance with regulations. In addition to the study between
1997 and 1999, an earlier study by Wilkes in 1992 examined 109 full-page
advertisements in 10 leading medical journals and found the information was
unbalanced in 40%, and had misleading headlines in 32%. In 44% the reviewers felt
that the advertisement would lead to improper prescribing if a physician had no other
information than that contained in the advertisement. Overall only 38% were deemed
not to need review113. In 1996 Stryer and Bero published a review of 486 items
distributed by drug companies to physicians. They found 42% failed to comply with
at least one of three FDA regulations assessed114.  The FDA routine monitoring
system is seen to be under-resourced and only able to detect and control the tip of the
iceberg of regulation violation115.

In New Zealand there was a limited spot review of 3 months of DTC advertising (1
Nov 1999 - 7 Feb 2000). While compliance levels had increased since the extremely
low levels found in the previous report, just under one third of advertisements for
prescription medicines in print and broadcast media were found to be in breach of
guidelines based on the requirements of the Medicines Act. Only one out of six
television advertisements for prescription medicines and none of six or non-
prescription medicines reviewed was compliant with advertising guidelines. The most
common reason for non-compliance was inadequate provision of risk information33.
In reality we have no idea how many advertisements provide balanced and complete
information, as there is no proactive monitoring. It seems highly unlikely that the
situation will be any better than in the US where proactive monitoring (albeit under-
resourced) is in place.  Certainly from the perspective of many of the NZ GPs
responding to the recent survey by the authors, the information is far from balanced
(appendix 3).
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CASE STUDY : CELEBREX® & VIOXX®® (ROFECOXIB AND CELECOXIB)
Celebrex® (celecoxib) and Vioxx® (rofecoxib) are two new Non Steroidal Anti
Inflammatory Medicines (NSAID) used for the treatment of arthritis. A serious side
effect of all NSAIDs, including these two, is indigestion that may lead in some cases
to gastrointestinal bleeding. These drugs are among the most heavily advertised
medicines in the United States and also have been extensively advertised to the public
in New Zealand. One of the major publicised advantages was the reduced rate of
stomach problems. Combined world sales in 2000 were in excess of US$3.5 billion10.
In that same year nearly US$240 million was spent on direct to consumer advertising
of these two medicines in the United States10. One year later in 2001 Celebrex®
(celecoxib), the top selling arthritis drug alone grossed US$3.114 billion116.  The
advertising has claimed improved efficacy and safety over traditional agents.
According to the FDA warning letter there is no evidence of improved efficacy over
traditional non-steroidals. Despite this Celebrex® (celecoxib) and Vioxx® (rofecoxib)
captured 61.7% of the United States arthritic drug market in 200113. Both advertising
campaigns have been the subject of warning letters from the FDA for providing
incomplete, unbalanced and misleading information117. The problems identified
include overstating efficacy, minimisation of risk and failure to warn of serious
potential drug interactions118 119.

Much of the “evidence” for the claim of superiority for Celebrex® (celecoxib) comes
from the CLASS120 trial, funded by Pharmacia. The manufacturers distributed 30,000
reprints of this Journal of the American Medical Association article to doctors and it
has been widely cited. It was subsequently suggested that the authors had
misrepresented the results of this study of Celebrex® (celecoxib) when submitting it
for publication, selectively omitting portions of the data relating to adverse effects.
The misleading partial data from the first six months of the trial appeared to show a
gastro-intestinal (GI) safety advantage of Celebrex® (celecoxib) over two other
traditional NSAIDs. In fact the study lasted a year not 6 months and most of the ulcer
complications that occurred in the second half of the study were in Celebrex®
(celecoxib) users, negating most of Celebrex® (celecoxib)’s reported safety
advantage121 122. The full 12-month data in contrast could not sustain such a claim.  In
a June 2002 British Medical Journal editorial described the study as ‘misleading’ and
called for ‘the wide dissemination of the results of the CLASS Trial… be
counterbalanced by the equally wide dissemination of the reanalysis according to the
original protocol' 121.

Similarly, evidence to support the advantages of Vioxx® (rofecoxib) comes mainly
from the results of the VIGOR study123. As detailed in the FDA warning letter117,
whilst this study does seem to show an improved GI safety profile, the manufacturers
have consistently omitted from their detailing and advertising material the finding of
significantly increased cardiac problems. In the VIGOR study a four to five fold
increase in myocardial infarctions (heart attacks) in those taking Vioxx® (rofecoxib)
compared with traditional NSAIDs was found. As pointed out in the FDA warning
letter, in the VIGOR study the incidence of all serious adverse events was higher in
the Vioxx® (rofecoxib) treatment group than in the naproxen comparison group
(9.3% and 7.8% for Vioxx® (rofecoxib) and Naproxen respectively)117. It is doubtful
that these medicines offer any additional benefits over the traditional NSAIDs that the
manufacturers advertising campaign seeks to replace with Celebrex® (celecoxib) and
Vioxx® (rofecoxib) at a much higher cost 121 122 124 125. A recent meta-analysis
combining both studies found the relative risk of serious adverse events (including
death, admission to hospital, and any other life threatening / seriously disabling event)
was higher with patients taking Vioxx® (rofecoxib) or Celebrex® (celecoxib) than in
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patients taking traditional NSAIDs122. The study estimated that for every 78 patients
who took Vioxx® (rofecoxib) or Celebrex® (celecoxib) instead of traditional
NSAIDs, one of those patients would experience a serious adverse event they would
not otherwise have had122. Despite this the commercial success of these agents
continues to be spectacular.

Given the problems faced by the FDA in holding the manufacturers to account, it is of
great concern that there is no central agency in New Zealand scrutinising or
monitoring such advertisements for completeness, accuracy or balance. Use of these
agents has been minimised thus far in New Zealand by PHARMAC's decision not to
subsidise them. They are too expensive for many patients to buy for themselves.
However, advertisements continue to be high profile and both individuals and
clinicians have asked PHARMAC to provide subsidised access.

Disease Awareness Advertising
In some countries where DTCA of prescription medicines is banned, other forms of
pharmaceutical company communication to the public are allowed. In those countries
critics of DTCA claim pharmaceutical companies continually push the boundaries of
the legislative restriction on advertising of prescription medicines126-128. In those
countries generic or disease awareness advertising is allowed, while in others there are
loopholes in the ban on DTCA which allow companies to 'advertise'92 129. Companies
have been very creative in exploring ways of advertising their products directly to the
consumer. This creates similar problems and regulation difficulties to brand
advertising.

In the Netherlands the government has taken action to combat DTCA campaigns
launched by drug companies despite the fact that it is theoretically illegal there49. It is
believed by many that the recent attempts to introduce limited disease awareness
advertising in the EU was really a way to introduce DTCA to Europe49.

The following case studies were published in the British Medical Journal (April 13
issue 2002) in an article entitled Selling sickness: the pharmaceutical industry and
disease mongering  Commentary: Medicalisation of risk factors by Moynihan R,
Heath I, Henry D, Gotzsche PC130.

CASE STUDY: MALE PATTERN BALDNESS
This case study was printed in the British Medical Journal on April 13 2002 in an article entitled
Selling sickness: the pharmaceutical industry and disease mongering  Commentary: Medicalisation of
risk factors by Moynihan R, Heath I, Henry D, Gotzsche PC130.

"Around the time that Merck's hair growth drug finasteride (Propecia®) was first
approved in Australia, leading newspapers featured new information about the
emotional trauma associated with hair loss. The global public relations firm Edelman
orchestrated some of the coverage but largely left its fingerprints off the resulting
stories. An article on page 4 in the Australian newspaper featured a new "study"
suggesting that a third of all men experienced some degree of hair loss, along with
comments by concerned experts and news that an International Hair Study Institute
had been established. It suggested that losing hair could lead to panic and other
emotional difficulties, and even have an impact on job prospects and mental
wellbeing. The article did not reveal that the study and the institute were both funded
by Merck and that the experts quoted had been supplied by Edelman, despite this
information being available in Edelman's publicity materials in May 1998. "
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CASE STUDY: OBESITY129

This case study was printed in an article in the summer 2003 issue of  'Consuming Interest'  the Journal
of the Australian Consumers Association.
"Xenical® and the ‘Healthy Weight Taskforce’ (HWT) was marketed as being the
‘first ever network of primary healthcare professionals to have formed in response to
the rising levels of excess weight and obesity in Australia’.  The taskforce evaluated
the available methods of weight loss, including pharmaceutical products and weight
loss programs. The findings were presented as a matrix designed to assist healthcare
professionals and consumers identify current models of ‘best practice’.  A
pharmaceutical product (Xenical®) was considered to be the most effective and
appropriate form of weight loss. The findings and educational materials produced by
the Healthy Weight Task Force were broadly promoted to the mainstream media and
directly to general practitioners.

What was not stated in any information provided by the HWT was that the
pharmaceutical company, Roche, funded the project. It also did not state that the
recommended product, Xenical®, was produced by Roche. In fact, this information
was only revealed on ‘Media Watch’, a program broadcast on ABC TV in Australia
which examines the media portrayal of current events.

The HWT material was in breach of the Australian code in numerous ways.

The Australian code also states that information must be produced in a ‘balanced and
correct way’. The information presented by the HWT is biased towards to
pharmaceutical and pharmacy products and towards a medical management of the
problem. The matrix presented did not mention any of the side effects associated with
the treatments described. It is interesting to note that in assessing safety, the taskforce
stressed that Weight Watchers, a non-pharmacological method of weight loss, could
possibly encourage restrictive eating behaviours -- but there was no mention of the
side-effects of Xenical®. According to the drug’s official product information, side
effects can include ‘increased flatulence, oily discharge from anus and abdominal
pain’. While concerns are raised about the safety of other non-prescription products,
especially those not supervised by doctors, no comment was made about the potential
long-term physiological effects of taking this product or even of short-term
discomfort."
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CASE STUDY: DISEASE AWARENESS CAMPAIGN
This case study was printed in the British Medical Journal on April 13 2002 in an article entitled
Selling sickness: the pharmaceutical industry and disease mongering  Commentary: Medicalisation of
risk factors by Moynihan R, Heath I, Henry D, Gotzsche PC130.

"A confidential draft document leaked from a medical communications company, In
Vivo Communications, describes a three year "medical education programme" to
create a new perception of irritable bowel syndrome as a "credible, common and
concrete disease." The proposed 2001-3 education programme is part of the  marketing
strategy for GlaxoSmithKline's drug Lotronex® (alosetron hydrochloride).
In Vivo is one of a handful of companies specialising in corporate backed "medical
education," and the leaked plan provides a rare insight into the highly secretive world
of drug promotion,  with its new emphasis on "shaping" medical and public opinion
about the latest diseases.

According to the documents, the education programme's key aim is this: "IBS
[irritable bowel syndrome] must be established in the minds of doctors as a significant
and discrete disease state." Patients also "need to be convinced that IBS is a common
and recognised medical disorder." The other main messages are about promoting the
new "clinically proven therapy".

The first step is to set up an "Advisory Board, comprising one KOL [key opinion
leader] from each state of Australia." Its chief role would be to provide advice to the
corporate sponsors on current opinion in gastroenterology and on "opportunities for
shaping it." Further work would include developing "best practice guidelines" for
diagnosing and managing irritable bowel syndrome  and attending overseas meetings.
Another strategy was to produce a newsletter in the pre-launch period to "establish the
market" and convince the "specialist market" that the condition is a "serious  and
credible disease."

For general practitioners, In Vivo recommends a series of advertorials in leading
medical magazines, featuring interviews with members of the company's advisory
board, because "The imprimatur of [board] members is invaluable in reassuring
[general practitioners] . . . that the material they receive is clinically valid."
Other groups to be targeted with promotional material include pharmacists, nurses,
patients, and a medical foundation described as already having a "close relationship"
with In Vivo. A "patient support programme" is also planned for 2002-3, so that the
company will "reap the loyalty dividend when the competitor drug kicks in.""

INTERNATIONAL POSITIONS ON DTCA

Reviewing the published literature, there is significant international opposition to
DTCA from professional and independent consumer groups. The European
Parliament has recently rejected - by a 12 to 1 majority - legislation aimed at
liberalising DTCA in the European Union (EU). Australia and South Africa have
recently reviewed their positions and will continue to ban DTCA.  Alongside this,
there is growing concern and increasing opposition in the United States, the only other
country in the OECD that allows DTCA, with much stricter regulatory controls than
New Zealand.

DTCA was the subject of a Lancet editorial in April 2002. The author concluded,
“The potential disadvantages from DTCA, as judged by experiences in the United
States and New Zealand, outweigh any claimed benefits”131.
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European Union
On 23 October 2002, the European Parliament, by a vote of 494 to 42, rejected a
proposal that would have weakened the EU's ban on advertising prescription-only
medicines to the public. The European Commission (EC) had proposed allowing
pharmaceutical companies to promote prescription-only medicines to the public for
three disease groups: HIV/AIDS, asthma, and diabetes. This involved two key
changes to pharmaceutical advertising regulations: amendments to a clause that had
originally forbidden advertising of prescription-only drugs and deletion of a clause
with a list of specific diseases that manufacturers could not advertise treatments to the
public. The proposal has provoked considerable debate in Europe on the advantages
and disadvantages of allowing pharmaceutical companies to advertise directly to
consumers.

Both the European Parliament’s Committee on Industry, External Trade, Research
and Energy and the Committee on Environment, Public Health and Consumer Policy
had already rejected the Commission’s proposals.

The issue of marketing of pharmaceuticals through ‘medicalisation’ received
extensive publicity in the UK. In April 2002 the British Medical Journal (BMJ)
devoted much of one issue (Volume 324, Issue 7342) to exploring “the process
whereby more and more aspects of human life are redefined as medical problems”.
One paper argued that medicalisation is fast being replaced by ‘disease-mongering’,
as pharmaceutical companies help widen the definitions of illness in order to expand
markets for new products130.

United States
In the United States there has been growing disquiet over the effects of DTCA on both
health funding and the medicalisation of health. There is growing political,
professional and consumer concern around the effects of DTCA in the United States,
with attempts being made to introduce legislation to curb or even stop DTCA132.

In May 2002 a group of Democrat Senators introduced a Bill aimed at limiting the
amount of marketing expenses pharmaceutical companies could claim as tax
deductions. The Bill’s supporters said it would help reduce drug costs because DTCA
partly explained the double-digit percentage rise in drug prices in the United States.

The Wall Street Journal (WSJ) reported growing criticism of DTCA in the United
States in a series of articles on drug promotion in March 2002. The journal reported
that the car manufacturer General Motors (GM) spent $55 million in 2001 on the
prescription-only heartburn drug Prilosec® (omeprazole) for its workers, a rise of
14% in one year, which the company attributes to DTCA133. Prilosec® is one of the
most heavily advertised branded medicines in the United States. GM executives claim
that prescriptions for Prilosec® are often unnecessary and wasteful – 92 per cent of
prescriptions are for workers who had not previously tried over the counter medicines,
lifestyle changes or cheaper alternatives first.  Patients do not necessarily need as
potent a drug as a proton pump inhibitor on their first visits. Prilosec® costs 13 times
more than a leading generic equivalent. Prilosec® captured 67% of sales in the anti-
ulcer/gastrointestinal reflux market in the US in 200113. The WSJ quoted a GM
executive as saying: “Are drug company ads driving up healthcare costs? You bet.
Not everyone with heartburn needs the purple pill”. GM claims to have saved $US36
million since launching a campaign to encourage greater use of generics. The WSJ
notes that health insurers are growing increasingly alarmed at the rate of prescribing
cost increases. The Chief Pharmacy Officer at the insurer Wellpoint Health Networks
told the WSJ: “The drug trends we see are not sustainable and they threaten the
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affordability of health care. Direct-to-consumer ads make medicines cost more.”
Wellpoint is launching a scheme whereby patients will have to pay more of the cost of
advertised medicines. Persuasive medical data will be needed if the insurer is to meet
the cost. Blue Cross Blue Shield has launched its own advertising campaign
promoting generic medicines 133.

In October 2002 the US General Accounting Office (GAO) was asked by Congress to
provide a report on DTCA. The purpose of the report was threefold:

• To evaluate the effect of DTCA on prescription drug spending and utilisation,
• To evaluate the extent and effectiveness of the FDA oversight of DTCA
• To compare spending by pharmaceutical companies on DTCA with spending on

all other promotional activities and on research and development.

The report concluded that DTC advertising increases both prescription drug utilisation
and spending on DTC-advertised drugs compared with non-advertised drugs. They
also reported that though effective at halting the dissemination of advertisements it
reviews and identifies as misleading, the FDA's oversight of DTCA had significant
limitations. The key findings were:

• That some pharmaceutical companies have failed to submit advertisements to the
FDA in a sufficiently timely manner to allow review.

• That there is such a time delay from identification of misleading advertisements to
the FDA's request to remove it from dissemination that the ad campaign has often
run its course before the regulatory letter is issued.

• FDA oversight has not prevented some companies from repeatedly disseminating
new misleading advertisements, often for the same drug.

• While pharmaceutical companies still spend more on research and development
than advertising, in the four years to 2001, DTC advertising spending increased
145% while research and development spending increased 59%.

Canada
Despite intensive lobbying by the pharmaceutical industry in Canada, the country’s
health minister, Anne McLellan, made it clear in an interview with the Ottawa Times
political weekly that she does not intend to relax the current advertising rules. She
said: “We have no intention of changing the present policy”134. The current rules
prohibit the use of branded drug advertisements that mention prescription-only
medicines as treatments for specific diseases. McLellan has concluded that DTCA has
a negative impact on the doctor-patient relationship because patients put pressure on
their physicians to prescribe advertised medicines.

Australian Review
A recent review 135 examining a possible liberalisation of Australia’s ban on DTCA of
prescription medicines made the following points:

• In the United States around 41 percent of the $US 1.8 billion spent on prescription
drug advertising in 1999 was spent on advertising just 10 products47. A
corresponding similar effect on the costs of publicly funded medicines could occur
in Australia if it shared a similar advertising regime

• The bulk of United States advertising is concentrated on a few new, higher-priced
medicines and on medicines used to treat some of the more common serious
conditions
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• If there was a relaxation of the regime in Australia it would be unlikely that there
would be advertising of older but still effective alternatives as it would be difficult
to build these advertising costs into selling prices and

• The public might place too much credence in the advertisements just because
government had allowed them to be made

• DTCA of prescription medicines is not supported by organisations representing
doctors, pharmacists or veterinarians

The review concluded that “it could not support a relaxation of the current prohibition
that would result in a situation such as those occurring in the United States and New
Zealand, which cannot be assessed as providing a net public benefit, despite some
individuals being helped”.

The World Health Organisation
The WHO published recommendations on advertising of medicines in 198860. The
aim was to develop a set of international guidelines for the promotion of medicinal
products that could be used as a guide for governments, professional associations,
media etc as a basis for developing their own regulations. Aside from industry
marketing codes, this WHO Ethical Criteria for Medicinal Drug Promotion is the only
international standard for drug promotion. Successive World Health Assemblies have
endorsed its implementation since 1988. This standard recommends against DTCA,
stating that: “Advertisements for the general public...should not generally be
permitted for prescription medicines or to promote medicines for certain serious
conditions that can be treated only by qualified health practitioners, for which certain
countries have established lists”60.

DTCA directly contravenes this recommendation.

Public and Professional Support for a ban on DTCA

Independent Consumer Groups
While pharmaceutical companies have commissioned and funded research on
consumer attitudes to DTCA, even industry journal articles acknowledge that these
surveys are inherently biased136.

Independent consumer groups in both the United States and Europe continue to
oppose DTCA. In contrast, there is no evidence of independent consumer groups
seeking DTC advertising. Indeed some of the strongest opposition has come from
consumer organisations137.

In April 2002 an umbrella group “Medicines in Europe” was launched, with the aim
of highlighting concerns about the changes proposed by the European Parliament. The
group is based in France, with membership from leading national and European
consumer and patient groups. Members also include funding organisations responsible
for paying for medicines and independent journals for health professionals. The group
has highlighted several concerns about the medicines review taking place within the
EU. A spokesperson said, “What consumers and patients actually need is reliable,
comparative information on medicines, alternative therapies, and health in general.
Yet patients and consumers believe that drug advertising, which, by definition, is
designed to increase consumption, does not give them the reliable information they
need”49.
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In April, the Wall Street Journal reported that the American Association of Retired
Persons (AARP) was to launch an advertising campaign aimed at countering the
effects of DTCA138. However, the Journal also reported that AARP was forced to
revise its $US10 million campaign as some of the television networks balked at the
wording being carried in the advertisements. Specifically they objected to the
statement “Do not let advertising sell you medicines you don’t need”. AARP’s
director of brand management said, “The message we want to get across is we just
don’t want people to be unduly influenced by advertising into thinking they need a
drug that they do not need”138.

In New Zealand, the Women’s Health Action Trust (WHAT), a well-established
consumer group has a long history of opposition to DTCA. It has made a number of
submissions on this issue to the Ministry of Health for over a decade and has raised
concerns about particular campaigns. It also successfully took a complaint about a
Depo-Provera® print advertisement to the ASCB. The organization has a strong
interest in the development of quality health information and has developed consumer
information resources for the New Zealand Guidelines Group (based on evidence-
based guidelines). When developing consumer information it uses tools for quality
information developed by the King’s Fund in the UK, and the DISCERN instrument
available on www.discern.org.uk. Much DTCA in New Zealand would not meet these
criteria. The Code of Health and Disability Services Consumers’ Rights places
emphasis on the need to provide complete information including information about
options. WHAT believes that DTCA does not support informed decision-making but
uses emotive claims to manipulate consumers into asking for particular medicines104.

Professional Opinion
A United States survey in 1997 of physicians found most doctors did not favour
DTCA through either print (80%) or television (85%) media. Seventy-one percent felt
DTCA pressured doctors to use medicines they would not ordinarily use73.  The
American Medical Association’s governing body approved a resolution that states
“…many broadcast ads are misleading, using imagery to suggest clinical effectiveness
far beyond what clinical evidence supports”. 139

The Centre for Health Services and Policy Research at the University of British
Columbia faxed a survey to 150 drug policy experts in the United States, New
Zealand and Canada41. The experts were from health professional organisations,
consumer and disease/patient groups, government agencies, private insurers, managed
care organisations, and the pharmaceutical and advertising industry and media. The
response rate was 71 percent. Two thirds of those who took part judged the
information provided by DTCA to be poor or very poor. Twenty-eight percent of
respondents, mainly from the pharmaceutical or advertising industries, said it was
good to excellent. Most respondents thought the effects of DTCA on patient
knowledge of medicines and diseases and on health care quality were negative or at
best neutral. Respondents from all sectors thought DTCA leads to increased drug
costs and more doctor visits.

In the recent authors’ survey of New Zealand GPs only 1 in 10 of the 1611
respondents believed that DTCA of prescription drugs by pharmaceutical companies
was positive (appendix 3). Seventy-nine percent felt negatively towards DTCA, a
figure similar to the 1997 US doctor study by Lipsky73.



44

CONCLUSIONS

In 2000 the Ministry of Health produced a discussion paper on Direct-to-Consumer
Advertising (DTCA) for prescription-only medicines. In the intervening two years
there has been an exponential increase in the volume of DTCA in New Zealand.
Despite the introduction of a system of self-regulation there have been many instances
where advertisements have been criticised for containing incomplete, misleading and
unbalanced information. In the United States and New Zealand, in parallel with the
increase in DTCA, there has been a marked and disproportionate upward trend in
expenditure on DTC-advertised medicines without any convincing evidence of
corresponding improvements in health outcomes.

In the view of the authors, the weight of evidence in the current literature is against
DTCA of prescription medicines. There is evidence to support claims of the harmful
effects of DTCA. There is no evidence to support the claims for the beneficial effects
of DTCA on health outcomes.

DTCA was the subject of a Lancet editorial in April 2002. The author concluded,
“The potential disadvantages from DTCA, as judged by experiences in the United
States and New Zealand, outweigh any claimed benefits”131.

• Evidence continues to accumulate indicating DTCA is very effective at selling
medicines and is growing rapidly

• DTCA does not, and by its nature cannot, provide the impartial objective
information on risks and benefits patients need to actively participate in healthcare
decisions

• DTCA has a deleterious effect on health funding and leads to distortion in
resource allocation

• DTCA has repeatedly been criticised for misrepresentation - by over promoting
the efficacy of new medicines whilst minimising side effects, safety issues and
cost

• DTCA potentially compromises patient safety - DTCA leads to widespread rapid
adoption of new medicines before risks and adverse events are fully recognised

• DTCA has a negative effect on the clinician-patient relationship, bringing a
commercial pressure on prescribers which impacts on trust and confidence and
unduly influences clinical practice

• DTCA promotes the medicalisation of normal health and ageing

Neither self-regulation in New Zealand nor the central-regulation of the US has been
effective at overseeing DTCA of medicines.  Further, it is argued that that by the very
nature of brand-specific DTCA, it will never be possible to do so.

One key question in the debate over the regulation of DTCA is whether commercial
free speech should be given priority over public health goals, especially in as
important an area as the treatment of disease. Restrictions on the availability of
prescription medicines are essential for protecting public health. This is recognized in
New Zealand law, and is the basis for restrictions on the sales of prescription
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medicines. These have been imposed in recognition that these products are potentially
harmful and use must be limited to appropriate situations in which benefits are likely
to exceed risks. Access to these medications requires the prescription from a limited
range of heath professionals acting in the capacity of a learned intermediary. It is
clearly potentially dangerous to allow commercially driven demand to override this
function. However as detailed, evidence from the US, from Canada and from New
Zealand prescribers suggests this is exactly what is happening as a direct result of
DTCA.  

It is of concern that in the draft documents for the proposed Australian – New Zealand
harmonisation of therapeutic products advertising, the recommendations around
advertising and regulation of prescription only medicines assume the continuation of
DTCA (as disease awareness campaigns in Australia) and seem positive about the
strengths of self regulation101. Given the level of concern in both countries it is
disappointing that the wider implications of DTCA are not being considered.

What are the options?

No change

There is significant and growing dissatisfaction with the status quo. This has been
expressed by both health professionals and independent consumer groups and is in
line with most informed world opinion.

Strengthen the regulation of DTCA of prescription medicines

Self-regulation has not and cannot provide timely and independent review of the
technical information necessary to determine whether advertisements contain
adequate and appropriately balanced information on efficacy, safety and cost. The
recent Australian legislative review of medicines, poisons and controlled substances
concluded that "self-regulation is not a viable alternative for regulating advertising of
prescription medicine as it is unlikely to achieve the objective of the control."135.

The other option for regulation is management by a government agency. This has the
advantages of increased independence, transparency and accountability. However, this
option has a number of major failings in terms of both costs and effectiveness. More
formal regulatory systems would increase direct and opportunity costs for the
government and health sector. It might be imagined that government management of
the process has the potential to ensure full compliance, however it is clear that even a
well-funded formal regulatory system such as the FDA in the United States cannot
effectively control DTCA. This has been forcefully pointed out in the recent GAO
report to Congress which details repeated breaches of the regulations by a number of
very large companies, despite multiple warning letters from the FDA. To make
matters worse, the time delay in carrying through the due process to withdraw
offending advertisements gives advertisers several weeks of broadcasting exposure9.
Already published and distributed magazine advertisements which are subsequently
found to be in violation of the regulations cannot be recalled and may mislead and
create inappropriate demand for many months or years.

Even if regulation were to ensure factual completeness, the other problems remain.
There is clear evidence that DTCA stimulates demand for the advertised brand drugs,
many of which offer little benefit and less clear safety profiles over existing products.
As has been argued, this has deleterious effects on resource allocation within an
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already stretched health system, unduly influences the prescribing process, and leads
to further medicalisation of health.

It is therefore recommended that the New Zealand government
introduce legislation or regulation to ban all advertising of
prescription medicines directly to the public in any form.

This will provide the greatest benefit to public health at the least cost and bring New
Zealand in line with the rest of the developed world. In particular this would facilitate
the proposed Australia–New Zealand harmonisation of regulations around medicines
and foods. However, in the opinion of the authors it is of the utmost importance that
this is a complete ban. As the examples from other countries demonstrate, disease
awareness and generic advertising are driven by the same commercial imperative to
sell more medicines and expand markets. Therefore this will have the same negative
effects as brand advertising. Given the fact that pharmaceutical companies are
accused of pushing the boundaries in this type of advertising129 130 135, the same need
for costly and stringent regulation would exist. Other countries seem unable to control
this form of advertising adequately by regulation126 128 129.
All agree there is a need for greater consumer information on health. This includes
high quality independent and comparative information on medicines. This in turn will
inform rational dialogue between consumers and their health providers and facilitate
appropriate medicine use.

It is therefore recommended that the New Zealand government
establishes and funds a comprehensive and independent medicine
and health information service.

This should have clear guiding principles such as the internationally accepted
standards for consumer health information found in DISCERN (see box) as well as
adhering to the spirit of the New Zealand Health and Disability Services Code of
Consumers’ Rights.
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THE DISCERN QUALITY CRITERIA FOR CONSUMER
HEALTH INFORMATION ON TREATMENT CHOICES
(The Discern rating instrument is available on www.discern.org.uk)

A good quality publication about treatment choices will:

1.   Have explicit aims
2.   Achieve its aims
3.   Be relevant to consumers
4.   Make sources of information explicit
5.   Make date of information explicit
6.   Be balanced and unbiased
7.   List additional sources of information
8.   Refer to areas of uncertainty
9.   Describe how treatment works
10. Describe the benefits of treatment
11. Describe the risks of treatment
12. Describe what would happen without treatment
13. Describe the effects of treatment choices on overall quality of life
14. Make it clear there may be more than one possible treatment choice
15. Provide support for shared decision-making

There are sufficient resources within New Zealand to provide consumer information
effectively, appropriately and efficiently.  A consortium approach is recommended
with input/governance from appropriate consumer and health professional bodies who
are independent of commercial interest, and can demonstrate a history of
independence from pharmaceutical industry influence.

Implementation
There is New Zealand expertise available within health professional and consumer
groups to form such a consortium.  Many (listed below) have expressed an interest in
participating.  The cost of such a service will be more than offset by the savings both
on unnecessary drug costs and of otherwise trying to properly regulate DTC
advertising. This cost alone has been estimated by the Ministry of Health to run into
millions4. A vehicle for pharmaceutical companies to contribute to patient information
could perhaps be provided through a pharmaceutical company levy to part fund such a
service. Using the public health dollar in this way is likely to have a much more
positive and productive effect on health outcomes in two important ways:

• Potential for improved individual health outcomes resulting from more informed
consumers who have been provided with a balance of information on drug and
non-drug treatment options and are better able to participate in their health care
decisions.

• Potential for improved population health outcomes resulting from the promotion
of appropriate and rational use of medicines.

Expressions of interest in participating in establishment of such a service have been
received from:
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National Preferred Medicines Centre (PreMec), Consumers Institute, Christchurch
Hospital Drug Information Services, Best Practice Advocacy Service (BPAC),
Women's Health Action Trust (WHAT), Royal New Zealand College of General
Practitioners (RNZCGP), Auckland and Otago University Schools of Pharmacy,

The precedent for this type of service exists in a number of countries, most notably
the NHS Direct (United Kingdom) and the newly established Australian Medicines
Line which is a national telephone information service, providing Australians with
access to independent, accurate and up-to-date information about medicines including
prescription medicines, over-the-counter medicines, complementary medicines and
herbal and natural therapies140. The American Association of Retired Persons (AARP)
has also recently launched an online independent consumer information guide for
prescription medicines (www.aarp.org/wiseuse/oregon-research.html).

A New Zealand service must be easily accessible to all New Zealanders and may
involve a variety of options, including the Internet and an 0800 number system as
used by the National Poison Centre.

Recommendation 1:  That the New Zealand government introduce
regulations and /or legislation to prohibit the advertising of
prescription medicines directly to the public, through print and
broadcast media or any other form.

Recommendation 2:  That the Government establishes an
independent medicine and health information service free of
commercial interest.

Implementation of these two recommendations would move New
Zealand from its current anomalous position to one of world
leadership in the promotion of the appropriate and rational use of
medicines.
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SUPPORT FROM NEW ZEALAND PROFESSIONAL AND
CONSUMER ORGANISATIONS

The following organisations have expressed support for the call to introduce
legislation prohibiting direct to consumer advertising of prescription medicines in
favour of an independent health and medicines information service:

Professional Bodies:

The Royal New Zealand College of General Practitioners (RNZCGP)
The Independent Practitioners Association Council (IPAC) and its constituent IPAs
The New Zealand Thoracic Society
The Deans of the Division of Health Sciences University of Otago (Medicine,
Pharmacy, Dentistry and Physiotherapy)
The Department of Pharmacy University of Auckland
The National Preferred Medicines Centre Inc (PreMeC)
The Best Practice Advocacy Centre (BPAC)
The NZ Public Health Association
Some but not all New Zealand Clinical Pharmacologists
In addition, the New Zealand Medical Association and the New Zealand Council of
Colleges and its member organisations are considering their positions

Independent consumer organizations:

The Consumers Institute
Greypower
Women’s Health Action Trust
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APPENDIX 1:  ACADEMIC PHARMACY PERSPECTIVE

DIRECT TO CONSUMER ADVERTISING (DTCA) OF
PRESCRIPTION MEDICINES:  AUCKLAND SCHOOL OF
PHARMACY PERSPECTIVE

This submission is made on behalf of the School of Pharmacy, University of Auckland,
one of two tertiary sites for pharmacy education in New Zealand.  We are well placed to
comment on current and emerging roles for pharmacy, and the potential impact of DTCA
on professional development.

In their response to the 2000 Ministry of Health discussion paper on DTCA, the
Pharmaceutical Society of New Zealand and the Pharmacy Guild maintained that there
was little impact on the profession of pharmacy.  In their view this was because it is the
prescriber who makes the decision on whether or not to prescribe an advertised
prescription medicine.  The submission acknowledged that there are valid arguments both
for and against DTCA but that on balance those in support outweighed those against.
Concerns were expressed about insufficient controls over the advertising of non-
prescription medicines and ‘natural and complementary medicines’.  An argument in
favour of DTCA was the direct education provided to consumers about medicines
through this form of promotion.

The views of the New Zealand pharmacy professional organisations are at variance to
those in Australia and the United Kingdom, where the relevant bodies have strongly
opposed DTCA.  The arguments against DTCA have been stated elsewhere, such as a
negative effect on the clinician–patient relationship, lack of objective information to the
consumer, increasing ‘medicalisation’ of normal health issues, and negative effects on
funding.  We fully support these arguments against DTCA.

Traditionally, the main professional roles of community pharmacy have centred on the
effective and efficient distribution of medicines through dispensing of prescribed
medicines, and sale of non-prescription medicines.  In both of these roles the education of
patients/consumers on the safe and effective use of medicines is paramount, as is the
separation of the prescribing and dispensing functions.  The pharmacist acts as an
important ‘backstop’ in the quality use of medicines, with a professional obligation to
ensure choice of the correct product and dose, as well as the avoidance of adverse drug
reactions and interactions.

During the past decade there has been a marked expansion of the professional cognitive
roles of community pharmacists and a growing realisation on the part of governments of
the value of professional pharmacy services.  Examples of these roles include the
development of medication review services, pharmacist prescribing advisers, expansion
of the list of pharmacist-only and pharmacy-only medicines, introduction of
supplementary prescribing authority, and development of pharmaceutical care services.
Uptake of these opportunities has been variable worldwide but New Zealand pharmacists



have expressed a willingness to develop a number of new services and pharmacy
education has changed rapidly to accommodate these aspirations.

Professional pharmacy services will continue to evolve and it is widely agreed that the
future role of community pharmacists could be as ‘medication mangers’ rather than
simply suppliers of medicines.  For example, it is envisaged that electronic prescribing
and robotic dispensing will be firmly established by the end of this decade.  These
initiatives will free up time to allow the pharmacist to undertake a more clinical, patient-
focused role.

It is interesting that all Western countries have experienced a sharp surge in both
prescription numbers and escalating prescription drug expenditures over the past few
years.  In the United States and elsewhere, there has been a commensurate growth in
‘mail order’ pharmacy.  While this development may seem attractive in cutting costs, the
downside is the loss of direct interaction between the pharmacist and patient and the
added value of face-to-face communication and medication counselling.  There seems
also to be a link between the growth in mail-order dispensing and the growth of DTCA.
If the desired end-result of DTCA is increased consumption of pharmaceutical products,
then the appeal of cutting out the ‘middle-men’ in the distribution chain is clearly
appealing.  Fortunately, mail-order pharmacy has not yet had a major impact in New
Zealand.

One of the arguments in support of DTCA is that it enhances consumers’ rights to
information about treatment and in the education of consumers.  A counter-argument is
that medicines are not ‘ordinary items of commerce’, and that the consumer can best
benefit from the services of a ‘learned intermediary’ who advocates on their behalf.  Our
point is that this ‘learned intermediary’ is a role that pharmacists are well placed to
provide, in collaboration with their prescribing colleagues.

A typical and emerging scenario is the patient who is receiving prescription medicines
from more than one prescriber (e.g. general practitioner, specialist, midwife), who is also
self–medicating with non-prescription medicines, and with natural/complementary
therapies.  Pharmacists are uniquely placed to provide advice, and have the requisite
understanding of medicines, in order to assist such patients in optimising the benefits and
minimising the risks associated with their therapies.  Pharmacists can provide
independent, informed and unbiased advice to patients about their medications.

In terms of DTCA, we support the view that the commercial imperative underpinning this
practice cannot provide independent and unbiased information to consumers.  DTCA
creates demand for specific drugs, and sometimes engenders unrealistic expectations on
the part of patients.  While the prescriber has ultimate authority in the choice of medicine
for a particular patient, it is very difficult for the prescriber to contradict a direct request
from a patient for a particular product they have seen advertised.

To counteract the view that DTCA enhances consumers rights to information, we wish to
propose the development of a ‘Medicines Information Consortium’ in New Zealand, with
representation from prescibers, pharmacists, the Ministry of Health, consumers, and



relevant industry partners.  Such a consortium could be readily assembled to provide the
independent advice that consumers obviously require.

An additional consideration is that as further professional roles for pharmacists evolve we
are likely to see ‘pharmacist prescribing’ in some form.  Whether this be by an expansion
of the range of Pharmacist Only Medicines, by a supplementary or dependent prescribing
role, or by independent prescribing authority, only time will tell.  As such roles emerge,
pharmacists will also be exposed to the pressures of DTCA (in fact they already are for
Pharmacist Only Medicines).

The Pharmacist Only Medicines category (also known as Restricted Medicines) poses
some difficulties for pharmacists.  These agents are ‘intermediate’ between Prescription
Medicines and Pharmacy Medicines, they require physical separation from other stock to
prevent direct consumer access and a record of patient details (name, address) in the
transaction.  Examples include oral non-steroidal anti-inflammatory agents, vaginal
antifungals, and nasal corticosteroids.

The pharmacist is obliged to ask the patient questions relevant to the condition and choice
of treatment.  In essence, this category is analagous to ‘pharmacist-prescribed’ medicines.
In reality, many of these agents are heavily promoted directly to the consumer.  DTCA of
these medicines often undermines the professional judgement of the pharmacist.  Patients
often resent the questioning and record-keeping associated with their sale and cannot
understand when the pharmacist declines to recommend the advertised product they have
requested.  The assumption is that because it’s not a Prescription Medicine, it must be
safe!

The position of pharmacists with respect to DTCA of Pharmacist Only Medicines mirrors
the concerns of medical prescribers with DTCA of Prescription Medicines  We restate the
point that medicines are not ‘ordinary items of commerce’ and that a separation of the
choice of best medicine from any financial imperatives imposed by DTCA is both
clinically and ethically responsible.

In summary, we support the arguments against DTCA articulated in the wider
submission.  In particular, we are concerned at the negative impact on health-
professional/consumer relations and the lack of an independent, objective input into the
prescribing and use of medicines engendered by DTCA.  We highlight the potential role
of pharmacy to provide independent, unbiased advice, and to advocate for patients as a
‘learned intermediary’ in the prescribing of medicines.

Professor John Shaw
Head, School of Pharmacy,
The University of Auckland
18 December 2002





Background and Method

Background

Christchurch School of Medicine commissioned colmar brunton to conduct

research among the general public to obtain information on:

• sources of information used for prescription medicines and other treatments

• perceptions of the trustworthiness of sources of information about prescription medicines

• attitudes towards drug company advertising

• effect of drug company advertising on behaviour

• level of support for an independent health information service as an alternative to

pharmaceutical advertising.

Research Method
The research was conducted using colmar brunton’s telephone omnibus survey.
The omnibus survey is a survey of the general public aged 15+ living in private households with
telephones.  The omnibus is conducted in the 15 main centres1.  At least 97% of this population are from
the Statistics New Zealand defined urban zones of these 15 centres.

Households were selected at random from the entire list of available phone numbers in each centre.
Respondents were selected at random using the ‘next birthday’ respondent selection technique.  Only one
interview was conducted per household, and up to two call-backs were made to respondents not available at
the time of the call (before replacement).   Fieldwork was conducted between the 15th and 20th January
2003.

Data has been weighted at the data processing stage (by known Census data for the population) to ensure a
representative sample of New Zealanders aged 15 years plus in the 15 main centres.  In total, 500
interviews were conducted.  The maximum margin of error, at the 95% confidence level, on a sample size
of 500 interviews is +/-4.4%.  Note:  All demographic differences mentioned throughout this report are
statistically significant at the 95% confidence level.

The questions were developed by the Christchurch School of Medicine and endorsed by the New Zealand
Consumers Institute.  They were based on the United Kingdom Consumers Association survey carried out
in 20022, with modifications to reflect the fact that DTCA of prescription medicines is already occurring in
New Zealand (it is not allowed in the UK). In addition a question was added from a North American survey
about trustworthiness of information sources3. Consumers were also asked to indicate whether they would
favour banning DTCA to be replaced by an independent source of medicines and health information.

                                                                
1 These are Auckland, Whangarei, Hamilton, Rotorua, Tauranga, Gisborne, Hawkes Bay, New Plymouth,
Wanganui, Palmerston North, Wellington, Nelson, Christchurch, Dunedin, and Invercargill. .2 Consumers
Association. DTCA Survey Results: UK Consumers' Association. 3. Mintzes B. An Assessment of the Health
System Impacts of Direct to Consumer Advertising of Prescriptions Medicine (DTCA) Volume III: Patient
Information on Medicines: A Comparative Patient/Doctor Survey in Vancouver and Sacramento: Centre for
Health Services and Policy Research, University of British Columbia, 2001..



Executive Summary

This section summarises the key findings of this research.

• General Practitioners are the most commonly used source of information on prescription

medicines.  In addition, they are also much more commonly mentioned as a main source of

information than any other.  Pharmacists, hospital doctors, TV and magazine/newspaper

advertisements are also popular choices for information.

• A similar pattern emerges when looking at the perceived reliability and accuracy of

information given by various sources - GP’s are, by far, seen as the most trustworthy and

reliable source of information.  This is followed by hospital doctors and pharmacists, well

above other sources such as Healthline and Drug Companies.

Sources such as magazine/newspaper and TV advertisements, as well as the Internet, are perceived as
providing considerably less reliable and accurate information than GP’s.

• A high agreement level is evident in response to the statement that drug companies spend

most money on advertising medicines that give them the most profit.  Agreement also tends

to be high towards the statement that drug company advertising does not always give all the

information about possible side effects.

A high proportion of the New Zealanders surveyed disagreed that only the safest medicines

are advertised on television, in addition to the fact that drug company advertising provides

unbiased and comprehensive information about treatment, including non-drug and competing

brands.

• Around 10% of the New Zealanders surveyed have been prompted to ask for a prescription-

only medicine as the result of seeing an advertisement.  Of those, the majority received the

medicine they asked for from the doctor.

• Opinion is divided in terms of banning prescription medicine advertising in favour of a health

information service.  Around half of respondents would support the ban, while two in five

would not.



Research Findings

This section details responses to each of the questions.

Sources Used to Obtain Information

Firstly, all respondents were asked:

“In the last 12 months, which sources have you obtained information about prescription

medicines or other treatments from?”

 Respondents were then asked:

“Which, if any, was your main source of information?”

Responses to both of these questions are shown in the following chart.

Sources of Information 
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Base: All respondents (N=500)
 A General Practitioner is the most common information source for finding information about prescription
medicines over the past 12 months, with 69% of respondents using this source.  This is followed by a
pharmacist (43%), hospital doctor (25%), TV advertisement (23%) and a magazine or newspaper
advertisement (22%).

When looking at the main source of information, the majority of New Zealanders surveyed (56%) said their
GP was their main source, followed by a pharmacist (14%).

Demographic variations are as follows:



GP

• Females are significantly more likely to have used GP’s as a source than males (77% vs. 60%

males)

• Tauranga residents are significantly more likely than average to have used GP’s as a source

of information (100% vs. 69%), and to say that their GP is the main source (89% vs. 56%)

• Respondents who are retired are significantly more likely than average to have used GP’s as

a source of information (85% vs. 69%), and to say that their GP is their main source (76%

vs. 56%)

• Homemakers are significantly more likely than average to have used GP’s as a source (88%

vs. 69%)

• Respondents aged 50 years and over are significantly more likely than average to have used

GP’s as a source of information, and to say that their GP is the main source

• Asians are significantly less likely than average to have used GP’s as a source of information

(39% vs. 69%), and to say that their GP is the main source (36% vs. 56%).

Pharmacist

• Females are significantly more likely to have used pharmacists as a source than males (50%

vs. 36% males)

• Tauranga residents are significantly more likely than average to have used a pharmacist in

the past 12 months for information (92% vs. 43%), while Gisborne residents are more likely

than average to say that a pharmacist is their main source of information (70% vs. 14%)

• Respondents aged 35-39 years are more likely than average to say that a pharmacist is their

main source (26% vs. 14%)

• Blue Collar respondents (30% vs. 43%) and Hamilton residents (23% vs. 43%) are less likely

than average to have used a pharmacist for information in the past 12 months.

Magazine/Newspaper advertisement

• Females are significantly more likely to have used a magazine or newspaper advertisement

as a source than males (29% vs. 15% males)

• Students (21% vs. 6%) and respondents aged 15-19 years (22% vs. 6%) are significantly

more likely than average to say that magazine/newspaper advertisements are their main

source.

Internet

• Christchurch (31% vs. 18%) and Palmerston North residents (49% vs. 18%) are significantly

more likely than average to have used the Internet as a source of information over the past

12 months

• Those in a high socio-economic group are more likely than average to say the Internet is

their main source (11% vs. 5%)

• Those in a low socio-economic group (9% vs. 18%) and Blue Collar workers (7% vs. 18%)

are significantly less likely than average to have used the Internet as a source in the past 12

months.



None

• Males, students and single respondents are significantly more likely than average to have

used no sources in the past 12 months.

Reliability of Information

Respondents were then asked:

“I’d like you to imagine that you were looking for information about a prescription medicine or

other treatment.  Please could you tell me for each of these sources how much you would trust

them, when it comes to the accuracy and reliability of the information.  In giving me your

answer, please use a scale of 1 to 5, where 1 is “very untrustworthy” and 5 is “very trustworthy”,

and 3 is neither trustworthy or untrustworthy”.

Results are shown in the chart below.

Perceived Accuracy and Reliability of Information 
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General Practitioners are perceived to be the most trustworthy in terms of accuracy and reliability of
information.  58% of respondents say they believe the information given by GP’s is “very trustworthy” and
91% believe it is trustworthy to some extent (either a 4 or 5 on the scale out of 5).  Hospital doctors and
pharmacists are the next most trusted, with 43% of respondents saying the information from hospital
doctors is very trustworthy and 37% saying the same about pharmacists.

The least trusted sources of information include magazine or newspaper advertisements, with just over one
quarter (26%) of respondents saying they believe the information is very untrustworthy.  In addition, 59%
believe it is untrustworthy to some extent (either a 1 or 2 on the scale out of 5).  TV advertisements and the
Internet are also less trusted with 28% and 18% respectively, saying the information is very untrustworthy.



Demographic differences are highlighted below:

GP

• Females rate the trustworthiness of GP’s significantly higher than males (mean score of 4.5

out of 5 vs. 4.4 males)

• Lower White Collar workers rate GP’s significantly higher than average for providing

trustworthy information than average (4.6 vs. 4.5).

Hospital Doctor

• Napier/Hastings residents rate a hospital doctor significantly higher than average in terms of

trustworthiness (4.8 vs. 4.2)

• Hamilton (3.8 vs. 4.2) and Whangarei residents (3.3 vs. 4.2) rate a hospital doctor

significantly lower than average.

Pharmacist

• Asians rate pharmacists significantly lower than average in terms of trustworthiness (3.6 vs.

4.1).

Healthline

• Whangarei residents rate the Healthline significantly higher than average in terms of

trustworthiness (4.3 vs. 3.3), while Hamilton residents rate significantly lower (2.8 vs. 3.3)

• Respondents who are retired rate Healthline significantly lower than average in terms of

trustworthiness (2.8 vs. 3.3).

Drug Company

• Females rate drug companies as significantly more trustworthy than males (2.8 vs. 2.5)

• Gisborne residents rate drug companies as significantly more trustworthy than average (3.6

vs. 2.7), while those who are retired  (2.1 vs. 2.7) and in high socio-economic groups (2.4 vs.

2.7) rate significantly lower.

Internet

• Palmerston North (3.4 vs. 2.6) and Nelson residents (3.6 vs. 2.6) rate the Internet

significantly higher than average

• Hamilton residents rate significantly lower than average (2.2 vs. 2.6), as do females (2.5 vs.

2.7 males).

TV advertisement

• Asians (2.7 vs. 2.3) and Pacific Island people (2.9 vs. 2.3) rate TV advertisements

significantly higher in terms of trustworthiness than average

• Students (2.6 vs. 2.3) and single respondents (2.5 vs. 2.3) also rate significantly higher than

average

• Respondents employed in an Upper White Collar occupation (2.1 vs. 2.3) and those in a high

socio-economic group rate significantly lower than average (2.0 vs. 2.3).



Magazine/Newspaper advertisement

• Maori (2.7 vs. 2.2 overall) and Asians (2.6 vs. 2.2) rate magazine or newspaper

advertisements significantly higher than average

• 18-24 year olds also rate magazine or newspaper advertisements higher than average (2.6

vs. 2.2)

• Respondents in a high socio-economic group rate significantly lower than average (2.0 vs.

2.2).



Perceptions of Drug Company Advertising

Respondents were then told:

“Drug companies currently advertise prescription-only medicines to the public in New Zealand.  Here are
some statements people have made about drug company advertising.  For each statement, please tell me

how much you agree or disagree with it by using a scale of 1 to 5, where 1 is “strongly disagree” and 5 is
“strongly agree”.  If you neither agree or disagree, please rate it as a 3.”

Results are shown in the following charts.

Perceptions of Drug Company Advertising 
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Almost half (46%) of respondents agree strongly that drug companies are likely to spend most money on
advertising the medicines that give them the most profit.  An additional 26% agree to some extent (a 4 on
the scale out of 5) with the statement.  59% of respondents agree to some extent (a 4 or 5 on the scale out of
5) that advertising by drug companies does not give people information about possible side effects.

A similar level of agreement (42% either a 4 or 5) is evident when comparing the statements “advertising
of prescription-only medicines raises awareness of illnesses that people might not otherwise realise they
have” and “patients are likely to seek treatment more quickly if they have seen an advertisement for a
prescription-only medicine”.  However, a higher proportion of respondents (25%) disagree to some extent
(either a 1 or 2 on the scale out of 5) with the statement relating to patients seeking treatment more quickly
than the statement that advertising raises awareness of illnesses (18% disagreement).

Disagreement is highest with the statement that “Drug company advertising provides unbiased and
comprehensive information about treatment, including non-drug treatments and competing brands”, with
59% disagreeing to some extent (a 1 or 2 on the scale out of 5) and 36% disagreeing strongly.
Disagreement is also high for the statement that “only the safest medicines are advertised on New Zealand
television”;  58% of respondents disagree to some extent, of which just over one third (34%) disagree
strongly.

Differences across demographic variables are shown below:

Drug companies are likely to spend most money on advertising the medicines that

give them the most profit

• Upper White Collar workers show significantly higher agreement with the statement than

average (mean score of 4.3 out of 5 vs. 4.1 overall)

• Blue Collar workers (3.8 vs. 4.1) and respondents who are unemployed (3.2 vs. 4.1) show

significantly less agreement than average

• Pacific Island people (3.5 vs. 4.1) and Whangarei residents (3.1 vs. 4.1) also show

significantly lower agreement than average.

Drug company advertising does not give people information about possible side

effects

• Whangarei residents (4.9 vs. 3.7) and those who are retired (4.3 vs. 3.7) show significantly

higher agreement than average

• Gisborne residents show lower agreement than average (2.8 vs. 3.7).

Advertising of prescription-only medicines raises awareness of illnesses that people

might not otherwise realise they have

• Pacific Island people (4.0 vs. 3.4) and respondents who are unemployed (4.2 vs. 3.4) show

significantly higher agreement than average

• Respondents in a high socio-economic group show significantly less agreement than average

(3.1 vs. 3.4).

Patients are likely to seek treatment more quickly if they have seen an advertisement

for a prescription-only medicine

• Respondents living in Auckland show higher agreement than average (3.4 vs. 3.2), while

those living in Wellington (2.9 vs. 3.2), Whangarei (2.0 vs. 3.2) and Gisborne (2.4 vs. 3.2)

show lower agreement than average.



Drug companies advertising is likely to try and convince people that they have

illnesses that they do not really have

• Respondents living in Whangarei (1.9 vs. 3.0) and homemakers (2.5 vs. 3.0) show lower

agreement than average.

Only the safest medicines are advertised on New Zealand television

• Pacific Island people (2.9 vs. 2.2 overall) and Asians (2.8 vs. 2.2) show higher agreement

than average

• Wanganui residents (3.6 vs. 2.2), those who are unemployed (3.0 vs. 2.2) and in a low socio-

economic group (2.4 vs. 2.2) also show higher levels of agreement than average

• Whangarei residents show lower levels of agreement than average (1.2 vs. 2.2).

Drug company advertising provided unbiased and comprehensive information about

treatment, including non-drug treatments and competing brands

• Pacific Island people (3.8 vs. 2.2) and respondents who are unemployed (2.5 vs. 2.2) show

higher agreement than average

• Single respondents (2.4 vs. 2.2) and students (2.6 vs. 2.2) also show higher agreement than

average

• Respondents who are employed full-time (2.0 vs. 2.2) or in Upper White Collar occupations

(1.9 vs. 2.2) show less agreement than average.



Advertising Effectiveness

Respondents were also asked a question relating to whether television advertising prompted them to ask for
a prescription-only medicine:

“Has an ad ever prompted you to ask for a prescription only medicine from your doctor?”

Results are shown in the following table:

All respondents (N=500)
%

Yes 13
No 86
Don’t Know 1

Just over one in ten (13%) respondents have been prompted to ask for a prescription-only medicine as the
result of seeing an advertisement.

These respondents (N=64), were then asked:

“What happened next?  Did you…”

%
Receive a prescription for the medicine you requested 62
Receive a prescription for another medicine 17
Not receive any prescription 19
Don’t Know 1

Base:  All respondents who were prompted to ask for prescription medicine (N=64)

Three in five (62%) respondents who had asked for a prescription-only medicine after seeing an
advertisement received a prescription for the medicine requested.  One in five (17%) received a
prescription for another medicine, while the remaining 19% did not receive a prescription.



All respondents were then read the following statement:

“In New Zealand it has been suggested that instead of allowing drug companies to advertise

prescription medicines, a health information service should be provided for consumers allowing

easy access to an independent source of up to date information.  This would include the

comparative risks, benefits and costs of different types of drug and non-drug treatment.  Would

you support banning advertising of prescription medicines (on TV, radio and in magazines and

newspapers) in favour of such a service?”

Results are shown in the following table:

All Respondents
(N=500)

%
Yes 51
No 41
Don’t Know 8

Opinion is divided over support for banning advertising in favour of a health information service.  Just over
half (51%) of respondents would support banning the advertising of prescription medicines in favour of a
health information service, while 41% would not support the idea.  The remaining 8% don’t have an
opinion.

Respondents who live in Whangarei (92% vs. 51%) and Wanganui (89% vs. 51%) are significantly more
likely to be in favour of banning prescription medicine advertising in favour of a health information service
than average, as are Blue Collar workers (63% vs. 51%).
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BACKGROUND
New Zealand and the United States are the only two industrialised countries permitting
direct to consumer advertising (DTCA) of prescription drugs. The US has a centrally
controlled system of regulation. In contrast, New Zealand has a self-regulatory process.

Senior academic staff from the three Departments of General Practice at the University of
Otago became aware of increasing concern and frustration expressed by New Zealand
general practitioners. GPs indicated they were feeling the effects of the pressure to
prescribe specific branded products as a result of DTCA of pharmaceuticals.

In response to these concerns, the NZ academic group, led by three Professors of General
Practice, reviewed the overseas and New Zealand literature on DTCA.
The conclusion of this review was that DTCA was not in the interest of the public health
in New Zealand. Prior to advocating for government to reconsider a ban on such
advertising the group decided to explore the opinions and level of support for their
position from all NZ GPs

AIM
To seek the impressions, attitudes and experiences of NZ GPs on the effects of DTCA of
prescription medicines
To determine whether these views and opinions were consistent with the published
evidence from the literature.

METHODS

A standard one page postal questionnaire was sent to all 3200 GPs in New Zealand. A
covering letter signed by the three Professors explained the questionnaire was designed to
canvass the opinions and experiences of New Zealand GPs and their patients.  The letter
clearly stated the position of the three Professors based on their review of the literature
and their intention to use the information to support a recommendation to government to
reconsider a ban on DTCA of prescription medicines.

The questionnaire was anonymised so respondents could not be identified.

The questionnaire asked basic demographic details about age, sex and tenths worked in
general practice.

Using a standard method, GPs were then asked to respond to 13 statements (seven
negative, six positive) indicating their level of agreement to each. The majority of the
statements were adapted from those used in similar surveys done in the US and Canada18

73. Statements were designed to explore the following areas:

• Level of activity specifically generated by DTCA
• Influence of DTCA on practice and the doctor patient relationship
• Perceived usefulness of consultations generated by DTCA



• Other questions were designed to gather information around the claimed benefits of
DTCA:

• Improved compliance
• DTCA as a positive information / education tool
• Improved health outcomes
• Earlier presentation for necessary medical care
• Improved quality of prescribing

Statements about DTCA and its influence on New Zealand General Practice were phrased
both positively and negatively to avoid the tendency to response bias (respondents
tending to agree with a statement rather than disagree with its opposite).

There was a free text section at the end of the questionnaire where GPs were also asked
to provide any comments (positive or negative) on their experiences with DTCA.

The questionnaire was sent to 3200 GPs on November 15 and 16 2002.

RESULTS
The response rate at 10 days was 43%, after 10 days rising to 50% (n=1611) at the four
week close off
Average age of respondents 45.7 years
39% of respondents were male 61% female
Average no. of tenths in general practice 8

Responses to statements (see Table 1)

• 90% of respondents stated they had had consultations specifically generated by
DTCA

• 68% of respondents felt consultations generated by DTCA were often unnecessary

• 79% of respondents reported patients frequently asked them for DTC advertised
medicines

• 69% of respondents felt they had been under pressure to prescribe advertised
medications

• 44% of respondents said they had switched to or started a medication with an
advertised drug that they felt offered little benefit over drugs they would normally use

• 57% of respondents believed consultations generated by DTCA resulted in little
health gain by patients

• 12% of respondents believed DTCA was a useful means of educating consumers
about the risks and benefits of prescription medicines

• 50% of respondents felt DTCA could lead to difficulties in the doctor patient
relationship



• 4% of respondents feel DTC ads provide the balance of information consumers need

• 16% of respondents feel DTC ads have helped their patients get necessary medical
care at an earlier stage

• 13% of respondents felt DTCA improved compliance

• 74% of respondents felt that DTC advertising of lifestyle drugs encourages the
medicalisation of well populations

• 3% of respondents felt DTCA improves the quality of their prescribing

• 10% of respondents believe that DTCA of prescription drugs by pharmaceutical
companies is positive

Free Text comments

Several hundred free text comments were volunteered.  More than two thirds of these
describing the negative effects of DTCA.

The most common positive comments related to the opportunities provided for health
checks in middle aged men presenting to discuss erectile dysfunction and the opportunity
for education.

The major negative effects commented on were the confusion and anxiety generated by
misleading advertisements, requests for inappropriate (particularly obesity) medicines
and failure of the costs of unsubsidised medications to be given due prominence in the
advertisements.



DISCUSSION

The response rate of 50% without reminders from all New Zealand GPs demonstrates the
current level of interest and strength of feeling around DTCA. Most postal surveys in
New Zealand attract much lower response rates.

Limitations on interpretation
It is important to recognise that the opinions canvassed were from 1611 respondents or a
half of all NZ general practitioners. It is possible that having read the statement of
position and intent of the authors some of those favouring DTCA may have chosen not to
reply.

The survey contained six questions about professional practice. It was possible that GPs
would feel unwilling to acknowledge practice that is not evidence based or consistent
with best practice principles. This applied particularly to statements where they were
asked to indicate whether they felt under pressure to prescribe DTC advertised
medications or to change medications or start medications they would otherwise not have
used. For this reason the survey format used an anonymised postal questionnaire rather
than a telephone questionnaire or postal survey with identifiable respondents. There were
equal numbers of positive and negative statements in this area. The spread of responses to
these questions indicate that this strategy was successful and GPs were comfortable
disclosing information which might reflect negatively on their practice:

Both positive and negative statements about DTCA were used in order to reduce the
likelihood of response bias. It can be seen from the responses that internal validity is
supported by the consistency of responses to both positive and negative statements about
DTCA. Respondents were equally likely to agree with negative statements as to disagree
with positive statements about DTCA.

CONCLUSIONS
The key findings of the survey indicate that DTCA puts pressure on GPs to prescribed
advertised medications about which they feel ambivalent. Responses indicate many GPs
feel DTCA creates unnecessary anxiety and can negatively affect the doctor patient
relationship. Only a minority of GPs responses support the positive claims for DTCA
(that it improves compliance, results in patients presenting earlier and improves the
quality of prescribing).

It is clear from the responses to the question about overall impressions that the 1611
general practitioner respondents feel negatively about DTCA in a ratio of nearly 8 to 1,
with a further 10% undecided.



Results, covering letter and questionnaire



TABLE 1: RESULTS
GP responses as % (n =1611)

Strongly
agree

Slightly
agree

Neither
agree nor
disagree

Slightly
disagree

Strongly
disagree

Don't
know

Consultations generated by DTCA are often unnecessary 35 33 13 13 6 1
Patients frequently ask me for DTC advertised drugs which aren't appropriate 40 39 9 8 4 0
I have felt under pressure to prescribe advertised medications 32 37 10 10 12 0
As a result of a patients request I have switched to/started medication with an
advertised drug which I feel offers little benefit over treatment I’d ordinarily use

14 30 15 14 28 0

In general consultations generated by DTCA lead to little health gain for patients 32 25 18 17 7 1
DTC Advertising is a very useful means of educating consumers about the balance
of risks and benefits for prescription medicines

3 9 9 15 63 0

In my experience consultations in which patients seek advertised medications can
lead to difficulties in the Dr patient relationship.

19 31 22 15 13 1

DTC Ads currently provide the balance of information consumers need 2 2 7 15 73 1
Generally DTC Ads have helped my patients to get necessary medical care
at an earlier stage

2 14 19 21 43 2

Generally DTC Ads have led to better compliance by my patients 1 12 27 18 34 8
Ads for lifestyle drugs may encourage the medicalisation of well populations 40 34 12 6 5 2
Generally DTC Ads have improved the quality of my prescribing 1 2 13 14 69 1
Overall I feel direct to consumer marketing of prescription only drugs by
pharmaceutical companies is positive

3 7 10 19 60 1



12/11/02

Dear Colleague

IMPORTANT ISSUE PLEASE READ

Enclosed is a short survey seeking your impressions, attitudes and experiences of direct to consumer advertising (DTCA) of
prescription medicines.
A number of concerned academic General Practitioners are urging the government to reconsider a ban on such advertising.
Only two countries allow advertising of prescription medicines to the public - America and New Zealand. It is allowed here
by default rather than by design simply because there has never been any legislation prohibiting it. As recently ago as last
month, the European Parliament threw out (by a massive 12 to 1 majority) legislation aimed at allowing DTCA in Europe.
Australia, South Africa and a number of other countries have reviewed and reaffirmed their bans.

The recent explosion in the quantity and type of advertising (most obviously on prime time TV) in NZ has concerned both
prescribers and independent consumer groups.  A Ministry of Health review in 2000 showed 5 out of 6 TV advertisements
examined broke the voluntary advertising code. The recent increase in the use of drug company  web-sites  to advertise and
to gain direct access to patients is a further example of the major push to gain direct marketing access to patients   If you are
interested in reading more, there is an excellent review of a symposium on DTCA held in Europe earlier this year which
can be downloaded from http://www.haiweb.org/campaign/DTCA/index html. Speakers at this meeting gave papers
canvassing the safety issues around advertising and early uptake of new drugs with unknown safety profiles, of the
difference between marketing and education, of the insidious effects on doctor patient relationships, the medicalisation of
health and normal ageing and on additional costs to taxpayers and to health care systems

In order to support the case for a ban it is important to gather current evidence of the effects this advertising has had in New
Zealand.    You will see that the questions are predominantly about the effects DTCA has had on you as a prescriber and on
your patients. Most of the questions are adapted from similar overseas questionnaires

We would be very grateful if you could spend a couple of minutes filling this out and returning in the reply paid envelope.



NZ GP OPINION: DIRECT TO CONSUMER ADVERTISING (DTCA) BY PHARMACEUTICAL COMPANIES
Age___yrs        Sex  M/F      Tenths in clinical practice____       Have you had consultations specifically generated by DTCA?  Yes/No

Strongly
agree

Slightly
agree

Neither
agree nor
disagree

Slightly
disagree

Strongly
disagree

Don't
know

Consultations generated by DTCA are often unnecessary
Patients frequently ask me for DTC advertised drugs which aren't appropriate
I have felt under pressure to prescribe advertised medications
As a result of a patients request I have switched to/started medication with an advertised
drug which I feel offers little benefit over treatment I’d usually use
In general consultations generated by DTCA lead to little health gain for patients
DTC Advertising is a very useful means of educating consumers about the balance of
risks and benefits for prescription medicines
In my experience consultations in which patients seek advertised medications can lead to
difficulties in the Dr patient relationship.
DTC Ads currently provide the balance of information consumers need
Generally DTC Ads have helped my patients to get necessary medical care at an
earlier stage
Generally DTC Ads have led to better compliance by my patients
Ads for lifestyle drugs may encourage the medicalisation of well populations
Generally DTC Ads have improved the quality of my prescribing
Overall I feel direct to consumer marketing of prescription only drugs by pharmaceutical
companies is positive

Can you describe (on reverse) any memorable examples of your experiences (positive of negative) with DTCA?

PLEASE SEND BACK IN THE REPLY PAID ENVELOPE TO THE DEPT OF GENERAL PRACTICE IN CHRISTCHURCH
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Introduction

The following is an update of developments since the submission of our initial report that
made the case for a ban on DTCA of prescription medicines in NZ1. It includes a
summary of the reactions to the first report (both positive and negative) and examines the
arguments put forward by those who argue DTCA should be allowed to continue, as well
as three recent reports produced in support of these arguments.

Recent Developments

Since the release of the report from Academic General Practice there has been increasing
support for its two recommendations: Legislation prohibiting DTCA and for the
provision of a source of balanced and independent consumer information on health and
medicines. The professional and consumer groups that are now indicating support
include:

The New Zealand Medical Association
The Royal New Zealand College of General Practitioners
The New Zealand Nurses Organisation
The New Zealand College of Midwives
The Academic Departments of Public Health from all four Schools of Medicine
Both of the Departments of Academic Pharmacy in Otago and Auckland Schools of
Medicine
Respiratory Physicians (the Thoracic Society)
The Deans of the Divisions of Health Sciences University of Otago (Medicine Pharmacy,
Dentistry and Physiotherapy)
A group of Clinical Pharmacologists from each of the main centres
The Public Health Association
The National Preferred Medicines Centre Inc
The New Zealand Guidelines Group
The Best Practice Advocacy Centre
The Asthma and Respiratory Foundation
Grey Power
Women's Health Action Trust
The Consumers Institute

Supportive publications have appeared in:
Listener
British Medical Journal
New Scientist
British Journal of General Practice

Opposition to the recommendations of the report
Vigorous attempts have been made from within the advertising and pharmaceutical
industries to discredit the original report and its authors, prior to and after its release. This
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involved a series of formal complaints with claims of dishonest and unethical behaviour.
All such claims have been found to be without substance. Following an extensive
examination by Professor Donald Evans (Professor of Bioethics), the numerous
complaints made publicly and privately by the Advertising Standards Authority (ASA)
were ruled to be 'vexatious.'2 (the Evans report is available from
http://www.chmeds.ac.nz/report2.htm).

The Authority now grudgingly acknowledges that the current self-regulatory framework
could be further improved with some minor changes to make it even better.  We believe
in recent weeks a draft document from the ASA setting out proposed changes to the self-
regulatory system has been circulated. To date we have not seen any detail on which to
comment. We are also aware that the ASA are using a report prepared for the Trans
Tasman harmonisation of Therapeutic Goods Advertising (TGA) discussions to support
their claims for the continuation of DTCA (the Codd report)3. The purpose of this report
is to review the regulation of the advertising of therapeutic products in Australia and New
Zealand. The terms of reference explicitly exclude DTCA and it is therefore not valid to
use the report to support the case for allowing DTCA to continue. It is of interest that on
National Radio in February 2003 the CEO of the ASA claimed that discussions with the
Ministry of Health to tighten regulations were at an advanced stage4, - senior staff at the
Ministry of Health denied that this was the case.
The ASA has also commissioned and circulated a report by a private policy consultant,
Mr. Barrie Saunders putting our original report “under the microscope”. The report is
largely unreferenced opinion with little if any new evidence on the claimed benefits of
DTCA. It repeats a number of assertions about the report and the academic credibility of
the authors. There are also a number of accusations of incorrect statements in our report.
These issues are dealt with individually on p10 of this document.
A paper from the authors describing the lead academic General Practice in New Zealand
has taken on DTCA was published in the April issue of the British Journal of General
Practice It was accompanied by a very supportive international editorial5.

Other public criticism of the report has been minimal, beyond a number of articles and
letters published in the National Business Review6-8. Two pharmaceutical companies
took issue with the interpretation of PHARMAC figures. PHARMAC responded by
stating they were comfortable with our representation of their data9. A further company
claimed the report contained misleading analysis about the efficacy of their product. The
substance of their criticism centred on the manner in which obesity is portrayed as a
“lifestyle” issue in the report. They also claimed that the efficacy figures for their product
quoted in the report were an underestimate. They continue to claim that Xenical® (plus
diet) reduces weight by 10% over a year of use with the implication that it is the
Xenical® component that is responsible for this clinically important weight loss. They
maintain that this is underemphasised in our report. In fact some of the references
supplied in their letter of complaint confirm our original calculations. Research suggests
diet alone results in an average weight loss of 6% over the same twelve-month study
period. It is not difficult to calculate that the additional effect resulting from Xenical® is
only 4%. Our interpretation of these data is also confirmed by the recommendations from
the National Institute of Clinical Excellence (NICE) in the UK, which states that "mean
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weight loss in trials of Xenical® shows a relatively small reduction of some two to five
kilograms per year…" It should be noted that NICE also criticised this same
misrepresentation of the figures as a 10% weight loss by the company as "overly
optimistic"10. In a recent letter to the Minister of Health, Roche Pharmaceuticals claimed
they welcomed the debate on direct to consumer advertising and also believed it was
important for consumers to receive balanced information. This same company has been
sent repeated warning letters in the US by the FDA for failing to provide ‘fair and
balanced information’ in advertisements for Xenical®11-16.

Arguments Advanced by the Industry for the Continuation of DTCA
Our original Report provides evidence that the net effect of continuing to allow DTCA is
detrimental to the public health in New Zealand.

'Public Health’ in New Zealand encompasses those aspects of the health system that
promote the mental, physical and social well being of the New Zealand population. This
definition includes both individual and population aspects of equity of access: to health
services; to safe, efficacious and cost effective treatment; and to comprehensive and
objective health information, free from commercial influence.
Given the fixed health budget of New Zealand, it is vital that scarce health funds are
spent wisely to ensure the best possible health outcomes for the largest number of New
Zealanders.
Shared and informed decision making at the level of the individual consumer-health
professional interaction underpins the efficient use of these limited resources.

Since the report there have been a number of arguments put forward by those wishing
DTCA be allowed to continue.

1. DTCA does not increase costs to the taxpayer of medicines

"It has been suggested DTCA has significantly contributed to the overspend of PHARMAC's budget.
According to the pharmaceutical industry, the evidence suggests otherwise. A high proportion of the
expenditure on DTC was spent on medicines that are not funded by government." Richard Nottage,
Chairman, RMI Association17

We believe there is good evidence of the negative effect on public health from the
distorting economic consequences of DTCA. Evidence from New Zealand and the US
shows that pharmaceutical company advertising increases spending on medications; both
by expanding market size and increasing market share for the advertised drugs18 19. Direct
to consumer-advertised prescription only drugs are usually still patented and expensive.
Despite this, in the majority of cases they offer little or no corresponding additional
benefits over existing cheaper drugs. The resulting increased expenditure inevitably
leaves less public funds available for other deserving areas of the health system.
The Flixotide® case study below clearly illustrates that DTCA has resulted in
significantly increased and in our view unnecessary New Zealand government
expenditure.
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information. Pharmaceutical companies have been accused of pushing the boundaries of
DTCA in the US18 and are pushing hard for the introduction of DTCA in Australia
Canada and the European Union20-23. In many countries DTCA is seen to exist by default
through ‘disease awareness’ campaigns. None of these countries has a funding system
similar to PHARMAC although several are considering reference pricing as a way of
controlling spiralling pharmaceutical expenditure. The pharmaceutical industry is in a
uniquely privileged position. Few other industries are so heavily subsidised by third
parties (governments or insurance plans). It is disappointing therefore that the industry
continues to demonstrate so little social responsibility in providing accurate information18

in the push for profit margins reportedly far in excess of most other industries24.

The following example describes products that are unsubsidised and heavily advertised
DTC in New Zealand where there are unanswered questions around the balance of risks
and benefits of these new medicines. While in this case the evidence is not yet sufficient
to draw conclusions about the balance of risks and benefits, rational prescribing
principles would advise caution to minimise exposure rather than marketing to consumers
to increase sales.

Case Study: COX-2 Inhibitors
The COX-2 inhibitors Vioxx and Celebrex are being advertised currently direct to
consumers in New Zealand. There is considerable debate about their relative risks and
benefits in the scientific literature (see case study in main report). There is no evidence
that they are any more effective than traditional anti-inflammatory drugs. While
there is evidence for lower rates of  adverse gastrointestinal side effects compared to
traditional anti-inflammatory drugs, there is also evidence to suggest an increased risk of
cardiac events25. The New Zealand Medicines Adverse Reactions Committee minutes in
September 2002 stated that 'while the … findings are not evidence of a prothrombotic
effect of COX-2s they are perhaps suggestive of a problem'. They recommended that
the Centre for Adverse Reactions Monitoring(CARM) keep a watching brief on
cardiovascular effects with the COX-2 inhibitors26.

3. Prescribers are the gatekeepers of access to prescription medicines

On a number of occasions, proponents of DTCA have promoted the argument that it is
the ultimate responsibility of the prescriber to ensure all prescriptions are appropriate and
in the best interests of the public. That is, prescribers should be able to resist any pressure
from consumers.  The argument has been advanced that if prescribers are not fully aware
of all of the information on new drugs as soon as they are available (and advertised) then
this is an indictment of medical education rather than of the ethics of marketing4.
Alongside this argument is the accusation that prescribers are being paternalistic in trying
to keep control over the delivery of information. Quite apart from the patent impossibility
of the first proposition, it is in fact precisely because New Zealand medical education has
been moving away from paternalistic “doctor knows best” attitudes for two decades that
prescribers find the commercial drive from DTCA so difficult. Partnership in decision-
making and informed consent are important principles of modern relationships between
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consumers and health professionals. The report authors are responsible for teaching the
principles of high quality general practice to every medical student trained in New
Zealand. A cornerstone of this teaching is the partnership between doctor and patient in
decisions about treatment and the importance of respecting patients’ wishes and priorities
('patient centred medicine'27). DTCA has the effect of “turning consumers into unwitting
marketers for specific brand medicines”28 thereby threatening this important partnership.
Powerful and emotive visual images offering hope for a patient with a chronic condition
are not easily countered by a science-based discussion of the relative risks, benefits, costs
and unknown safety issues of a new and seductively advertised medication. General
Practitioners have the option of complying with the request or following evidence based
(but ‘paternalistic’) practice by refusing to prescribe. It is important to realise
'inappropriate prescribing’ covers a range of situations. These would include prescribing
medication that is completely unsuitable for the patient, but could also mean prescribing
equivalent yet more expensive medication, which the consumer has been led to believe, is
superior. It may even be considered inappropriate to prescribe a newer medication that is
no more effective for the condition than older medications, but for which less is known
about long term unwanted effects. The evidence for the deleterious impact of this tension
on the relationship between prescriber and patient has already been fully discussed in the
main report.  If the prescriber acquiesces and writes a prescription for medications which
they believe to be no better than existing treatments, but which the consumer expresses
preference for even after discussion of the evidence, then it is easy to understand that
while the patient may feel satisfied and patient-centred best practice has been followed,
the practitioner may feel that the best interests of the patient and evidence based practice
have been compromised by the pressure of DTCA. In many instances it is the taxpayer
that bears the cost of such cooperative prescribing decisions. From the comments of
many New Zealand general practitioners this scenario is common and partly explains the
apparent contradictions about the effects of DTCA on doctor – patient relationships found
in the consumer and prescriber opinion survey literature. The ‘prescriber should be the
gatekeeper’ argument, whilst convenient, is simplistic and not a cogent argument for
allowing the continuation of misleading and biased DTC advertising in the guise of
useful health information.

4. "It Is A Myth That Doctors Feel Pressured by Patients Demanding The
Latest Medicine Shown On Television”

from Massey research quoted by Richard Nottage, Chairman of RMI Association
The supporters of DTCA have repeatedly quoted a working paper from Massey
University by claiming  that general practitioners do not feel under any great pressure to
prescribe as a result of DTCA.29. The data from this survey should be interpreted with
caution because they are based on a response rate of only 27% (272 GPs). The results
quoted also seem at odds with this conclusion. In the Massey survey, GPs were asked
whether they had felt under pressure to prescribe individual groups of advertised
medications (for example ‘asthma medications’).  The authors concluded that only 32%
of GPs felt any pressure to prescribe advertised asthma medicines. The denominator used
for calculating the proportion of GPs who had felt under pressure included those who
indicated they had never been asked about that medication and clearly these respondents
were not in a position to offer any information about degree of pressure felt. When
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recalculated to include only GPs who had been actually asked about a drug, the
proportion who felt under pressure to prescribe a requested drug for asthma was 32%
(52/164) (some pressure) and 22% (35/164) (quite a lot of pressure). Thus more than 50%
of GPs who were asked to prescribe a drug for asthma felt under pressure to prescribe
that drug, not the 32% claimed in the report. When asked whether prescription medicines
should be advertised directly to consumers, more GPs agreed that they should not (41%)
than that they should (32%). Clearly these figures do not support the author’s
interpretations of the data and certainly are being completely misquoted in supporting
statements such as “..shows the majority of doctors are comfortable with DTCA” made
by Mr Keith Norris, Executive director of the New Zealand Direct Marketers Association
in the National Business Review 16th May30.

5. DTCA prompted consultations do not result in negative health effects

A recent study from the Harvard Medical School, funded in part by the pharmaceutical
industry was published in February 2003. This survey used a random sampling telephone
technique involving 3000 US citizens31. The authors concluded that there were 'no
differences in health effects between patients who took advertised drugs and those who
took other prescription drugs' with the implication that DTCA did not result in negative
health consequences31. An accompanying supporting commentary paper from John
Calfee (from the Industry funded American Enterprise Institute) further interpreted these
data to mean that DTCA was likely to result in positive health effects. A number of
papers were written in response from non-industry sources32 33. These pointed out the
flaws in the study design and interpretation. All patients included in the study had a visit
prompted by DTCA. There was therefore no comparison group of patients who had not
had their visit prompted by DTCA (for example visits prompted by symptoms – one of
the more common reasons why patients visit their doctor). Instead, the comparison was
between two outcomes of the DTCA prompted visit - receiving a prescription for the
advertised drug or receiving a prescription for another drug. This is by definition then not
a study comparing the health effects on patients resulting from visits influenced by
DTCA with those not influenced by DTCA. The study also found that people who were
highly influenced by DTCA as an information source were less likely than others to be
referred to a specialist, have a lab test ordered or have a lifestyle change suggested. This
supports assertions that the influence of DTCA results in bias towards pharmaceutical
management options. The study did not consider one of the most important effects on the
public health - the increased cost likely to result from prescription of advertised as
opposed to other drugs.

6. Increased Regulation Will Prevent Negative Effects on the Public Health

The central regulatory processes used in the US are unable to control misleading
advertising by pharmaceutical companies 18. The companies that repeatedly flout the
rules in the US are the same ones advertising medicines in New Zealand, which has
nothing more than a system of self-regulation1. Internationally there is intense lobbying
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to allow advertising to consumers, particularly in Canada, the European Union and in
Australia.
Simply tightening regulations will incur further costs for the New Zealand taxpayer
without offsetting the negative impact on public health. This money could be more
effectively spent in facilitating independent consumer health and medicines information
that is unbiased and provides information on the range of drug and non-drug treatments.

The importance of prohibiting company funded disease awareness advertising as
well as brand advertising cannot be overemphasized.

Monitoring / regulating disease awareness advertising will be as problematic and as
expensive as monitoring and regulating brand advertising. There are recent clear
examples from Australia and Canada, as well as Europe showing how disease awareness
advertising can be and is manipulated to have the same effect as DTCA of branded
products34-36.

7. The Survey of GP Support carried out by the authors is invalid

There was an unusually brisk and positive response from GPs for a survey of support
carried out by the authors. This prompted aggressive and persistent public attempts to
discredit the authors and the report by the advertising industry. More than half the GPs
in New Zealand responded to the call for support, which, as both Evans and Saunders
acknowledge, is an unusually high response rate for this kind of postal survey2 37. In
absolute numbers, these 1611 GPs represents six times the number responding to the
Massey survey as noted by Evans in his report on the ASA- initiated formal complaint to
the University of Otago2. He went on to discuss his interpretation of the reasons for this
greater level of support saying “on reading the descriptions of experiences of the
responding GPs, that numbers of them stated that they had been worried by DTCA for
some time and that they were delighted that someone was doing something about it. This
confirmed my view that doctors who had taken no action themselves to make a difference
were keen to support those who were trying to alter things.” He was also of the opinion
that analysis of several hundred free text responses indicated that respondents had not
been swayed by the covering letter with many discussing both pros and cons before
determining that 'on balance' DTCA is of net harm.
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Response to three reports circulating in support of DTCA

The authors have become aware of three reports, which have been produced by the
advertising and marketing sectors as a counter to the public health perspective in our
original report.

REPORT 1
The first, from Dr Lynne Eagle and Associate Professor Kerry Chamberlain from the
Department of Commerce at Massey University, comprises a combination of work in
progress interwoven with a patchwork of results from other studies supporting DTCA
DTC: Dogma, Doubts, Diversity and Divergence: Perspectives from the medical
professions regarding the impact of the promotion of medications direct to consumers.
This has been referred to earlier in this update. In our view, the GP attitudes found in this
survey show clearly that the majority of the 272 respondents see DTCA for what it is:
commercially driven advertising rather than useful information. Only 6% of the Massey
sample (i.e. 16 GPs) strongly disagreed with a ban, with a further 71 slightly disagreeing,
whereas approximately 114 (42%) agreed with a ban. In contrast, when asked to provide
support for a ban by the authors some 967 GPs strongly disagreed with the statement that
DTCA is positive and a further 306 slightly disagreed with it (a total of 1273). The
Eagle/Chamberlain report is difficult to follow, as it is a mixture of results from original
work interspersed with results from other authors’ surveys. In particular the method of
analysis is questionable - when a scale from strongly agree to strongly disagree is used,
the robust way to report it is to present a frequency table of responses in all categories, as
the authors have done in some sections. In others however they have simply reported
'mean agreement', a method which, when opinion is polarised as it is in this debate tends
to obscure the true situation by pulling both ends into a 'middle of the road' mean score.

REPORT 2
The second report Direct to Consumer Advertising of Prescription Medicines in New
Zealand - Professors’ “Protest to Government’ Placed Under the Microscope” was
commissioned by the Advertising Standards Authority from Mr Barrie Saunders a private
“Public Policy Consultant”.
Rather than presenting evidence of the public health benefits of DTCA, the report (as
with most of the activity of the industry to date) instead focuses on attempting to discredit
our report. Appended to the Saunders report are supporting documents provided by five
pharmaceutical companies advertising in New Zealand.
Saunders claims our report is 'not the result of academic research' and presents the
research by Dr Lynne Eagle and Associate Professor Kerry Chamberlain of Massey
University as (in contrast) 'professional' and 'recommended for the serious student of the
topic'. It is only the industry who have ever stated the GP survey of support appended to
our report is conventional 'research.' Mr Saunders and the ASA repeatedly fail to
understand that there are many types of academic output beyond  dispassionate original
research papers. Our report reviews and summarises the wealth of published international
academic evidence (much of which is traditional research) that clearly supports a ban of
DTCA. As far as we can ascertain, the Massey research has yet to be published in a
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credible peer reviewed journal.  It is not appropriate to assess the wealth of research in
the international literature on the effects of DTCA against an opinion survey with a
response rate of 27% by authors who claim close links to the advertising industry:

"My interest in the effects and effectiveness of marketing communication stems from
almost 20 years in the advertising and marketing industry. Most of this time was spent
working for multinational advertising agencies, planning, negotiating and evaluating
marketing communication programmes.
I have maintained close links with the industry through research activity, serving on
advisory committees and acting as an advisor / judge for several advertising effectiveness
awards."   Dr Lynne Eagle38

“DTCA is a right.”
The legal tests for the Bill of Rights are set out clearly in our main report, which cogently
argues the satisfaction of these in the banning of DTCA. Banning DTCA only limits
manufacturers freedom to advertise. The authors maintain and advocate for the rights of
patients to access balanced information.

“Only a minority of doctors are unhappy with DTCA, and negative effects on the
doctor patient relationship are minor”
There is a long list of professional organisations supporting a ban at the beginning of this
document. Not one medical group has come out in support of DTCA. The NZMA have
reconsidered their position and are now strongly advocating for a ban on DTCA. This
does not support the Saunders assertion that 'the medical profession are divided'.

“The 'limited information' contained in DTCA does not create medical or fiscal
problems.”
Section 1 of this update including the Flixotide® case study illustrates the fiscal impact
of DTCA and refutes Saunders claim that 'there is no evidence some people are getting
prescriptions for medicines that are more expensive but no better, than alternatives'.
PHARMAC are on record as saying that advertising is a major driver of demand for
prescription medicines in New Zealand9. The recent Colmar Brunton poll found that 13%
of a sample of the New Zealand population have been prompted by an advertisement to
seek a medicine1 39. The survey by Hoek and Gendall found this was even higher at
18%40. Put this next to the response of nearly 50% of NZ GPs stating that patients’
seeking advertised medications creates a problem in the doctor- patient relationship there
clearly this is a common and important issue. The additional claim by Saunders that
unnecessary DTCA visits 'could be useful for another purpose' is an example of the loose
logic used in the document. The decision to seek treatment is properly driven by the
experience or detection of symptoms, not by the promotion of a possible treatment.
Screening and health promotion visits are properly driven by methods that have been
rigorously tested and conform to international standards.

On the recommendation for a consumer health information service
Saunders states 'making comments about the relative merits of different approaches
would be a hazardous exercise and government would not want to be seen to be
providing specific medical advice to individuals… there would be the risk of consumers
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self-diagnosing’. Comments ‘about the relative merits of different approaches’ are not ‘a
hazardous exercise’ they are the staple of evidence-based medicine. As stated on the
BMJ’s ‘best treatment’ site for consumers (http://www.besttreatments.org)41

‘Some research studies are better than others, and it's important to use the best evidence
when you're trying to decide which treatment to have’.

If self-diagnosis is seen as a risk, why is it promoted in almost all DTC advertisements
with the inclusion of checklists of symptoms apparently used as a “call to action”?
Governments around the world including the USA (Medline Plus), UK (NHS direct) and
Australia (Medicines Line) recognise the value to patients and the benefit to the public
health of providing independent consumer health information.

“There is no evidence the public itself sees DTCA as an important issue.”
In the Colmar Brunton survey over half of the population sample indicated their
preference for unbiased comprehensive information with a ban on DTCA. This is strong
reaction indeed for a group who have no technical background with which to assess the
misleading nature of much DTCA. Consumers seeking government action is not a
requirement to introduce or change policies protecting public health. Effective
government policy should be proactive in matters likely to have negative public health
effects.

“The self-regulatory model is working well.”
The fact that misleading advertisements can be broadcast without triggering complaints
and that there is no independent monitoring of the system illustrates exactly why the
current model is not working. By definition self-regulation cannot be independent.
Further, the response of the advertising standards authority in trying to obstruct the
production of our report further illustrates this lack of independence.
The fact that the ASCB upheld a complaint about Reductil® in August 2002 has been
used to support the robustness of the self-regulatory system. The fact that this failed to
stop continued advertising of the same misleading advertisements in both print (Jan 2003)
and broadcast (Christmas/New Year) media several months later illustrates its inability to
enforce its rulings. The manufacturers claim the violating advertisements were used
without their consent or knowledge, yet it was they not us who brought to light the TV
advertisement. It seems therefore that despite the fact they clearly did know that the
advertisement had been broadcast, no notification was made to Medsafe or to the ASCB.
(Mr Wiggs, secretary of the ASCB publicly denied any knowledge of this problem in a
radio broadcast several months later.4) As far as we are aware, no broadcast retraction
was ever made. Apparently a retraction was to be printed in the broadsheet Health Wise
some two months after the violating full-page advertisement. No sanctions have yet been
imposed by the ASCB or by Medsafe on either the advertiser or TVNZ for ignoring a
directive from the ASCB.

Two reports from 'independent authorities' are quoted as evidence the self-regulatory
model is working well. The first, the Codd report was commissioned to review and
suggest ways of harmonising and streamlining the Australian and New Zealand
regulatory systems. While it looks at the way current policy is implemented, the policy
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issue of whether prescription medicines should or should not be advertised direct to the
consumer is explicitly excluded from its terms of reference42 and is therefore irrelevant in
this policy debate.  The second, by Associate Professor Janet Hoek is a positive review of
the TAPS pre-vetting system43. The Association of New Zealand Advertisers
commissioned it. .

'Other misinterpretations and errors' section:

Saunders claims that the Women's Health Action Trust (WHAT) has only made one
complaint. In fact this consumer driven organisation has made many complaints to
various bodies and has found the formal ASCB complaints process far from user friendly.
(See appended supporting documentation from WHAT.)

Advertisers complaint process: The Saunders report states that we were wrong to suggest
that Professor Tim Maling does not have a vote at the complaints hearings. We were
correct -see attached supporting statement from Professor Tim Maling on his role with
the ASCB

Fines: Saunders has clearly misread our report, which correctly states that the RMI
COPSC may impose fines of up to $30,000. Saunders states that withdrawal of ads may
be requested and 100% compliance is reported - hardly surprising as it is likely the
advertisement will have run its course and had the desired effect by the time the
complaints procedure has been completed.

Attached pharmaceutical company letters of complaint

Xenical®
The evidence in our report is supported by the UK National Institute for Clinical
Excellence (NICE) report. This is described in detail on p3.

Vioxx®
See attached warning letter from FDA to the pharmaceutical company, which validates
entirely the evidence of misinformation presented in our report and needs no further
comment.

Reductil®
The facts and wording in our report are correctly stated. Sibutramine was temporarily
suspended from the Italian Market.  The statement from the European committee quoted
by the pharmaceutical company in defence of its drug in our view can hardly be
considered a 'favourable' one:
The committee agreed that there were some concerns related to the cardiovascular safety
mainly in relation to increase in blood pressure and heart rate…it cannot be excluded
that sibutramine may have a relevant cardiovascular risk. Therefore cardiovascular
adverse reactions should be closely monitored by the MAHs (Marketing Authorisation
Holder – sponsor) and the previously requested cardiovascular outcome study (SCOUT)
should be started. Depression and suicidal events have been reported in a small but
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unpredictable subpopulation of patients on sibutramine therapy. With regards to the
reported fatal cases, no firm conclusion can be taken due to the heterogeneity of the
causes of death, lack of data and in many cases due to the presence of alternative
aetiologies and complicating conditions44.

The manufacturer’s record in the correct reporting of adverse events in relation to this
drug is in our opinion lamentable as evidenced in the warning letter from the FDA
attached (NB Reductil® has the trade name Meridia® in the US).

Lamisil®, Losec® and Oxis®
PHARMAC are happy with the representation of their data in our original report.  See
attached letter by Mr Wayne MacNee, General Manager of PHARMAC. This was
published in the National Business review in March9.

Propecia®
Costs of drugs to consumers were obtained from the closest retail pharmacy. Our report
does not infer the study is incomplete, but that it is not generalisable to the population in
which the incidence of baldness is highest. Quotation of numbers needed to treat (NNT)
is a standard way of providing an understandable way for doctors and consumers to make
informed choices about medicine risks and benefits and their use is accepted practice in
the production of drugs and therapeutics bulletins. However, it is not appropriate to
compare the NNT to prevent a life-threatening event like stroke with the treatment of a
natural if cosmetically undesirable physical state. An NNT of 8 would be seen as
completely unacceptable for plastic surgery for instance.  Irrespective of the words,
Propecia® affects levels of sex hormones and has side effects most men would consider
serious.  All figures used in our report have been quoted in peer-reviewed journals.

The pharmaceutical company letters appended to the Saunders report are mostly of the
'We dispute the figures, therefore the whole report is called into question' vein. One letter
stated that had we asked they would have been happy to verify figures (in this case on
advertising spend). Encouraged by this we have since approached another manufacturer
for figures on advertising spend for the 2002-year. The company flatly refused to release
these claiming such data were commercially sensitive.

REPORT 3
The third report from Associate Professor Janet Hoek and Professor Philip Gendall comes
from the Department of Marketing at Massey University: Direct to consumer marketing
of prescription medicines a consumer survey, has been released40. This report is again a
mixture of new work from a postal survey of public opinion on DTCA followed by a
critique of our report and conclusions.

A postal questionnaire was sent to a thousand randomly selected households. A response
rate of 63% is good for this type of survey although short (as most are) of the generally
accepted 70% accepted as necessary for generalisability. Overall, the report reads well
although it is unclear why the results have been presented in the truncated form. It would
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have been more informative if the actual frequency data for the various options were
shown rather than simply mean agreements, which tends to obscure results if opinion is
polarised to both ends of a scale. For some reason the 1 – 5 scales in the results tables
have been reversed from the questionnaire reproduced in the appendix, which is
confusing.

The respondents to the Massey postal survey were shown an adapted advertisement for an
intranasal corticosteroid (fluticasone) called Flonase®, which has been extensively
promoted through DTCA in the US. In fact this product does exist in New Zealand,
marketed as the unsubsidised Flixonase®. It is noteworthy that the FDA has issued no
less than seven warning letters for actual promotion of Flonase® both to the public and
to prescribers in recent years. These letters are downloadable from the FDA website
(http://www.fda.gov/foi/warning.htm). In the Hoek survey consumers raised a number of
concerns about the structure and content of DTCA. The majority (70%) of respondents
disagreed with the statement suggesting DTCA be banned, although no alternative was
offered. In contrast, given the choice of independent comparative consumer information
in place of DTCA, over half of the respondents to the Colmar Brunton telephone survey
favoured a ban.
Overall, it is our belief that the results of the Hoek and Colmar Brunton surveys are
consistent showing that while the public does not trust and are concerned about the
content and form of these advertisements, many individuals still ask their Doctor to
prescribe the advertised drugs.

The second part of the Hoek paper report is a critique of our original report to the
minister. In this section a number of errors and misleading re- interpretations of our data
have been made. Given the main report is about consumer opinion, it is strange that there
is little mention of the Colmar Brunton telephone survey of consumers. Rather,
Professors Hoek and Gendall have yet again chosen to criticise the figures from the
survey of support for a ban from New Zealand General Practitioners45. The fact that
nearly 1300 NZ GPs (80% of respondents) felt negatively towards DTCA has been
recalculated by Hoek as a range of 20 – 90% depending on the possible opinions of the
non-respondents. Not only is this incorrect (should have been 40 – 90%) it is a
meaningless statistic. Further, Hoek and Gendall have recalculated a minimum level of
agreement (choosing not to include the maximum figures) for statements. The complete
data presented in our report, which was entirely clear and showed all responses, have
been reworked and presented in an entirely unorthodox and misleading way in table 16 p
36 (see attached letter from epidemiologist Dr. Ann Richardson). It appears this has been
done in order to give the impression that the respondents felt more positively towards
DTCA than was the case.  This approach would be expected from strong advocates for
DTCA but is not consistent with the claims of Professors Hoek and Gendall to have a
neutral perspective on this issue. Further, having chosen to use this unusual approach, it
is disappointing they did not apply the same adjustment to their own data given the 36%
non-response. We have chosen not to rework their survey data, as we do not believe that
this approach provides useful information. However, we believe that the errors in their
report should be corrected and the complete data set of responses should be presented to
allow the reader to make their own judgement. Given their criticism of our honest and
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open approach, their covering letter should also be reproduced in the report. Similarly, a
copy of the actual questionnaire sent out with the correct categories (ie without “strongly
agree” at both ends of the line as on pages 50 and 52) and with the correct 1 – 5 coding
numbers shown, should be included.

The approach of Professors Hoek and Gendall to criticising our report calling for a ban is
disappointing but perhaps not surprising. It demonstrates once again the large gulf
between the public health and the marketing and advertising paradigms.
Finally, given the document goes beyond simply reporting the results of a survey to make
policy suggestions, it is disappointingly short of references to the literature. There
appears to be only one peer reviewed journal reference cited, to Sandra Coney - a well-
publicised OPPONENT of DTCA.

In conclusion

In the three months since the release of our original report, there has been considerable
interest and public support for our two recommendations. There have been a number of
attempts by the advertising industry to discredit the report.

In our opinion, no convincing new evidence has been presented to change our two
recommendations.   The data presented in the Eagle and Hoek surveys we believe are
consistent with our conclusions - that prescribers dislike DTCA and the public distrust
this form of advertising.

Our call for a ban of all forms of direct to consumer advertising is strengthened by the
overwhelming support from New Zealand health professional organisations.
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Appendix: A New Zealand Consumer Health and Medicines
Information Service

Rationale
The nature of the relationship between consumers and health professionals is changing.
The ideal consultation sees a well-informed consumer working with a health professional
versed in evidence-based medicine principles arriving at a shared treatment decision.
Consumers want and have a right to full and balanced information about treatment
options. The predominant disease pattern in NZ is one of chronic illness rather than acute
disease. Research shows patients with chronic diseases do better when they have a greater
knowledge of their condition46-50. Knowledgeable and motivated patients are able to take
greater responsibility for their management and work in partnership with clinicians
resulting in improved outcomes and efficiencies. In 1996 the key elements required for a
consumer health information service in New Zealand were beginning to be identified51.
In that year, as part of the Health Information Strategy for the Year 2000, the New
Zealand Health Information Service of the Ministry of Health initiated a focus group on
Consumer Health Information. The group produced two reports.  These suggested the key
elements of a consumer health information service and described a model for the
provision of consumer health information - a comprehensive consumer health
information service using many sources  - described as a 'one stop shop' and
encompassing mail and telephone access51.

As stated in the main report, drug company advertising by its nature cannot provide this kind
of information. It often has a net negative effect by providing misinformation - overstating
effectiveness and minimizing risks of particular medicines18. The effective and often
misleading information provided by television advertising is expensive to counter. Disease
awareness advertising has the same effect. It is in essence thinly disguised DTCA – for
example recent advertisements in Australia about obesity with a symbol identifying the drug
brand and urging consumers to talk to their doctor about a new treatment available.

Implementation
The objective of recommendation 2 should be to:

• Facilitate access to information for patients
• Ensure the information is independent, accurate and up-to-date   

There is an abundance of consumer health information available in New Zealand. The
quality is variable and there are issues around its appropriateness and accessibility to
those who need it most. The fragmentation, lack of coordination and access to consumer
health information were all highlighted in the 1996 NZHIS report. It is clear that these
problems with fragmentation and lack of co-ordination are international, as is duplication,
and that there is a desire to collaborate on developing an internationally agreed standard
framework for consumer information on health and medicines.

It is not within the scope of this update to provide a blueprint for recommendation two. A
new system or service will require wide consumer and professional consultation to ensure
successful design and implementation.
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The following areas will need to be considered:

1. Governance.

2. Structure: A co-ordination of existing information and expertise seated within an
existing organisation may be simplest.

3. Identification of, and co-ordination with, existing national and international
sources of independent consumer health information. New Zealand is too small to
reinvent the wheel.

• National: or example The National Heart Foundation, The Asthma and
Respiratory Foundation, Diabetes New Zealand, Cancerline etc.

• International: Medicines Line52, NHS Direct53, the BMJ Best Treatments online
information service41, AARP54etc

• Co-ordination with information for prescribers. The BMJ online service is a good
example of this: https://www.besttreatments.org

4. Provision of well-recognised and appropriate access points for health information.
This simplifies the process for the consumer.  The generic contact point or points
for all health information would serve to enhance rather than replace individual
access to organisations currently providing information.

5. The setting up of a steering group with representation from key stakeholders:
Consumer groups and organisations with technical expertise in health promotion,
in medicine safety and in the rational use of medicines.

6. Consideration of service scope - should the service describe non-pharmacological
as well as pharmacological treatments, should complementary treatments be
included?

7. Access: Access particularly for vulnerable groups (For example television
promotion, an 0800 ‘number’, the New Zealand Consumers Institute, libraries,
pharmacies, the Citizens Advice Bureau computer access scheme, Health line,
Community Law Centres, the NZ Family Budgeting service, Iwi information
networks, Pacific Island Church networks etc).

8. Prioritisation. A prioritisation framework such as the one used by the Consumers
Institute could easily be adapted to apply to a medicines information service. It is
important to ensure commercial influences do not drive priority setting. An
example of a simple base structure for prioritisation might be:

• Important conditions (Using currently available New Zealand morbidity and
mortality data)

• Frequently used medicines (eg antibiotics)
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• Frequently asked questions. This would reflect consumer priorities for
information.

• Emergent important treatments reflecting true breakthroughs (not just ‘me
too’ drugs)

9. Formal agreed standards and monitoring for quality to ensure the information is
independent, accurate and up-to-date:
• Assessing the veracity of disease and health information is beyond the ability

of most patients and many clinicians.
• Explicit and agreed criteria to judge the quality of information should be used

and endorsement and access would be provided only to information that is of
an acceptable quality and independence.

• A ‘quality mark’ for endorsing information of an acceptable standard could be
developed and promoted.

10. An explicit process for declaring conflicts of interest and ensuring independence
from commercial influence would need to be developed. Independence from
commercial influence in funding structures is a particularly important area to
consider.

It would be useful to pilot such a service with perhaps two conditions – One for which
there are well-developed guidelines and another condition which has less well-developed
guidelines. The pilot could be evaluated with tools developed to assess a range of
outcomes including access by vulnerable groups, consumer satisfaction, utilisation and
impact on clinical outcomes.

A pilot could be evaluated perhaps under contract through the HRC.
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Les Toop
Derelie Richards

Thank you for bringing to our attention the report that states that Women’s Health Action has made
only one advertising complaint. Please find attached details of our experience laying complaints. This
may help you to understand why we have essentially abandoned the official complaints system. It is an
exercise in obfuscation and frustration.

While there may be some satisfaction in winning, it is usually a pyrrhic victory. In rare circumstances,
the industry removes and neutralises the ad very quickly, so that complainants can be told they no
longer have anything to complain about . More commonly, the industry brazens it out knowing that by
the time the complaint has worked its way through the system, the advertising campaign that was its
focus will be successfully completed.

Women’s Health Action works in the same building as Alcohol Healthwatch and ASH. Their
experiences are very similar to ours and we attach information related to these from Alcohol
Healthwatch. The timeline for the  ‘Summer’s Here’ campaign are not mentioned in the article but they
are, for your information:

Complaint laid November 2001

Decision:
Complaint not upheld February 2002

Complaint upheld on appeal:
May 2002

As you can see by May 2002, summer was well over and the campaign had run its course.

Complaints take a lot of staff time and energy. In small NGO’s, we need to make cost-benefit decisions
to maximise our resources and effectiveness. We have found that our informal efforts have achieved
our goals much more effectively than the cumbersome and frustrating official process.

Yours sincerely

Jo Fitzpatrick
Women’s Health Action
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1. Timeframe for DMPA complaint to Advertising Standards Complaints Board

9 June 1999 - Complaint about Depo-Provera (DMPA) advertisement sent to ASCB –
complaint states that advertisement (an original copy of which was enclosed)
appeared in New Idea and a number of other New Zealand women’s magazines ‘over
the early months of 1999’. Part of the complaint was that the pictorial part of the
advertisement was on one page and the product information on another page later in
the magazine and that the first part of the advertisement did not make specific
reference to the page on which the product information could be found.

15 June 1999 – Reply from ASCB asking for date of publication of magazine.

19 July 1999 – WHA replies that it cannot supply the exact date as the advertisement
was ripped from a magazine in a doctor’s surgery. However, after some searching,
WHA was able supply the same advertisement from a New Idea 6 March 1999 and
suggested that ASCB request from New Idea or Upjohn other dates the advertisement
ran in New Idea. WHA also supplied a different version of the advertisement from
She magazine June 1999 and asked that this be included in the complaint.

26 July 1999 – ASCB says it cannot request the information from New Idea as ‘it is
improper for the Board to collect evidence on behalf of one party. The Board must
remain impartial at all times.’ ASCB requested the page number of the She magazine
advertisement (not all pages were numbered in the magazine). Also the page number
on which the product information was placed in the New Idea advertisement. WHA
goes about finding this information.

16 August 1999 – ASCB writes that it will withdraw the WHA complaint if it does
not hear back in one week. Information is supplied.

11 October 1999 – ASCB writes to WHA that the chairman of the Complaints Board
has considered WHA complaint and decided that it is suitable for the Board’s
consideration. All parties are given 14 days to comment. WHA is sent a waiver to
sign stating that it gives up all rights to take any further action against the advertiser
or publishers.

28 October 1999 – WHA sends a third version of the advertisement from New
Zealand Woman’s Weekly to ASCB to add to complaint.

30 November 1999 – ASCB considers the complaint.

2 December 1999 – ASCB writes to say it has upheld the complaint. ‘In due course a
copy of the Decision will be forwarded to you…..We request that you do not
communicate the result to the media. Our usual procedure is to send the formal
Decision to the media after we have forwarded it to you.’

27 January 2000 – ASCB sends the Decision to WHA and once again requests that it
does not communicate the result to the media.
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Total time of process – 8 months. Advertising campaign is by this time completed.

2. WHA actions on DTCA

Women’s Health Action has made only one formal complaint on DTCA to the ASCB.
However, it has made informal complaints and raised concerns over DTCA with the
MOH over a period of many years. Over that time we have raised concerns with a
number of MOH officers, including Dr Ralph Riseley, Dr Bob Boyd, Trevor Nisbet,
Dr Stuart Jessamine, and Dr Peter Pratt. In a number of these cases we were reassured
that the MOH was taking some action. For example, in 1989, the MOH said it was
examining the Smith Kline French and Wellcome advertisements to see if they broke
the law and it later said it had raised its concerns with the manufacturers. SKF
withdrew its advertisement.  In 1994, when Merck Sharp and Dohme advertised
Proscar on TV, Dr Bob Boyd, then head of the Therapeutics section, said that the
government was preparing legislation to ban DTCA. There were Government reviews
of DTCA in 1994 and 2000, and in both cases we expected that legislation would
result and so resolve our problems about DTCA. In the case of Diane-35, we were
informed that Medsafe had looked at the advertisement and found that it did not
breach the Medicines Act.

Concerns about the following campaigns have been raised with the MOH by WHA:

1989 - Smith Kline French advertisement for a hepatitis B vaccine in the Listener.

April 1989 – Two-page advertisement by Wellcome New Zealand for a shingles
treatment in the Listener.

1994 – Novo Nordisk advertisement for HRT in a publication delivered free to homes.

Claims in a number of advertisements for HRT in women’s magazines were raised
with the MOH during the 1990s.

October 1994 – Television advertising for Proscar by Merck Sharp and Dohme.

February 1999 – Two-page advertisement for Caverject placed by Pharmacia &
Upjohn in Time magazine.

July 2000 – Advertisements for Diane 35 in She and New Zealand Woman’s Weekly

10 March 2003 – Concerns about Cialis campaign by Eli Lilly at Viaduct
Harbour/America’s Cup sent to Minister of Health and Director-General of Health



Dear Les,

Thank you for asking me to provide some detail as to my expert advisory role on the
ASSCB. I have read your report and the Saunders response in which it is stated that I
have "voting rights" at the ASSCB hearings.

I can state that my expert input is on an invited basis only. I do not attend all hearings
and only attend those which involve issues around the critical interpretation of medical
and scientific evidence for advertising claims between Pharmaceutical companies. At
the hearings I am able to ask questions and to present my opinion verbally. I am not
asked to provide a written summary and there is no vote as such. There is a consensus
sought by the Chair through discussion.

I am not aware that the ASSCB monitors advertising standards on a pro-active basis. It
is my understanding that the ASSCB hearings are initiated in response to a complaint
from a Pharmaceutical company. To that extent, the ASSCB may be deemed to function
principally in a reactive mode - i.e if a company promotes a drug through DTCA the
advertisement may go unchallenged unless deemed by a competitor to be
inappropriate. You should confirm the latter point with the CEO Glen Wiggs, but that is
my understanding.

I am also informed by colleagues in the health sector that it is sometimes difficult to get
a hearing with the ASSCB as a private individual or as a non-industry complainant.
PHARMAC has also recently had some experience with the ASSCB which may be
appropriate to discuss with them. I have not seen the ASSCB's code of establishment or
operating principles, but I am sure they are readily available.

Regards.

Associate Professor Tim Maling











   
    

 

  

               
 

              
                 

                
             

            

                   
                

                   
              
            

     

              
               
              

                
               
               
                

        

   

            
               

                    
                 

             
                

                  
               

                 
           
           

              
               

                 
                

             

                  
                



   
    

 

 

                 
                 

               
              
            

               
                       

                    
                  

                    
            

    

             
                   

                  
               

               
                 
              

              
              

 

               
                 
              

                 
                  

                
              

                
                  
                   

    

  

             
                 

               
              

             
              

                    



   
    

 

  

 

             
              

            
              
            

                   
               

             
                 
               

              
 

    

           
               

           
               

             
       

                 
             

                  
              

               
         

            
    

              
                

                
               

              

                  
                 

           
              

   







        

  

   

  
 

   

    
   
  

    
    

   

    

  
       

   
  

               
            

                
           

                  
     

               
         

              
               

               
         

                 
                 

              
                

                
  

            
                 

               
                

        





  

 

               
            

                   
             

                
              

 

                     
                

           
                 

    

               
               

            
             

                 
            
                
                

               
                

             
           

             
              

              
  

            
                
               

      

              
              

              
              

        







  

 

  
               

               
     

                  
               

             

 

 
   

  



Letter: debate fine, but not quibbling about drug ads
Right of reply: Wayne McNee, chief executive, Pharmac

I agree with the pharmaceutical companies and professors of general practice (NBR, Feb 28) that
there should be public debate about direct-to-consumer (DTC) advertising, and welcome that
debate taking place. However, we must not quibble about how much was spent by each company.

Pharmac has analysed the effect advertising has on prescription medicine dispensing and shown it
to be a major driver of demand.

Pharmac's analysis shows that in the 2002 year, the advertising of four leading products cost $4.9
million in return for a 42% increase in dispensing volumes.

Pharmac's information is from reputable sources such as AC Nielsen, Marketing Magazine and the
pharmaceutical data collection agency Pharmhouse.

It is no surprise that pharmaceutical companies are trying to discredit an academic report on
direct-to-consumer advertising, but several points they raise in NBR are curious.

The companies miss the point: the report is not about how much is spent on advertising but on
the effect advertising has on prescribing practices and the volume of prescription medicines being
dispensed.

Andrew Moore of Novartis is quoted as saying that his company spent less than 10% of $764,221
on advertising its prescription-only Lamisil tablets. If this is the case then this adds weight to the
report's argument that DTC advertising increases volume growth for prescription medicines.

Glaxo SmithKline goes so far as to raise figures on advertising spending that are not even in the
professors of general practice's report. These figures were in a Pharmac paper released under the
Official Information Act, and refer to Glaxo SmithKline's advertising spend as a whole, not just
prescription medicines such as Glaxo SmithKline's Lisa Bright is reported as saying.

Glaxo SmithKline has advertised at least four prescription medicines  Flixotide, Zyban, Twinrix and
Fluarix  in television and print media. Figures obtained by Pharmac showed that Glaxo SmithKline
spent $1.9 million (rate card) advertising Flixotide alone, so clearly the $2.5 million and $2.2
million quoted by GSK's Lisa Bright represents outstanding value for money.

Regardless of the figures, the evidence points to advertising having an impact on the behaviour of
both patients and clinicians. This is the issue to be considered, and it is notable this point is not
contested by the pharmaceutical companies.

Pharmac supports the outcome of the 2001 review of DTC advertising by the Minister of Health
and stands by the figures quoted as accurate in the context they were provided.

[Abridged]

06-Mar-2003



22 May 2003

Dr Derelie Richards
Senior Lecturer
Department of Public Health and General Practice
Christchurch School of Medicine
University of Otago
P O Box 4345
Christchurch

Dear Dee

Re  DTCA report

I have read section 3.3 in Hoek JA and Gendall PJ. "Direct to consumer advertising of prescription
medicines: a consumer survey", which refers to your survey of general practioners. I have also read your
report, including Appendix 3 which includes a copy of the questionnaire and the results from your survey
of general practitioners.

I find Table 16 in section 3.3 of the Hoek and Gendall report seriously misleading. In this table, statements
are taken directly from your questionnaire to general practitioners, but some are identified as having been
"negatively presented" in a footnote to the table. Strangely, these appear to be the positive statements from
your questionnaire. Hoek and Gendall have then reported the percentage of respondents who disagreed with
these statements under the heading "Percent Agreement".  For instance, in your survey 15% of respondents
slightly disagreed and 73% strongly disagreed with the statement "DTC Ads currently provide the balance
of information consumers need". In other words, 88% of respondents disagreed with the statement. In Table
16, for exactly the same statement, Hoek and Gendall give a "reported estimate" purporting to come from
your survey, as 88% agreement. There is not a clear explanation for this in the text accompanying the table,
and as it stands, I believe the information in Table 16 completely misrepresents your results.

Aside from this complete reversal of the true results, for one of the statements the reported percentages are
incorrect. For the statement "DTC advertising is a very useful means of educating consumers about the
balance of risks and benefits for prescription medicines" the "reported estimate" for percent agreement in
Table 16 is 88%. In your survey, 78% of respondents disagreed with the statement (15% slightly and 63%
strongly disagreed), not 88%.
In your report giving the results of your survey of general practitioners, you clearly stated that there were 7
negative and 6 positive statements. You also stated that this was a standard method, and that the majority of
the statements had been adapted from similar surveys undertaken in the US and Canada. If Hoek and
Gendall disapprove of a mixture of negatively and positively worded statements being used, I believe they
should state this and give their reasons, rather than using an inappropriate and misleading method to adjust
your results.

With best wishes,

Dr Ann Richardson
Senior Lecturer (Epidemiologist)



Therapeutic Products Consultation: 

Submitter Profile 
 

If you elect not to use the online tool to complete your submission, please ensure you complete 

the following submitter profile form and send in via email with your submission. 

☐ Individual   ☒ Organisation  

 

Name (of individual or organisation): Mylan New Zealand Ltd  

 

Email address:   

 

Profile (tick all that apply) 

Perspective 

☐ Consumer   ☐ Disabled person ☐ Māori ☐ Pacific peoples 

☐ Other Click here to enter text.  

 

Industry 

☐ Industry body 

☐ Advertising 

☐ Retailer (non-pharmacy)

Importer 

☒ Medical devices 

☒ Medicines 

☐ Cells and tissues 

☐ Active ingredients 

☐ Veterinary medicines 

Manufacturer 

☐ Medical devices 

☐ Medicines 

☐ Cells and tissues 

☐ Active ingredients 

☐ Veterinary medicines 

Wholesaler 

☒ Medical devices 

☒ Medicines 

 

Health sector 

☐ Professional body (eg, Colleges, Pharmaceutical Society etc) 

☐ Health service provider (eg, Ambulance, Māori or Pacific health provider etc) 

☐ Private hospital 

☐ Pharmacy organisation 

☐ District Health Board (DHB) - please state which service area: Click here to enter text. 

 

 Health practitioner

☐ Pharmacist 

☐ Nurse 

☐ Midwife 

☐ Dentist 

☐ Surgeon 

☐ Optometrist 

☐ Dietician 

☐ Medical practitioner (excluding Surgeons)

 ☐ Other health practitioner (please comment) Click here to enter text. 



Clinical trials 

☐ Medicines (other than cell and tissue) 

☐ Medical devices 

☐ Cells and tissues 

☐ Trial ethics 

Other 

☐ Government agency 

☐ Crown entity 

☐ NGOs 

☐ Veterinarian 

☐ Other (please comment) Click here to enter text.  

 

Official Information Act statement  

Your submission may be requested under the Official Information Act 1982. If this happens, the 

Ministry will normally release your submission to the person who asks for it. If you consider there 

are good reasons to withhold it, please clearly indicate these in your submission. 

 

 

 



Chapter A: List of 
consultation questions 

Chapter A 
A1 Do you support the general design of the new regulatory scheme for therapeutic products?  

Mylan acknowledges that the current legislation is outdated, inflexible and does not meet current 

international best practice and standards. New legislation is required to be able to support business 

innovation and patient access to high quality, cost effective, therapeutic products. Updated 

requirements should provide flexibility, sustainability, whilst being efficient and cost effective 

proportional to the size of New Zealand.  

Mylan partially supports the general design of the new scheme. Many of the overall principles are 

supported, however Mylan does have some major areas of concern including:  

• The proposed form the regulator will take 

• The ability for the regulator to resource the requirements especially in the areas of medical 

devices and compliance, given current resource constraints in both evaluation and 

compliance areas of Medsafe 

• The potential to lose the right to promote prescription medicines to consumers 

• The lack of robustness of the review/appeal process 

• The lack of detail which will be in the regulations below the main Act which make the 

current document difficult to interpret what will happen in practice 

• The potential cost to all stakeholders to manage the scheme including sponsors, healthcare 

professionals, PHARMAC and ultimately patients.  

1 Support 

X 2 Partially support 

3 Neutral 

4 Partially don’t support 

5 Don’t support. 

 



Chapter B  

Part 1: Preliminary provisions 

B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4).  

The principles and purpose of the Bill are clear. Mylan has no further comments.   

Part 2: Interpretation  

B2 Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–

50).  

Section 14 - Active medicinal ingredient – Mylan would suggest use of the internationally 

recognised term “active pharmaceutical ingredient” with API as the acronym, as this is more 

commonly used and understood both locally and internationally.   

Section 16(3) – New Zealand is currently out of step with the rest of the world with regard to 

regulation of natural health products. An appropriate level of regulation is necessary to 

protect public safety, whilst allowing consumer choice of products, and sponsors to be able to 

make promotional claims where supported by appropriate evidence and to maximise export 

opportunities. Given the level of risk of these products are lower than medicines, then 

regulations should be lighter and generally no higher than in other similar markets which is 

not currently the case. Mylan therefore supports development of legislation for natural health 

products. In order to minimise cost, it would be reasonable for an existing agency to manage 

this legislation (either Medsafe or FSANZ). Mylan also believes that legislation of natural 

health products needs to be enacted in parallel to that for therapeutic products to ensure a 

smooth transition from current legislation (including the Dietary Supplements regulations) and 

to not leave products in limbo as to their classification.  

Section 18 – Meaning of a medicine and Section 21 – meaning of a medical device – There are 

some products which may fall into the definition of both a medicine and medical device (eg a 

drug eluding stent). Further clarification will be required in the regulations to assist sponsors 

to determine the correct classification of a product when it is unclear, or a process to allow 

sponsors to seek clarification from the regulator before making a submission.  

Section 19 – Mylan is aligned with the concept of categories of medicines, however would 

propose that the order is reversed so category 4 is the highest level (ie prescription medicine) 

to signify a higher level of risk and also to align with the Australian Scheduling system.  

Section 29(3) – Mylan agrees that compounding of a medicine should be part of the 

manufacturing process but is unclear why dispensing alone should be viewed as a part of the 

manufacturing process.  

Section 31 Responsible manufacturer.  There are two separate lists of relevant considerations 

to determine who is the responsible manufacturer depending on whether the therapeutic 



product is a medicine or an AMI (s31(4)) or a medical device or type-4 product (s31(5)).   How 

will these considerations be weighted in the event that they are at odds with each other and 

what would be the determining factor(s)?  For example, due to the distinction between a 

responsible manufacturer for a medicine and responsible manufacturer for a device may 

mean that in wholesaling and/or importing, Mylan is not a responsible manufacturer for a 

medicine but is the responsible manufacturer for a medical device, despite in fact undertaking 

the same role.  Is this the intended consequence?   Further, how will “hybrid products” be 

assessed? 

A definition of “wilfully” and “recklessly” should be included in the Act with regard to level of 

offence.  

Part 3: Dealing with therapeutic products 

B3 Please provide any comments on the product approval controls (ss 51 and 52). 

 

Section 51 does not allow sponsors to bring in medicines ahead of product approval. There are 

a number of circumstances that a sponsor may wish to bring in product ahead of approval – 

examples include the following: 

- to obtain samples ahead of launch in order to prepare marketing materials (eg to take 

photos of product) 

- to provide product samples to Pharmac or Medsafe 

- to be ready to supply product in market immediately after approval (for commercial reasons 

or to meet a supply shortage).  

Section 79 details that regulations may allow for importation under specific scenarios. It is 

critical that the Act continues to allow sponsors to import and supply as described above.  

 Section 52(1)c allows other companies under permission to import an approved product 

without the sponsors consent. Mylan is however unclear in what circumstances this would 

occur and how the other party would be able to confirm the product was as approved by the 

regulator without input from the sponsor. For example, a product may have harmonised 

labelling with Australia, however changes may have occurred to the Australian product which 

are not yet approved by the NZ regulator which would not be apparent to anybody else other 

than the sponsor (eg new active ingredient manufacturer). Even the regulator would not be 

able to determine if a specific batch was compliant with the current approved NZ details 

without access to full manufacturing records specific for that batch. It is therefore important 

that this clause also includes all unapproved variants of the same product (eg product labelled 

from another market). If an authorisation is granted under this provision for importation of a 

variant of an approved product, then at a minimum the sponsor should be informed and be 

able to oppose the approval, and it should be clear that the importer and not the original 

sponsor is responsible for all obligations which would apply as if they were sponsor under this 

Act.  

B4 Please provide any comments on the controlled activities and supply chain activity controls (ss 

53–55).  



 Section 54 (1) b, Mylan generally supports the principle of medicine 

classification/categorisation and a separate mechanism for authorisation to prescribe that 

medicine. This would allow continuation of supply of products by pharmacists of products 

currently classified as prescription medicines with exemption eg trimethoprim, sildenafil. It 

will however be important for the regulator to have a process similar to the reclassification 

process of a medicine to manage the list of authorised prescribers and how changes can be 

made.  

B5 Please provide any comments on the authorisations for pharmacists (ss 57–59).  

 It is unclear under the provisions of Section 57 whether a pharmacist can dispense or supply a 

category 2 or 3 medicine by non-wholesale supply to a person overseas.  This should be made 

clear.  

Provision should also be made for pharmacists to be able to make a non-wholesale supply of 

category 2 or 3 medicines to organisations who may wish to stock the product for customer or 

staff use (eg restaurants, schools, companies for first aid purposes).  

B6 Please provide any comments on the authorisations for pharmacy workers (s 60).  

No comments.  

B7 Please provide any comments on the authorisations for health practitioners  

(ss 61–64).  

 With regard to Section 64 (1)e(ii), a health practitioner may issue a SCNSA if there were 1 or 

more approved products which meets the needs of the patient if there were special clinical 

reasons to do so. However, this scenario does not cover the circumstance where a product 

may be available, but the patient unable to access for other than clinical reasons eg limited by 

cost. This needs to be considered.  

 The definition states that a SCNSA would be required for all off-label use of a product. Mylan 

questions the practicality of this in day to day clinical practice. Healthcare professionals 

commonly prescribe approved products for unapproved indications, different doses that those 

approved, or for unapproved patient populations (eg children, elderly). It would be 

burdensome on prescribers to have to check each time they prescribed a product whether it 

confirmed to the product information. Likewise given approved details may differ between 

brands of the same molecule, pharmacists would also need to check prior to dispensing a 

product that a SCNSA is not required.  

B8 Please provide any comments on the authorisations for health practitioners’ staff (s 65).  

No comments. 

B9 Please provide any comments on the authorisations for veterinarians and veterinary staff (ss 

66–70).  

No comments. 

B10 Please provide any comments on the approach for the personal importation of medicines or 

medical devices (ss 76 and 77).  



 As per comment in question B3, only the sponsor can determine if a product meets to 

registered conditions or not. Clause 76(1)b therefore needs to include approved products and 

unapproved variants of that product.  

Mylan does not support personal importation by delivery for category 2, 3 or 4 medicines or 

medical devices. The first reason is category 2 and 3 medicines require supply either by a 

pharmacist or through a pharmacy in NZ to ensure that the product is clinically suitable for 

that patient. Direct importation would allow double standards of having control if sourced in 

New Zealand, but no control if imported directly from overseas and therefore may present a 

greater risk to public health. Secondly, direct importation by delivery, most likely through 

online ordering, would remove all control over the quality of the medicine or device received. 

This could allow sub-quality, counterfeit or tampered products to be supplied to NZ, and 

would present a risk to public health. Lastly, an unapproved medicine may not have yet been 

assessed as to which category it would fall under if registered in NZ, or else a consumer may 

not be skilled enough to be able to determine the correct category of a product. Thereby a 

high risk product could be legally imported which may later be assessed as a prescription 

medicine and pose a public health risk.  

B11 Please provide any comments on the authorisations created in sections 71–75 and sections 

78–80.  

No comments.  

B12 Please provide any comments on the offences created in sections 81–94.  

No comments. 

Part 4: Product approval 

B13 Please provide any comments on the sections covering product approval requirements (ss 94–

104). 

 Section 95 does not make any provision for how long the regulator has for making a decision 

on whether to approve or product or not. Currently there are legislated timeframes for CMNs, 

but not for NMAs. Lack of legislated timeframes makes predictability of the timing of the 

outcome of an evaluation difficult which has commercial implications for sponsors. Some 

countries have very predictable timetables, however Mylan notes the stricter the timings, the 

less flexibility both the regulator and the sponsor have. Mylan would therefore propose that 

evaluation times have a maximum time period set in legislation to give better predictability to 

sponsors and to hold the regulator accountable, but to allow a mutually agreed clock stop 

within the review process to allow flexibility to both the sponsor and regulator as required. If 

the regulator was unable to meet the legislated evaluation timeframe to make a decision and 

mutual stop clock was not agreed, then partial refund of evaluation fees or other such action 

could be expected.  

Mylan supports the concept of minor changes being submitted to the regulator as a “do and 

tell” type biannual or annual report type system. However, if this is to be the case the 

regulator needs to ensure the regulations are guidelines are very clear, to ensure that if a 

sponsor has already implemented a minor change which meets the requirements, that when 

the data is submitted to the regulator there is not risk of remediation or recall required. A 

system would be required to ensure sponsors if they were unclear whether a change was 



major or minor, that they could seek clarification from the regulator. Ideally the option to 

submit changes as they happen or to consolidate into a biannual or annual review would be 

preferred by sponsors to maintain maximum flexibility.  

The concept of a major change for a product resulting in a new product each time has a 

number of potential consequences which need to be carefully considered. Currently the 

product approval number does not need to be on the product labelling, datasheet or CMI. If 

the regulations were to require the approval number to be on the product label, datasheet or 

CMI then Mylan opposes the concept of a new approval after each major change based on 

significantly higher compliance and production costs for sponsors given not all changes may 

result in a change to the physical product.  This may also result is difficulties sharing packs 

with other regions, especially Australia. Mylan also opposes this concept, if annual fees per 

product approval are introduced as this would result in multiple annual fees for product 

variants, as well as fees for the change itself.  The issuance of a new registration number after 

each major change would impose extra burden on sponsors from an administrative 

perspective. Mylan would therefore prefer to maintain a consistent high level approval 

number for a product, and not have a new approval after each major change, unless the 

change resulted in a separate product (rules similar to current provisions for definition of a 

new product eg new formulation, new name etc would be preferred).  

If annual fees were to be introduced, then it would be critical that exemptions were available 

for non-marketed products and very low value products. Given the national tender model in 

NZ, many approvals are maintained but the products are not marketed. If annual fees were to 

be imposed for non-marketed products, then it would foreseeable that products would be 

cancelled leading to less fewer back up options in times of stock supply issues and less choice 

of products in New Zealand.  

Section 97 (c) requires the sponsor to have a contractual relationship with the responsible 

manufacturer. Given there may be commercial partnerships involving multiple companies, or 

contracts through global head-offices, then the Act should allow for a traceable contractual 

obligation, and not enforce a single direct contract between sponsor and the manufacturer.  

B14 Please provide any comments on the sections covering conditions on approvals and 

cancellation of approvals (ss 105–113).  

Section 104 should allow for a transition time for change of sponsor to occur before an 

immediate cancellation of approval based on the death, bankruptcy or insolvency of a 

sponsor.  

Sections 103, 105 and 106 are supported as they provide the regulator with greater flexibility 

to approve products under specific conditions. In recent years there have several situations 

where product supply issues have required urgent registration of an alternative product to 

meet patients’ clinical needs. An approval pathway where the regulator might grant a time 

limited approval or an approval based on a limited data set will provide greater flexibility to 

manage supply shortages and also reduce the emergency supply of unapproved products.  

Section 107 (3) should read “The regulator must not impose or vary…..”. At the moment it 

would allow the regulator to impose a new condition without any prior notification or 

discussion with the sponsor.  



For completeness, the register under Section 113 (2) should also include details of applications 

withdrawn by the sponsor prior to approval.  

B15 Please provide any comments on the sections covering approval-exempt products and their 

sponsors (ss 114–115).  

No comment. 

B16 Please provide any comments on the sections covering sponsor obligations (ss 116–119).  

Regarding Section 116 (1) c, where a sponsor must ensure another person does or does not do 

something related to that product, needs to be applied to factors which are only under direct 

control of the sponsor. For example, if a condition limited who could prescribe a product, then 

a sponsor would not be able to enforce this as health care professionals activities are not 

within their direct control.  

B17 Please provide any comments on the protection of active ingredient information about 

innovative medicines (ss 120–122).  

Section 120 - Innovative medicine application – Please clarify amendment proposed to specify 
that “no application has been made to the Regulator”. 
 
Sections 121(a) and 122(a) - Mylan is concerned as to what the full scope of the powers might 
be in the event the regulations could allow the current data exclusivity protections to be 
circumvented or diminished.  Mylan therefore considers that the draft regulations must be 
provided when available together with the draft Bill for further consultation with all 
stakeholders.  

 Part 5: Licences and permits 

B18 Please provide any comments on the sections covering the scope, content, effect and grant of 

licences (ss 123–127).  

 24 (1)(e) states that a licence includes “the therapeutic products covered by the licence (other 

than for a pharmacy licence):”.  Mylan would propose that the licence should state types or 

classes of medicines rather than listing each individual product, as for large sponsors the 

product lists is large and changes frequently. Current wholesale licence wording is “Medicines 

with Ministerial consent to distribution”. 

B19 Please provide any comments on the criteria for: granting a licence; licensees; and responsible 

persons (ss 128–130). 

 128(1)(ii) same comment as B18 regarding definition of therapeutic products on licence. 

B20 Please provide any comments on the sections covering the scope, content, effect and grant of 

a permit (ss 131–135).  

 131 (1)(a) ” import an approved product without the sponsor’s consent:”.  We do not agree 

that a permit is issued without notifying the sponsor of this intent.  As detailed already, only 



the sponsor can determine whether a specific batch of product is compliant with the current 

registered details in NZ.  

B21 Please provide any comments on the sections applying to licences and permits (eg, those 

relating to duration, conditions, variations, suspensions and cancellations) (ss 136–149).  

 We support 137(1)(b) to allow for longer licence periods. 

B22 Please provide any comments on the sections covering the transfer of licences and permits (ss 

150 and 151).  

No comments. 

B23 Please provide any comments on the obligations of licensees and responsible persons (ss 153–

159).  

No comments. 

Part 6: Regulator 

B24 Please provide any comments on the regulator’s powers and functions in relation to safety 

monitoring, public safety announcements and regulatory orders (ss 160–182).  

The regulations are required to review and inform comments on section 160. 

Mylan is concerned about timeframes that are determined by the regulator at its discretion 

but are for some practical reason, unable to be complied with, leading to a level A3 offence 

being committed.  The example given in s177(3) illustrates this concern:  if it is a requirement 

of the recall order that “all of Therapeutic Product X be recalled by Y date” and the recall 

order relies on the members of the public complying with such order, how will it be 

determined, if at all, whether the offence has been committed? 

Section 167(1) – Again, Mylan is concerned about timeframes that are determined by the 

regulator at its discretion but are for some practical reason, unable to be complied with, 

leading to a level B3 offence. 

Section 170(2)(f) – Mylan is concerned about the prohibition on taking overseas a therapeutic 

product that is the subject of a prohibition order. Global companies that do business in 

multiple jurisdictions could make use of an ability to take such therapeutic products overseas, 

either to jurisdictions which have not banned / may have approved the relevant product in 

different circumstances or for a different use that ensures it does not pose significant risk of 

death or harm, or to countries that have the facilities to work on the product to modify / 

improve it and overcome the regulator’s safety concerns. 

B25 Please provide any comments on the regulator’s investigative powers 

(ss 183–196). 

Mylan notes that therapeutic products that are seized by the regulator / border security are 

able to be returned to the country of origin if the regulator requires it.  In order to relieve any 

tension between the prohibition from shipping products overseas where those products are 



subject to a prohibition order (s170(2)(f)), we presume that this right would be exercised by 

the regulator only where the product does not pose significant risk of death or harm.  Is this 

the intent?  If not, we are concerned that therapeutic goods that would otherwise be subject 

to a prohibited product order and therefore not able to be returned to their country of origin 

would be treated differently if seized at the border rather than if they were released to the 

sponsor (either erroneously or as they were subsequently found to have concerns).  Please 

also see our comments at s170(2)(f) above. 

B26 Please provide any comments on the offences relating to the regulator 

(ss 197–199).  

No comments. 

B27 Please provide any comments on the review of regulator’s decisions 

(ss 200–204). 

Section 201(2) – There is no timeframe given for convening the review panel and providing a 

decision.  If the review relates to refusal to revoke a regulatory order, the sponsor may have 

to act on that regulatory order in respect of the therapeutic product.  Is it expected that the 

regulatory order will be complied with pending the outcome of the review?  Is there any 

ability to ask for a panel to sit in urgency where, for example, a sponsor wishes a refusal to 

revoke a recall order be reviewed as it believes there is no risk to health and safety? 

B28 Please provide any comments on the administrative matters relating to the regulator (ss 205–

222).  

Section 207 – Mylan considers that “recognised authorities” would need to be authorities in 

jurisdictions that have equivalents powers to the regulator and that operate in a similar 

regulatory environment.  Reports, assessments, information and decisions of such recognised 

authorities that are relied on by the regulator would need to be verified, reasonable and 

conducted through due process. 

Sections 209 and 210 – Mylan notes that confidential information that is shared with an 

overseas regulator or organisation should have its confidentiality maintained.  We consider 

that confidential information needs to be defined, particularly given the reports that might be 

required to be made available to the regulator under the regulations.  We also note that if a 

decision is being reviewed, that decision should only be shared with the overseas regulator / 

organisation if it is accompanied by a note that the decision is subject to review. 

Part 7: Enforcement 

B29 Please provide any comments on the sections covering enforceable undertakings and a court’s 

ability to grant injunctions (ss 223–232).  

No comments. 

B30 Please provide any comments on the sections covering penalties, court orders, liability, 

defences and evidentiary matters for criminal offences (ss 233–248).  



Section 237 – Mylan considers that conduct that indirectly “causes harm” (s237(3)(a)(i)) is low 

threshold for this indemnity.  We consider that it should be qualified along the lines of the 

words “significantly increases harm” in s237(3)(a)(ii), with words such as “causes material 

harm” or “causes harm that is not insignificant”. 

B31 Please provide any comments on the sections covering infringement offences and the related 

penalties and processes (ss 249–255).  

No comments.  

Part 8: Administrative matters 

B32 Please provide any comments on the sections covering administrative matters; such as cost 

recovery, requirements for the development of regulatory instruments, review of the Act, and 

relationships with other Acts) (ss 256–274).  

No comments. 

B33 Please provide any comments on the amendments to the Health Practitioners Competence 

Assurance Act 2003 (ss 276–285).  

No comments. 

B34 Please provide any comments on the amendments to the Search and Surveillance Act 2012 

and the Customs and Excise Act 2018 (ss 286–289).  

No comments. 

B12: Schedule 1: Transitional, savings and related 

provisions 

See under individual sector subheadings in Chapter C for sector-specific questions. 

B13: Schedule 2: Reviewable decisions 

B35 Please provide any comments on the list of decisions that would be reviewable and who can 

apply (Schedule 2).  

Mylan would propose that a change to a classification of a medicine and a decision to change the 

authorised prescribers for a product should also reviewable decisions. Give the outcome may affect 

multiple sponsors, then any sponsor of an affected product should be able to apply for a review.   

B14: Schedule 3: Regulations, rules and regulator’s notices 

B36 Please provide any comments on the use of regulations, rules or regulator’s notices for 

particular matters (Schedule 3).  

No comments. 



B15: Schedule 4: Amendments to other enactments 

B37 Are there any other Acts or regulations containing an interface with the Medicines Act 1981 

that are not identified in the list in Schedule 4?  

• Waste Minimisation (Microbeads) Regulations 2017. 

• Misuse of Drugs Regulations 1977. 

• The inclusion of “Veterans’ Support Act 2014” is likely meant to be a reference to the 

“Veterinarians Act 2005”. 

Chapter C 
C1 Please provide any comments on the approach to regulating changes to approved products (ss 

100 and 101).  

See comments in reply to B13. Comments previously made on approach to major and minor 

changes to medicines also apply to medical devices.  

Additionally Mylan would support new evaluation pathways for older products where data 

may not be available to meet all requirements, but registration of a new product is the only 

option or else that molecule would be discontinued and all patients forced to switched to 

another product. The regulator does however need to maintain a level playing field for all 

sponsors, and only use this option in limited circumstances.  

C2 Please provide any comments on the approach for medicines categorisation (classification).  

 

Mylan would propose that a decision to switch a medicine between categories should be 

added to the list of reviewable decisions in Schedule 2 of the new Act as well as a change to 

the authorised prescribers for a product. Any sponsor potentially affected by the outcome of 

the decision should be able to apply for a review.  

 There needs to be a clear process for applying for a change in category with predictable 

timelines. The current timeframes for implementation of an up-scheduling change in the 

marketplace are often challenging for sponsors – we would propose that all affected sponsors 

should be consulted on the timing aspect as part of the process once a decision is taken and 

the implementation timeframe then set based on risk level and practical and commercial 

considerations.  There have been recent examples of up-scheduling decisions taken and 

sponsors not contacted by Medsafe with regard to the change (eg paracetamol pack size over 

100 units moving to Rx), so a clear communication strategy is required.  

C3 Please provide any comments on the transition arrangements for existing medicine product 

approvals.  

 

Mylan does not support the proposal for transitional evaluation fees for pending applications 

for consent (Schedule 1, Subpart 1, Section 7). Given there are no legislative timelines under 

the current Medicines Act, a sponsor has no control over the period of time Medsafe take to 

begin evaluation work. If a sponsor makes an application in good faith prior to the date of 



commencement of the new Act, then the fees payable at that time should be honoured and 

the sponsor should not be subject to extra fees which are driven by resources available at the 

regulator and out of control of the sponsor. Additional fees are also not warranted as per 

Schedule 1, subpart 1, section 3(2) states the regulator will complete the assessment as per 

the current Act. The current screening process by the regulator at receipt should eliminate any 

substandard dossiers being submitted ahead of an anticipated fee rise.  

 

With regard to existing change medicine notices (Schedule 1, subpart 1, Section 12(3)b), if a 

sponsor is required to reapply to the regulator for an approval under Part 4 of the Act, then 

the initial submission date of the change and the fee paid should be considered, and the 

sponsor not penalised with regard to time or fees by having to resubmit the application. The 

regulator should make all best endeavours to complete evaluation without referral under 

Section 24(5) of the Act to minimise effect on sponsors.  

C4 Please provide any comments on the approach to post-market controls. 

 Mylan agrees with the proposed approach for post market controls, noting the regulator 

proposes to align with international common practice. Mylan would not be supportive of extra 

or different requirements which do not align with other regulators as this would be over 

burdensome on sponsors.  

C5 Please provide any comments on the manufacturing-related definitions. 

No comments.  

C6 Please provide any comments on the approach to authorising hawkers as part of the relevant 

wholesale licence.  

The proposed approach to move the current hawkers licence to the sponsors wholesale 

licence seems practical. Consideration also needs to be given to the requirements for records 

of supply to be able to be electronic to accommodation current and future technology.  

C7 Do you support adoption of the European approach to regulating cells and tissues, which 

distinguishes between cells and tissues that are subject to minimal manipulation and those 

that are engineered? 

No comment. 

C8 Please provide any comments on any interface issues between the draft Bill and other 

legislation covering cells and tissues. 

No comment. 

C9 Please provide any comments on the transition arrangements for product approval controls 

for cell and tissue product. 

No comment. 

C10 Please provide any comments on the transition arrangements for regulated activities involving 

cell and tissue product. 

No comment. 



C11 Do you think that products that have similar features and risks to medical devices, but are not 

for a therapeutic purpose, should be regulated? If so, are there particular products you are 

concerned about and why?  

No comment. 

C12 Are there any aspects of the global model for medical devices that you consider to be 

inappropriate for New Zealand? 

Alignment with international requirements is supported.  

C13 Please provide any comments on the proposal to enable some medical devices to have 

restrictions applied to their use or supply.  

This approach seems reasonable and practical.  

C14 Please provide any comments on the transition arrangements for product approval controls 

for medical devices.  

Mylan notes there will be significant work involved for the regulator to review the applications 

for new registrations of medical devices given there is no current requirement for approval. 

Given the high volume of medical devices available, Mylan questions the ability of the 

regulator to have the resources to do a new evaluation of every product in a timely fashion. 

Mylan would propose a more risk based approach with a longer temporary licence issued for 

lower category risk products and a staggered approach to an application for a full approval. 

This would enable to the regulator to process the higher risk products first, and ensure that 

information provided to apply for an approval is not aging whilst sponsors wait for their 

application to be reviewed. A transition period of up to 3 years would be proposed.  There 

would need to be a timely review of any new applications for approval for products without a 

temporary approval during the transitional time, so to not delay launch of new products due 

to transition workload.  

Alternatively, a grandfathered approval risk based approach could be taken. A licence could be 

issued to all products registered on WAND on commencement of the Act. The regulator based 

on risk category of the product could to decide to issue a full licence with no expiry date or a 

fixed expiry licence. This could have conditions which the sponsor would need to meet in a 

certain timeframe. Products with an approval in other territory such as EU or AU approval 

could perhaps undergo a self-assessment declaration process to reduce the burden on the 

regulator to review every product.  

C15 Please provide any comments on the transition arrangements for regulating activities 

involving medical devices.  

Mylan notes there will be significant work involved for the regulator to audit and assess every 

supplier of a medical device given there is no current requirement to be licensed. Mylan 

would propose a more risk based approach with a longer transitional licence issued for 

wholesalers and suppliers of lower category risk products and a staggered approach to an 

application for a full licence. This would enable to the regulator to process the higher risk 

suppliers first, and ensure that information provided to apply for a licence is not aging whilst 

suppliers wait for their application to be reviewed. A transition period of up to 2 years would 

be proposed.  There would need to be a timely review of any new application for a licence for 

a company without a temporary licence during the transitional time, so to not delay launch of 

new products due to transition workload.   



C16 Please provide any comments on the change in approach to regulating clinical trials. 

No comment. 

C17 Please provide any comments on the transitional arrangements for clinical trials. 

No comment. 

C18 What do you think of the approach to curtail the personal importation of prescription 

medicines via the post and courier, meaning most unapproved prescription medicines 

imported from overseas would need to be sourced by the issuer of the special clinical needs 

supply authority, a pharmacy, or a wholesaler?  

Mylan would propose that all the personal importation of any medicine via post or courier is 

prohibited, and that all unapproved products need to be sourced via SCNSA and via an 

approved importer of unapproved products. Allowance should be given to personal 

importation of products from overseas for persons entering NZ as part of their luggage to 

allow visitors and NZ patients treated overseas to continue treatment. However, if a new 

supply is required for ongoing treatment then this should be via a SCNSA and an approved 

importer or via a special permit and not online via post or courier (also see response to B10).  

C19 What type of pharmacy distribution and supply arrangements would you like to see enabled in 

the future?  

Mylan would support flexibility with regard to pharmacy distribution and supply to support 

innovation.  

C20 Do the current pharmacy licensing requirements create any other barriers to the development 

and delivery of innovative pharmacist services involving medicines?  

No comment. 

C21 Please provide any other comments about enabling different distribution and supply 

arrangements for pharmacy activities.  

No comment. 

C22 Which option do you support?  

• Option 1: Strengthened accountability through pharmacist ownership and effective 

control (including the five pharmacy limit). 

• Option 2: Open ownership with licence requirements targeted at pharmacist control of 

quality systems and practices within the pharmacy. 

Mylan is neutral with respect to the issue of pharmacy ownership and therefore has 

provided no comment to questions C23-38.  

C23 Why do you support that option?  

No comment. 

C24 What do you consider are the benefits and/or risks that could result from Option 1?  

No comment. 

C25 Are there ways in which Option 1 could be improved?  

No comment. 



C26 What activities do you consider a pharmacist ownership requirement should cover?  

No comment. 

C27 For an ownership requirement to be effective, do you think the same pharmacist(s) need to 

have both majority ownership and effective control or could those responsibilities be 

separated?  

No comment. 

C28 Should the current five-pharmacy limit continue or be replaced by a licence requirement that 

the pharmacist would have appropriate oversight of the pharmacy (taking into account the 

number, scale and location of the other pharmacies they are responsible for)?  

No comment. 

C29 If the five-pharmacy limit was retained, how should it be applied when pharmacists jointly 

share responsibility for the pharmacy? 

No comment. 

C30 Do you have any information on the potential impact on the pharmacy sector of an improved 

majority pharmacist ownership requirement? 

No comment. 

C31 What transition time do you consider would be required if Option 1 was implemented? 

No comment. 

C32 Do you consider friendly societies should continue to be exempt from this requirement or 

should this exemption be removed after a transition period? 

No comment. 

C33 What do you consider are the benefits and/or risks that could result from Option 2? 

No comment. 

C34 Are there ways in which Option 2 could be improved?  

No comment. 

C35 Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able to 

effectively perform this function?  

No comment. 

C36 Do you think the requirement for a pharmacist to be present should be broadened to allow a 

pharmacist to provide clinical advice and oversight remotely (s159)? If so, which pharmacy 

activities or circumstances do you think this would be appropriate for?  

No comment. 

C37 Do you consider restricting prescribers from taking a financial interest in a pharmacy is still 

required (s 93)? What would be the risks and/or benefits of retaining or removing this 

prescriber ownership restriction?  

No comment. 



C38 Are there particular situations where you could see a permit would be a useful tool for 

authorising pharmacy activities?  

No comment. 

C39 Please provide any comments on the intended approach to depots and/or retail-only licences. 

No comment. 

C40 Should the circumstances in which a pharmacist or pharmacy worker can compound be 

expanded to allow them to produce a permitted quantity in anticipation of a request? If you 

think expanded circumstances are appropriate, why?  

No comment. 

C41 Are there any other situations when you consider it appropriate for a pharmacist to provide 

medicines by wholesale?  

Mylan would support pharmacists performing a wholesale supply only under specific limited 

circumstances. However if they are providing a wider wholesale service eg to other 

wholesalers or exporting products then they should also have a separate licence to wholesale.  

C42 Do you consider the new scheme will have any significant impacts on retailers?  

No comment. 

C43 Do you have any comments on the arrangement for establishing the authority to prescribe via 

the relevant health practitioners’ scope of practice (subject to approval from the Minister of 

Health)?  

No comment. 

C44 Do you think regulations should be developed to require a consistent approach to the form 

and content of prescribing provisions within scopes of practice? 

No comment. 

C45 Please provide any comments on the approach to standing orders. (Note that the detailed 

requirements for standing orders will be specified in regulations and consulted on at a later 

stage.)  

No comment. 

C46 What do you think about the approach for the off-label use of medicines that have been 

approved in New Zealand?  

See reply to question B3. Additionally, Mylan would propose that for traceability reasons, a 

company with either a licence or permit to import unapproved medicines should be 

required to complete an online declaration to the regulator to list the products they are 

supplying. This would enable to regulator to trace the importer of any unapproved 

product, especially when there were significant safety or quality concerns with that product 

overseas.  

Consideration also needs to be given to the practical aspects of how a SCNSA would work. 

The proposed scheme does not seem to allow for the scenario where an unapproved 

medicine may be required to be supplied immediately to a patient especially in a hospital 

setting. The approach needs to allow for importation and supply of unapproved medicines 

via the wholesale channel for critical/emergency use medicines. Given the geography of 

New Zealand, supply from Auckland to the South Island or rural areas is not practical for 



immediate supply.   Patient confidentiality also needs to be considered so the patient is not 

identified to a person in the supply chain who is not directly providing the product to the 

patient.  

C47 What do you think about the approach for products that have not been approved in New 

Zealand? In particular, the proposal that:  

• only medical practitioners would be able to issue a special clinical needs supply 

authority for this type of unapproved product 

• other health practitioner prescribers would be able to prescribe them, once a medical 

practitioner has issued a special clinical needs supply authority for that medicine for a 

patient? 

 

Mylan would be supportive that only medical practitioners are able to issue a clinical 

needs supply order for unapproved products. The practicalities of ongoing supply need 

to be further considered.  

C48 In what situations do you consider it is appropriate for a health practitioner prescriber to 

supply medicines to another health practitioner prescriber?  

No comment. 

C49 Are there situations where it is appropriate for a health practitioner to supply medical devices 

to another health practitioner? Is this something that occurs currently and would need to be 

enabled under the new scheme?  

No comments. 

C50 Do you consider health practitioners should be authorised to supply pharmacy (category 3) 

medicines to their patients? What are the benefits and/or risks of allowing this?  

No comments. 

C51 Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 

3) medicines to the patients of the practice? What are the benefits and/or risks of allowing 

this?  

No comments 

C52 Please provide any comments on the advertising requirements and enforcement tools. 

No comments 

C53 Do you have a view on whether direct-to-consumer advertising of prescription medicines 

should continue to be permitted? What are the reasons for your view?  

In that the advertising is prepared and presented according to ANZA code and complies with 

the voluntary SMI code, Mylan contends that direct-to-consumer advertising should continue 

to be permitted for every type of medicine including Rx, Pharmacist-only, Pharmacy only and 

GSL scheduled products. 

Mylan complies with all of the various codes, is a responsible advertiser and believes that this 

form of advertising is of benefit to consumers, customers and patients in understanding 

conditions and the products that are available to help manage conditions and promoting the 



additional advice which is available from a range of Healthcare professionals including GPs and 

Pharmacists. 

Mylan New Zealand is a full member of the New Zealand Self Medication Industry and fully 

supports the submission made by the NZSMI on this topic which presents research supporting 

the retention of DTCA in NZ.  

C54 What do you think about the approach for veterinarians and veterinary staff? 

No comment.  

C55 Do you consider there are situations when it would be appropriate to authorise someone to 

personally import medicines (via a permit)?  

See previous comments.  

C56 Please provide any other comments from a patient, consumer, or disabled person’s 

perspective on the approach for the regulation of therapeutic products under this Bill.  

Mylan notes the importance of supply of consumer information to ensure therapeutic 

products are used as intended and safely. Mylan would not however support a mandatory 

requirement of provision of consumer information as a leaflet with the product. Especially 

with new technology, provision of information can be provided by multiple mechanisms and 

sponsors should be given flexibility. Mandatory provision of leaflets would have other effects 

on supply chain as products may no longer be able to be harmonised with other regions 

leading to higher prices, reduced consumer choice and rationalisation of products available in 

NZ.  
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The Therapeutics Products Bill   

 
Thank you for the opportunity to provide feedback and input on the proposed 
Therapeutics Products Bill (the Bill) to replace the 1981 Medicines Act (and its 
associated regulations) and establish a new regulatory scheme for therapeutic products 
(https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-
consultation-document) .   

The Council of Medical Colleges (CMC) in New Zealand is the collective voice for fifteen 
Medical Colleges who provide support to over 8,500 specialist medical practitioners 
working in a range of 36 specialties in the New Zealand health system.  CMC works with 
Te Ohu Rata o Aotearoa,( Te ORA)  Maori Medical Practitioners.  

The fifteen Medical Colleges in New Zealand advise on workforce issues and advocate 
for appropriate quality health services in New Zealand and provide a well-trained and 
safe medical workforce serving the best interests of the New Zealand community. 

This submission collates the perspectives of some of the Member Colleges of CMC, but 
many will also be making their own submissions separately, in online or written format. 

The Council of Medical Colleges wishes to make an oral submission to the Health Select 
Committee. If you have any questions please contact me at  

 
Yours sincerely 

 
Dr John Bonning,  
Chair 
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Chapter A: Key features of the new regulatory scheme   

A1. Rationale for new Legislation 
The Council of Medical Colleges (CMC) welcomes a new regulatory regime that will: 

• align New Zealand with international legislation, regulations and standards 
• ensure patient safety, and 
• provide control over evolving technology.  

CMC supports legislation which ensures medicines; devices and technology are safe for use on New 
Zealand patients.  

Question A1. Do you support the general design of the new regulatory scheme for therapeutic 
products? (Page 8) 
CMC supports the general design of the new regulatory scheme for therapeutic products, subject to 
a number of changes including, in particular, changes to direct to consumer advertising.  

Chapter B: Content of the draft Bill  

B3. Part 1 of the Bill: Preliminary Provisions  
Question B1. Please provide any comments on the purpose or principles of the Bill? (ss 3-4, page 
12) 
CMC supports further consideration being given to balancing freedom and protection, and that a 
review of the approval and administration systems is undertaken.   

We question the reason for bypassing medical practitioners and are concerned about the focus on 
products rather than enabling the principles through best evidence and practice, and ensuring the 
relationship between clinical judgement and quality of prescribing is acknowledged.   

CMC notes, that with regard to the definition of health practitioner, that with groups such as nurse 
prescribers allowed to prescribe that a more generic term may be required in the Bill. For example, 
medical practitioners and those health practitioners who have prescribing rights.  

CMC notes the two broad components of the Bill, one looking at product approval requirements as a 
separate issue to that of activity and secondly the controls required to be placed around this.   

There is a need for New Zealand to be vigilant to all external interests that undermine safety and 
compromise quality. We note the competing and powerful business interests raised in Direct-to-
Consumer Marketing which may have implications for consumer opinion, influence off label 
prescribing and translate to suggested changes in approval systems or standing orders. 123 

B4. Part 2 of the Bill: Interpretation  
Definitions and meanings – point of interest or difference (ss 14-50)   
Question B2 Provide comments on the definitions or meanings set out in the draft Bill? (ss 14-50, 
page 16)  

                                                           
1 The Royal Australian and New Zealand College of Psychiatrists (2016d) Position Statement 88. Direct to 
Consumer Advertising of Pharmaceuticals. https://www.nzcphm.org.nz/media/110467/2017 ranzcp dtca-
position-statement-2016 nzcphm endorsed 2017 .pdf 
2 Toop L, Richards D, Dowell T, Tilyard M, Fraser T, Arroll B (2003) Direct to Consumer Advertising of 
Prescription Drugs in New Zealand: For Health or for Profit? A Report to the Minister of Health supporting the 
case for a ban on DTCA. Available at: https://www.otago.ac.nz/christchurch/otago628243.pdf 
3 Mannix L (2019) Lyrica, Pfizer, and how big pharma gets what it wants. The Sydney Morning Herald. Available 
at: https://www.smh.com.au/national/lyrica-pfizer-and-how-big-pharma-gets-what-it-wants-20190211-
p50x1z.html 
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a. Health practitioner prescriber, s 14 

The prescribing authority and restrictions are not clear. This is a confusing area and a discussion on 
scopes of practice and the lists of who can prescribe, which will be retained by the Ministry, needs 
greater consideration before finalising.  For example, concern has been expressed about other 
practitioners using provisions within the proposed Bill to extend their scope of practice. 

And, of other health practitioners supplying category 3 medicines; the key benefits of having health 
prescribers able to prescribe is it may reduce the barriers to accessing medication as patients will be 
able to receive a supply at the same appointment. Furthermore, having received the supply at the 
appointment it may assist with increased compliance.  

However, some key risks include an increase in antibiotic use, polypharmacy and conflict of interest 
– if the prescriber also benefited from the transaction, a diagnosis may be missed.4  

If the Ministry was to allow health practitioners to prescribe medicine the following controls would 
need to be in place:  

• An appropriate level of experience, with well documented notes and appropriate to the level 
of scope of practice  

• Similar controls and audit that prescribers are under, for example, medicines are evidence 
based and free from the influence of the Pharmaceutical Industry  

• Communication between health practitioners would need to improve 
• A clear statement that prescribers were not able to benefit from the transaction.    

Note, RACMA understands that the intent of the Bill is to strengthen patient safety and access to 
medicines, and as such the standards should ensure this whilst at the same time not make it 
restrictive for any single group of health practitioners. 5 

f. Categories of Medicine, s 19  
The categories and specifications need further discussion to clarify boundaries and authorisation 
required in relation to scopes of practice.  For example, the categories of medicine classifications 
should align with those in Australia.  

k. Approved product, approval exempt product, unapproved product, s 24 
This definition needs further clarification. It has implications for prescribing authority under scopes 
of practice and off label products. We are note that ‘all health practitioners’ can prescribe ‘off-label’ 
medications. The Royal Australasian New Zealand College of Psychiatrists (ANZCP) considers this 
should be amended to ‘medical practitioners’ as there may be safety and efficacy implications for 
patients.6  

Principles of the Bill should hold across all health practitioner groups and across all devices and drugs 
and that prescribing scope be set against by the regulatory authorities. 7 

h. Medical devices, s 21 
Greater clarification is required about what is available. Rules and regulations are needed due to 
ease of availability and increase in emerging technologies. We agree that an online global dictionary 
is needed but clearer information is required about who is licenced to use medical devices. 

                                                           
4 Submission to the Therapeutics Products Bill, from the Royal New Zealand College of General Practitioners,  
April 2019. 
5 The Royal Australasian College of Medical Administrators, Submission to the Therapeutics Products Bill, April 
2019  
6 The Royal Australian and New Zealand College of Psychiatrists (2018f) Professional Practice Guideline 4. ‘Off-
label’ prescribing in psychiatry. 
https://www.ranzcp.org/files/resources/college statements/practice guidelines/ppg-4-off-label-prescribing-
in-psychiatry.aspx 
7 Royal Australasian College of Medical Administrators, Submission to the Therapeutics Products Bill, April 
2019  
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Consideration should be given to the Health Care pathways and how and in the way, for example, 
mesh is used.  

u. Special Clinical Needs Support Authority, (SCNSA) s 39 
There is confusion about the definition and the proposed role of a new regulator in issuing permits. 
We note that the proposed approach would circumvent the SCNSA process.  

B5. Part 3 of the Bill: Dealing with Therapeutic Products  
Subpart 1: Product approval requirements  
Question B3. Please provide comments on the product approval controls? (ss 51and 52, page 17) 
This is a grey area and for reasons of risk and safety to patients, we do not support greater flexibility, 
rather we consider there needs to be a more informed discussion and better evidence based 
guidance. In particular we are concerned about the use of permits by the regulator as it circumvents 
clinical and safety considerations. 

CMC requests that further clarification be made in the definitions with regard to the difference 
between a license and a permit.  

Question B4. Please provide comments on the controlled activities and supply chain activity 
controls? (ss 53–55, page 20) 
CMC supports prescribing only by an authorised prescriber. We urge the Ministry to undertake 
additional work to develop this area. We have concerns about the misuse of standing orders and 
liability of the regulatory authority on the use of licences, permits and regulations to authorise 
supply without a prescription.  

Whilst The Royal Australasian College of Medical Administrators (RACMA) supports ensuring there 
are adequate controls to make safety a priority it cannot become inflexible. Equally if regulatory 
authorities take a restrictive approach to prescribing within scopes of practice, this would not be in 
keeping with the overall intent of the Bill.  

RACMA supports the controlled activities listings but again cautions against an inflexible process that 
Results in individualised licences-which we would asset is not the intention of the legislation. 8 

B5-9, PHARMACY  

With regard to s60, CMC asserts that any supply of medicine without a script should be done by a 
pharmacist, using evidence based best practice and with the full knowledge of the patient’s history 
(within some boundaries, with an emphasis on patient safety, and with some flexibility for 
emergences).  

Question B10. Please provide comments on the approach for the personal Importation of 
medicines or medical devices? (ss 76-77, page 24) 
CMC agrees with curtailing the personal importation of medicine and notes there is currently little 
control with medicines and medical devices brought into New Zealand.   

For comments on Direct to Consumer Advertising please see sections C52 and C53 

Question B11. Please provide comments on the authorisations created in sections 71-75 sections 
78-80, page 26? 
We note that the Ministry intends to work with relevant stakeholders when developing regulations 
for standing orders.  

  

                                                           
8 The Royal Australasian College of Medical Administrators, Submission to the Therapeutics Products Bill, April 
2019  
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Question B12. Please provide comments on the offences created in sections 81-94, page 28? 
CMC does not support Direct to Consumer Advertising (DTCA). 9 New Zealand is an outlier on this 
issue and we consider the potential adverse impacts of DTCA outweigh potential benefits. 
Independent research conducted by Massey University concludes that benefits information is 
communicated more effectively than risk information. 10 

B6, Part 4 of the Bill: Product approval 
Question B13. Please provide comments on the sections covering product approval requirements? 
(ss 94-104, pages 30-32)  
CMC supports Colleges in recommending that the draft bill explicitly outlines changes to current 
compounding restrictions and future accessibility. 

Changes to current restrictions on compounding and access to off-label anti VEGF agents are not 
explicitly outlined in the Therapeutic Products draft Bill, and RANZCO 11 has the following concerns: 

• Regard to any legal impediments to laboratories or companies (other than Baxters’) 
compounding and selling anti VEGF agents such as Avastin within the New Zealand Market  

• The proposed legislation may give District Health Boards (DHBs) the mandate to sell to other 
DHBs ensuring large savings to the Health sector 

• Under the proposed changes, will there be a mechanism to facilitate off-label access to 
current (eg Avastin) and future agents (eg Aflibercept)? 

Question B14. Please provide comments on the Sections covering conditions on approvals and 
cancellation of approvals? (ss 105-113, pages 30-32) 
The Royal Australasian College of Radiologists has the following concerns12: 

• Possible time-lags for product approvals, particularly when the wait for approvals results in 
patients waiting for care. There is a need for the regulatory authority to be well resourced 
with adequate guidelines and experts to facilitate an efficient approvals process. There also 
needs to be an appeals process for any occasion a medicine or product is declined approval 
but is deemed necessary by practitioners. 

• The number of SCNSAs may be very high and even a simple approval process may be 
unnecessary bureaucratic. It is suggested that the regulatory authority has a process for 
altering the status of a therapeutic product to approve additional uses which may start as 
‘off-label’ but which are so common as to suggest acceptable practice, even without a 
randomised control trial. 

The Royal Australasian College of Medical Administrators considers that patient safety is the priority 
and that appropriate use of medicines needs approval processes consideration of ‘off label’ use.  

B8, Part 6 of the Bill: Regulator 
Question B24. Please provide comments on the regulator’s powers and functions in relation to 
safe monitoring, public safety announcements and regulatory orders? (ss 160-182, page 39) 
CMC welcomes more comprehensive post marketing monitoring programs about the quality safety 
of devices and medicines.  
 
CMC supports the following: 
                                                           
9 The Royal Australian and New Zealand College of Psychiatrists, (2016d), Position Statement 88. Direct to 
Consumer Advertising of pharmaceuticals. Available at: 
https://www.nzcphm.org.nz/media/110467/2017 ranzcp dtca-position-statement-
2016 nzcphm endorsed 2017 .pdf. 
10 Hoek J, Gendall P (2002) Direct-to consumer advertising down under: an alternative perspective and 
regulatory framework. Journal of Public Policy and Marketing No: 21; (2):202-212. 
11 Submission to the Therapeutics Products Bill, from the Royal Australasian and New Zealand College of 
Ophthalmologists, 2019. 
12 Submission to the Therapeutics Products Bill, from the Royal Australasian College of Radiologists, April 2019.  



6 
 

• The introduction of a national system of monitoring and reporting, such as the Real-Time 
Prescription Monitoring System (CVS Health, 2018) introduced by the Victorian Government 
in Australia, due to the significant harm incurred from misuse of high-risk prescription 
medicines.13 The system is reported to save lives and keep patients with prescription 
medication addictions safe from harm. It has alerted doctors and pharmacists in Western 
Victoria to almost 3,300 patients at risk of harm or overdose from visiting multiple clinics, 
pharmacies or doctor shopping. It also provides health professionals with access to 
information about their patients’ prescription history of monitored medicines or off-label 
products. Its implementation also provided an opportunity to gather and analyse data on 
harmful medication use, provide guidance and monitor prescribers. 14  

• aims of such a scheme to promote safe supply, prescription, and dispensing practices, 
reduce harm from monitored poisons and other high-risk medication, and facilitate 
evaluation and research into the use of high-risk medicines in the community, particularly 
clinical governance approaches including peer review and examination of clinical notes. 15  

B10, Part 8 of the Bill: Administrative matters 
Question B32. Provide comments on the sections covering administrative matters: such as cost 
recovery, requirements for the development of regulatory instruments, review of the Act and 
relationships with other Acts? (ss 256-274, pages 47-48) 
CMC does not support the need to introduce legislation to formally review the performance of 
responsible authorities as there are sufficient regulations already in place under sections 123, 124 
and 134 of the Health Practitioners Assurance Competency Act.  

And, believes there needs to be more clarity about any proposed additional legislation and 
administrative burden and how it would be funded.  

B11, Part 9 of the Bill: Repeals, revocations and amendments to other enactments  
Question B33. Please provide comments on the amendments to the Health Practitioners 
Competence Assurance Act (HPCC Act) 2003? 
CMC recognises that the aim of the Health Practitioners Competence Assurance Act 2003 is to 
provide the mechanisms to ensure that health professionals are competent and fit to practice, and 
that Responsible Authorities (RA’s) have an obligation to set standards of clinical, ethical and cultural 
competence. 16  

CMC notes the following areas of concern:  

• Issuing of standing orders for prescribing under current scopes. 
• Health professionals practising outside New Zealand. We raise the ongoing issue of health 

professionals providing medical advice and treatment to New Zealanders when these health 
professionals are outside the legislative jurisdiction of New Zealand. For example, 
radiologists, pathologists and psychiatrists practising outside New Zealand are able to 

                                                           
13 The Royal Australian and New Zealand College of Psychiatrists (2018h) Implementation of Real-Time 
Prescription Monitoring. Available at: https://www.ranzcp.org/files/resources/submissions/ranzcp-victorian-
branch real-time-prescription-mon.aspx  
14 The Hon Jenny Mikakos MLC, Minister for Health, (2018) Safescript saving lives in Western Victoria. 
Delivering for all Australians. Media Release. Available at: https://www.premier.vic.gov.au/wp-
content/uploads/2018/12/181220-SafeScript-Saving-Lives-In-Western-Victoria-1.pdf 
15 The Royal Australian and New Zealand College of Psychiatrists (2018j) Clinical Memorandum – Medical use of 
cannabinoids. Available at: 
https://www.ranzcp.org/files/resources/college statements/clinical memoranda/cm-medical-use-of-
cannabinoids-v1-0-october-2018.aspx 
16 The Royal Australian and New Zealand College of Psychiatrists (2018i) Health Practitioners Competence 
Assurance Amendment Bill. Available at: https://www.ranzcp.org/files/resources/submissions/letter-to-health-
select-committee-hpca-final.aspx 
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diagnose and treat patients living in New Zealand via telehealth. Due to a legislative 
loophole, the Medical Council of New Zealand is unable to require these medical 
practitioners to be registered in New Zealand therefore these individuals may not meet 
ethical, clinical and cultural standards set for New Zealand-based practitioners. This situation 
has implications for public safety and potentially may raise issues for patients seeking cover 
under the Accident Compensation Corporation’s Treatment Injury provisions.  

• Consideration needs to be made of how the competency and accountability of off shore 
doctors providing advice to New Zealanders is assured, acknowledging that these health 
practitioners cannot be regulated. With growing global medicine and telehealth this is a 
reality and whilst the Bill may not be able to address this it is a consideration that needs to 
be further explored.   

• The amendments in their current form need more active involvement of professional 
organisations likely to be affected by the changes, and suggest that the Ministry of Health 
works in collaboration with Colleges and others to revise the amendment. 

B15: Schedule 4: Amendments to other enactments 
Question B37.  Are there any other Acts or regulations containing an interface with the Medicines 
Act 1981 that are not identified in the list in Schedule 4?  
CMC does not support Direct-to-Consumer-Advertising. 17 

Chapter C: What the new scheme would mean for different sectors and 
health practitioner groups 

C1: Medicines (excluding cells and tissues) sector, ss232-291, pages 54-65  
For comments on product approval controls and requirements see B3, B13 and B14  

C3: Medical Device sector, ss353-412, pages 78-89 
Question C11.   Do you think that products that have similar features and risks to medical devices, 
but are not for a therapeutic purpose, should be regulated? If so, are there particular products you 
are concerned about and why? (Pages 79 and 137) 
CMC considers any engagement with the pharmaceutical industry must be transparent and not 
imply endorsement of any pharmaceutical industry activities or products. This includes the medical 
device companies.  

We note the importance of regulation to reduce the likelihood of devices being sold by people or 
organisations that do not subscribe to the relevant code of conduct or regulation, those devices used 
by non-registered health professionals practising outside scope, or individuals who are not eligible to 
provide services using a device. 

Question C12. Are there any aspects of the global model for medical devices that you consider to 
be inappropriate for New Zealand? (Page 81)  

A number of devices are subsided by Pharmac and some are provided free of charge through 
targeted programmes. Generally, the funding arrangements can be complicated and often have 
administrative requirements that can be difficult for people with serious mental illness to fulfil.  For 
example, medical devices required for managing diabetes (particularly insulin-dependent diabetes), 
typically require a range of equipment, including blood glucose monitors, test strips and injecting 
equipment, for which costs are incurred.  ‘On paper’, consumers may have access to the equipment 

                                                           
17 Direct to consumer advertising in New Zealand. Statement of the Council of Medical Colleges in New 
Zealand; April 2016. Available from www.cmc.org.nz. 
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they require to manage their diabetes but in reality they face a number of barriers to obtaining the 
benefits to which they are entitled, and may face additional costs.18  

C4: Clinical Trial sector, ss413-425, pages 89-91 
Question C16. Please provide any comments on the change in approach to regulating clinical 
trials? (Page 91)  
Research funding obtained from the pharmaceutical industry must be untied with no industry 
influence or control.  

Question C17. Please provide any comments on the transitional arrangements for clinical trials? 

The Therapeutic Goods Administration in Australia and the New Zealand Medicines and Medical 
Devices Safety Authority (Medsafe) has well-established regulatory regimes to ensure that 
consumers have timely access to therapeutic advances with acceptable standards of effectiveness 
and safety. We contend that all medicines should follow the same approval process as other new 
pharmaceuticals to ensure these standards are met before they are accessible.  

C5: Wholesale sector (including importers and exporters, ss426-448, pages 89-91 
For comments on product approval controls and requirements see B3, B13 and B14.  

C6: Pharmacy (and retail-only licence) sector and pharmacists, ss449-448, pages 89-91 
Question C20. Do the current pharmacy licensing requirements create any other barriers to the 
development and delivery of innovative pharmacist services involving medicines? (Page 99) 
Pharmacists make a valuable contribution to health care in the community and Community 
pharmacists have a strong role in primary health, and are often more accessible than other medical 
practitioners, particularly in rural areas. Expanded scopes of practice for pharmacists may provide 
benefits to the community, primarily in the form of timely access to medication.  

Question C21.Please provide any other comments about enabling different distribution and supply 
arrangements for pharmacy activities? (Page 100 and 133) 

The RANZCP has considered the concept of pharmacists providing repeat prescriptions, and is 
concerned about potential risks. Sufficient safeguards would need to be implemented to address 
these risks. For example, a prescribing doctor would need to authorise any repeat prescribing by a 
pharmacist, and the suitability of the patient to receive repeat prescriptions would need to be 
carefully assessed by the treating doctor. There should be limitations on the number of repeats that 
can be prescribed, or the time lapsed, before a medical review is required, to ensure that the 
treatment remains effective and necessary. 19  

The RANZCP suggests that parameters for any prescribing rights extended to pharmacists will need 
to be clearly agreed and defined. Guidelines should be developed to assist each practitioner involved 
in the patient’s care to have clear delineation of responsibilities, and ensure good communication 
and coordination. Such collaboration would require shared access to consumers’ medical records, 
via an electronic health record. Practitioners must obtain the informed consent of the patient before 
undertaking shared prescribing.  

Question C36. Do you think the requirement for a pharmacist to be present should be broadened 
to allow a pharmacist to provide clinical advice and oversight remotely (s159)? If so, which 
pharmacy activities or circumstances do you think this would be appropriate for? (Page 110) 

                                                           
18 The Royal Australasian College of Physicians (2015b) Minding the gaps – cost barriers to accessing health 
care for people with mental illness. Available at: https://www.ranzcp.org/files/resources/reports/minding-the-
gaps-cost-barriers-to-accessing-health.aspx 
19 The Royal Australian and New Zealand College of Psychiatrists (2018h) Implementation of Real-Time 
Prescription Monitoring. Available at: https://www.ranzcp.org/files/resources/submissions/ranzcp-victorian-
branch real-time-prescription-mon.aspx  
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If an expanded scope of practice is introduced for pharmacists, appropriate safeguards and supports 
should be put in place to ensure patient safety is maintained. Pharmacists should be required to 
undergo appropriate training and supervision in order to obtain repeat prescribing rights. For 
example, if pharmacists become involved in prescribing repeat psychotropic medication, formal 
training in mental health care should be a prerequisite.20   

Question C40. Should the circumstances in which a pharmacist or pharmacy worker can compound 
be expanded to allow them to produce a permitted quantity in anticipation of a request? If you 
think expanded circumstances are appropriate, why? (Page 114)  

RANZCP does not support expanding the scope of practice of pharmacy assistants with regards to 
prescribing new or repeat prescriptions. 21 

C8: Health practitioners (including pharmacists) ss 549-585, pages 116-12 
Question C43. Do you have any comments on the arrangement for establishing the authority to 
prescribe via the relevant health practitioners’ scope of practice, subject to approval from the 
Minister of Health? (Page 118) 
Greater access to medicines needs to be balanced against the risk of potential harm.  Expanding 
scopes of practice to include more prescribers in a patient’s care risks fragmenting care and could 
increase the chance of prescribing errors. It also complicates potential liability, which would need to 
be clarified at the outset.  

Question C44. Do you think regulations should be developed to require a consistent approach to 
the form and content of prescribing provisions within scopes of practice? (Page 118) 

RANZCP considers approval of scopes of practice should be a pre-requisite to prescribing and that 
approval and regulation be monitored.  22  

In some Australian States, approved formularies are protected in legislation for specified practice 
areas, and there is a requirement to have a notation on their endorsement to enable prescribing 
within the specified practice areas, others permit prescribing within scope of practice, but within 
defined parameters. 23 

Pharmacists should be required to undergo appropriate training and supervision in order to obtain 
repeat prescribing rights. However, if pharmacists become involved in prescribing repeat 
psychotropic medication, formal training in mental health care should be a prerequisite. Patients 
with mental illnesses can present with complexities, including comorbid mental health conditions 
and acute or chronic physical illness that require concurrent treatment. For this patient group, 
polypharmacy is common and meticulous attention is needed to avoid adverse outcomes.24   

                                                           
20 The Royal Australian and New Zealand College of Psychiatrists (2018g) Inquiry into the establishment of a 
pharmacy council and transfer of pharmacy ownership in Queensland. Available at: 
https://www.ranzcp.org/files/resources/submissions/ltr-inquiry-re-pharmacy-council-june-2018.aspx 
21 The Royal Australian and New Zealand College of Psychiatrists (2018g) Inquiry into the establishment of a 
pharmacy council and transfer of pharmacy ownership in Queensland. Available at: 
https://www.ranzcp.org/files/resources/submissions/ltr-inquiry-re-pharmacy-council-june-2018.aspx 
22 The Royal Australian and New Zealand College of Psychiatrists (2018i) Health Practitioners Competence 
Assurance Amendment Bill. Available at: https://www.ranzcp.org/files/resources/submissions/letter-to-health-
select-committee-hpca-final.aspx 
23 Department of Health (2017) Background Paper: Registered Nurse/Midwife Prescribing Symposium, March 
2017. Available at: 
http://www.health.gov.au/internet/main/publishing.nsf/content/0E2CDB8D1404CB04CA2580220016D8FA/$F
ile/Background%20Paper%20-
%20Registered%20Nurse%20Midwife%20Prescribing%20Symposium%20March.pdf 
24 Alderman C P, Lucca J M (2017) Psychiatry and clinical pharmacy: A Logical Partnership. Indian Journal of 
Psychiatry 59(2):138–140. 
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Greater use of electronic-prescribing (e-prescribing) would address issues of timely access to 
medications, particularly in rural areas. This would increase collaboration and retain the prescribing 
power with the treating doctor, to avoid some of the risks entailed with expanding prescribing rights 
to non-medical practitioners. 25  

RACMA considers that a simple medicines list that is up to date and visible to all, including the 
consumer, reduces errors with multiple prescribers. Further, is important that a single practitioner 
usually a GP or perhaps in the elderly, where a geriatrician, takes a comprehensive holistic view of 
medication to reduce polypharmacy and interactions. 26 

Question C45. Please provide any comments on the approach to standing orders? (Page 119)  

Note that the detailed requirements for standing orders will be specified in regulations and consulted on at a 
later stage. 

Parameters for any prescribing rights extended to pharmacists and other practitioners would need 
to be clearly agreed and defined.  

Guidelines should be developed to assist each practitioner involved in the patient’s care to have 
clear delineation of responsibilities, and ensure good communication and coordination.  

To support collaboration, shared access to consumers’ medical records would be required. To do 
these practitioners must obtain the informed consent of the patient before undertaking shared 
prescribing. 

To ensure that the principles contained within the Act are adhered to, we consider expanded scopes 
of practice require greater consistency across jurisdictions, and support development of a national 
framework outlining parameters. 27  

Question C46. What do you think about the approach for the off-label use of medicines that have 
been approved in New Zealand? Page 121 and 130  

Note – The Ministry wishes to ‘Authorise all health practitioner prescribers to issue a SCNSA (Special clinical 
needs supply authority), the authority is a document issued by a Note, is a controlled activity as long as the 
medication is covered by their scope of practice)’- i.e. a formal assessment.  

Prescription of medicines should always reflect sound evidence-based treatment.  

Question C47. What do you think about the approach for products that have not been approved in 
New Zealand and, in particular, the proposal that: only medical practitioners would be able to 
issue a Special Clinical Needs Supply Authority (SCNSA) for this type of unapproved product? 
(Pages 121 and 131) 

We note that unapproved products are available in New Zealand and can be imported via the web. 
In the first instance we caution that products that have not been approved for use in New Zealand 
may deviate to such an extent from clinical practice and/or lack an evidence base that they are more 
aptly regarded as experimental.  

RANZCP supports referral to an appropriate Ethics Committee for advice and review before being 
instituted. 28 We support the introduction of a new assessment pathway provided by the issuing of 

                                                           
25 The Royal Australian and New Zealand College of Psychiatrists (2018g) Inquiry into the establishment of a 
pharmacy council and transfer of pharmacy ownership in Queensland. Available at: 
https://www.ranzcp.org/files/resources/submissions/ltr-inquiry-re-pharmacy-council-june-2018.aspx  
26 The Royal Australasian College of Medical Administrators, Submission to the Therapeutics Products Bill, April 
2019 
27 The Royal Australasian College of Physicians (2012a) Submission to Health Workforce Australia on Health 
Professionals Prescribing Pathway Project. Available at: www.racp.edu.au/docs/default-source/advocacy-
library/pa-sl-health-workforce-australia-onhealth-professionals-prescribing-pathway-project-redacted.pdf   
28 The Royal Australian and New Zealand College of Psychiatrists (2017e) Reforms to regulatory framework for 
complementary medicines: Assessment pathways. Available at: 
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a special clinical needs supply authority (SCNSA). However, we urge that the industry is properly 
regulated to protect consumers against misleading information and ineffective or dangerous 
products, and believe the process would be strengthened by regulations that include, mandatory 
testing of all medicines.  

Other health practitioner prescribers would be able to prescribe them, once a medical practitioner 
has issued a special clinical needs supply authority for that medicine for a patient. 

The RANZCP is concerned that this approach may compromise specialised care, and notes that it is 
not an adequate substitute for medical health practitioners. Expanding scopes of practice to include 
more prescribers in a patient’s care risks fragmenting care and could increase the chance of 
prescribing errors. It also complicates the question of liability, which would need to be clarified at 
the outset.  

Greater access to medicines needs to be balanced against the risk of potential harm. We consider 
greater use of electronic-prescribing (e-prescribing) could address issues of timely access to 
medications. This approach would retain the prescribing power with the treating doctor, thus 
avoiding some of the risks entailed with expanding prescribing rights to non-medical practitioners 
RANZCP. 29 

Question C48. In what situations do you consider it is appropriate for a health practitioner 
prescriber to supply medicines to another health practitioner prescriber? (Page 22) 
CMC encourages all doctors and health practitioners to have their own GP, and discourages self-
prescribing.  

Question C49. Are there situations where it is appropriate for a health practitioner to supply 
medical devices to another health practitioner? Is this something that occurs currently and would 
need to be enabled under the new scheme? (Page 123) 

As above (C48), e.g. Giving Peak Flow meters for asthma or glucose monitors for diabetes 

Question C50.  Do you consider health practitioners should be authorised to supply pharmacy 
(category 3) medicines to their patients? What are the benefits and/or risks of allowing this? (Page 
124 and 135)  

RANZCP advises caution in these situations. Many of the category 3 medicines are prescribed by 
psychiatrists. Benzodiazepines, z-drugs and quetiapine are regularly prescribed in clinical practice 
and psychiatrists are often prescribing these medicines in higher quantities than GPs and/or in mixed 
doses, as they generally treat patients with more severe mental illness and may use more nuanced 
treatment approaches.  

We suggest instituting monitoring due to the significant harm incurred from the abuse of high-risk 
prescription medicines. We support the promotion of safe supply, prescription, and dispensing 
practices to reduce harm from monitored poisons and other high-risk medication. We also support 
evaluation and research of these medicines in community settings.30  

                                                                                                                                                                                     
file:///T:/NZ%20BRANCH/NZ%20%20Submissions/2019%20Submissions/Royal%20Commission%20of%20Inqui
ry%20into%20Historical%20Abuse%20in%20State%20Care/0658o-President-to-TGA-re-Complementary-
medicines-22-March-2017.pdf 
29 The Royal Australian and New Zealand College of Psychiatrists (2018g) Inquiry into the establishment of a 
pharmacy council and transfer of pharmacy ownership in Queensland. Available at: 
https://www.ranzcp.org/files/resources/submissions/ltr-inquiry-re-pharmacy-council-june-2018.aspx  
30 The Royal Australian and New Zealand College of Psychiatrists (2018j) Clinical Memorandum – Medical use of 
cannabinoids. Available at: 
https://www.ranzcp.org/files/resources/college statements/clinical memoranda/cm-medical-use-of-
cannabinoids-v1-0-october-2018.aspx 
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Question C51. Do you consider health practitioners’ staff should be authorised to supply pharmacy 
(category 3) medicines to the patients of the practice? What are the benefits and/or risks of 
allowing this? (Page 124 and 135)  

Expanding scopes of practice to include more prescribers in a patient’s care risks fragmenting care 
and could increase the chance of prescribing errors. It also complicates the question of liability, 
which would need to be clarified at the outset. Greater access to medicines needs to be balanced 
against the risk of potential harm.  

C10: Advertising Sector, ss 593-602, pages 127-128 
Question C52. Please provide any comments on the advertising requirements and enforcement 
tools? (Pages 125, 128 and 136)  
Direct to Consumer Advertising 
CMC strongly opposes the Therapeutics Products Bill, as it is currently drafted, which allows for 
DTCA to continue in New Zealand and does not agree with any continuation of DTCA for prescription 
medicines. We note that permitting DTCA contradicts the intent and purpose of the regulatory 
regime proposed within the Bill. CMC and all Colleges support the government reviewing its stance 
on DTCA.31 32 33 34 35 36 

CMC strongly opposes any advertising or promotions of direct-to-consumer advertising of 
pharmaceutical products in New Zealand. CMC notes DTCA can lead to increased costs, 
inappropriate prescribing, overtreatment and, iatrogenic harm which may put the doctor-patient 
relationship at risk.37 In practice, DTCA frequently over-represents benefits and understates harm. 38  

CMC believes a ban is necessary because the evidence suggests that it is not possible to regulate 
DTCA effectively, and in a timely manner, either by self or central regulation. There are multiple 
examples, both in New Zealand and the USA of failure to curb misleading advertising for medicines 
that have been subsequently shown (and known at the time of advertising) to have unacceptable 
risks and been withdrawn. Two local examples include Vioxx and Sibutramine.   

CMC is aware that large and respected consumer groups have been and remain strongly opposed to 
DTCA, for example Consumer New Zealand Inc.  

The internet means the public has exposure to advertisements that this legislation will not be able to 
control. We would support more investment in health literacy and choosing wisely initiatives to 
assist the public to question the benefits of any treatments.  

                                                           
31 Direct to consumer advertising in New Zealand. Statement of the Council of Medical Colleges in New 
Zealand; April 2016. Available from www.cmc.org.nz. 
32 Royal New Zealand College of Urgent Care Physicians, Submission to the Therapeutics Products bill, April 
2019  
33 The Royal Australian and New Zealand College of Psychiatrists (2016d) Position Statement 88. Direct to 
Consumer Advertising of pharmaceuticals. Available at: 
https://www.nzcphm.org.nz/media/110467/2017 ranzcp dtca-position-statement-
2016 nzcphm endorsed 2017 .pdf. 
34 Australasian College for Emergency Medicine, Submission to the Therapeutics Products bill, April 2019  
35 The Royal New Zealand College of General Practitioners, Submission to the Therapeutics Products bill, April 
2019 
36 Choosing Wisely; a campaign of The Council of Medical Colleges, Submission to the Therapeutics Products 
bill, April 2019 
37 Direct to consumer advertising in New Zealand. Statement of the Council of Medical Colleges in New 
Zealand; April 2016. Available from www.cmc.org.nz. Note most Medical Colleges have statements opposing 
DTCA available on their websites.   
38 Ma, A. and Parkin, L. (2015). Randomised controlled trials cited in pharmaceutical advertisements targeting 
New Zealand health professionals: do they support the advertising claims and what is the risk of bias? NZMJ 
128. 
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Question C53. Do you have a view on whether direct-to-consumer advertising (DTCA) of 
prescription medicines should continue to be permitted? What are the reasons for your view? 
(Page 125, 128, and 136) 

As described above in C52, CMC does not agree with DTCA being permitted In New Zealand. It is well 
know that New Zealand is an outlier in the areas of DTCA, with only the United States and New 
Zealand permitting it. Much can be learnt from overseas jurisdictions. Such as in Australia, for 
example, DTCA is prohibited under the Therapeutic Goods Act 1989 and the Competition and 
Consumer Act 2010. CMC recommends that The Bill be amended to prohibit directly advertising 
pharmaceutical products to consumers, in-line with the overwhelming majority of OECD nations.   

 (The 1990 Smoke free Environments Act, and its three parts which described the ban of tobacco 
advertising/smoking in public places and suggested a replacement model for the phase out of 
advertising-the Health Sponsorship Council, is a good example of an acceptable and  successful 
legislative model).  

Reasons to prevent DTCA in New Zealand:  
• Strong commitment from the Ministry of Health. A survey by the Ministry of Health reported 

90% opposition to DTCA from independent consumer and patient organisations, and nearly 
two thirds of all submissions opposed advertising. 39  

• Political Commitment. There have been a series of commitments from Labour governments, 
including from The Minister of Health, Hon Dr David Clarke, at a meeting with the CMC 
Executive on 12 February 2019, when said he was keen to ban DTCA, if consumers supported 
a ban. The previous Labour government also supported a ban; in December 2006 the Hon 
Pete Hodgson (Minister of Health) said “The Therapeutics Products and Medicines Bill 
continues to allow direct-to-consumer advertising. The Government’s preference was to ban 
direct-to-consumer advertising. Retaining direct-to-consumer advertising means that 
advertising and promoting prescription medicines means that advertising and promoting 
prescription medicines direct to consumers will continue to be permitted in New Zealand”.40  

• Consumers.  Consumers don’t necessarily want to be informed through the advertising of 
DTCA.  Taken together, the findings suggest individuals, especially those who are ‘at risk’ i.e., 
with poorer self-reported health status, older, less educated, lower income and ethnic 
minorities, may be more vulnerable to drug advertising and may make uninformed decisions 
accordingly. 41  

• Health professionals prefer to discuss decisions in a shared manner, so that any tests, 
treatments and procedures ensure the patient receives the most suitable care for their 
need. 42 The dialogue between patients/whānau and health practitioners is integrated into 
best practice to ensure that best treatment options are considered in an environment as 
free as possible from any commercial influence. 43 DTCA distorts the doctor-patient 

                                                           
39 Toop, L. (2007)  https://www.bmj.com/content/335/7622/694.long and Ministry of Health (2006) Direct-to-
consumer advertising of prescription medicines in New Zealand: Consultation document. Summary of 
submissions, 2006, MOH, Wellington. Available at: 
https://www.health.govt.nz/system/files/documents/publications/dtca-summary-submissions.pdf 
40 https://www.parliament.nz/en/pb/hansard-
debates/rhr/document/48HansD 20061212 00000808/therapeutic-prodcyts-and-medicines-bill-first-reading  
41 Khalil Zadeh N, Robertson K, Green JA, ‘At-risk’ individuals’ responses to direct to consumer advertising of 
prescription drugs: a nationally representative cross-sectional study. BMJ Open 2017; 
7:e17865.doi:10.1136/bmjopen-2017-017865. Available at:  https://bmjopen.bmj.com/content/7/12/e017865 
42 Choosing Wisely; a campaign of The Council of Medical Colleges. Submission to the Therapeutics Products 
Bill, April 2019 
43 The Royal Australian and New Zealand College of Psychiatrists (2016d) Position Statement 88. Direct to 
Consumer Advertising of pharmaceuticals. Available at: 
https://www.nzcphm.org.nz/media/110467/2017 ranzcp dtca-position-statement-
2016 nzcphm endorsed 2017 .pdf. 
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relationship, impairs prescribing quality, and in particular may cause iatrogenic harm from 
unnecessary or inappropriate prescriptions and increased costs.44 CMC also prefers that 
DTCA in New Zealand is prohibited due to the ethics and efficacy and its potential for harm.  

• Health information. Consumers are entitled to independent, free consumer advice and a 
health information service that is free from any commercial interest, and delivered by a 
government regulatory body such as MedSafe (and/or Consumer New Zealand Inc.) that 
provides specific information on its website to the public about quality, safety, risk. And, that 
the advice and service be extended to reach communities more effectively.   

Other points to note:  
• Any proposed regulatory body responsible for administering the Bill must also have a role as 

being the regulator responsible for overseeing advertising (whether direct to consumer or to 
health professionals) activities as defined in section 82 

• The regulatory body should have the role of reviewing and regulating advertising of 
pharmaceutical advertisements, upheld by surveillance and enforcement powers.   

With such strong consumer and pan professional opposition to DTCA, cross party political leadership 
is long overdue and urgently required to correct New Zealand’s anomalous international policy 
position. A position that we have arrived at by omission and regulatory failure rather than by 
deliberate and reasoned choice, yet one that continues to be of net harm to public health and acts 
to the detriment of all New Zealanders.  

C11: Patients, consumers and disabled people ss 603-644, pages 128-13 
Question C55. Do you consider there are situations when it would be appropriate to authorise 
someone to personally import medicines via a permit? (Page 132) 
We note that consumers are central stakeholders and can make their own choices. We support a 
system to continuously monitor the safety of products to reduce the likelihood of consumers being 
sold unsafe products that have little or no evidence of efficacy. It is essential that the industry is 
properly regulated to protect consumers against misleading information and ineffective and/or 
dangerous products.  

As such, we support the introduction of regulatory powers and functions to monitor safety, including 
the introduction of an expanded set of enforcement tools and measures to: 

• Improve information available to consumers 
• Increase transparency 
• Mitigate health risks 
• Encourage improvements in the evidence base upon which claims of efficacy are made. 

(RANZCP, 2017e). 

Question C56. Please provide any other comments from a patient, consumer, or disabled 
person’s perspective on the approach for the regulation of therapeutic products under this Bill? 
(Page 16 and 138) 
Although the subsidy scheme for high-level users ensures prescription medication is free once an 
annual threshold is reached, consumers say it does not work for everyone. Even low cost medication 
is a barrier for some, in particular those with addiction issues. Service providers in CAT (Crisis 
Assessment Teams) report that to prevent a further crisis they often pay for medication because a 
patient could not afford to fill their script.45  

                                                           
44 Every-Palmer S, Duggal, R, Menkes, D (2014) Direct-to-consumer advertising of prescription medication in 
New Zealand. New Zealand Medical Journal 127: 102-110.  

 
45 The Royal Australasian College of Physicians (2015b) Minding the gaps – cost barriers to accessing health 
care for people with mental illness. Available at: https://www.ranzcp.org/files/resources/reports/minding-the-
gaps-cost-barriers-to-accessing-health.aspx 
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Consumers say that upfront costs of seeking care may prevent people with early-stage and emerging 
mental health problems from seeking treatment, which can make their treatment and rehabilitation 
problems more challenging. It can create further disincentives for people with mental illness to seek 
help for symptoms that are related to monitoring the side effects of their medication and other 
aspects of physical health, and may contribute to the high levels of co-morbidity (both physical and 
mental illness) and premature death for those in this population. This barrier was noted by 
consumers and psychiatrists, with both groups reporting that in their experience this could result in 
the progression of a preventable illness or condition to the point that it would require 
hospitalisation. 46 

RANZCP supports prescribing practices of non-medical professionals being subject to increased 
monitoring to inform quality and safety. A 2012 survey 47 consumer views regarding ‘non-medical 
prescribing’, showed that consumers have high expectations of standards and training expected of 
non-medical prescribers. Results showed people were supportive of nonmedical prescribing as long 
as there were clear guidelines and safety mechanisms in place. 48  

 

 

 

 

 

                                                           
46 The Royal Australasian College of Physicians (2015b) Minding the gaps – cost barriers to accessing health 
care for people with mental illness. Available at: https://www.ranzcp.org/files/resources/reports/minding-the-
gaps-cost-barriers-to-accessing-health.aspx 
47 Department of Health (2017) Background Paper: Registered Nurse/Midwife Prescribing Symposium, March 
2017. Available at: 
http://www.health.gov.au/internet/main/publishing.nsf/content/0E2CDB8D1404CB04CA2580220016D8FA/$F
ile/Background%20Paper%20-
%20Registered%20Nurse%20Midwife%20Prescribing%20Symposium%20March.pdf 

48 The Royal Australian and New Zealand College of Psychiatrists (2018g) Inquiry into the establishment of a 
pharmacy council and transfer of pharmacy ownership in Queensland. Available at: 
https://www.ranzcp.org/files/resources/submissions/ltr-inquiry-re-pharmacy-council-june-2018.aspx  
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 3. Submission Summary Statements 
Cosmetics New Zealand represents the majority of cosmetic companies operating in New 
Zealand ranging from small New Zealand businesses to multinational brands. 
The majority of our members are New Zealand based exporters to the world and generally 
in the smaller to medium sized businesses. 
 
Within this submission we have not commented on aspects of this scheme that are unrelated 
to the products and activities of our members and hence we have not answered the specific 
questions within the consultation document. 
 
Our products are currently regulated under the Cosmetic Products Group Standard 2017 as 
a regulation notice under the Hazardous Substances and New Organisms Act 1996. 
We believe this is the most appropriate regulatory structure for all cosmetics products and 
support the retention of all including Sunscreens remaining under this regulation. 
 
We do not support any regulation that imposes significant compliance costs to the industry 
but do support effective regulation that has obligations to meet good quality standards at the 
least cost. 
 
We strongly oppose any suggestion that Sunscreens or products that contain a higher SPF 
are a therapeutic product and could be declared as such. The statement that sunscreens 
might be declared in this way is against global best practice and may be counter to New 
Zealand international obligations under our free trade agreements. 
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4.  Cosmetics New Zealand Specific Comments 
 
We note that in the consultation document category 4 items have the example of sunscreens 
cited as a possible product that might be declared as a therapeutic product. 
Cosmetics New Zealand strongly disagrees with that suggestion in that sunscreens do no 
provide a therapeutic benefit, cure or treat any ailment or illness. 
 
Sunscreens are topical application to protect the skin from the penetration of UVA and UVB 
which is no different to wearing sun protecting clothing such as a sunhat or swimming vest. 
 
Under the CPTPP agreement the technical barriers to trade Annex 8-D for cosmetics intends 
that cosmetic products are to be regulated by post market surveillance and will use 
internationally aligned standards along with a risk-based approach. 
We believe that sunscreens and higher SPF cosmetic products are covered by this annex 
and suggestion that either might be declared a therapeutic product is not consistent with the 
intent of this agreement. 
 
Declaration of sunscreens currently manufactured to the cosmetic manufacturing ISO 
Standard ISO 22716 could imply that manufacturing would need to move to the PIC’s 
standard which is not risk appropriate and unnecessary. We would signal that this is 
unacceptable as we do not believe that sunscreens should be classed as a therapeutic 
product. 
 
We believe that clarity is necessary to ensure that cosmetics will not by default be forced 
into the therapeutic products regulation using the proposed category 4 placeholder stated in 
the consultation document. This is regardless of whether they are a primary sunscreen or a 
secondary sunscreen being primarily for skin care or other cosmetic purposes. 
 
We are very conscious of the costs applied in Australia under the Therapeutic Goods 
Authority for sunscreens and higher SPF cosmetic products and believe that this is not best 
regulatory practice nor it is risk appropriate. 
 
Our association has supported in principle the mandatory compliance to an appropriate 
standard for sunscreens however we believe this should not be restricted to the AS/NZS 
2604 standard when equal standards such as the US Monograph and Europe Regulation 
(EC) No 1223/2009 are available to prove the safety of sunscreen products. 
We however believe this mandate should be under the EPA under the Cosmetic Products 
Group Standard or within the Fair Trading Act for product safety. 
 
The requirement however should not trigger obligations to register as a medicine nor should 
it trigger any obligation to meet a higher manufacturing standard and likewise any unique 
labelling requirements for New Zealand for these products. Hence we do not support 
sunscreens being cited for application under category 4 of this bill. 
 
We are also clear that higher SPF cosmetic products are not sunscreens but just providing 
an additional benefit or protection outside of their intended purpose. 
 
As a proactive industry Cosmetics New Zealand audits member factories to ensure they 
meet the ISO 22716 GMP standard and issues certificates accordingly once compliance is 
established. Re-checks are undertaken every 2 and a half years and full audits every 5 
years. We believe this ensure the safety of all cosmetic products and is risk appropriate. 
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Terminology 
We are concerned that the meaning of therapeutic purpose is extremely wide and may 
potentially capture a range of products including cosmetic products that are for the 
cleaning and/or maintenance of hygiene or good bodily functions.  
This may be toothpaste, anti-dandruff shampoos etc which were previously exempted from 
the Medicines Act due to a lack of consistency with international practice and the fact that 
they are primarily cosmetics and not marketed for therapeutic purposes. 
  



Cosmetics New Zealand 

Consultation on Therapeutics Products Scheme Bill - Submission Page 5 of 7 

Background Information 
 
Cosmetics New Zealand (as the operating name for the Cosmetic Toiletry and Fragrance 
Association) is the pre-eminent membership organisation representing cosmetic companies 
within New Zealand. Cosmetics New Zealand is affiliated to similar bodies internationally 
and communicates with such bodies to ensure international harmonisation where possible. 
 
The present membership consists of the majority of Cosmetic, Toiletry and Fragrance 
manufacturers and/or distributors of such products within New Zealand and by value around 
90% of the domestic New Zealand Cosmetic market. 
The Cosmetics industry in New Zealand generates over $150 million in exports across a 
range of product types ranging from traditional cosmetic products to natural ingredient and 
unique New Zealand cosmetics. These products are also sold in the domestic market. 
 
The domestic market is currently around $1.5 billion in total retail value sales 
 
Cosmetics New Zealand Membership is voluntary and governed by a Code of Ethics for 
market conduct.  
 
Currently the Cosmetics New Zealand has 116 full members included sub groups such 
Beauty, Hair Salon Marketers and includes 22 domestic manufacturers. It also has 26 
associate or supplier members ranging from media to packaging and services suppliers. 
International brands make up 15 of the full members while the balance are New Zealand 
brands 
 
Cosmetics New Zealand and its members support the charity “Look Good Feel Better” by 
both fund raising and providing products in excess of $2.5 million dollars per annum. The 
charity provides annually workshops for more than 2000 women with cancer on how dealing 
with the effects of the treatment each year. 
 
Cosmetics New Zealand works in close cooperation with groups such as the Direct Sellers 
Association and the Employers and Manufacturers Association on issues of common 
interest. Direct Sellers account for around 20% of Cosmetic sales in New Zealand and for a 
significant component of the exports from New Zealand. 
 
Our products range from the well understood perfumes, colour and skincare products to 
products such as toothpaste, oral care and anti-dandruff shampoos. These are commonly 
called personal care products within the wider industry. 
 
Governance of our products falls mostly under the HSNO Cosmetic Products Group 
Standard and in conjunction with the Hazardous Substances and New Organisms (HSNO) 
regulations legislation as set out within the Cosmetics Products Group Standard.  
 
Products that have a therapeutic benefit or claim maybe covered by the Medicines Act as a 
related product such as higher level fluoride toothpastes and anti-dandruff shampoos that 
also include treatments for other conditions. 
 
Around 90% of cosmetic products sold in New Zealand are imported for sale, however in 
some product types New Zealand brands can account for as much as 25% of that segment 
due to the growth of domestic brands 
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New Zealand is not an isolated market with more than 380 fragrances marketed to women 
and almost 200 fragrance or cologne products marketed to men currently. Around 50+ new 
fragrances are launched each year and around 15 are withdrawn making this a dynamic and 
changing market. 
 
Skin care, colour make up and beauty products have a range of more than 200 product 
brands while hair care, body wash and care products number around 100 brands. While less 
products are launched or withdrawn in this category of product it continues to change with 
new and innovative skin products constantly being launched. We see sun care and 
sunscreen products as part of those skincare products. 
 
The representation of cosmetics products in New Zealand is less than is available in some 
larger markets. In spite of the size of our market, it is considered to have a significant range 
of consumer choice which is enabled by the current internationalisation of the New Zealand 
marketplace under the Cosmetic Group Standard. 
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Contact Details 
 
Submitter:  Garth Wyllie 
 
Title:   Executive Director 
 
Organisation: Direct Selling Association of New Zealand (DSANZ) 

Web Site:  www.dsanz.co.nz 
 
 
Confidentiality waiver/privacy:   
The DSANZ does not require our submission to be confidential and accepts it may be 
publically available. 
 
 
The DSANZ is happy to be available for further consultation on this submission should the 
Ministry require to undertake this directly. 
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3. Submission Summary Statements 
The DSA in New Zealand represents those companies that wish to ensure consumers and 
its sales force are protected by establishing clear ethical practices for Direct Selling 
businesses. 
 
We have chosen to submit only on those aspects of this exposure draft that have the 
potential to directly impact on our members and their products. 
 
 
Most of our member companies operate globally and work to ensure they meet the 
regulatory requirements of each country they operate.  
 
New Zealand for these companies is a very small market and so the cost ratio of regulatory 
compliance is a concern when the costs are proportionately high compared to larger 
markets. 
 
As an association, we look to promote the lowest regulatory cost regulatory regime including 
internal costs for our member businesses. 
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4.  DSA Specific Comments 
 
DSA New Zealand is deeply concerned that the reference to type 4 products cited as a 
placeholder with being clear what it will or will not cover. 
 
Dietary Supplements 
We believe that this could be used capture dietary supplements under the scheme instead 
of allowing them to be treated in the more appropriate category of food under MPI. 
 
Any suggestion that natural products as defined under the former natural product bill might 
be captured in this way is rejected and it must be made clear that this will not be the case. 
 
Our member products are mostly made in factories outside of New Zealand and any 
inference that those factories would need to be audited on a similar basis as is applied by 
the Australian Therapeutic Goods Authority with the excessively high costs that are imposed 
must be opposed.  
As a small market such costs are proportionately very high and damage the potential product 
ranges that can be made available in the New Zealand market if as suggested the majority 
of the costs will be borne by industry. 
 
Sunscreens 
We note that sunscreens are also cited as being able to be declared as “Therapeutic 
Products” when they are clearly not a therapeutic product.  
They provide protection from the sun but in themselves do not have a therapeutic benefit, 
treat or cure. In essence sunscreen is little different to wearing protective UV clothing and 
sunhats and there is not suggestion that these would be declared therapeutic products. 
 
Such a declaration adds significant cost to a product if there is a need to register the products 
and meet any PIC’s manufacturing audit system. 
To be clear we believe that sunscreens are a cosmetic product and that any regulation must 
be appropriately aligned to that level of compliance. 
 
Other Topical Products 
Our members market a range of skincare products which are clearly cosmetic and correctly 
sit within that category and regulatory structure under the EPA. 
Claims to sooth or assist skin conditions must not be considered therapeutic and under the 
guidance provided for the Medicines Act the difference between a cosmetic and cosmetic 
type claim from a therapeutic product or claim has been clearly defined. 
We saw that differentiation diluted under the former Natural Products Bill and we do not 
believe it should be under any regulations within this replacement scheme to the Medicines 
Act. 
 
Terminology 
We are concerned that the meaning of therapeutic purpose is extremely wide and may 
potentially capture a range of products including cosmetic products that are for the cleaning 
and/or maintenance of hygiene or good bodily functions.  
This may be toothpaste, anti-dandruff shampoos etc which were previously exempted from 
the Medicines Act due to a lack of consistency with international practice and the fact that 
they are primarily cosmetics and not marketed for therapeutic purposes. 
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We would also argue that some food type products might be considered to have a 
therapeutic purpose. While the intention is to have natural products excluded there remains 
a question of whether such a definition and that of a Therapeutic Product might be 
misinterpreted to capture them. 
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Background Information 
 
The Direct Selling Association of New Zealand Inc. (DSANZ) is a membership organisation 
representing companies engaged with Direct Selling. 
 
Direct Selling is defined as Person to Person selling away from fixed retail location sometimes known 
as personal selling. 
 
Methods of Direct Selling include Network Marketing (sometimes called Multi-Level Marketing 
which is actually only a reward system), Party Plan and Door to Door or traditional Direct Selling.  
Such methods can cross over between the various methods to incorporate components of more 
than one although Door to Door selling is rarely used by our members. 
 
The Direct Selling industry in New Zealand currently has a wholesale value of $253 Million dollars 
with around 110,000 independent distributors. 
In 2013 Deloittes Access undertook a Social and Economic impact  of Direct Selling in New Zealand. 
The study assessed the FTE (Full Time Equivalent) value of the industry as 4662 FTE.  
While not included in the study, the industry is responsible for more than $140 million in exports, 
mostly in the Nutritional Supplements, cosmetics and to a lesser extent food and beverage products. 
 
Membership of the Direct Selling Association is voluntary however it is governed through self-
regulation under a Code of Practice/Ethics governing conduct and ethics addressing three principle 
areas. These are; Conduct towards Consumers, Conduct towards Distributors and Conduct towards 
other Direct Selling Companies. 
 
All members on joining agree to abide by the DSANZ Code of Practice/Ethics which provides 
significant consumer protection and fast redress provisions as its mainstay, but also provides the 
same levels of protection and redress for distributors and for other member companies against 
practices that are unfair or unethical. 
The DSANZ Code of Practice is based on the principles established under the World Federation of 
Direct Selling Associations Code of Ethics 2017 but with additional elements designed to ensure 
alignment with New Zealand law. 
 
Currently the membership totals 42 members and included supplier companies and life members. 
 
Full membership is attained only once ethical behaviour has been established for the company 
within New Zealand. This may be assisted by references from other countries where operations 
occur and a probationary period occurs for around 2 years from first application for membership 
where such references are not available. 
 
 



 
 

Therapeutic Products Consultation: 

Submitter Profile 
 

If you elect not to use the online tool to complete your submission, please ensure you complete 

the following submitter profile form and send in via email with your submission. 

☐ Individual   ☐ Organisation  

 

Name (of individual or organisation): The Royal Australian and New Zealand College of Ophthalmologists 
(RANZCO)  

 

Email address:   

 

Profile (tick all that apply) 

Perspective 

☐ Consumer   ☐ Disabled person ☐ Māori ☐ Pacific peoples 

☐ Other Click here to enter text.  

 

Industry 

☐ Industry body 

☐ Advertising 

☐ Retailer (non-pharmacy)

Importer 

☐ Medical devices 

☐ Medicines 

☐ Cells and tissues 

☐ Active ingredients 

☐ Veterinary medicines 

Manufacturer 

☐ Medical devices 

☐ Medicines 

☐ Cells and tissues 

☐ Active ingredients 

☐ Veterinary medicines 

Wholesaler 

☐ Medical devices 

☐ Medicines 

 

Health sector 

☐ Professional body (eg, Colleges, Pharmaceutical Society etc) 

☐ Health service provider (eg, Ambulance, Māori or Pacific health provider etc) 

☐ Private hospital 

☐ Pharmacy organisation 

☐ District Health Board (DHB) - please state which service area: Click here to enter text. 

 

 Health practitioner

☐ Pharmacist 

☐ Nurse 

☐ Midwife 

☐ Dentist 

☐ Surgeon 

☐ Optometrist 

☐ Dietician 

☐ Medical practitioner (excluding Surgeons)



 ☐ Other health practitioner (please comment) Click here to enter text. 

Clinical trials 

☐ Medicines (other than cell and tissue) 

☐ Medical devices 

☐ Cells and tissues 

☐ Trial ethics 

Other 

☐ Government agency 

☐ Crown entity 

☐ NGOs 

☐ Veterinarian 

☐ Other (please comment) Click here to enter text.  

 

Official Information Act statement  
Your submission may be requested under the Official Information Act 1982. If this happens, the 

Ministry will normally release your submission to the person who asks for it. If you consider there 

are good reasons to withhold it, please clearly indicate these in your submission. 

 

 
 



 
Ms Sheila Swan 
Chief Advisor 
Ministry of Health 
PO BOX 5013 
WELLINGTON NZ 6140 
Via email: therapeuticproducts@moh.govt.nz    

Dear Ms Sheila Swan,  

RANZCO submission to consultation on the draft Therapeutic Products Bill 
 

 
 
The Royal Australian and New Zealand College of Ophthalmologists (RANZCO) welcomes 
the opportunity to comment on consultation on the draft Therapeutic Products Bill. 
 
RANZCO’s mission is to drive improvements in eye health care in Australia, New Zealand and the 
Asia Pacific Region through continuing exceptional training, education, research and advocacy. 
Underpinning all of the College’s work is a commitment to best patient outcomes, providing 
contemporary education, training and continuing professional development, evidence-based decision 
making, collaboration and collegiality. 
 
Compounding and access to off-label anti VEGF agents is restricted for the accessible range of 
agents. Legal requirements make it expensive to compound off-label medications and RANZCO 
thus has the following questions: 
 

1. Currently only Baxters can compound and sell anti VEGF agents such as Avastin within the 
New Zealand market. This is despite two District Health Boards (DHB) legally compounding 
medication on site which is done at a third of the cost. RANZCO would like to clarify if there 
is any legal impediment to other laboratories or companies compounding Avastin? 

 
2. Do the proposed changes ensure that DHBs can legally sell to other DHBs? This would 

ensure large savings to the Health sector. 
 

3. Under the proposed changes, will there be a mechanism to facilitate off-label access to future 
agents such as viz Aflibercept? 

 
4. Under the proposed changes, will off-label medications such as Avastin still be available? 

 
It is inferred that off-label anti VEGF agents will be more accessible in future. Changes to current 
compounding restrictions are not explicitly outlined in the draft bill. RANZCO therefore recommends 
that the draft bill clearly indicates relevant changes to compounding restrictions. 
 
The need to continue to import medicines such as tetracycline ointment should be highlighted. 
Importing ophthalmic medicines is beneficial as opposed to compounding. There are many benefits 
to importing medicine including a long shelf life and an immediate supply available to patients.  
 
Should you require any clarification regarding this matter, please contact RANZCO Policy Officer, 
Stephanie Mulholland, at  
 
 
Yours sincerely  
 

 
David Andrews 
 
RANZCO CEO 

18 April 2019 
 





    

 

 

 
“Health of our children: Wealth of our nation” 

In paediatric and neonatal medicine, we often prescribe doses according to established local and 
international guidelines when the medicine’s datasheet does not give dosing for children eg 
omeprazole in infants, sildenafil for pulmonary hypertension. In these instances, it would be hard to 
manage applying/approving SCNSA documentation for all cases. If a medicine is being used for a 
medical condition that has no guidance around dosing and is truly ‘off-label’ then a SCNSA is 
appropriate but there are so many situations where medicines are used off label and many 
prescribers are unaware because the clinical guidelines for their use are so well-known. 
The intended process for an unregistered medicine is OK but not for intended off-label use (of a 
registered product). 
  
Slide 34 continued: Who can issue a SCNSA will be set via the Bill and Regulations. It is intended 
that: 

• Health practitioner prescribers could issue SCNSA for the off-label use of approved medicines 

• Only medical Practitioners could issue a SCNSA for medicines that have not been approved 
in New Zealand (as is the case currently). But once a SCNSA had been issued for a particular 
patient for a particular medicine, a health practitioner prescriber could prescribe that patient’s 
ongoing supply. 

 
We agree with this but only when a medicine really needs a SCNSA as mentioned above. 
 
If possible, we would also like more understanding of the proposed process for SCNSA and to have the 
opportunity to provide comment/input into the development of this process to help ensure its workability 
in the clinical setting. I am happy to be contacted for further comment on proposed changes that impact 
paediatric and neonatal prescribing. 
 
 
Yours sincerely 
 

 
 
Louise McDermott  
Chairperson  
Pharmacist and Therapeutics SIG  
Paediatric Society of NZ  
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Te Kāhui Rongoā Trust Therapeutic Product Bill Submission 

 

1. Introduction: 

Te Kāhui Rongoā Māori Trust established by the Ministry Health in 2011, is the National 
Collective of Rongoā Māori Healers with 800+ members.  The primary objective of the Trust 
is to nurture, protect and grow the practice of rongoā Māori. 

Our submission focusses on areas of the Bill that we consider impact on rongoā Māori  
practice. 

Many of our comments seek to clarify our understanding of the objectives and principles 
that are the foundation of the principles-based approach employed in the development of 
the Bill.  

We welcome the opportunity to further discuss and better understand the intended 
regulatory provisions that have the potential to impact the practice of rongoā Māori with 
Ministry representatives.  Te Kāhui Rongoā Trust also remains committed to being involved 
in the development of draft regulations or rules that have potential to impact  our practice. 

Please contact us if you have any questions. 

2. Background: 

In a presentation to the United Nations Expert Mechanism on the Rights of Indigenous 

Peoples (EMRIP) –  Tuesday 9 April  2019 at Hoani Waititi Marae Te Kāhui Rongoā Trust 

requested EMRIP’s support for the decriminalisation of rongoā Māori and ensuring that the 

Crown engage with Māori in the true spirit of partnership.  The following were points tabled 

by the Trust. 

2.1 Decriminalisation of  Rongoā Māori 



a. currently the Medicines Act (1981) makes it illegal to even identify our 
products as Māori Medicine 

b. the Health Practitioners Competence Assurance Act 2003 (Section 9 
amended in 2009) prevents us from using practices that are only permitted 
by physiotherapists, chiropractors or osteopaths despite Māori using these 
practices long before these professions were even invented.  To the best of 
our knowledge this Amendment was passed into legislation without 
consideration for it’s impact on the practice of rongoā Māori. 

c. Tikanga a Rongoā, the Ministry of Health’s mandated standard, for the 
delivery of Crown funded rongoā Māori services was developed by the Crown 
and dictates to practitioners how Māori must practice their own tikanga (way 
of doing things correctly) 

d. The new draft Medicines Act (Therapeutic Products Bill) fails to make a single 
reference to the Treaty of Waitangi or its responsibilities under the United 
Nations Declaration for the Rights of Indigenous Peoples, 2007 (UNDRIP) to 
which New Zealand is a signatory.  It demonstrates a complete lack of 
understanding of rongoā Māori and the implications of this proposed 
legislation as it stands, on the practice of rongoā Māori.  To the best of our 
knowledge the Bill has been developed in the absence of meaningful 
consultation with the Crown’s Treaty partner and rongoā Māori expertise. 

2.2 Engagement with  Māori in the spirit of true partnership and; 
e. move from engaging with Māori in an advisory capacity after the fact, to a 

pathway of true partnership 
f. establish appropriately qualified Māori (rather than Crown appointed) 

subject matter experts in respective kaupapa as co-designers rather than 
reactionaries/rebels, after the fact 

g. expressly insist that Te Tiriti and UNDRIP (particularly Article 31) compliant 
protocols are included as an absolute  minimum standard for all new 
legislation 

Minister for Māori Development Nanaia Mahuta, on the subject of New Zealand’s UNDRIP 

aspirations and the blunt disparities in health across New Zealand populations, is reported 

in the New Zealand Herald (18 April 2019) as acknowledging “Health is an area we have 

recognised we need to do more as a country to reduce those systemic inequities". 

It is unclear whether or not traditional Māori health practitioners or suppliers were 

consulted in the development of the Therapeutic Products Bill (TPB).  However, based on a 

single meeting with Ministry officials with regard to the TPB it would appear little or no 

consultation has taken place.   

The Ministry’s, Māori health strategy He Korowai Oranga, commits to “fulfilling the special 

relationship between Iwi and the Crown under the Treaty of Waitangi. The principles of 

Partnership, Participation and Protection (derived from the Royal Commission on Social 

Policy) will continue to underpin that relationship, and are threaded throughout He Korowai 

Oranga.  



• Partnership Working together with iwi, hapū, whānau and Māori communities to 

develop strategies for Māori health gain and appropriate health and disability 

services 

• Participation Involving Māori at all levels of the sector, in decision-making, planning, 

development and delivery of health and disability services 

• Protection Working to ensure Ma ōri have at least the same level of health as non-

Māori, and safeguarding Māori cultural concepts, values and practices” 

Māori are continually invited to the table as advisories, ‘after the fact’ and at the last minute 

rather than as partners and co-designers in the developmental stages of new legislation 

which effects their health and wellbeing.  As a result, they are often considered to be 

reactionaries and disrupters rather than for the value their subject matter expertise they 

can provide to a Western view of health and healing.   

It would save a significant amount of time and precious health resources if the Crown were 

to invite Māori to the table in the preliminary design stage. Each time this is pointed out to 

the Ministry of Health, a promise is given to do better next time.  This legislation appears to 

be the most recent example of Māori healing expertise being overlooked in relation to 

Western medical representations, when it comes to designing health legislation,  in 

Aotearoa, New Zealand. 

Te Kāhui Rongoā are committed to helping turn our disappointing Māori health statistics 

around by working constructively with the current health administration to ensure that 

health policy and legislation are more supportive of culturally appropriate ways of delivering 

improved health and wellbeing outcomes for Māori.  Our submission is a reflection of this 

and presents a number of questions to improve our understanding of the principles and 

objectives that are the foundation of the TPB and to offer recommendations as a means of 

proposing solutions to challenges jointly faced by Ministry officials and our membership. 

 

3. Submission 

3.1 Section 4 - Principles  

• Section 4(b) in the proposed bill states “regulation of therapeutic products 

should  

o i) be proportionate to the risks posed by the products and 

o ii) support the time availability of therapeutic products 

It is Te Kāhui Rongoā’s assertion that there is insufficient evidence of risk linked to 

rongoā Māori remedies, activities and bodywork practices to warrant legislation 

based on this principle. 

• Section 4(d) in the proposed bill states “there should be co-operation with 

overseas regulators, compliance with international obligations and, if 

appropriate, alignment with international standards and practice” 



There is much emphasis placed on ensuring there be co-operation with overseas 

regulators, compliance with international obligations and if appropriate alignment 

with international standards and practice.  However, there is no emphasis or 

reference in this proposed legislation regarding relevant domestic obligations 

including  Te Tiriti o Waitangi.  It is Te Kāhui Rongoā’s recommendation that this be 

incorporated into the TPB as is demonstrated in Section 4 of the Conservation Act 

1987  

‘This Act shall so be interpreted and administered as to give effect to the principles of 

the Treaty of Waitangi’ 

 

In addition, there is no reference to relevant international commitments New 

Zealand has entered into, specifically UNDRIP. 

Te Kāhui Rongoā request that the Ministry of Health confirm whether or not it 

considers the TPB in its current form to be compliant with UNDRIP.  Although non-

binding, Te Kāhui Rongoā view the TPB as an opportunity for the Crown to confirm 

its commitment to UNDRIP and its signatory partners, with specific regard to Article 

31 which states, ‘ Indigenous peoples have the right to maintain, control, protect and 

develop their cultural heritage, traditional knowledge and traditional cultural 

expressions, as well as the manifestations of their sciences, technologies and 

cultures, including human and genetic resources, seeds, medicines, knowledge of the 

properties of fauna and flora, oral traditions, literatures, designs, sports and 

traditional games and visual performing arts.  They also have the right to maintain, 

control, protect and develop their intellectual property over such cultural heritage, 

traditional knowledge, and traditional cultural expressions.  In conjunction with 

indigenous peoples, States shall take effective measures to recognize and protect 

the exercise of these rights’. 

It is Te Kāhui Rongoā’s recommendation that in addition to the current principles a 

further Principle be added stating that ‘this Act shall be so interpreted and 

administered as to give effect to Article 31 of the  United Nations Declaration for the 

Rights of Indigenous Peoples (2007)’ 

It is important in a Principles Based Approach to legislation to ensure that all 

important principles and objectives clearly stated and not assumed.  This is 

important whether the practice of rongoā `Māori is to be covered by or excluded 

from this legislation 

 

3.2 Section 10.3 (Controlled Activities)  

This section of the proposed Bill appears ambiguous, ‘regulation of controlled activities 

[manufacturing, wholesale, prescribing, using medical devices etc] applies to all 

therapeutic products and applies regardless of whether they are approved, approval 



exempt or unapproved’.  Would this include rongoā Māori products, devices and 

activities if they were unapproved? 

 

3.3 Section 16 - Meaning of Therapeutic Product 

It is not clear in the proposed TPB legislation whether or not rongoā Māori including the 

preparation, prescription, use, trade and promotion of Māori medicines, related 

activities & healing devices is to be subject to some or all aspects of this proposed 

legislation or to be excluded in its entirety.  Due to the unclear status of rongoā Māori in 

relation to the TPB (Section 16.3) it is difficult to provide a meaningful comment or a 

constructive submission in relation to the meaning and definitions of therapeutic 

products, activities  & devices associated with the practice of rongoā Māori.   

Previous attempts to develop Natural Health Product legislation has always cited the 

fact that the Medicines Act 1981 prevented certain aspects associated with the 

perpetuation, practice and protection of rongoā Māori.  The then, administration 

therefore deemed a number of issues raised by rongoā Māori practitioners as part of the 

now withdrawn, Natural Health Products Bill  ‘out of scope’. It is therefore appropriate 

that, any  impact that the proposed TPB legislation may have on rongoā Māori be made 

clear at this point of the process prior to any such Bill being passed into legislation and 

that it be developed concurrently with  any proposed natural health product regime. 

 

Te Kāhui Rongoā request that the Ministry of Health confirm its legislative preference or 

intention for how rongoā Māori products, activities and devices are to be treated.  As; 

o therapeutic products, activities or devices under the Therapeutic 

Products Bill 

o natural health products, activities or devices as part of a proposed new 

natural health product regime 

o rongoā Māori products, activities or devices as practiced today as its own 

category within the TPB and subject to regional iwi and hapū variation. 

While we understand that it is the Crown’s intention to exclude natural health products 

from the definition of a ‘therapeutic product’ under the proposed Bill (section 16(3)), the 

practice of rongoā Māori including products, devices and activities is not.  It is important 

to note that the practice of rongoā Māori is different from other traditional practices, 

natural health products or complementary and alternative medicines (CAM) in New 

Zealand in that Rongoā Māori practice is guaranteed protection by the New Zealand 

Government under Articles Two and Four of the Treaty of Waitangi. 

 

4. Summary: 

Te Kāhui Rongoā is neither for nor against rongoā Māori inclusion in the proposed 

Therapeutic Products regime so long as the resulting legislation permits the current practice 

of rongoā Māori in its many forms. 



As an extension of the New Zealand Government, it is appropriate that the Ministry of 

Health recognises that Maori, as the indigenous people of Aotearoa, New Zealand have 

unique rights under Te Tiriti o Waitangi, the Comprehensive and Progressive Agreement on 

Trans Pacific Partnership (CPTPP) and the United Nations Declaration on the Rights of 

Indigenous Peoples.  Therefore Te Kāhui Rongoā request that the Ministry in a 

demonstration of good faith, confirm its intention to partner with and protect the current 

practice of rongoā  Māori and support Māori to self-determine rongoā Māori practice in its 

many forms by reaffirming these obligations in the Therapeutic Products Bill. 
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University of Auckland School of Nursing response to the  

Therapeutic Products Regulatory Scheme Consultation Document 

We have reviewed the Therapeutic Products Regulatory Scheme – Consultation Document. The following 
points discuss issues germane to different health sectors and health practitioner groups.  In general, 
regarding question A1, the University of Auckland School of Nursing supports the new regulatory scheme 
for therapeutic products. We also, in general, support the purpose and principle, and the 
definitions/meanings and product approval controls set out in the draft of the proposed bill (B1, B2 and B3). 
Below are specific comments about aspects of the bill that would affect nursing. 

Section 130: Clinical Trials Licensing 

It is not clear who can be a “responsible person” for clinical trials licensing in the proposed bill.  The proposed 
bill outlines the criteria for this; i.e., S130(e) states they must "meet any qualification, training, and 
competency requirements specified in the rules”. Is it intended that there are disciplinary restrictions on who 
can hold licence, based on the presence of absence of the applicant holding a recognised medical practitioner 
qualification? If so, that would preclude a number of HRC-funded trials that have been historically exempted 
through S31 of the Medicines Act. which were led by non-medical staff. These include the Aspirin4VLU trial 
(aspirin versus placebo) or the RauOra Trial (cytizine versus varenicline), (varenicline versus usual care), and 
various nicotine replacement trials (ASCEND 2, Space, SONIC). We therefore query whether: 

1. Is it intended that a responsible person can only be a prescriber? 
2. If it is intended to restrict drug trial licensing to qualified prescribers, does the same answer provided 

to above also apply to medical device trials? 
3. Will there still be provision for fee waivers for applications for investigator-initiated clinical trials?  
4. Currently Medsafe can grant a fee waiver if a trial is publicly-funded research; e.g., the IMPACT, 

Aspirin4VLU and RauOra trials. Will that remain the case? 

We have identified specific clauses in Section C that would affect Nursing, Nurse Prescribers and Nurse 
Practitioners and provide the following comments below: 

Section 242: Use of off-label medications 

We support the clause to authorise the off-label use of medications by health practitioners. For example, 
midazolam nasal spray is often used for behavioural and psychological symptoms of dementia (BPSD) and end 
of life care. This is because it is short acting and does not require a subcutaneous injection for individuals who 



 

 

cannot take oral medication. However, this is an off-label use of this medication in adults and it is only 
authorised to be used intra-nasally in children. The Bill would clarify the administration of such frequently-
used off-label medications by health professionals, particularly registered nurses.  

Question C43 and C44 

Sections 551-554: Authorising practitioner groups who may prescribe 

The Bill defines a ‘health practitioner prescriber’ as a health practitioner whose scope of practice includes 
prescribing. For nursing, this definition is clear for Nurse Practitioners who have a separate scope of practice 
and are ‘authorised’ prescribers with the same prescribing rights as medical doctors, dentists, and midwives.  
However, the Registered Nurse scope of practice includes nurses who have completed post-graduate 
education to gain ‘designated’ prescribing rights. Designated prescribers can prescribe from a list of 
medications and are required to work in a team of health professionals that includes an ‘authorised’ 
prescriber. Nurses who have not undergone this extra post-graduate diploma training are not eligible to be RN 
designated prescribers. In the current Bill, it is unclear how this would affect the Registered Nurse scope of 
practice for those who are ‘designated nurse prescribers’. We support the development of regulations that 
are consistent, specifically regarding ‘designated nurse prescribers’ but it is unclear how this would be defined 
within the Registered Nurse scope of practice. It appears that the proposed Bill may require the development 
of a new scope of practice for current ‘designated nurse prescribers’. Therefore, this portion of the Bill needs 
more clarification in subsequent drafts.  

Sections 555-556: Designated prescribers who require a ‘list’ of medicines 

Currently, ‘designated nurse prescribers’ require a list of medicines in order to prescribe.  The proposed 
changes in the Bill state that rather than a ‘list’ of medications, the designated prescriber would prescribe by 
‘class’ of medication.  Currently for a ‘designated community nurse prescriber’, the list of medications is quite 
large (76 Medications) and by expanding it to ‘classes’ of medications this would increase their prescribing 
rights greatly. This should be considered with caution. ‘Designated’ nurse prescribers have a different scope of 
practice to Nurse Practitioners, who have authorised prescribing rights.  The classes of medications made 
available to designated nurse prescribers would need to be carefully considered to maintain public safety.  

One example would be atropine. This drug is included in eye drops, anti-diarrhoeal medication, and injectable 
medication.  It would be appropriate for current designated nurse prescribers to prescribe this drug in eye 
drops and anti-diarrhoeal purposes, but not for injectable purposes. We support that medications for 
designated nurse prescribers are approved by the regulatory authority (e.g. New Zealand Nursing Council for 
the scope of practice rather than a regulator such as Medsafe) – however by specific drug rather than ‘drug 
class’. 

Section 557: Categories of prescribers 

We support abolishing categories such as ‘authorised’, ‘designated’ and ‘delegated’ prescribers. This is not an 
issue for the Nurse Practitioners since it is a separate scope of practice. However, this presents a problem for 
the prescribing ability of those in the Registered Nurse scope of practice. Currently, although ‘designated 
nurse prescribers’ require extra training, they continue to be regulated under the Registered Nurse scope of 
practice. It is not clear how the ‘designated nurse prescriber’ will be included in the overall Registered Nurse 
scope of practice or how this will enable a consistent approach to prescribing if prescribers and non-
prescribers are included in the overall Registered Nurse scope of practice.  

 

 



 

 

Sections 560-561: Standing Orders 

We support the authority for Nurse Practitioners to issue standing orders, which is currently the situation.  
We would not support the Registered Nurse scope of practice to issue standing orders.  

Section 577 Non-prescriber health practitioner 

Overall, we support broadening the access to pharmacy medicines by allowing registered health practitioners, 
specifically Registered Nurses, to supply these medicines and to supervise staff administering these 
medicines. However, the level of ‘supervision’ should be clearly defined. For instance, an anti-fungal 
medication on its own might not be harmful, but in combination with another drug such as warfarin it could 
cause harm. This will require clearly defined oversight and management by a Registered Nurse. 

We find the definition of the ‘health practitioner worker’ confusing in the Bill and requiring further 
clarification. How would the public distinguish between these practitioners?  Does this include health care 
assistants and how would supervision be defined? Would the registered health professional need to be on-
site or could this be done remotely for instance? 

 

Thank you for the opportunity to respond to this consultation document. Please do not hesitate to contact me 
for any queries or clarification.  

 

Regards, 

 

Dr Michal Boyd 

Associate Professor and Nurse Practitioner 

School of Nursing 

Faculty of Medical and Health Sciences 

The University of Auckland 
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INTRODUCTION 
 
Medtronic welcomes the opportunity to respond to the Consultation on the Therapeutic Products Regulatory 
Scheme. 
 
Medtronic is submitting these comments on the proposed Therapeutic Products Bill as well as acknowledging that 
Medtronic New Zealand worked with MTANZ on their submission.  
 
We recognise that the new regulatory entity will be charged with ensuring the safety, quality, efficacy and timely 
availability of therapeutic goods.  
 
ABOUT MEDTRONIC 
 
As a global leader in medical technology, services and solutions, Medtronic improves the health and lives of millions 
of people each year. We believe our deep clinical, therapeutic and economic expertise can help address the 
complex challenges — such as rising costs, aging populations, and the burden of chronic disease — faced by 
families and healthcare systems today. But, we can’t do it alone. That’s why we’re committed to partnering in new 
ways and developing powerful solutions that deliver better patient outcomes.  
 
Medtronic provides a wide range of products, therapies and services with the emphasis on providing a complete 
continuum of care to diagnose, prevent, treat and monitor chronic and acute conditions. Our technologies 
encompass several areas, including:  
 Cardiac Rhythm Disease Management (pacemakers, defibrillators);  
 CardioVascular (heart valves, surgical ablation, coronary & endovascular stents);  
 Neurovascular (revascularisation and embolization technologies) 
 Venous (endovenous therapy); 
 Diabetes (insulin pumps & continuous glucose monitoring); 
 Neuromodulation (neurostimulation including brain, spine & sacral, intrathecal baclofen pumps);  
 Spine & Biologics (fixation & stabilisation plates, rods & screws);  
 Surgical Technologies (ear, nose & throat and surgical navigation equipment); and, 
 Minimally Invasive Surgical Therapies (stapling, trocars and access instruments). 

 
Founded in 1949 as a medical repair company, Medtronic is now among the world's largest medical technology, 
services and solutions companies, employing more than 85,000 people worldwide, serving physicians, hospitals 
and patients in more than 160 countries.  
 
Our commitment in New Zealand started almost 40 years ago. Join us in our commitment to take healthcare 
Further, Together. Learn more at Medtronic.co.nz 
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RESPONSE & COMMENTS 
 
REGULATORY AND REIMBURSMENT CHANGES IN NEW ZEALAND  
 
Medical device companies, like Medtronic, work in highly regulated environments around the world. As such, we 
acknowledge that the NZ Government wishes to move to a more formal regulatory process for medical devices in 
New Zealand, and a more centralised reimbursement framework. 
 
However, changes to New Zealand’s regulatory and reimbursement regime for medical devices, implemented in 
parallel, will have several unintended consequences. 
 
The current proposals being put forward through the Therapeutic Products Bill, combined with changes to the way 
District Health Boards are able to procure medical devices, will ultimately impact on patients. 
 
The medical technology sector in New Zealand contributes substantially to the national economy, employing 
thousands of New Zealanders directly and indirectly.  
 
Yet, the NZ healthcare market is just 0.3% of the total world healthcare market.  
 
Despite the challenges of distance and scale, the medical technology sector in NZ has been shown to have 
capability to deliver ‘first in class’ devices and health IT systems to the market.  
 
New Zealand has been able to deliver strong health outcomes for New Zealanders through an environment that 
encourages investment.   
 
This approach has enabled New Zealanders to access innovative products, despite the comparatively small size of 
the market. 
 
Proposed changes to the regulatory and reimbursement landscape will make the New Zealand market 
unsustainable for many companies to continue to operate. 
 
This will impact on competition, choice for patients and medical professionals, lack of access to emerging and 
innovative technologies, and overall poorer health outcomes. 
 
GENERAL COMMENTS ON CONSULTATION 
 
We are not opposed to the introduction of a new regulatory regime in New Zealand, but the changes need to be 
implemented in a way that is sensible and workable for both government and industry to ensure that patient care is 
not compromised.  
 
It is also critical for a country with a small market by global standards that the regulatory burden, complexity and 
timelines are not out of proportion. 
 
The complexity and burden of the arrangements proposed by the current draft legislation, will require significant 
resource requirements for the regulator, as well as for companies who wish to continue their existing operations in 
New Zealand. The proposed changes regarding clinical trials will also erode investment in research and innovation 
in New Zealand. 
 
We think the Government has underestimated the resources and time it will take to implement the scheme as 
proposed, and that some elements are lacking in clarity and workability 
 
The Bill is written in a way which does not make it clear where the various sections of the proposed Act relate to 
medicines or medical devices. It would be better if the Bill was separated out to make it clear the medicines verses 
the medical device requirements. 
 
A decision on how the regulator will be set up is important as this does impact on how the regulation operates, the 
possible cost structures and the flexibility of the regulator. 
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In addition: 
 
A) Transitional arrangements 
 
The medical device process seems to be repetitive and resource intensive for both the new regulator and medical 
device sponsors as outlined in Schedule 1. 
 
1) A temporary license will be created to continue supply of what is currently on the market from commencement 
date, this has a 6-month expiry date. 
 
2) Prior to the temporary licence expiry after 6 months the medical device sponsor will be required to apply for 
product approval at which point another temporary licence will be created. 
 
3) This temporary licence will remain in place until the regulator makes a determination on the application  
 
Medtronic Australasia has almost 2000 ARTG entries for Australia, if this is to be replicated for New Zealand 
together with document submissions and reviews this transition will take some time and considerable resources 
for both the regulator and for Medtronic. Our experience elsewhere and in Australia has shown this is not 
something which can be compressed into a 6-month period. 
 
With all these medical devices transitioning any new device applications for devices not supplied prior to 
commencement could have an extended delay in getting to market. If this is to be implemented, it would be 
critical that the new regulator has a full dedicated new application team separate from the transition team. 
 
We would anticipate a three-year transition with financial assistance to encourage earlier applications for approval, 
for example $0 application fee in 1st year, 50% in 2nd year and 75% in 3rd year, with no annual fees during this 
time. 
 
For clinical trials the principal investigator should not be the applicant. The manufacturing organisation who 
initiates the clinical trial should be the applicant, or the academic institution / hospital department. 
 
Clinical trials which are to be completed within twelve months from commencement date should not need to apply 
for a licence. 
 
B) Clinical Trials Regulation 
 
The medical technology industry is concerned with the requirement for the Regulator to approve clinical trials. The 
expertise for the proposed approval doesn’t reside in the Regulator but in the clinical institutions.  
 
New Zealand has a thriving and growing medical technology research, development and manufacturing sector of 
approximately $1.4 billion and any compliance or cost imposed by the Regulator must not create barriers to 
development of this sector.  

Medtronic is committed to pioneering the practice of Evidence Based Medicine in the medical device industry in 
New Zealand. Facilitating patient access to life-saving and supportive device therapies requires world-class clinical 
outcomes evidence. Medtronic conducts and promotes clinical research with the following objectives: 

 Introduction of novel, world class technology in New Zealand through pre-market studies demonstrating 
safety and performance 

 Provide long term clinical outcomes data of currently marketed technologies in New Zealand 
 Develop body of knowledge through registry studies generating local evidence to establish medical 

practice guidelines  

To date, New Zealand has qualified healthcare professionals, good infrastructure as well as efficient clinical 
regulatory environment. Since 2014, Medtronic Australasia has engaged in 10 clinical studies across 6 sites in New 
Zealand with the aim of generating evidence and overcoming barriers to therapy access. Medtronic’s global 
studies have also included significant participation from New Zealand. This has led to increased understanding of 
the variations in patient cohorts and outcomes in different regions of the world. Medtronic has several more 
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We acknowledge that the consultation has considered the use of other 
regulator’s approval, however, it is unclear how there can be a full range 
of pre-market controls when the new regulatory agency will not have the 
ability to conduct conformity assessments. 
 
If the regulator is not performing conformity assessments for medical 
devices in New Zealand, then there needs to be clear harmonisation to 
other global regulations. 
 
This also means that there should not be any local specific requirements 
and we would go as far to suggest that having classification rules and/or 
New Zealand specific Essential Principles would make it challenging to 
align with other comparable jurisdictions approvals. 
 
Using the following overseas regulators and accepting their approvals 
would make the scheme workable, without the need for further 
assessment of evidence: 

• Australia (TGA), 
• European (EU-MDR), 

• United States (FDA), 

• Canada (Health Canada)   

• Japan (MHLW and PMDA). 

Medtronic also recommends the use of MDSAP certificates. 
B1 Please provide any 

comments on the 
purpose or 
principles of the Bill 
(ss 3 and 4). 

Medtronic supports the purpose and principles of the Bill especially that 
regulation of medical devices should— 

• be proportionate to the risks posed by the products, and 
• support the timely availability of therapeutic products. 

The new agency should be established as a Regulatory Authority. 
 
The regulatory authority is in control of two main elements: 
i. Firstly, they set the public safety requirements and intervention 
mechanisms and 
ii. Secondly, they can select, international pre-market approval bodies to 
do the technical and scientific review 
 
Ultimate control remains under the jurisdiction of the Regulatory 
Authority. 

B2 Please provide any 
comments on the 
definitions or 
meanings set out in 
the draft Bill (ss 14–
50) 

Overall the definitions need to link directly to already established 
international definitions, and be flexible enough to link to different 
jurisdictions 
 
Two definitions which clearly need review for medical devices are: - 
34. Definition of Manufacturer, this does not align to global definitions 
where, for Medical Devices, the term “Legal Manufacturer” is defined 
and used. 
43. Wholesale versus non-wholesale, is unclear and a medical device 
supplier could be both. It would be better to have an “Authorized 
Representative”, where the product approvals allow for both import and 
supply of a medical device. 

B3 Please provide any 
comments on the 
product approval 

All sponsors should maintain evidence of direct relationship with the 
manufacturer, especially where there are multiple importers/ sponsors 
of the identical product from the same manufacturer. 
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controls (ss 51 and 
52). 

This evidence should be in the form of a written agreement. 

B4 Please provide any 
comments on the 
controlled 
activities and 
supply chain 
activity controls (ss 
53–55). 

It is unclear as to how these will work for medical devices. In the 
consultation it states, “The intention is that the types of authorisations 
used currently for particular activities would generally continue”, but as 
Medical Devices have not had any authorisations previously this needs 
more clarity. 
 
It is also unclear whether the sponsors authorisations will transfer over to 
our 3PL’s, as S55 seems to indicate that the 3PL would need their own 
authorisations. 

B9 Please provide any 
comments on the 
authorisations for 
veterinarians and 
veterinary staff (ss 
66–70). 

It seems that ss60-70 are in the bill to allow the use of a therapeutic 
product on an animal (confusing using “patient”).  
 
Medtronic has no issues with these sections, but it should be noted that 
once a medical device is supplied for animal use it would no longer be 
considered a therapeutic product. 

B11 Please provide any 
comments on the 
authorisations 
created in sections 
71–75 and sections 
78–80. 

Definition of a custom-made medical device needs to align to 
international definition. 
 
The definition in ss75 only indicates that custom devices for individual 
patients is allowed. 
 
This definition does not allow for custom instruments to be 
manufactured for a specific HCP to use on multiple patients.  

B12 Please provide any 
comments on the 
offences created in 
sections 81–94 

82. This should state that it excludes advertising to Healthcare 
Professionals, for medical devices. 
 
The definition of advertisement should exclude genuine news and factual 
information presented for the purposes of education. This includes 
corporate websites, social and digital channels. 
 
88. This is unclear. 

B13 Please provide any 
comments on the 
sections covering 
product approval 
requirements (ss 
94–104). 

96. As the new regulatory scheme will approve medical devices based on 
other jurisdictions approvals, the rules should not specify standards, but 
Medtronic recommends adoption of international standards. 
 
98. e) As per our comments in B2, there should be a legal manufacturer 
defined and they should be on the approval.  
 
As the new regulatory scheme will approve medical devices based on 
other jurisdictions approvals critical suppliers are listed on the overseas 
product approval. 
 
If this criterion was to remain for Medtronic this would be an extensive 
list (even of just “critical” suppliers) if all places where we manufacture 
are listed on all approvals. 
 
99. If scope of approval needed for a medical device, approvals could 
have many devices under one approval.  
 
100 and 101. As the new regulatory scheme will have to use international 
approvals, any changes will be reviewed by that regulator. As the new 
regulatory scheme will approve medical devices based on other 
jurisdictions approvals reviewing changes does not make any sense. 
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From a Medtronic point of view alone the new regulator would be 
reviewing thousands of changes. 
 
If these changes are considered major then new product approval would 
be needed as per ss100, adding resource requirements for a review that 
already has been performed by an overseas regulator and therefore are 
unnecessary. 
 
104. This could result in supply issues of critical product, it would be 
better if approvals were able to be transferred to another willing sponsor. 
Only if no new sponsor can be identified should approvals be cancelled. 

B14 Please provide any 
comments on the 
sections covering 
conditions on 
approvals and 
cancellation of 
approvals (ss 105–
113). 

108. The current draft bill does not have the intermediate stage of 
suspension of an approval. There are times when an issue arises which 
can be fixed by the sponsor in a limited amount of time (normally less six 
months), where suspension of the approval can be used to ensure the 
issue is addressed by the sponsor prior to cancelling the approval. 
 
Suspension would normally mean a cessation of supply while the issue is 
addressed, whereas a cancellation may also mean that a field corrective 
action is needed to retrieve product from the field. 
 
113. Information in (2) b and c, would be considered commercial in 
confidence. 

B15 Please provide any 
comments on the 
sections covering 
approval-exempt 
products and their 
sponsors (ss 114–
115). 

114. This section needs to cover low volume and patient unique 
population products. 

B18 Please provide any 
comments on the 
sections covering 
the scope, content, 
effect and grant of 
licences (ss 123–
127 

It is unclear as to whether the sections on licences applies to medical 
devices, other than ss128 (1) g, relating to conducting clinical trials. 
 
The examples in the bill all relate to medicines and pharmacy activities. 

B20 Please provide any 
comments on the 
sections covering 
the scope, content, 
effect and grant of 
a permit (ss 131–
135). 

Permit holders need to have all the sponsor obligations such as 
relationship with the manufacturer and be required to meet all post 
market requirements. 

B21 Please provide any 
comments on the 
sections applying 
to licences and 
permits (ss 136–
149). 

The duration of 3 years is too short for a licence. This is particularly true 
for clinical trials as trails can run for more than 3 years  
 
Durations could be decided on application based on the need and use of 
the licence/permit. 

B23 Please provide any 
comments on the 
obligations of 
licensees and 
responsible 

154. Unsure how this works with Medical Devices, a sponsor is unable to 
ensure authority and resources for a health care professional. 
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persons (ss 153–
159). 

B24 Please provide any 
comments on the 
regulator’s powers 
and functions in 
relation to safety 
monitoring, public 
safety 
announcements 
and regulatory 
orders (ss 160–
182). 

The medical device industry supports the focus of the Regulator on an 
active and comprehensive post-market monitoring programmes to 
collect information  
about the safety and quality and performance of medical devices after 
they have been approved. 
 
161. Any public announcements to be made by the regulator should be 
consulted with the sponsor prior to publication. 
 
162. The current process for dealing with field corrective actions (recalls) 
works well with a collaborative approach between sponsor and regulator 
to ensure any identified issues are dealt with in a timely manner. The 
current uniform recall procedure should be continued to be used moving 
forward with the new Therapeutic Products Regulatory scheme. 

B25 Please provide any 
comments on the 
regulator’s 
investigative 
powers 
(ss 183–196). 

187. If a New Zealand laboratory will be the mandated testing facility how 
will international manufacturers transfer the test methods to them and 
how will the New Zealand testing laboratory know they’ll appropriately 
validate those methods. For some products there’ll also be very specific 
equipment needed to do the tests; sometimes this equipment may be 
custom made for a specific device. 

B27 Please provide any 
comments on the 
review of 
regulator’s 
decisions 
(ss 200–204). 

If a review of a decision is applied for and fee paid and the decision goes in 
the applicants favour the fee should be refunded. 

B32 Please provide any 
comments on the 
sections covering 
administrative 
matters; such as 
cost recovery, 
requirements for 
the development 
of regulatory 
instruments, 
review of the Act, 
and relationships 
with other Acts) (ss 
256–274) 

Industry should not be expected to fund the establishment of the 
regulator nor the initial operational cost during the transition period. 
 
The regulator should be accountable for timeframes for product approval 
and non-performance have financial penalties. 
 
ss 267. indicates that consultation is required for a Minister to make 
regulations and the regulator to make rules, notices or exemptions. 
 
However (3) indicates if consultation does not take place the regulations, 
rule, notices or exemptions are still valid. 
 
264(3) Should be removed. 

N/A Comments on 
Transitional 
Provisions 

A) Medical Devices Transition  
 
Process seems to be repetitive and resource intensive for both the new 
regulator and medical device sponsors as outlined in Schedule 1. 
 
1) A temporary license will be created to continue supply of what is 
currently on the market from commencement date, this has a 6-month 
expiry date. 
 
2) Prior to the temporary licence expiry after 6 months the medical 
device sponsor will be required to apply for product approval at which 
point another temporary licence will be created. 
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3) This temporary licence will remain in place until the regulator makes a 
determination on the application  
 
Medtronic Australasia has almost 2000 ARTG entries for Australia, if this 
is to be replicated for New Zealand together with document submissions 
and reviews this transition will take some time and considerable 
resources for both the regulator and for Medtronic. Our experience 
elsewhere and in Australia has shown this is not something which can be 
compressed into a 6-month period. 
 
With all these medical devices transitioning any new device applications 
for devices not supplied prior to commencement could have extended 
delays in getting to market. If this is to be implemented, it would be 
critical that the new regulator has a full dedicated new application team 
separate from the transition team. 
 
We would anticipate a three-year transition with financial assistance to 
encourage earlier applications for approval, for example $0 application 
fee in 1st year, 50% in 2nd year and 75% in 3rd year, with no annual fees 
during this time. 
 
B) Clinical Trials Transition 
 
The principal investigator should not be the applicant. The 
manufacturing organisation who initiates the clinical trial should be the 
applicant, or the academic institution / hospital department. 
 
Clinical trials which are to be completed within twelve months from 
commencement date should not need to apply for a licence. 

C1 Please provide any 
comments on the 
approach to 
regulating changes 
to approved 
products (ss 100 
and 101). 

Since the proposed regulatory scheme for New Zealand relies on 
overseas approvals, review of changes is already covered under the 
overseas regulatory process. Duplication of review by the proposed 
regulator in New Zealand is repetitive and adds no value as the change is 
already assessed by the overseas regulator. 
 
From a Medtronic point of view alone the new regulator would be 
reviewing thousands of changes. 
 
If these changes are considered major then new product approval would 
be needed as per ss100, adding resource requirements for a review that 
already has been performed by an overseas regulator and therefore are 
unnecessary. 

C4 Please provide any 
comments on the 
approach to post-
market controls. 

The medical technology industry proposes the provision of annual 
reports for 3 consecutive years from the date of registration for high risk 
and implantable devices.  No annual report on low-medium risk medical 
devices, unless requested by the regulator if post-market audit is 
conducted. 

C12 Are there any 
aspects of the 
global model for 
medical devices 
that you consider 
to be inappropriate 
for New Zealand? 

The medical device industry partially supports the intention to adopt the 
regulatory model initially developed by GHTF and further developed by 
its successor IMDRF. It is essential that the proposed Therapeutic 
Products Bill supports the growing momentum for global harmonisation 
of medical device regulations and this includes recognition of other 
international regulators approvals as determined by the New Zealand 
Regulator.  
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The new agency should be established as a Regulatory Authority. The 
regulatory authority is in control of two main elements: 
i. Firstly, they set the public safety requirements and intervention 
mechanisms and 
ii. Secondly, they can select, international pre-market approval bodies to 
do the technical and scientific review 
 
Ultimate control remains under the jurisdiction of the Regulatory 
Authority. 
 
The industry supports the requirement for devices to have a globally 
harmonised unique device identifier (UDI) for traceability and to increase 
patient safety. 
 
The definition of a medical device (including IVDs) needs to be consistent 
and reflect the GHTF/IMDRF model to capture the same products that 
are regulated globally as medical devices. 

C14 Please provide any 
comments on the 
transition 
arrangements for 
product approval 
controls for 
medical devices. 

Medical devices transition process seems to be repetitive and resource 
intensive for both the new regulator and medical device sponsors as 
outlined in Schedule 1. 
 
1) A temporary license will be created to continue supply of what is 
currently on the market from commencement date, this has a 6-month 
expiry date. 
 
2) Prior to the temporary licence expiry after 6 months the medical 
device sponsor will be required to apply for product approval at which 
point another temporary licence will be created. 
 
3) This temporary licence will remain in place until the regulator makes a 
determination on the application  
 
Medtronic Australasia has almost 2000 ARTG entries for Australia, if this 
is to be replicated for New Zealand together with document submissions 
and reviews this transition will take some time and considerable 
resources for both the regulator and for Medtronic. Our extensive 
experience in similar circumstances across multiple countries, including 
Australia, has shown this is not something which can be compressed into 
a 6-month period. 
 
With all these medical devices transitioning any new device applications 
for devices not supplied prior to commencement could have extended 
delays in getting to market.  If this is to be implemented, it would be 
critical that the new regulator has a full dedicated new application team 
separate from the transition team. 
 
We would anticipate a three-year transition with financial assistance to 
encourage earlier applications for approval, for example $0 application 
fee in 1st year, 50% in 2nd year and 75% in 3rd year, with no annual fees 
during this time. 

C15 Please provide any 
comments on the 
transition 
arrangements for 
regulating 

It is unclear as to whether the sections on licences applies to medical 
devices, other than ss128 (1) g, relating to conducting clinical trials. 
 
The examples in the bill all relate to medicines and pharmacy activities. 
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activities involving 
medical devices. 

C16 Please provide any 
comments on the 
change in approach 
to regulating 
clinical trials. 

The medical technology industry is concerned with the requirement for 
the Regulator to approve clinical trials. The expertise for the proposed 
approval doesn’t reside in the Regulator but in the clinical institutions.  
 
New Zealand has a thriving and growing medical technology research, 
development and manufacturing sector of approximately $1.4 billion and 
any compliance or cost imposed by the Regulator must not create 
barriers to development of this sector. 

Medtronic is committed to pioneering the practice of Evidence Based 
Medicine in the medical device industry in New Zealand. Facilitating 
patient access to life-saving and supportive device therapies requires 
world-class clinical outcomes evidence. Medtronic conducts and 
promotes clinical research with the following objectives: 

 Introduction of novel, world class technology in New Zealand 
through pre-market studies demonstrating safety and 
performance 

 Provide long term clinical outcomes data of currently marketed 
technologies in New Zealand 

 Develop body of knowledge through registry studies generating 
local evidence to establish medical practice guidelines  

To date, New Zealand has qualified healthcare professionals, good 
infrastructure as well as efficient clinical regulatory environment. Since 
2014, Medtronic Australasia has engaged in 10 clinical studies across 6 
sites in New Zealand with the aim of generating evidence and 
overcoming barriers to therapy access. Medtronic’s global studies have 
also included significant participation from New Zealand. This has led to 
increased understanding of the variations in patient cohorts and 
outcomes in different regions of the world. Medtronic has several more 
innovative technologies which can benefit countless patient lives in New 
Zealand, which could be jeopardized with this amendment.   

Overall, Medtronic is expanding its efforts to create therapy awareness 
and adoption through widespread dissemination of safety, performance, 
efficacy and economic value evidence across the physician and patient 
community. We hope regulators will consider our following comments on 
the bill.  

Clarification required on Good Clinical Practice for medical device 
clinical trials:  
In the bill, there is no clear guidance in place which GCP should apply for 
medical device clinical trials. It is recommended to specify ISO 14155 as 
an internationally recognized norm for medical device clinical trials.  
 
The ISO 14155 is the global standard for clinical trials that assess the 
safety or performance of medical devices for regulatory submission 
purposes [1]. Under the current global clinical regulatory environment, 
regulations of the following countries clearly indicate that regulators 
accept ISO complaint data for regulatory submission. 

• The United States of America [2]  

• Europe [3] [4]   

• Korea [5]  
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*Registry data may be used for pre-market regulatory purposes, this may also apply to 
the post-market clinical investigation data. 

 
Please contact Medtronic if any further information on FDIS ISO 14155 is 
required.  
 
Risk-based approach 
It is not clear in the bill if different types of clinical trials are to be treated 
differently, there should be a tiered risk-based approach to identifying 
what clinical trials are taking place in New Zealand.  
 
Duration of license for medical device clinical trials: 
The duration of 3 years is too short for a licence. This is particularly true 
for clinical trials as trials can run for more than 3 years  
 
Duration could be decided on application based on the need and use of 
the licence/permit. 
 
Reference:  
1. ISO 14155:2011 Clinical investigation of medical devices for human 

subjects — Good clinical practice. International Organization for 
Standardization. 2011.  

2. Recognized Consensus Standards. US FDA. 2014 
3. REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND 

OF THE COUNCIL of 5 April 2017 on medical devices, amending 
Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation 
(EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 
93/42/EEC. The European Parliament and the Council of the 
European Union. 2017 

4. Statement regarding Use of ISO 14155:2011 “Clinical investigation of 
medical devices for human subjects – Good clinical practice.” IMDRF. 
2015 

5. Enhanced clinical data requirements. Korea Ministry of Food and Drug 
Administration. 2014 

6. YAKUSHOKUKIHATSU No.0331006, Office of Medical Devices 
Evaluation, Evaluation and Licensing Division, Pharmaceutical and 
Food Safety Bureau, Ministry of Health, Labour and Welfare in Japan. 
2006 

7. https://www.tga.gov.au/sites/default/files/australian-clinical-trial-
handbook.pdf. Australian Government Department of Health 
Therapeutic Goods Administration. March. 2018 

 
C17 Please provide any 

comments on the 
transitional 
arrangements for 
clinical trials 

The Principal Investigator should not be the applicant. The 
manufacturing organisation who initiates the clinical trial should be the 
applicant, or the academic institution / hospital department. 
 
Clinical trials which are to be completed within twelve months from 
commencement date should not need to apply for a licence. 

 
#Ends 
For more information about this submission please contact  



 

Level 2, 95 Queen Street, Melbourne VIC 3000 Australia  
T: +61 3 9552 0000  E   W: www.sonographers.org  ABN: 64 991 983 051  

Thursday, 18 April 2019 

   
Ms Sheila Swan   
Chief Advisor, Regulatory Policy   
Ministry of Health   
PO Box 5013   
Wellington  NZ  6140 

Email: therapeuticproducts@moh.govt.nz  

 

Dear Ms Swan, 

RE: Therapeutic Products Regulatory Scheme consultation 

Thank you for the opportunity to provide feedback on the Government’s proposal to establish a 
new regulatory scheme for therapeutic products through the draft Therapeutic Products Bill.  
The Australasian Sonographers Association is supportive of these important steps to ensure 
New Zealanders have access to safe, quality, and effective therapeutic products through 
effective regulation of the manufacture, importation, promotion, supply, and administration or 
use of therapeutic products.   

As the peak body representing the sonographer profession across Australia and New Zealand, 
we are particularly interested in changes that may affect sonographers’ access to, and use of, 

ultrasound equipment for diagnostic imaging examinations. Including essential products used 
with this equipment such as cleaning/sterilisation products and contrast agents.   

Having reviewed the draft Bill and consultation documents the ASA is happy to support them 
in principle, noting there is nothing specific in the information presented that would restrict or 
impact patients access to sonographer performed medical diagnostic ultrasound examinations.   

However, we expect that the detail of the regulation concerning the use of specific categories 
of ultrasound equipment, and associated products, will be contained within the subordinate 
instruments to the Bill; being the regulations, rules and notices; which are to be developed. 
The ASA would be delighted to assist the Ministry to identify an experienced sonographer to 
contribute to this work.  

We highly recommend that the Ministry incorporates the sonographer perspective in the 
development of regulations and regulator made instruments that govern the use of ultrasound 
equipment and the essential products used with this equipment, that assure patient safety in 
providing medical diagnostic ultrasound examinations. This is important to avoid unintended 
consequences that could impact ongoing patient access to safe and quality medical diagnostic 
ultrasound services.    

If the ASA can assist you in identifying a sonographer participant for this work or have any 
questions on the above, please contact James Brooks-Dowsett, Policy & Advocacy Adviser, 
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I look forward to working with you to develop and implement this new regulatory scheme in 
New Zealand. 

Yours sincerely,   

 

Jodie Long   

Chief Executive Officer   
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If you elect not to use the online tool to complete your submission, please ensure you complete 
the following submitter profile form and send in via email with your submission. 

☒ Individual   ☐ Organisation  
 
Name (of individual or organisation): Dr Kirsten Roberston, Dr James Green, Neda Khalil 
Zadeh  
 
Email 
address: 

   
 

Profile (tick all that apply) 
Perspective 
☐ Consumer   ☐ Disabled person ☐ Māori ☐ Pacific peoples 

☐ Other   
 
Industry 
☐ Industry body 
☐ Advertising 
☐ Retailer (non-pharmacy)

Importer 
☐ Medical devices 
☐ Medicines 
☐ Cells and tissues 
☐ Active ingredients 
☐ Veterinary medicines 

Manufacturer 
☐ Medical devices 
☐ Medicines 
☐ Cells and tissues 
☐ Active ingredients 
☐ Veterinary medicines 

Wholesaler 
☐ Medical devices 
☐ Medicines 

 

Health sector 
☐ Professional body (eg, Colleges, Pharmaceutical Society etc) 
☐ Health service provider (eg, Ambulance, Māori or Pacific health provider etc) 
☐ Private hospital 
☐ Pharmacy organisation 
☐ District Health Board (DHB) - please state which service area:  
 

 Health practitioner

☐ Pharmacist 
☐ Nurse 

☐ Midwife 
☐ Dentist 



☐ Surgeon
☐ Optometrist

☐ Dietician
☐ Medical practitioner (excluding Surgeons)

☐ Other health practitioner (please comment)

Clinical trials 
☐ Medicines (other than cell and tissue)
☐ Medical devices
☐ Cells and tissues
☐ Trial ethics

Other 
☐ Government agency
☐ Crown entity
☐ NGOs
☐ Veterinarian
☒ Other (please comment) Academic

Official Information Act statement 
Your submission may be requested under the Official Information Act 1982. If this happens, the 
Ministry will normally release your submission to the person who asks for it. If you consider there 
are good reasons to withhold it, please clearly indicate these in your submission. 



Dr Kirsten Roberston, Senior Lecturer, Department of Marketing, University of Otago 

Dr James Green, Senior Lecturere, School of Allied Health, University of Limerick 

Neda Khalil Zadeh, PhD student, Department of Marketing, University of Otago 

 

Summary. 

Question C52: We oppose the proposed regulatory scheme for therapeutic products as 
it does not have the capacity to: 

• Ensure DTCA communicates that healthy lifestyle behaviours might be an alternative 
to taking the advertised medicine (evidence presented in Section 1). 

• Ensure that consumers are aware of how medicine advertising is regulated. In 
particular, the proposed Bill will not address misperceptions that only medicines that 
are completely safe and effective can be advertised (evidence presented in Section 
2). 

• Ensure that individuals, especially those at-risk, are aware that medicine advertising is 
a paid communication conveyed by a pharmaceutical company (evidence presented 
in Section 3). 

• Ensure that DTCA serves a public good, educative purpose; rather, the evidence 
presented in Section 4 suggests it is primarily used to undermine take-up of 
PHARMAC-subsidised generic medicines.  

Question C53: On balance, it is unlikely that direct-to-consumer advertising can have 
any positive health benefits, and comes with downside health risks, so should not 
continue to be permitted. 

• However, if advertising of medicines is to be retained, they should be pre-vetted by a 
fully independent panel, rather than a single person with a marketing rather than 
health background who may delegate this role to the pharmaceutical company (the 
current vetting regime). 

• Instead, we suggest that an independent panel should be convened by the regulator, 
containg at least 1) a public health specialist, 2) a Medsafe or PHARMAC 
representative, ideally one who was involved in the evaluation of the product and 3) a 
consumer representative. This panel should be administered under the authority of 
the Ministry of Health, with costs being met by the applicant. 

• The independent panel should ensure that the advertisement  
1) contains explicit and impartial information about lifestyle or behaviour changes 
that could be as effective as the advertised medicine (evidence in Section 1).  
2) states that the medicine advertised is not necessarily any better than other non-
advertised medicines, and where applicable, present comparison information on price 
and effectiveness (evidence presented in Section 2).  
3) communicates that the advertisement is a paid promotion conveyed by 



pharmaceutical company (evidence presented in Section 3).  
4) presents information in a neutral and not emotive or persuasive fashion.  
5) does not principally exist to promote one brand over another product that 
contains the same active medical ingredient (Section 4) 
 
 

Section 1: Advertising of medicines for diseases/illnesses that may otherwise be 
improved by a healthier lifestyle promotes pharmaceuticalisation over healthy lifestyle 
choices.   

A survey that we conducted of a nationally representative sample of 2,057 adults in New 
Zealand revealed that individuals who had unhealthier lifestyle behaviours (physical 
inactivity, unhealthy eating, illegal drug consumption, higher alcohol consumption, and a less 
positive attitude towards doing exercise) were more likely to respond to medicine 
advertising than were those with a healthy lifestyle (Zadeh, Robertson & Green, 2019). 

Previous research argues that DTCA promotes lifestyle medicines (e.g., weight loss pills) 
which individuals perceive are ‘magical’ (Fox et al., 2008), resulting in pharmaceuticalisation 
over healthy lifestyle choices (e.g., Almasi et al., 2006; Abraham 2010). 

 

Section 2: Individuals have misperceptions of the safety and efficacy of DTCA, 
perceiving that only ‘extremely effective’ medicines are advertised. 

A survey that we conducted of a nationally representative sample of 2,057 adults in New 
Zealand revealed that 43.7% of respondents thought that only medicines that are completely 
safe could be advertised, and 35.3% believed that only medicines that are extremely effective 
could be advertised. The findings show Individuals lack knowledge regarding the regulation 
and safety of medicine advertising (Zadeh, Robertson & Green, 2017). 

Furthermore, previous research shows that some medicines that have been advertised have 
serious side effects. For instance, Vioxx (rofecoxib) was heavily advertised for 5 years in more 
than 80 countries, including New Zealand. It was subsequently withdrawn from the 
worldwide market in 2004 over safety concerns about increased risk of heart attack and 
stroke (Boyd, 2015; Evans et al., 2007). 

 

Section 3: DTCA influences at-risk individuals (e.g., less educated, more materialistic) 
who appear to be influenced by the promotional nature of the advertisements.  

The study we conducted with a nationally representative survey of 2,057 New Zealanders 
revealed individuals ‘at-risk’ (ie, with poorer self-reported health status, older, less educated, 
lower income, more materialistic values, and ethnic minorities), were more likely to respond 
to medicine advertising and thus may be more vulnerable to medicine advertising.  
Furthermore, a favourable attitude towards medicine advertising predicted responding to 



medicine advertising. Taken together with the fact that individuals had inaccurate knowledge 
regarding the safety and effectiveness of advertised medicines (see Section 2), the findings 
suggest that at-risk individuals are at risk of being influenced by the promotional nature of 
the advertisements (Zadeh, Robertson & Green, 2017). 

 

Section 4: Rather than having an educational or health benefit (discussion point 600) 
much existing medicine advertising promotes one brand over another with the same 
active medical ingredient.  

An analysis that one of us was involved in found that print advertising for medicines (2005-
2009) coincided with PHARMAC funding a new generic medicine (Samaranayaka and Green, 
2019). Thus, rather than having an educational purpose, the advertisement aims to have New 
Zealanders pay more money for a non-subsided version, where a fully equivalent (in terms of 
safety and efficacy) product with the same active medical ingredient exists, and is being 
subsidised by PHARMAC.  

For example, as can be seen in the figure below (taken from Samaranayaka and Green, 2019) 
most advertising for Losec occurred at the point that Losec was losing subsidy to Dr Reddy’s 
Omeprazole. This advertising is protecting market share for a particular brand of an active 
medical ingredient, rather than serving an educative purpose. (Figures taken from  
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Similarly, Salamol was advertised when it gained subsidy, with Ventolin being advertised 
after Salamol and then Respigen were subsidised.  

 

And as can be seen with an example of a Ventolin advertisement from 2005 (next page), this 
advertising doesn’t fulfil the alleged benefits outlined in s600 “DTCA may have some benefits 
in terms of increasing consumers’ awareness of drug treatments and medical conditions and 
prompt them to discuss treatment options with their health practitioner.” 
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RETAIL NZ SUBMISSION THE THERAPEUTIC PRODUCTS BILL 
 
Executive Summary 
 

1. Retail NZ is a not for profit membership organisation representing the interests of the retail 
sector.  Our membership collectively account for about two-thirds of total retail spending 
in New Zealand. Our membership is diverse and represents the full range of retailers across 
the country, including grocery stores and pharmacies. 

 
2. We wish to provide feedback on the exposure draft of the Therapeutic Products Bill.  Our 

comments are largely restricted to those issues which impact on the broader retail sector. 

 
Question B3 - product approval controls 
 

3. We absolutely agree that therapeutic products available in the New Zealand market need 
to be subject to appropriate controls.  Consumers need to be assured that the products 
they buy and consume are safe and appropriate.   

 
4. We note that the medicines approval process is costly and is replicated in a number of 

markets. If a medicine has already been approved for a similar market (say, Australia, the 
EU or the US) it is unclear to us why a separate approvals process would be required to sell 
the same medicine in New Zealand. It would be in the consumer's interest to have the 
ability to buy appropriate “parallel imported” products from acceptable jurisdictions. It 
seems likely that substantial costs could be avoided if certain foreign regulatory approvals 
were recognised in New Zealand.  We note that such a model already exists in transport 
safety regulation - with certain jurisdictions' regulatory approvals accepted in New Zealand 
for motor vehicles, for example.   

 
5. The rationale for banning the parallel importing of product is unclear to us. Parallel 

imported products would require the importers details on the outer packaging, to satisfy 
MPI requirements, and the directions or warnings may need to be covered to ensure 
compliance. The importing of approved products by someone other than the product's 
sponsor has the potential to reduce costs overall for the consumer and for the Government.   

 
Question C2 - categorisation (classification) of medicines 
 

6. We note that, under the present model, there are questions about the efficiency of the 
"pharmacy only" classification. Some products are available as general sale medicines, but  
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Introduction 

The Association of New Zealand Advertisers (ANZA) is pleased to have the opportunity 

to provide a submission to the Ministry of Health on the Therapeutics Products Bill 

(the Bill).  

 

This submission is directed specifically to the question regarding of Direct-to-

Consumer Advertising (DTCA) within the consultation and in particular: 

 

 Question 52: Please provide any comments on the advertising requirements 

and enforcement tools and 

 Question C53: Do you have a view on whether direct-to consumer advertising 

of prescription medicines should continue to be permitted?  

 

ANZA makes this submission, not only as the peak representative body for advertisers 

in New Zealand, but having established and administered the Therapeutic Advertising 

Pre-Vetting Service (TAPS) on behalf of advertisers and media owners since 1999. 

 

ANZA requests the opportunity to meet with the Ministry to speak to the submission 

and answer any questions. We would also welcome the opportunity to attend and 

contribute to any future consultation pertaining to DTCA. 

 

 

Lindsay Mouat 

Chief Executive 
Association of New Zealand Advertisers 
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Summary 

 

 ANZA supports the retention of Direct to Consumer Advertising (DTCA) in New 

Zealand, including the advertising of prescription medicines. 

 DTCA takes place in New Zealand responsibly and safely and has done so for more 

than twenty years.  

 There are already significant co-regulatory standards in place by way of legislation, 

advertising codes established by the Advertising Standards Authority (ASA) and 

independent pre-vetting of all advertising in all media (via TAPS). 

 DTCA provides a public benefit by contributing to health literacy in the community 

and supporting a positive patient – doctor relationship by way of an open 

partnership. 

 A stronger doctor-patient relationship, supported by DTCA, also leads to patients 

having higher satisfaction with their medical care and treatment, better 

expectations of their health outcomes, more confidence in their ability to adhere 

to treatment, resulting in overall higher adherence and better health outcomes.  

 Those patients who use the information provided by DTCA do so to open 

conversations with their health professionals, typically doing so having greater 

awareness of symptoms or disease states rather than specific product.  

 Importantly, any restriction on advertising will not prevent the public sourcing of 

health information from the internet, sources often of poor quality and without 

regulatory oversight. 

 Unnecessary restrictions placed on advertising are likely to be a breach of the Bill 

of Rights. 

 DTCA is welcomed by a vast majority of New Zealanders who are not calling for 

change.   

 Those against DTCA are a vocal minority using overseas market analysis, 

particularly from the United States, which is completely different in terms of 

healthcare delivery, regulatory oversight, advertising standards and exposure to 

advertisements and provides no meaningful analysis of the New Zealand 

experience. 
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1. Introduction 

In the context of this submission Direct to Consumer Advertising (DTCA) refers to 

advertising tailored to patients and can cover prescription medicines, over-the- 

counter (OTC) medicines, complementary medicines or health supplements and 

medical devices and services. 

This consultation on the Therapeutics Products Bill (the Bill) is primarily directed to 

prescription medicines but given the potential authority of the Regulator under the 

proposed Bill, consideration does need to be given to DTCA in its fullest sense. 

DTCA of prescription medicines has a long-standing history in New Zealand, with the 

first examples occurring in the 1990s under the provisions of the Medicines Act 1981.  

Since then the wider advertising industry - brand owners, media and advertising 

agencies - have proven to be responsible in both creative message and media 

placement using a co-regulatory approach that is centred on public interest and well-

being. 

Given the history of responsible DTCA of prescription medicines in New Zealand over 

that time, it is important to ask objectively - what problem are we trying to solve if 

DTCA was to be further restricted? And any possible benefit from such restrictions 

would need to be weighed against the negative outcomes resulting from such 

restriction. Both questions will be addressed in this submission. 
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2. Public Benefits from DTCA 

Public benefit is at the heart of the new draft legislation. Part 1(3) (a) states that: 

The purpose of this Act is to protect personal and community health by ensuring 

acceptable safety, quality and efficacy or performance of therapeutic products 

across their lifestyle and the principle for the regulator and any other person 

exercising a power under this Act must be guided by the purpose of this Act and 

the following principles: 

(a) The likely benefits of therapeutic products should outweigh the 

likely risks with them; 

(b) Regulation of therapeutic products should: 

(i) Be proportionate to the risks posed by the products;  

The purpose of the Bill is the protection of personal and community health.  This may 

be reframed as public-centric approach to health regulation and is important since 

fundamental changes have occurred in terms of treatment options available, the way 

medical treatments are delivered and, particularly, the increased role of patients in 

decision-making. In these circumstances, banning DTCA for prescription medicines or 

for any other therapeutic product would require evidence-based analysis that shows 

that DTCA breaches that purpose.   

DTCA should therefore be considered not just from the perspective of medical 

practitioners. It must also take into account the community perspective and the 

benefits DTCA provides the public and wider public health objectives. 

The relationship between patients and doctors has changed markedly in recent years. 

Both doctors and patients describe the ideal doctor-patient relationship as a mutual 

partnership, with responsibility for healthcare now a partnership1. Shared decision 

making should ensure that a patient is able to discuss treatment options that the 

patient's autonomy is respected, and they are able to choose what medical treatment 

they want to have done.  
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More than ever, patients want to improve their knowledge and understanding of their 

personal and family health. Although opponents to DTCA seem to believe this may 

cause harm or adversely affect the doctor-patient relationship, the body of New 

Zealand research that has been conducted on patients and doctors attitudes to DTCA 

says otherwise. In a survey of more than 600 New Zealand patients, 67% 

felt it gives them enough information to decide whether to discuss a medicine with 

their doctor2. 

From another survey of 1300 patients, 9% of respondents said they had been 

spurred by an advertisement to visit their doctor about a medical condition they had 

not discussed before and a further 8% were spurred to discuss a previously diagnosed 

condition. It is difficult to argue that encouraging patients to talk to their GP is a poor 

health outcome3. 

A survey of 270 New Zealand GPs surveyed agreed the advertisements help make 

patients aware of new medicines and creates an opportunity to talk to patients about 

various treatment options4. And GPs, interviewed in depth, said that DTCA helps get 

patients in the door and helps them to open up the discussion about their health 

issues5.  

GPs, nurses and pharmacists interviewed in 2017, expressed similar views: that DTCA 

helps patients take notice of their health and helps them start conversations about 

their health conditions (conditions that may otherwise go untreated or 

undertreated).6  It also presents doctors an opportunity to screen for related health 

conditions4.   

A collaborative doctor-patient relationship with two-way communication allows 

patients to take a more active role in their health management7. This leads to patients 

having higher satisfaction with their medical care and treatment, better expectations 

of their health outcomes, more confidence in their ability to adhere to treatment, 

resulting in overall higher adherence and better health outcomes.  
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3. Role of Advertising 

At its core, the first role of advertising is to raise awareness amongst consumers for 

whom that product or service is currently relevant or may be relevant in the future. In 

the case of DTCA advertising, the message has value only to those suffering from a 

condition or for someone who knows of a friend or family member with that condition. 

A person seeing that advertisement who doesn’t meet that criteria is unlikely to feel 

the need to further investigate unless they (or a friend or family member) suffer from 

the condition in the future, in which case they may recall the message8. 

For the target audience, the purpose of such advertising has been to help people get 

a better understanding of symptoms, the kinds of treatment options available, or in 

some cases, the availability of vaccines that can prevent the onset of what can become 

serious conditions.  

As an awareness tool, product advertising provides a valuable input but once a person 

has recognised a need, advertising plays a minimal role in the final selection of a 

product or treatment. Rather, DTCA helps patients initiate health discussions and 

engage in discussion of treatment options with medical professionals8.  

This is often provided as an argument against DTCA, as if treating an otherwise 

unreported and therefore untreated condition is a bad thing. Nor does it take in to 

account the economic benefit of early medical intervention for a condition that may 

otherwise have worsened.  
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4. Public Health Campaigns 

 

It should be recognised that the majority of DTCA of prescription medicines in NZ in 

recent years has been focused on major public health issues such as smoking 

cessation, diabetes & prevention of cervical cancer, or chronic or debilitating health 

issues like asthma, arthritis, shingles, or psoriasis.  

 

These privately funded advertising campaigns have often been supporting 

Government led initiatives. Without them, public awareness of such issues would have 

been lessened. 

 

 

 

5. Public Safety 

Rightly, any legislation covering therapeutic products and services must carefully 

consider public safety. The existing Act, the Medicines Act 1981 was accompanied by 

the Medicines Regulations 1984, providing almost 35 years of experience with the 

current regulatory framework. 

With respect to DTCA, such advertising emerged in the 1990s. Again, we have a 

substantial time period to consider whether public safety has been put at risk because 

of DTCA. The answer is that there is no substantive evidence of DTCA having caused 

any harm or any wrongful, or over-medication, or having put untoward pressure on 

prescribers. 

ANZA contends that the New Zealand system which combines self-regulation and 

regulation in effective partnership – the regulator, ASA and TAPS - has essentially 

worked well both for patients and the medical profession. 
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6. Patient’s Right to Information 

We believe that patients have a right to know about their health and treatment 

options. DTCA helps promote this by raising health literacy in the community and 

increasing awareness of both symptoms and treatment options. It enables the public 

to more confidently discuss both with doctors, pharmacists and other medical 

professionals. 

Any removal of the right to conduct DTCA of prescription advertising is likely be in 

contravention of the Bill Of Rights Act 1990, Under the Act, New Zealanders are free 

to communicate and receive messages about products, services and other matters, 

provided any communication does not breach a law such as defamation, or is 

otherwise banned for compelling public interest reasons.  In the case of DTCA, no 

substantive reasons have been advanced.   

Evidence of harm must be so compelling and unambiguous that restraint of freedom 

of speech can be justified. This is a high threshold for those seeking to outlaw any form 

of communications. ANZA contends that in no way is that standard met to justify 

unnecessary restriction beyond those currently in place. 

Rather, the Bill should recognise that the public have a right to know what medicines 

and treatments are available to them and not to rely solely on their GPs or other 

medical professionals to tell them.   

A ban on prescription advertising would not be well received by the majority of the NZ 

population. In a February 2019 Omnibus Survey conducted by Perceptive Research, 

with 1000 participants on behalf of NZSMI, 75% of respondents would be concerned 

if DTCA was banned9. 
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As long ago as 1988, Robyn K Stent, the Health & Disability Commissioner, recognized 

this saying:  

“New Zealand consumers are fortunate – they have laws supporting their right to 

make informed choices. That is why the fuss over the marketing of prescription 

drugs to the public is unnecessary” 10 

This then is also a consumer rights issue.   Health options are too important to be left 

to the politicians and health professionals alone. 
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7. Advertising Rules in New Zealand 

Advertising works best if it is trusted by the public. For that reason, ANZA advocates 

for robust advertising standards applied to all advertising in all media. 

Advertising in New Zealand is governed in a co-regulatory manner, a mix of legislation 

and self-regulation. It is not widely understood that there are more than 50 different 

pieces of legislation that restrict advertising in some way. 

Alongside this legislative framework, self-regulation encourages the industry to take 

responsibility to ensure legal, decent and honest advertising communications to 

consumers. Self-regulation has been governed in this country since 1973 by the 

Advertising Standards Authority (ASA) and its predecessors. 

 

6.1 Legislative Framework 

 

When it comes to DTCA, only medicines that have been evaluated by Medsafe and 

have consent to distribute may be advertised in New Zealand. These have been 

determined to have acceptable risk-benefit profiles based on robust clinical trial 

evidence. This includes medicines(s) available only on prescription, pharmacy-only 

medicines or those that may be purchase ‘over-the-counter’ (OTC).  

 

Further advertisers of therapeutic products and services must also comply with both 

the Commerce Act, Consumer Guarantees Act, Fair Trading Acts and Privacy Act. 

 

ANZA contends this is an appropriate standard for medicines, be they prescription or 

OTC. 
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6.2 Advertising Standards 

 

Underpinning the Medicines Act, the ASA’s Therapeutic & Health Advertising Code 

(the Code) exists to ensure that advertisers maintain rigorous standards in therapeutic 

and health advertising11. 

 

The Code’s breadth is substantive. In defining advertising, the Code covers : 

 Any message, the content of which is controlled directly or indirectly by the 

advertiser, expressed in any language and communicated in any medium 

with the intent to influence the choice, opinion or behaviour of those to 

whom it is addressed. 

 

The Code (Appendix 1) covers all words and visual depictions in all advertising for 

therapeutic products (medicines and medical devices), natural health products 

and dietary supplements, health services and methods of treatment in all media.   

 

ANZA contends this is a more comprehensive and contemporary definition of 

advertising than that in the draft Bill 82 (1), taking into account the broadening 

nature of advertising. 

 

We nonetheless support the clauses defining what are not considered 

advertisements in the Bill, namely 82 (3) a – e. 

 

6.3 Industry Codes 

 

Further, both Medicines New Zealand and the New Zealand Self-Medication Industry 

have their own Codes of Practice which include advertising and which their members 

must comply with, in addition to complying with the current legislation and the ASA 

Code. 
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6.4 Advertising Pre-Vetting 

 

Providing further compliance oversight, all advertisers of therapeutic products and 

devices are required to have their advertising independently pre-vetted by the 

Therapeutic Advertising pre-vetting Service (TAPS). 

 

TAPS was established in 1999 by ANZA after extensive consultation with Medsafe, 

Medicines New Zealand, NZ Self-Medication Industry and Natural Health Product 

sector representatives to ensure compliance with the ASA Therapeutic and Health 

Advertising Code. 

 

Advertising is submitted to one of three independent TAPS Adjudicators for 

assessment against both the legislation and ASA Code prior to broadcast, print or 

online display. Once approved, the advertisement receives a TAPS approval number 

which signals to media owners that the advertisement is, in the opinion of the 

Adjudicator, compliant with the co-regulatory standards. 

 

All ASA media organisation members – television, print, outdoor, radio, digital -

support the TAPS system for pre-approval and advertisements do not run without the 

approval number. 

 

While ANZA administers what is a user-pays system, on behalf of industry, it has no 

say in any decision-making by the Adjudicators with regard to advertising compliance. 

Any complaints regarding possibly non-compliant advertisements are received by the 

ASA. 

 

The TAPS process is in direct contradiction of the claim by DTCA critics that  

“Advertisements are not independently evaluated for quality and validity of 

scientific statements unless someone complains, and this system has not 

prevented misleading advertisements” Toops (2003) and elsewhere.12 

 This claim is simply not true as it fails to acknowledge the highly utilised and respected 

TAPS process.  
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8. Advertising Complaints 

 

The ASA not only sets the advertising codes, it manages an independent public 

complaints process via the Advertising Standards Complaints Board (ASCB). Any 

member of the public can complain about any advertisement in any media. For that 

reason, complaints to the ASCB provide a useful measure of public concern over 

advertising. 

 

ASA Complaints – Prescription Medicines 2014 – 201813 

 

Year Total 

Complaints 

Total 

Therapeutic 

& Health 

Complaints 

Total 

Prescription 

Medicine 

Complaints 

Prescription 

Medicine 

Complaints 

Upheld or 

Settled 

Prescription 

Medicines 

Complaints % 

of Total 

Complaints 

Prescription 

Medicines 

Complaints % 

of Total T&H 

Complaints 

2014 871 67 4 0 0.5% 5.9% 

2015 707 55 2 0 0.3% 3.6% 

2016 586 48 2 0 0.3% 4.2% 

2017 603 94 1 0 0.2% 1.1% 

2018 820 64 2 1 0.2% 3.1% 

TOTAL 3587 325 11 1 0.3% 3.4% 

 

In the five years 2014-18, the ASA received just 11 complaints about prescription 

medicine advertising. Of these just a single complaint was upheld, demonstrating a 

very high level of compliance by the industry and a very low level of consumer concern 

about DTCA. 

 

To put this in context, over the five years, complaints concerning prescription 

medicine advertising represented just 0.3% of all advertising complaints received and 

only 3.4% of all complaints under the Therapeutic and Health Code. 

 

These statistics reflect that the current co-regulatory system is working extremely well 

and doesn’t need to be further restricted. 
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9. Rebuttal of DTCA Criticism 

 

Several arguments are made by critics of DTCA as to why advertising of medicines, 

particularly prescription medicines should be banned. We will now address a number 

of these. 

 

9.1 Judging New Zealand by USA Experience of DTCA 

 

Many opponents to DTCA cite that New Zealand is out of step with other jurisdictions, 

claiming that this country and the USA are the only two countries that permit direct 

to consumer advertising of prescription medicines. Critics argue that this, in itself, is a 

reason to change. 

 

This argument ignores the fact that DTCA occurs, in a number of forms, in a much 

larger number of jurisdictions. And a number of countries are looking to the New 

Zealand example of well-regulated and moderated DTCA as a model.  

 

Canada, South Africa, France, Australia and South Korea are all examples of 

jurisdictions that see a public health benefit from DTCA in various forms, having either 

maintained their laws following legislative reviews or relaxed laws to allow some 

DTCA.14,15,16,17,18,19,20 

 

More importantly the differences in DTCA between New Zealand and the United 

States are so marked as to make claims of similarity ones of philosophical objection 

rather than of fact.  

 

DTCA evolved in the two countries in completely different ways, with different 

healthcare systems, regulatory systems and advertising standards. To evaluate DTCA 

in New Zealand on the basis of US experience is not just meaningless, it is erroneous 

and disingenuous and should be ignored. 
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9.2 Advertising Rules 

 

The advertising ecosystem in the United States is entirely different from New Zealand. 

There is no equivalency of our effective co-regulatory system. The United States has 

neither the equivalent of the ASA and its Therapeutic Code, nor an independent pre-

vetting system such as TAPS. 

 

 
9.3 Volume of Advertising 

 

Another fallacy, often based on the US experience where prescription medicine 

advertising is relatively commonplace, is that the media is awash with advertising of 

prescription medicines. The truth is very different.  

 

The total New Zealand advertising market is around $2.5bn p.a21. Of this less than 

0.3% of all advertising is for prescription medicine products or associated health 

campaigns22. In the past three years 2016 – 2018 the number of prescription 

medicines advertised in mainstream media has averaged around 10 per year22. So 

prescription medicine advertising represents a tiny proportion of all advertising and 

the small scale of advertising of such products supports the thesis it is being 

undertaken very responsibly. 

 

Campaigns have typically been for treatments of chronic conditions such as asthma, 

diabetes, arthritis and psoriasis, and for vaccines to prevent the likes of shingles or 

cervical cancer. These are all major healthcare issues and those people who are either 

sufferers of these conditions or concerned about the possibility of contracting them 

have every right to access to the most current factual information about these 

treatments or preventions, irrespective of the source of such information. 

 

To put this in further context, when compared with other medical advertising, DTCA 

of prescription medicines represents just 5% of advertising media expenditure for all 

therapeutic products – including natural products, OTC medicines and services22. 
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9.4 Consumer Information Sources 

 

We live in the age of information. Our access to information, typically through digital 

platforms, is unprecedented. The vast majority of New Zealanders have at least one 

network available where they live. Internet NZ reported that in 2017 93% of the 

population had access, with internet connections to 1.49m residential households and 

3.85m mobile internet connections, numbers which will only have increased since23. 

 

Given the scale of internet access, no regulator can materially reduce access to 

information except with the most draconian control of the internet. 

 

Increasingly the public turn to the internet, and a myriad of websites, blogs, 

influencers and social media for information. Health is no different. It is the 2nd most 

searched topic on Google24 with 87% of New Zealanders searching health information 

online25. One site alone, WebMD receives more than 300,000 unique New Zealand 

visitors each month26.  

 

But unlike the abundance of online information readily accessible by the public, DTCA 

is strictly controlled via the co-regulatory system outlined earlier. The question to be 

asked is whether it is better to have information made available to the public through 

the co-regulated system, or via an unscrutinised internet? 

 

At the same time, word-of-mouth via family and friends is also a significant 

information source, of variable quality. In fact the NZ SMI research, of more than 1000 

New Zealanders in February 2019 highlights that both Google or other internet 

searches and family / friends are both much greater informers than DTCA10. 
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For the one-third of the public who have suggested a product or remedy to their GP 

who have suggested a product or remedy, they were more than twice as likely to have 

done so as a result of an internet search or suggestion from friends or family as for 

television advertising10. 

 

 

 

Consideration of DTCA should therefore not be made in isolation of alternative 

information sources. 
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9.5 Over Prescribing 

 
A regular argument against DTCA is that it creates an environment of overprescribing. 

No substantive evidence has been presented to support this argument in a New 

Zealand context. And it is somewhat odd to see this as a problem unless it is argued 

that it is better to have patients or untreated or that GPs are so weak and 

unprofessional that they will issue prescriptions to anyone who asks.  There is no 

evidence that either is the case.   

 

In three surveys of New Zealand doctors, undue pressure to prescribe advertised 

medicines was not found and surveyed GPs said they treat a DTCA query as an ordinary 

part of a visit.4,5,6 And as previously note (9.4), the public are much more likely to 

approach doctors with questions arising from on-line searches or advice from family 

and friends. 

We acknowledge that a number of Otago University employees have recently re-

published a new analysis of an older study conducted in 2012/13 (Zadeh et al) which 

claims: 

DTCA can even result in doctors being pressured to prescribe a medication in 

instances where lifestyle changes would be more appropriate75  

Analysis of the reference provided is that of long time campaigner and instigator of a 

number of New Zealand reviews into DTCA, Prof. L Toop. In the Zadeh et al referenced 

paper Professor Toop references his own opinions by referencing his own papers  

(AustPrescr.2006; 29(2):30-2) in a circular self-fulfilling narrative. 

 

Alarmist claims of over prescribing raise a potentially serious issue. It suggests that 

New Zealand prescribers are not in control of the prescribing process and that it is 

controlled by the patient. ANZA strongly questions the underlying assumptions that 

prescriber control has been negated by advertising made by anti-DTCA advocates. 
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9.6 Public Attitudes to DTCA 

 

In the NZSMI survey 1,082 people responded to the question, “How concerned would 

you be if advertising for prescription or non-prescription medicines was banned in New 

Zealand?”  

 

In answer, 75% of those surveyed said they would be concerned, and over half would 

be extremely concerned if advertising of both prescription and non-prescription 

medicines were banned10. The result should not be surprising since over half of those 

surveyed thought that advertising of prescription medicines was helpful and over two 

thirds thought that advertising of non-prescription medicines is helpful. 

 

We contend that this research result shows there is no public drive to have DTCA 

banned and that the bulk of antagonists are minority special interest groups with little 

or no recent research indicating public behaviours, concerns and desires to restrict 

responsible advertising. 
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10. Advertising Requirements and Enforcement Tools 

 

In answering the question on advertising requirements and enforcement tools (C52), 

ANZA supports the ‘Advertising Remediation Order,’ but experience with the current 

co-regulatory environment for DTCA suggest that it is unlikely to be used.   

 

As noted earlier, the current approval systems for the advertising of therapeutic 

products involves starts with data sheets and guidance notes for the sector that are 

updated and approved by Medsafe (the current regulator), adherence to the 

Advertising Standards Authority detailed code on Therapeutic and Health Advertising 

and independent assessment and approval by a qualified independent reviewer 

(TAPS) before a commercial message is broadcast, printed or displayed.  

 

Consumers have further protection under the Commerce Act, the Fair Trading Act, the 

Consumer Guarantees Act, and the Privacy Act.  Further, both Medicines New Zealand 

and the New Zealand Self-Medication Industry have their own codes that conform to 

advertising sector practice, and can impose significant penalties on any member who 

breaches them. 

 

Public complaints are adjudicated by the Advertising Complaints Board.  In the past 5 

years there have been 11 complaints about the advertising of prescription medicines, 

with one upheld and immediately withdrawn, as required, by the ASA.13 

 

The success of the current and well-established system dealing with the marketing of 

all categories of therapeutic products suggests that it continue to be supported by the 

Regulator.  It has demonstrated the merits of a co-operative mix of self-regulation and 

co-regulation, with the Regulator retaining backstop powers.    
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11. Conclusion 

 

DTCA of prescription medicines has taken place in New Zealand responsibly and safely 

for more than twenty years. The policy question is whether DCTA for prescription 

medicines be continued.  Provided that such marketing follows the same co-regulatory 

approach taken today, we believe it should continue to be permitted. 

 

DTCA provides a public benefit by improving health literacy and supporting a positive 

patient – doctor relationship. DTCA encourages the public to open conversations with 

their health professionals, typically doing so having greater awareness of symptoms 

or disease states rather than specific product.  

 

DTCA is welcomed by a vast majority of New Zealanders who are NOT calling for 

change.  Those against DTCA are a vocal minority using overseas data, particularly 

from the United States, rather than New Zealand experience, which is vastly different. 

 

There are significant co-regulatory standards in place by way of legislation, advertising 

codes (via the ASA) and independent pre-vetting of all advertising in all media (via 

TAPS). These should be retained but do not need further regulatory intervention. The 

system works well for all stakeholders. 

 

Importantly any restriction on advertising will not prevent the public sourcing of 

health information from the internet, sources often of poor quality and without 

regulatory oversight. 

 

Unnecessary restrictions placed on advertising of therapeutic products are likely to be 

a breach of the Bill of Rights. 

 

Banning DTCA for prescription medicines or for any other therapeutic product would 

require evidence-based analysis that shows that DTCA breaches that purpose.  ANZA 

therefore supports, retention of DTCA in New Zealand, including the advertising of 

prescription medicines.  
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About the Association of New Zealand Advertisers 

 

As the Voice of New Zealand Advertisers, ANZA’s purpose is to be the essential industry 

body for all companies marketing in New Zealand. We represent brand owners from 

sectors as diverse as retail, finance, therapeutics, food and beverage, 

telecommunications, alcohol and automotive. 

 

We do so with a four-point manifesto which outlines our strategic priorities:   

 

1. To champion the freedom to advertise responsibly and the effectiveness of 

industry self-regulation 

2. To promote innovation in media and marketing to improve effectiveness and ROI 

for advertisers 

3. To encourage a diverse, high-quality media environment, offering choice for 

advertisers.  

4. To champion improved standards in digital media to create a transparent, 

responsible and accountable market which serves the needs of advertisers 
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Appendix 1: ASA Therapeutic and Health Advertising Code 
 

Purpose of the Code  
 

The purpose of this Code is to ensure that advertisers maintain rigorous standards in 

therapeutic and health advertising. All advertising shall adhere to the laws of New 

Zealand and the Principles and Rules set out in this Code. The ASA Advertising 

Standards Code should also be consulted. Many sectors in this category have their own 

codes with specific advertising requirements and these should also be taken into 

account by advertisers.  

 

Definition of Advertisement  

 

“Advertising and Advertisement(s)” means any message, the content of which is 

controlled directly or indirectly by the advertiser, expressed in any language and 

communicated in any medium with the intent to influence the choice, opinion or 

behaviour of those to whom it is addressed.  

 

Application of the Code  
 

This Code covers all words and visual depictions in all advertising for therapeutic 

products (medicines and medical devices), natural health products and dietary 

supplements, health services and methods of treatment. This Code may also apply when 

therapeutic or health claims are made in advertisements for other products or services 

not defined in this code. This Code does not apply to labels or packaging. However, 

when a label or packaging appears in an advertisement it forms part of the 

advertisement and therefore any visible aspects are covered by this Code.  

 

Interpreting the Code  

 

Social responsibility in advertising is embodied in the Principles and Rules of the Code. 

In interpreting the Code, emphasis must be placed on compliance with both the spirit 

and intention of the Code. It is possible for advertising to be in breach of one or more 

of the Principles in the Code without being in breach of a specific Rule. In determining 

whether a Principle has been breached, the Complaints Board will have regard to all 

relevant matters, including;  

• generally prevailing community standards;  

• previous decisions;  

• the consumer takeout from the advertisement;  

• the context, medium and intended audience; and  

• the product or service being advertised.  

 

For the avoidance of doubt, where legislation relevant to this Code has been updated 

and/or if a conflict occurs in relation to legislative and code requirements, legislative 

requirements will prevail. 
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Definitions for the purposes of this Code:  

 

‘Medicine’ – Medicines are any substance or article or active ingredient that is 

manufactured, imported, sold, or supplied wholly or principally for administering to 

one or more human beings for a therapeutic purpose (see definition below for 

therapeutic purpose). A medicine achieves, or is likely to achieve, the principal intended 

action in or on the human body by pharmacological, immunological, or metabolic 

means.  

 

Only medicines that have been evaluated by Medsafe and have consent to distribute 

may be advertised in New Zealand. The medicine(s) advertised may be available on 

prescription or may be purchased ‘over-the-counter’.  

 

A product can be a medicine in three ways.  

1. It is, or contains, a scheduled ingredient  

2. A therapeutic claim is made on the label or in advertisements  

3. It is a product with consent to distribute 

 

 Advertisers should not rely on the medicines classification schedule to determine 

whether or not a product is a ‘medicine with consent to distribute’ and is therefore able 

to be advertised.  

 

Section 3 of the Medicines Act 1981(Meaning of Medicine) is available here 

www.legislation.govt.nz.  

 

‘Medical Device’ – Medical Devices are devices that have a therapeutic purpose (see 

definition below for therapeutic purpose).  

 

A product can appear to be a Medical Device by virtue of the way it works or the claims 

that are made on the label or in advertisements.  

 

Section 3 (A) of the Medicines Act 1981 (Meaning of Medical Device) is available here 

www.legislation.govt.nz.  

 

‘Therapeutic Purpose’ – The Medicines Act provides the following definition:  

 

(a) preventing, diagnosing, monitoring, alleviating, treating, curing, or compensating 

for, a disease, ailment, defect, or injury; or  

 

(b) influencing, inhibiting, or modifying a physiological process; or  

 

(c) testing the susceptibility of persons to a disease or ailment; or  

 

(d) influencing, controlling, or preventing conception; or  

 

(e) testing for pregnancy; or  

 

(f) investigating, replacing, or modifying parts of the human anatomy.  
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Only medicines with consent to distribute in New Zealand and medical devices can 

claim to have a therapeutic purpose in advertisements.  

 

A ‘therapeutic purpose claim’ in an advertisement will likely refer to a medicine(s) or 

medical device that has a therapeutic effect on an actual or implied medical condition / 

disease or physiological process (see definition below for disease). A ‘therapeutic 

purpose claim’ may be accompanied by words such as enhance, improve, prevent, 

interfere with, terminate, reduce, increase, accelerate, inhibit, boost, treat, relieve and 

stimulate. For medicines, the therapeutic claims(s) must be consistent with the 

indication(s) that have been approved for the product. 

 

‘Disease’ – The Medicines Act provides the following definition; 

 

Disease includes any injury, ailment, deformity, disorder, or adverse condition, whether 

of body or mind. 

 

‘Natural Health Products and Dietary Supplements’ – Products for the primary 

purpose of bringing about a health benefit (see definition below for health benefit) to 

the person who uses the product. May include Natural Health Products, Dietary 

Supplements, Herbal Preparations and Traditional Medicines. 

 

‘Health Benefit’ – Means any one of the following benefits: 

(a) the maintenance or promotion of health or wellness 

(b) nutritional support 

(c) vitamin or mineral supplementation 

(d) maintaining the normal structure or function of the body 

 

Health Benefit claims in advertisements for a Natural Health Product and Dietary 

Supplement must be supported by scientific or traditional substantiation. Only products 

that meet the definition in this Code of a Natural Health Product or Dietary Supplement 

may claim a health benefit in advertisements. 

 

‘Health Services’ – Services that offer a method of treatment (see definition below for 

method of treatment) for a range of medical conditions OR services that offer support 

for normal healthy body functions. Providers may or may not be registered health 

professionals (as defined in the NZ Medicines Act). May include (but not limited to), 

services for Medicine, Surgery, Physiotherapy, Nursing, Rehabilitation, Diagnostics, 

Psychotherapy, Counselling, Fertility, Sterilisation, Relaxation Massage, Homeopathy, 

Naturopathy, Chiropractic, Acupuncture, Traditional Chinese medicine  and Ayurvedic 

medicine. 

 

‘Method of Treatment’ – The Medicines Act provides the following definition; 

Any method of treatment for reward undertaken, or represented to be undertaken, for 

a therapeutic purpose. 
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‘Healthcare Professional’ – The 

Medicines Act provides the following 

definition; 

A health practitioner who is, or is 

deemed to be, registered with an 

authority established or continued by 

the Health Practitioners Competence 

Assurance Act 2003 as a practitioner 

of a particular health profession. 

When advertising is directed to 

Healthcare Professionals or Healthcare 

Professionals appear in 

advertisements, this definition also 

includes those who are studying or 

undertaking research in relation to any 

of the registered health professions 

and employees of healthcare 

professionals. 

Note: The Medicines Act does not 

permit healthcare professionals 

endorsing a medicine or a medical 

device in advertisements 

to consumers. 

Guidelines 
Advertisers should take care in using the 

term ‘healthcare professional’ in 

advertisements. People in advertisements, 

or who are referred to in advertisements, 

should only be labelled as a Healthcare 

Professional (or are studying, undertaking 

research or are employees of healthcare 

professionals) if they fit the legal definition 

otherwise the advertisement may be 

misleading. 

 

Weight Loss / Weight Management 

Programme’ – A programme that may 

include the sale of e.g. food, meals, meal 

replacement or gym equipment, and may 

include advice on diet, exercise, and 

lifestyle changes. Weight is lost or 

managed through reduced energy intake 

and / or increased energy is expended. 

Where there is suitable substantiation, 

claims for weight loss may be made in 

advertisements for weight programmes. 

 

Advertisements for weight programmes 

are NOT subject to the Medicines Act 

unless there is a medicine or medical 

device advertised with the programme. 

Advertisements for weight programmes 

that include a Medicine, Medical Device, 

Natural Health Product or Dietary 

Supplement or Health Service are subject 

to the advertising requirements of this 

Code for these products. 

 

Guidelines 
Advertisements for Weight Programmes 

that include a medicine, medical device or 

health service may only claim ‘weight loss’ 

if this claim can also be made about the 

product / device / service. A weight loss 

claim in an advertisement for weight 

programmes such as these will infer a 

weight loss claim on the product / device / 

service. 

This could be misleading if the product / 

device / service is not able to make a 

weight loss claim when advertised alone 

(without the weight programme). 

 

Natural Health Products and Dietary 

Supplements when advertised alone may 

not make weight loss claims in 

advertisements. When included in an 

advertisement for a weight management 

programme weight loss claims cannot be 

made about the product or the programme. 

 



 

 30 

PRINCIPLE 1: SOCIAL RESPONSIBILITY 

Therapeutic and Health advertisements shall observe a high standard of social 

responsibility particularly as consumers often rely on such products, devices and 

services for their health and wellbeing. 

 

Rule 1 (a) Mandatory Information Guidelines 

Advertisements shall contain the following 

mandatory information to encourage 

responsible prescribing, recommendation, 

sale and use. 

This information shall be set out in a way 

(legible / audible) that ensures it can be 

readily understood by the audience to whom 

it is directed. 

Medicines 

Mandatory information as required by the 

most recent edition of the Medicines Act, 

Medicines Regulations, Medsafe Guideline 

on Advertising therapeutic products, 

Medicines NZ Code of Practice and the Self-

Medication Industry Code of Practice. 

Medical Devices 

Mandatory information as required by the 

most recent edition of the Medicines Act, 

Medicines Regulations and any other 

applicable legislation, Medsafe Guideline on 

Advertising therapeutic products and the 

MTANZ Code of Practice and where 

appropriate; 

The following statement (or words to this 

effect); 

 Always read the label and follow the 

instructions. 

The following statement (or words to this 

effect) where a device requires the 

administration, application or implant by a 

healthcare professional; 

 This Medical Device must be 

administered / applied / implanted by 

a healthcare professional. 

Name and Address of the Advertiser 

Including the name and address of the 

advertiser in advertisements for 

therapeutic and health products, devices 

and services allows consumers to 

determine who is responsible for the 

advertisement. They are then able to 

make contact with the advertiser to, for 

example, ask questions or request more 

information. Including the name and 

address of the advertiser is a legislated 

requirement for advertisements for 

medicines and medical devices. 

The advertiser’s address may be limited 

to the City name providing the 

advertiser can be easily located via an 

online search or in the White / Yellow 

Pages. Advertisers may also include 

their company website address. 
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Natural Health Products and Dietary 

Supplements 

Any mandatory information as required by 

the applicable legislation and the following 

statements; 

 Name and address of the advertiser 

 Always read the label and use as 

directed. 

For products that contain vitamins and / or 

minerals, the following additional statement 

(or words to this effect). 

 Vitamins and minerals are 

supplementary to and not a 

replacement for a balanced diet. 

For products that may be used for a short 

time, after which the consumer should seek 

medical advice, the following additional 

statement (or words to this effect). 

 If symptoms persist, see your 

healthcare professional. 

Health Services 

 Name and address of the advertiser. 

Weight management programme where 

‘Weight Loss’ is claimed 

The following statements (or words to the 

effect). 

 Weight loss takes time and effort to be 

successful. People should seek 

professional advice on diet, exercise 

and lifestyle changes. 

 Individual results may vary. 

 Name and address of the advertiser. 

Where food, meals or low calorie meal 

replacement products are sold in addition to 

any programme membership fees it shall be 

clear to the consumer that the cost of these 

items is additional to any cost for 
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membership. For example, where meals or 

food are sold, these statements shall appear; 

‘Food additional’ or ‘Plus the cost of food’. 

Any other mandatory information relevant to 

products, devices or services advertised with 

the programme. 

Weight management programme where 

‘Support for Weight Management’ is claimed 

The following statement (or words to the 

effect). 

 Weight management takes time and 

effort to be successful. People should 

seek professional advice on diet, 

exercise and lifestyle changes. 

 Individual results may vary. 

 Name and address of the advertiser. 

Any other mandatory information relevant to 

products, devices or services advertised with 

the programme. 

Rule 1 (b) Safety and Effectiveness  

Advertisements shall not contain any claim, 

statement or implication that the products, 

devices or services advertised: 

 are safe or that their use cannot cause 

harm or that they have no side effects 

or risks. 

 are effective in all cases 

 are infallible, unfailing, magical, 

miraculous, or that it is a certain, 

guaranteed or sure cure 

 are likely to lead persons to believe 

that; 

o they are suffering from a 

serious ailment, or 

o harmful consequences may 

result from the therapeutic or 

 



 

 33 

health product, device or 

service not being used. 

Rule 1 (c) Vulnerable Audiences  

Advertisements should not portray 

unrealistic outcomes or prey on or 

misrepresent vulnerable audiences (e.g. sick, 

elderly, pregnant women, overweight 

people). 

 

Rule 1 (d) Scientific Language  

The use of scientific language in 

advertisements is acceptable providing that it 

is appropriate to, and readily understood by, 

the audience to whom it is directed. 

 

 

PRINCIPLE 2: TRUTHFUL PRESENTATION 

Advertisements shall be truthful, balanced and not misleading. Advertisements 

shall not mislead or be likely to mislead, deceive or confuse consumers, abuse 

their trust, exploit their lack of knowledge or without justifiable reason, play on 

fear. This includes by implication, omission, ambiguity, exaggerated or 

unrealistic claim or hyperbole. 

 

Rule 2 (a) Truthful Presentation Guidelines 

Advertisements shall be accurate.  Statements 

and claims shall be valid and shall be able to 

be substantiated. Substantiation should exist 

prior to a claim being made. For medicines 

and medical devices, therapeutic claims must 

be consistent with the approved indication(s) 

(for medicines) or the listed intended purpose 

(for medical devices). 

In addition to the ASA Guidance Note 

on Responding to a Complaint about 

Misleading Claims, the following 

guidance is specific to advertising 

therapeutic products, natural health 

products and dietary supplements and 

health services. Substantiation varies 

for claims made in advertisements 

depending on what is being advertised. 

For example; 

i. Therapeutic claims for Medicines 

shall be those approved by Medsafe 

and thus would be consistent with the 

product Data Sheet, Consumer 

Medicine Information and / or the 

approved Label. 

ii. Therapeutic claims for Medical 

Devices should be consistent with the 

‘Intended Purpose’ noted on the 

WAND listing and the claims must be 
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able to be supported by appropriate 

substantiation. 

Medical Devices must be listed on 

WAND within 30 working days after 

the device is first imported, exported 

or manufactured (Note: There are 

some exceptions to this WAND listing 

requirement). 

There is no independent evaluation in 

New Zealand of the substantiation for 

claims made about a medical device. 

The onus to have substantiation on-

hand and provide it when necessary, 

lies with the advertiser. 

Please note: The WAND database is 

not accessible to members of the 

public or any other party except 

Medsafe and the New Zealand 

sponsor. 

Note: It is an offence under the Fair 

Trading Act to make a claim in an 

advertisement that cannot be 

substantiated. Advertisers must be able 

to back up a claim before the claim is 

made in an advertisement. This 

Commerce Commission Fact Sheet 

provides an overview of the 

substantiation provisions of the Fair 

Trading Act. 

Rule 2 (b) Inappropriate or excessive use 
 

Advertisements shall not encourage, or be 

likely to encourage, inappropriate or 

excessive purchase or use. Advertisements for 

prescription medicines shall not encourage, or 

be likely to encourage, inappropriate or 

excessive prescriptions or requests for a 

prescription. 

 

Rule 2 (c) Comparative advertising 
 

Comparative advertising shall be balanced 

and shall not be misleading, or likely to be 

misleading, either about the product, device 

or service advertised or classes of products, 

devices or services, with which the 

comparison is made. 
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1. Comparative advertisements shall not 

be disparaging and shall be factual, 

fair and able to be substantiated, 

referenced to the source and reflective 

of the body of available evidence. 

2. Comparative advertisements shall not 

discourage consumers from following 

the advice of their healthcare 

practitioner. 

3. Comparative advertisements shall 

compare ‘like with like’. 

Advertisements for Natural Health 

Products and Dietary Supplements 

shall not include comparisons with 

medicines or medical devices either 

specifically or generally. 

Rule 2 (d) Sponsorship 
 

Advertisements may include reference to the 

advertiser’s sponsorship of any government 

agency, hospital or other facility providing 

healthcare services, provided that sponsorship 

is explicitly acknowledged and cannot be 

misconstrued as an endorsement of the 

product, device or service being advertised.  

 

Rule 2 (e) Endorsements 
 

Advertisements shall not claim or imply 

endorsement of the product, device or service 

by any government agency, professional body 

or independent agency unless there is prior 

consent, the endorsement is current, verifiable 

and the agency or body is named. 

 

Rule 2 (f) Testimonials and healthcare 

professional endorsements 

Guidelines 

Patient testimonials and healthcare 

professional endorsements in advertisements, 

where not prohibited by law, shall comply 

with the Code, be authenticated, genuine, 

current, and typical and acknowledge any 

valuable consideration. Exceptional cases 

shall be represented as such. 

The Medicines Act Section 58 (1) (c) 

(iii) prevents the use of patient 

testimonials in advertisements to 

consumers for medicines or medical 

devices or methods of treatment where 

a therapeutic benefit is obtained (Note: 

Section 60 of the Medicines Act 

exempts advertisements that are 

circulated solely or principally to 

healthcare professionals). This means 

that an advertisement to consumers 

cannot include (or imply) a patient (or 

group of patients / class of people) 

with a medical condition or disease, 
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taking a medicine or using a medical 

device or have accessed a method of 

treatment and showing in some way 

that they have benefited from it. 

Testimonials for natural health 

products and dietary supplements, and 

health services to support a normal 

bodily function are permitted. 

However, these testimonials should 

not include any information that 

implies the product is a medicine or 

medical device or that the service has a 

therapeutic benefit. This is likely to 

breach the Medicines Act. The content 

of testimonials must be consistent with 

the claims allowed in the 

advertisement for these products and 

services. 

Healthcare Professional 

Endorsements 

The Medicines Act Section 58 (1) (c) 

(ii) prevents the use of healthcare 

professional endorsement in 

advertisements to consumers for 

medicines or medical devices or 

methods of treatment where a 

therapeutic benefit is obtained (Note: 

Section 60 of the Medicines Act 

exempts advertisements that are 

circulated solely or principally to 

healthcare professionals). This means 

that an advertisement to consumers 

cannot include a registered healthcare 

professional (real or fictitious) 

recommending (or implying to 

recommend) a medicine or medical 

device or a method or treatment for a 

therapeutic benefit to members of the 

public. 

Healthcare Professional endorsements 

for natural health products and dietary 

supplements are not permitted. 

Healthcare Professional endorsements 

for health services to support a normal 

bodily function are permitted. 

However, the endorsement should not 
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include any information that implies 

that the service has a therapeutic 

benefit. This is likely to breach the 

Medicines Act. The content of a 

healthcare professional endorsement 

must be consistent with the claims 

allowed in the advertisement for these 

services. 

Endorsements by people who are not 

Healthcare Professionals and 

endorsements by organisations 

Other individuals or organisations may 

endorse a medicine, medical device, 

therapeutic service, natural health 

product and dietary supplement or 

health service in advertisements. The 

endorsement should be consistent with 

the claims allowable for what is being 

advertised. These endorsements should 

not include or imply a testimonial (i.e. 

have used themselves and benefited) 

unless the testimonial is consistent 

with the statements above in the 

testimonial section of these 

Guidelines. To be consistent with the 

legislation, advertisements for 

medicines or medical devices that 

include endorsement by a Government 

Agency must not state or imply that 

the Government Agency has approved 

the content of the advertisement. 

Testimonials and Endorsements in 

advertisements should not breach the 

Therapeutic and Health Advertising 

Code, Principle 2, Rule 2 (b) 

Advertisements shall not encourage, or 

be likely to encourage, inappropriate 

or excessive purchase or use. 

 



 

 

18 April 2019 

 

Ms Sheila Swan 

Chief Advisor 

Therapeutic Products team - System Strategy & Policy 

Ministry of Health 

C/- therapeuticproducts@moh.govt.nz 

 

Dear Ms Swan 

Submission on the Therapeutic Products Bill 
 

Thank you for the opportunity to comment on the exposure draft of the Therapeutic Products Bill. 
Firstly, the Optometrists and Dispensing Opticians Board (the Board) would like to commend the 
Ministry on pursuing this long overdue update to the regulatory scheme for therapeutic products, 
and secondly, for attempting to ensure that what is implemented is able to be responsive to the 
challenges of emerging technologies and changes in the health care settings in which therapeutic 
products are used.  
 
The majority of the Board were able to attend information forum sessions on the draft Bill, which the 
Board found very beneficial; however, the Board looks forward to receiving greater clarity on how 
certain activities and authorities will be applied in practice under the associated regulations, rules 
and notices under development. The Board did find it difficult formulating a submission on the draft 
Bill without knowledge of how the finer details will be applied.  
 
The Board has the following specific areas of submission in relation to the draft Bill: 
Special Clinical Needs Supply Authorities (SCNSA) for ‘Off-label’ Use 
The Board believes provision should be made in the Bill for other Health Practitioner prescribers to 
issue a SCNSA for ‘off-label’ use of medicines rather than limiting this to medical practitioners only. 
This would ensure the Bill allows for appropriately trained health professionals to be able to provide 
appropriate care without having to consult multiple health care providers. An example would be an 
optometrist prescriber having the ability to prescribe Latisse which can be used for therapeutic 



 
 

 
 

eyelash growth (e.g. post cancer treatment), but the same generic formula is used for Glaucoma 
treatment (commercially available as Lumigan). 
 
Medical device – definition and application 
As you may be aware from the Board’s recent correspondence to the Minister on this issue, the 
Board has serious concerns regarding the unregulated sale of contact lenses over the internet and 
the potential sight-threatening conditions consumers are exposing themselves to in New Zealand. 
The Board would therefore like to see all types of contact lenses (regardless of whether a 
prescription or not) regulated/supply-restricted (via a valid prescription only). The public risk is the 
same regardless of whether it is used for a therapeutic use or not. The health risk of contact lenses 
is in the device itself and has nothing to do with whether it has a prescription or cosmetic purpose. 
Any object that comes in contact with the cornea should be a medical device. 
 
In addition, as technology evolves, contact lenses (that have no prescription) will be used as drug 
delivery/monitoring devices referred to as ‘smart contact lenses’. Examples include antihistamine 
releasing contact lens, anti-Glaucoma drug releasing contact lenses and blood sugar monitoring. 
Thus, the importance of regulating contact lenses irrespective of whether they correct vision. 
 
As previously indicated, the Board would be only too pleased to discuss this important issue with 
Ministry representatives at your earliest convenience. 
 
The Board also recommends regulation of biological-type products used on eyes. Examples of 
these include Prokera, which is a therapeutic biological corneal bandage device, and Autologous 

Serum for dry eye. 
 
Section 29 Unapproved Medicines 
The Board believes provision should be made in the Bill for other Health Practitioner prescribers to 
permit the sale or supply of medicines that have not been approved under certain circumstances. 
Limiting this activity to medical practitioners only is not future-proofing the legislation, and the Board 
believes permits could be used by the regulator to authorise other classes of Health Practitioner 
prescriber to sell or supply these medicines within their scope of practice should a public need arise. 
An example of where the public could have benefited from optometrist prescribers having this ability 
was when Acyclovir was in short supply resulting in optometrists not being able to manage herpes 
simplex, which could have easily been done if optometrists had access to Ganciclovir, a section 29 
drug.  
 
Optometrist prescribers are more than capable of identifying the risks and benefits as well as 
contraindications of medicines and are best placed to do so as it relates to eye health. 
 
 



 
 

 
 

Compounding 
The Board believes the public would benefit from Authorised Prescribers being able to prescribe 
compounded medicines within their scope of practice without first consulting a medical practitioner. 
The current regulations are unclear on the legalities of other prescribers prescribing compounded 
medicines. This needs greater clarity in the Bill and/or associated regulations, rules and notices. 
Some examples of where the public would have received more prompt care as a result of 
optometrist prescribers having the explicit ability to prescribe compounded medicines are low dose 
Atropine for myopia control and Ciclosporin A for dry eye and allergy management. 
 
Thank you for considering our feedback. We look forward to hearing more about the Bill’s journey 

following its introduction to Parliament and the associated regulations, rules and notices in due 
course. If you have any questions about our feedback, please do not hesitate to contact me on  

 
 

Yours sincerely 

 

Lindsey Pine 

Registrar 



   
 

 

 

 

 

RANZCR Response to the Consultation on the Therapeutic Products 
Regulatory Scheme 

 

About The Royal Australian and New Zealand College of Radiologists  

The Royal Australian and New Zealand College of Radiologists (RANZCR) is the peak body 
advancing patient care and quality standards in the clinical radiology and radiation oncology sectors. 
It represents over 4,000 medical specialist members in Australia and New Zealand.  

RANZCR’s role is to drive the appropriate, proper and safe use of medical imaging and radiation 
oncology services in the community. This includes supporting the training, assessment and 
accreditation of trainees; the maintenance of quality and standards in both specialties, and workforce 
mapping to ensure we have the staff to support the sectors in the future.  

Clinical radiology relates to the diagnosis or treatment of a patient through the use of medical 
imaging. Diagnostic imaging uses plain X-ray radiology, computerised tomography (CT), magnetic 
resonance imaging (MRI), ultrasound and nuclear medicine imaging techniques to obtain images that 
are interpreted to aid in the diagnosis of disease. Interventional radiologists treat as well as diagnose 
disease using imaging equipment.  

Radiation oncology is a medical specialty that involves the controlled use of radiation to treat cancer 
either for cure, or to reduce pain and other symptoms caused by cancer. Radiation therapy is an 
effective, safe and cost-effective method of treating cancer, and is involved in 40% of cancer cures. 
Unfortunately, while one in two cancer patients would benefit from radiation therapy, only about one in 
three will actually receive the treatment. The reasons for this underutilisation are a complex mix of 
lack of awareness of radiation therapy as a viable treatment option, physical access to a treatment 
centre, and patients not being provided with comprehensive information about all possible treatment 
options. 

Consultation Feedback 

RANZCR welcomes the opportunity to provide feedback on the Therapeutic Products Regulatory 
Scheme. Overall, the College supports the regulation of therapeutic products. Safe medication, 
devices and technology is necessary to ensure the best possible care of health consumers in New 
Zealand.  

The College has some concerns relating to the proposed legislation. It is important that the legislation 
neither stifles innovation, best practice nor creates cumbersome bureaucracy. While we want the 
products themselves to be regulated effectively, we do not feel it necessary to duplicate regulation on 
practitioners. The Bill needs to balance the desired intent to ensure medicines, devices and 
technologies are safe, whilst minimising the increased input costs and bureaucracy which may result.   

Restrictions on use 

The College does not believe that the usage of products needs as much additional regulation as is 
currently suggested by the Therapeutic Products Bill. The Health Practitioner’s Competence 
Assurance Act already ensures that health practitioners are competent – it is enforced by the Health 
and Disability Commissioner, the regulatory authorities for the health practitioners and the Disciplinary 
Tribunal.  

The Therapeutic Products Bill’s limitations on product use may restrict a competent professional from 
providing the best possible care for patients. In particular: 



   
 

• Making devices: Some members of the College work in services that produce some of their 
own devices. This is both innovative and cost effective, which benefits the patients and the 
health system overall. The College is concerned that competent practitioners may have their 
practise unnecessarily restricted by the proposed legislation and its regulatory authority. The 
College believes the benefits of this type of innovation outweigh the risks as it leads to better 
equipment and better outcomes. Processes to approve these devices must take this into 
account – innovation in healthcare should not be reliant on well-funded pharmaceutical 
companies. 

• 3-D printing: Further to the above bullet point, the College understands that a SCNSA will be 
required when practitioners use a 3-D printer to create a device. The College would also hope 
that a stream-lined process is introduced for services that use the technology. It would be 
unacceptable for treatment to be delayed or unavailable because of the approval process. 

• Off-label prescribing: The College has concerns about the number of ‘special clinical needs 
supply authority’ requests its members will be obliged to submit for off-label prescribing. The 
College notes that the Ministry intends for the process to be minimal (possibly just a tick box 
on the prescription). However, the College also believes there needs to be an automated 
process to approve medications that are most commonly prescribed off-label. Any extra steps 
in the process must be linked to a legitimate safety concern. The College expects that the 
most commonly prescribed off-label medications are likely to be safe, even in the absence of 
a randomised control trial for that particular purpose.   

Approvals 

• Approvals: The College has concerns regarding occasions of overly-limited access and the 
thresholds for approval - lots of medicine and technology are used and benefit patients but 
without randomised control trials. Currently, New Zealand relies on well-trained and 
competent practitioners to make wise clinical decisions regarding use of therapeutic products. 
While the College understands that in some situations this is insufficient to ensure excellence 
of patient care, the College would expect that any additional regulations focus on areas of 
data-driven concern without the need for blanket restrictions on usage of all unapproved 
therapeutic products. 

• Process and timelines for approval: While the College expects that the Ministry is also 
sensitive to the need to have an efficient process for approving products, we suggest that 
particular attention is paid by the regulatory authority into ensuring it has the right experts to 
do the assessments and sufficient numbers of those experts to ensure an expedient process. 
The College also suggests the use of FDA (American) and EU approvals to guide decisions in 
New Zealand unless there is some discrepancy between other jurisdictions which requires 
specific consideration for our patients and healthcare system. 

• Research: The College is concerned that increased regulation will hinder research. Andrew 
Holden, Director of Interventional Radiology at Auckland Hospital states: “To date, New 
Zealand has benefited from a medical device approval system that has allowed physicians 
and patients in New Zealand to get early access to internationally approved medical devices. 
This includes devices that have been approved for clinical use by bodies such as the FDA in 
the US and CE Bodies in Europe. This is in stark contrast to countries like Australia where the 
TGA provides a much more cumbersome and expensive pathway to product approvals 
resulting in delays to patient access. In the years I have been involved in Interventional 
Radiology, I have not seen a patient safety issue as a result of this efficient device approval 
pathway. This efficient pathway has contributed to our success in the VIRU, employing 3 full 
time Research Coordinators and contributing to many global advances in vascular treatment. 
I have concerns that the Therapeutics Products Bill may make access to vascular intervention 
devices more cumbersome with higher administration costs, resulting in poorer outcomes for 
patients and reducing the potential for early human research.” 

Amendment to the Health Practitioners Competence Assurance Act - Prescribing and scopes 
of practice 

The MoH consultation document on the Therapeutic Products Bill also includes a recommended 
amendment to the Health Practitioners Competence Assurance Act that would link prescribing rights 
to a scope of practice. Changes to prescribing rights will require approval by the MoH as well as the 
required consultation by the regulatory authority. The College would ask that the consultation 
processes be robust and include all affected parties, particularly those whose practice may be 
affected by a new prescriber group. 



   
 

Radiopharmaceuticals 

College members have indicated some support of the regulation of radiopharmaceuticals as there is a 
view that, currently, the standard of the pharmaceutical compounding may not be of a consistently 
high standard. 

However, members were also concerned: 

• that the additional regulations may impede new developments, noting that the FDA has been 
restricting new developments in the United States of America 

• regulating radiopharmaceuticals will see both an increased expense and possibly result in 
another under-resourced profession: radiopharmacists – there may not be enough of them to 
manage the increased workload. It would seem appropriate to ensure the nuclear medicine 
technologists that commonly produce these medicines in New Zealand be able to continue.  

Artificial Intelligence – Type 4 products 

RANZCR would also like further consideration given by the Ministry to regulation of software as a 
medical device, and specifically artificial intelligence (AI).  It is anticipated that AI products will 
possibly become Type-4 products but it is worth thinking through the issues prior to introduction of 
new legislation. 

Software used in medicine has advanced significantly in recent decades, a trend we expect to 
accelerate.  There are complex interactions in decision-making between the clinician, the service 
provider and the software and the health system needs to ensure each component is regulated 
appropriately in line with their contribution to the service being provided. 

Clinical radiology and radiation oncology are two areas of medicine that are data rich and already 
using advanced technologies and informatics software.  Because of this, both are ready to adopt 
artificial intelligence (AI) and machine learning (ML).  RANZCR believes that AI has enormous 
potential but could also do significant harm if left unregulated or operating autonomously.   

RANZCR would like the Ministry to consider the implications of AI and how regulatory mechanisms 
need to be revised with changes to technology.  We would however caution against the creation of a 
route to market for all AI and machine learning tools in medicine when there is limited understanding 
of how this space will evolve in the coming years.  

RANZCR commenced working on AI in 2016.  Our initial focus was to understand the landscape and 
to inform our membership of advances in artificial intelligence and machine learning and to prepare 
the ground for the significant changes we foresee.  In November 2018, RANZCR organised 
Australia’s first AI in healthcare conference called Intelligence18, which brought together international 
experts in AI to discuss the latest developments and implications for privacy and the practice of 
medicine.1  Also in 2018, the Faculty of Clinical Radiology established an Artificial Intelligence 
Working Group (AIWG) to consider the implications of artificial intelligence and machine learning on 
the discipline of clinical radiology and plan a response that includes:  

• appropriate education for members, trainees, stakeholders and the public  
• how this technology can be applied appropriately and judiciously in the best interests of 

patients. 

RANZCR is proud that we are the first professional body in healthcare to have developed a set of 
ethical principles for AI.  Having reviewed the literature globally and discussed the issues with experts 
in AI in medicine, the AIWG developed a set of eight ethical principles which are intended to ensure 
that AI and ML tools, at all times, reflect the needs of patients, their care and their safety, and they 
should respect the clinical teams that care for them.  The ethical principles cover eight areas which 
include:  

• Safety 
• Avoidance of Bias 
• Transparency and Explainability 

                                                           
1 https://www.eiseverywhere.com/ehome/index.php?eventid=349139& 



   
 

• Privacy and Protection of Data 
• Decision-Making on Diagnosis and Treatment 
• Liability for Decisions Made 
• Application of Human Values 
• Governance. 

RANZCR strongly believes that the regulation of AI needs a strong ethical underpinning and that 
developers of AI technologies in medicine should demonstrate adherence to an ethical framework.   

We have recently published a short paper to inform stakeholders and members about the current 
status of AI, called the State of Play.2 The Ministry may find it helpful to use established terms with a 
common understanding for deliberations. 

RANZCR recently responded to a consultation on regulation of SaMD and AI undertaken by the TGA 
in Australia.3  RANZCR is also considering what principles should guide the development of a 
regulatory structure around AI.  Furthermore, we are revising our curricula to incorporate learning 
outcomes for our trainees to equip them to work alongside AI.  We will also develop upskilling 
opportunities for practicing clinical radiologists and radiation oncologists. 

RANZCR would appreciate an opportunity to meet with the Ministry to hear your perspective on our 
work on AI and discuss how we might collaborate on this important matter to ensure it is regulated 
appropriately.  

Implementation of the Therapeutic Products Bill 

• Opportunities for feedback: It is likely that unforeseen issues will arise post implementation 
of the new legislation. The College asks that there be an early opportunity to provide 
feedback so adjustments can be made to the regulatory authority’s implementation and 
policies, and possibly even to the Bill itself. 

• Communication strategy: This Bill will have far-reaching implications for how healthcare is 
delivered in New Zealand and needs to be accompanied by an effective communications plan 
that advises on these changes in a timely manner and reaches all key stakeholders in the 
health system. This is also important to avoid disruptions to supply of medicines or medical 
devices which could have severe implications for patients. 

The College welcomes the opportunity to further discuss any of the issues raised in this letter. To 
book a meeting, or if you have any questions, please contact Mark Nevin 
at  

Yours sincerely, 

 

Gabriel Lau 

Chair NZ Branch - RANZCR 

 

 

 

                                                           
2 https://www.ranzcr.com/whats-on/news-media/316-ranzcr-artificial-intelligence-in-radiology-and-
radiation-oncology-the-state-of-play-2019 
3 https://www.ranzcr.com/whats-on/news-media/319-ranzcr-therapeutic-guidelines-consultation-
response-1 

 



12 April 2019 

 

Ministry of Health (via email) 

 

To whom it may concern, 

RE: Therapeutic Products Bill Consultation 

The New Zealand Point of Care Testing Advisory Group (NZPOCTAG) is a well-established collegial 
network of Health Professionals of varying backgrounds (although predominantly Medical Diagnostic 
Laboratory based), with involvement, experience and expertise in Point of Care Testing (POCT).  In 
2014 NZPOCTAG released the first iteration of the New Zealand Best Practice Guidelines for POCT, 
based on sound international literature and societal guidelines but also drawing from local expertise 
and knowledge of the NZ healthcare needs and environment.  The document was written with the 
intention of helping, guiding and supporting the use of POCT devices and services, the ultimate goal 
being to secure the safety of the patient, the ultimate benefactor, and ensure appropriate clinical 
and cost-effective use of POCT. Our vision for POCT in NZ is that of a POCT device that is analytically 
verified, a POC test that is reproducible, accurate and relevant, a POCT result that is safe, beneficial, 
easily interpretable and seamlessly incorporated in patient-care pathways; and ultimately a POCT 
service that is governed and managed based on evidence and focused on patient needs.   

Medical Devices are currently not subject to any pre-market regulatory scrutiny to assess safety and 
performance and post-market controls are minimal.  Under the new scheme, the intention is to apply 
the full range of pre- and post-market controls in accordance with the risk-based model developed 
initially by the Global Harmonisation Taskforce (GHTF) and continued and maintained by the 
International Medical Device Regulators Forum (IMDRF). 

The lack of regulatory scrutiny for medical devices has led to uncontrolled importation of POCT 
devices, which has long been a concern for members of NZPOCTAG.  POCT services implemented 
without understanding the performance and limitations of such devices can pose a patient safety 
risk and/or increase pressure on health services, through inappropriate decision making based on 
results.  As such, we are absolutely supportive of moves to regulate such devices both before they 
are introduced to market, as well as ongoing quality checks post introduction. 

As a small market NZPOCTAG recognises that it is practical for New Zealand to align with other 
countries, rather than reinventing the wheel and creating an unnecessary burden of developing 
systems to assess the safety and performance of devices.  It is our view, however, that it is highly 
important to note that there is a balance to be struck between utilising available performance data 
and performing local verification to ensure devices are fit for purpose for the local 
population/environment.  It is critical that data is generated independently of the manufacturer in a 
pragmatic fashion, as manufacturer data is typically derived from a highly controlled test laboratory 
environment, in which the devices are never in fact used.  The reality of a Northern New Zealand 
Summer or a Southern New Zealand Winter is far from a manufacturer test laboratory environment 
and it is critical that performance of devices (which will likely be considered “off label”) in these 
conditions is understood, to ensure patient safety.  NZPOCTAG members have been involved in a 
number of such collaborative local evaluations, coordinated centrally with analysis being undertaken 
in multiple regions, with valuable insights being reported. 



Post market controls, through robust quality management and adverse event reporting programmes 
are paramount to ensure ongoing performance, a process endorsed by NZPOCTAG.  Although there 
are instances of mature quality systems in some POCT services, the essentially voluntary nature of 
this practice currently remains a concern.   Reporting of adverse events and the pathway for 
assessment following these, is unclear and NZPOCTAG would welcome the opportunity to assist with 
the development of clear guidelines and requirements in this space. 

Direct to consumer advertising, as is currently permissible, applies not only to medicines but also 
medical devices and services using such devices.  This is not a practice supported by NZPOCTAG, due 
to the lack of quality requirements to initiate or supply devices or services currently. 

As the Regulations, Rules and Notices are developed, NZPOCTAG would welcome further 
engagement in order to help share our knowledge and shape the content of these documents.  If 
this is of interest, I can be contacted via the email address below. 

Thank you for the opportunity to respond and we look forward to future developments. 

 

Yours sincerely 

 

 

Vanessa Buchan 

Chair, New Zealand Point of Care Testing Advisory Group 
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1. Background of the Natural Health Alliance 

The Natural Health Alliance (NHA) is a group of pan-industry companies and organisations 
who have a considerable level of penetration of the New Zealand natural health product 
market and are a blend of both domestic manufacturing companies and those importing for 
resale.  

The companies have been operating on average in the New Zealand market for 30+ years and 
organisations who hold membership for more than 40 years 

All companies are highly reputable and fully compliant with the existing legislation however 
all see a significant risk in the way this legislation has been adopted and now looks to be 
implemented, despite promises that NHP/Nutraceutical products will be exempt.  

 

Contact Details: 
Should the Ministry of Health wish to make contact in relation to this submission, please 
contact:  

  
 

 
 

 
 
2. Submission Summary Statements 

The NHA has a number of concerns regarding not only the Bill, but also the Ministry of 
Health’s long history of attempts to subjugate NHP/Nutraceutical products to pharmaceutical 
medicine based regulation. This submission provides important historical context to our 
concerns and highlights several amendments that need to be made to ensure that the past 
culture of the Ministry of Health toward NHPs and non-pharma products in general is 
changed so that we can all move forward having confidence the legislative frameworks for 
pharmaceutical drugs, NHP/Nutraceutical products and foods is fit-for-purpose in the 21st 
century. 

We recommend, in particular, that the name of the Bill be changed, and that sections relating 
to the meaning of the terms therapeutic and therapeutic products, and exemptions regarding 
NHPs and Foods be amended, in particular sections s15, s16, s17. Other sections, such as s18 
and s20, are also problematic in that they can embrace anything a regulator might want to 
regulate or prohibit even if the substance is not a therapeutic product. 

3. Important historical context 

We note that the Ministry of Health has posted on its website historic documents that 
provide important context and that we would like to comment on.1 These documents date 
from the 1960’s. A 1992 document highlights our concerns, “In the past we have been 

                                            
1 https://medsafe.govt.nz/about/HistoryRegulation/UnderMedicinesAct.asp 
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criticised for a lack of communication and consultation.”2 Our experience in recent times is 
that not much has changed. Whilst the Ministry of Health goes through the motions of 
consultation we have been concerned that it has, on occasions, been very selective as 
regards to whom it consults with and tends not to listen to those who might have legitimate 
contrary or differing views. The 1992 document introduces readers to “The Therapeutic 
Goods Legislation Project” which started that year with Susan Martindale as the project 
manager.  The projects aims are stated as being to “amend the legislation which controls 
medicines, medical devices, related products and cosmetics (therapeutic goods) by 
harmonising the new legislation with that of major trading partners, particularly Australia.” 

The June 1993 document refers to “Aussie Rules”, “NZ adopts PIC Code [GMP]”, “Memo 
signing a Milestone for Harmonisation in Therapeutic Goods Administration: signing of a 
memorandum of understanding” noting the signing “with Australia in Rotorua last month 
marked an important milestone in harmonisation initiatives.”3 The December 1993 report 
notes that the first draft of guidelines on preparing an application for marketing consent for a 
herbal medicine under the Medicines Act is completed, it has been sent to Australia's 
Therapeutic Goods Administration (TGA) for comment, before being released for 
consultation in New Zealand.4 The March 1995 report quotes Susan Martindale as saying that 
consultation resulted in there being “a strong call for 'dietary supplements' to be registered 
under therapeutic product legislation.”5 That surprises us as at the time there was 
overwhelming opposition to dietary supplements being bundled up in the Australian aligned 
Therapeutic Products Bill resulting in thousands of submissions opposing the proposal.   

Soon after that statement was made by Martindale, the summary of the consultation process 
was released. It said the exact opposite! “Most of the opposition to the proposals for product 
licensing came from complementary medicine consumers, practitioners and suppliers. 
Several hundred submissions and 8,500 form letters recorded concern that the proposals for 
regulation of products which are currently dietary supplements may lead to the products 
becoming expensive or inaccessible. There was little direct opposition to the idea of 
regulating dietary supplements, but considerable comment on the proposal to regulate them 
as medicines, using a product licensing system.”6  

The NHA has never been opposed to the regulation of NHP/Nutraceutical products. Our 
members have always been supportive of appropriate regulation of NHP/Nutraceutical 
products outside of that administered by pharmaceutical minded regulation and regulators. 

The 1995 report on the analysis of submissions on proposals to reform the regulation of 
therapeutic products highlights consumers of the NHP industry and the NHP industry’s near 
universal and intense opposition to the Ministry of Health’s attempt to subjugate NHPs to 
pharmaceutical legislation and the Australian TGA regime. Neither consumers, nor industry 
trusted the Ministry’s proposals. We are intrigued at the Ministry of Health’s false 
interpretation of that response. It concerns us that over the years the Ministry of Health has 
been very selective as to whose voice it wants to hear regarding the ongoing discussions as to 

                                            
2 https://medsafe.govt.nz/about/HistoryRegulation/Therapeutics%20section%20bulletin%201992.pdf 
3 https://medsafe.govt.nz/about/HistoryRegulation/Therapeutics%20section%20bulletin%20Jun%201993.pdf 
4 https://medsafe.govt.nz/about/HistoryRegulation/Therapeutics%20section%20bulletin%20Dec%201993.pdf 
5 https://medsafe.govt.nz/about/HistoryRegulation/Therapeutics%20section%20bulletin%201995.pdf 
6 http://www.moh.govt.nz/NoteBook/nbbooks.nsf/0/4EEF0CF0A08C10864C2565D7000E1985/$file/Medicines.pdf 
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an appropriate regulatory environment for NHP/Nutraceutical products.  

The above proposal came ten years after the Dietary Supplement Regulations, 1985, were 
formulated; a direct government response to industry and consumer opposition to an 
attempt by the Ministry of Health to reclassify dietary supplements as medicines so they 
could be regulated under the Medicines Act.  A 1988 document relates to a Code of Good 
Manufacturing Practice for Dietary Supplements developed as a joint effort between the 
then Department of Health and the Dietary Supplement industry.7 Our observation has been 
that the Code of Practice was never implemented by the Ministry as it did not want to 
recognise NHP/Nutraceutical products as a legitimate segment of the health industry. 

Subsequently there have been a number of other failed attempts by the Ministry of Health to 
regulate NHP/Nutraceutical products as a subset of pharmaceutical medicines, and under the 
umbrella of the Australian TGA regime. 

Thirty three years after the Ministry of Health unsuccessfully tried to reclassify dietary 
supplements as pharmaceutical medicines, twenty three years since the failed Therapeutic 
Products Bill of 1995,  sixteen years since the failed 2003 Trans-Tasman Harmonisation Treaty 
Agreement between the Government of New Zealand and the Government of Australia for 
the establishment of a joint scheme for the regulation of therapeutic products, twelve years 
since the failed Therapeutic Products and Medicines Bill was introduced, and eight years 
since the failed Natural Health Products Bill was introduced we are being asked again by the 
Ministry of Health to “trust us” as they plan to introduce another attempt at aligning with 
Australia on the premise that undefined NHP/Nutraceutical products will be excluded.  

We note that Martindale has recently returned to the Ministry (having previously retired in 
Dec 2014) presumably to have another attempt at getting a Therapeutic Products Bill across 
the line since the first attempt nearly three decades ago. It concerns us that old mind-sets 
are being utilised and have little faith in the MOH’s ability to progress this legislation with an 
open mind. 

The proposed Bill says that NHPs will be excluded from the Bill, but the Bill does not propose 
a definition of NHP/Nutraceutical products. The proposed Bill also does not exempt Foods. 

Our experience with pharmaceutical minded legislation of the past is that regulators use the 
provisions to reach over and prohibit ingredients that they are ideologically opposed to. This 
Bill seems to have similar provisions. Without explicit exemption of Foods and 
NHPs/Nutraceuticals we don’t have any faith that anything would change, especially given 
exemptions for the dispensing of herbal remedies has not been carried over into the 
proposed legislation. 

We welcome the proposed exclusion of NHP/Nutraceutical products from the proposed Bill, 
but have several concerns and make several important recommendations to provide a 
regulatory framework that will be fit for purpose for all sectors of the therapeutic product 
industry for the foreseeable future. 

We support a three prong approach to regulating pharmaceutical, NHP and food products. 
The current two prong approach results in NHP/Nutraceutical products being treated like a 

                                            
7 http://www.moh.govt.nz/NoteBook/nbbooks.nsf/0/E43E08CB0532B7344C2565D7000DDAA4/$file/83847.pdf 
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poor cousin.  

The future three pronged legislative tool-kit needs to recognise NHP/Nutraceutical products 
as legitimate low risk non-pharmaceutical medicines and non-food supplements transcending 
the interface between foods and medicines, whilst embracing aspects of both, but in 
regulating them recognising that they have an extremely low risk profile with long histories of 
use and are not novel chemical compounds with no history of use. In short, as a group, they 
have a safer risk profile than even foods. 

Please see the attached appendix showing relative risks of a number of activities based on 
the risk matrix used by Cabinet to justify the zoning of land post the Christchurch 
earthquakes. Clearly the risks posed by NHP/Nutraceutical products are several orders of 
magnitude less than pharmaceutical medicines and warrant being excluded from 
pharmaceutical medicine legislation.  

4. Specific comments on the draft Therapeutic Products Bill 

4.1. Amend name of the Bill 

We believe that the name of the proposed Bill is two broad as there are other products that 
have therapeutic benefits that are proposed to be excluded from the oversight of the 
legislation. For example, many functional foods are allowed to make health claims related to 
cholesterol control, or the reduction (prevention) of neural tube defects. Phytoestrogens and 
folic acid marketed in foods such as margarine and weetbix are therapeutic products. 
Recently, the Ministry of Health commissioned Sir Peter Gluckman to review the scientific 
evidence regarding the relationship between folic acid fortification of food, and used as a 
dietary supplement. He found that folic acid fortification is associated with lower rates of 
neural tube defects, and that taking folic acid supplements at the recommended doses in 
pregnancy has no adverse effects on pregnancy outcome or the child’s health.8 Sir Peter 
concluded also that no evidence was found to link the use of folic acid supplements or 
fortification to increased risks of neurological/cognitive decline, diabetes, or cardiovascular 
disease; nor was there evidence that un-metabolised folic acid is harmful. 

In other words, the Ministry of Health acknowledges that folic acid has a significant 
therapeutic effect when sourced from food (folate) or NHPs (folic acid). 

The proposed legislation embraces pharmaceutical medicines, medical devices, blood 
products, Active Pharmaceutical Ingredients and much more. The term Therapeutic Products 
is too simplistic as it embraces products that are excluded but also have therapeutic effects, 
thus defining them as therapeutic products. Also, it is important that if NHP/Nutraceutical 
products are to be exempted, first they have to be formally recognised as therapeutic 
products.  

4.2. Amend s15, Meaning of therapeutic purpose 

In light of the above comments, it is necessary that section 15 be amended. 

This Bill needs to be acknowledged that both foods and NHP/Nutraceutical products can and 
do have a therapeutic purpose in the modern scientific era. To deny that is to perpetuate the 
status quo mentality and deny not only consumer access to health giving products, but to 
                                            
8 http://www.pmcsa.org.nz/wp-content/uploads/The-health-benefits-and-risks-of-folic-acid-fortification-of-food.pdf 
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deny legitimate commerce. 

The definition needs to be amended by referring to pharmaceutical or novel ingredients, 
which form the active components of pharmaceutical medicines. 

In other words, the definition given embraces a much wider range of products than captured 
by this Bill.  

Many foods prevent, alleviate, treat, cure, or compensate for a disease, ailment, defect, or 
injury. For example, citrus is well established as not only a preventive, but also a cure for 
scurvy. Likewise, St John’s wort is scientifically established as a means to manage certain 
mood disorders, including mild to moderate depression. Honey is known to enhance wound 
care and wound healing. Certain Manuka honey products also help control wound infections. 
Manuka Oil, Zinc powders and propolis have scientific evidence related to treatment of tinea 
pedis. 

The meaning of the term therapeutic purpose is given in section 15. 

(1) The following are therapeutic purposes: 

(a) preventing, diagnosing, monitoring, alleviating, treating, curing, or compensating 
for a disease, ailment, defect, or injury: 

(b) influencing, inhibiting, or modifying a human physiological process: 

(c) … (h) 

(i) a purpose connected with a purpose referred to in paragraphs (a) to (h). 

(2) Something is intended for use for a therapeutic purpose if it is, or is in a class of things 
that are,- 

(a) ordinarily used for that purpose; or 

(b) intended by the responsible manufacturer to be used for that purpose; or 

(c) represented as being for use for that purpose; or 

(d) likely (because of the way in which it is presented or for any other reason) to be 
used for that purpose. 

This is an extra-ordinarily broad definition open to a great deal of interpretation. 
International case law is rich in rulings that the form in which a substance is presented does 
not make it a pharmaceutical medicine as opposed to, for example, a food. One such 
example is a garlic food supplement sold in a capsule as opposed to a clove. In Case C-319/05 
in Commission of the European Communities against the Federal Republic of Germany the 
Commission took the view that the product is not a medicinal product. Garlic is a widely 
available foodstuff. The sale of garlic is not to be restricted on grounds of health protection. 
The product is not a medicinal product by virtue of its designation, because it is not indicated 
or recommended for treating or preventing illnesses and, furthermore, it is not typically 
presented as a medicinal product. 

In addition, it is not a medicinal product by virtue of its function. The mildly preventive effect 
of garlic against atherosclerosis does not lend the product any medicinal characteristic. In the 
first place, such an effect can be produced by the consumption of garlic foodstuffs in various 
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forms. Secondly, other foodstuffs, such as for example various types of fish, can guard against 
atherosclerosis. Thirdly, various foodstuffs which are entirely general in nature reduce the 
risk of various illnesses (tomatoes, broccoli, cocoa etc). The Commission took the view that 
this health-beneficial effect cannot result in such foodstuffs being termed medicinal 
products. 

Likewise, the risks involved in consuming garlic in certain situations do not justify the product 
at issue being classified as a medicinal product. Those risks can be dealt with by less 
restrictive measures. 

This finding was upheld in the European Court of Justice following appeal. 

Food supplements are defined by the European Commission Under Article 2(a) of Directive 
2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the 
approximation of the laws of the Member States relating to food supplements (OJ 2002 L 
183, p. 51), ‘food supplements’ means: 

‘… foodstuffs the purpose of which is to supplement the normal diet and which are 
concentrated sources of nutrients or other substances with a nutritional or physiological 
effect, alone or in combination, marketed in dose form, namely forms such as capsules, 
pastilles, tablets, pills and other similar forms, sachets of powder, ampoules of liquids, drop 
dispensing bottles, and other similar forms of liquids and powders designed to be taken in 
measured small unit quantities’. [emphasis added.] 

A dietary supplement is defined in the New Zealand Dietary Supplement Regulations 1985 in 
regulation 2A. 

 2A Meaning of dietary supplement 

(1)  In these regulations, dietary supplement means something to which subclauses (2) to 
(6) apply. 

(2)  It is an amino acid, edible substance, herb, mineral, synthetic nutrient, or vitamin. 

(3)  It is sold by itself or in a mixture. 

(4)  It is sold in a controlled dosage form as a liquid, powder, or tablet (which might be 
described on the label as a cachet, capsule, lozenge, or pastille instead of as a tablet). 

(5)  It is intended to be ingested orally. 

(6)  It is intended to supplement the amount of the amino acid, edible substance, herb, 
mineral, synthetic nutrient, or vitamin normally derived from food. 

Any definition of the class of health products called NHP/Nutraceutical products would be in 
large part presented and marketed in dose form, namely forms such as capsules, pastilles, 
tablets, pills and other similar forms, sachets of powder, ampoules of liquids, drop dispensing 
bottles, and other similar forms of liquids and powders designed to be taken in measured small 
unit quantities’ 

To include such forms as a means of pharmaceutically minded regulators to declare such 
products to be classified under the proposed Bill is anathema to the modern era and we 
strongly oppose such wording. 
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Such a clause is an open invitation to the long history of attempts to treat NHP/Nutraceutical 
products as a subset of pharmaceutical products is not consistent with good regulatory 
practice. 

To remove doubt, it is proposed that s16 and s17 also be amended as the three sections are 
interwoven. 

4.3. Amend s16(3) Exclusion of NHP/Nutraceutical products and Exclusion of Foods  

Section 16(3) needs to be amended to specifically exclude both Food and NHP/Nutraceutical 
products and dietary supplements. This will remove any doubt. Whilst dietary supplements 
are a subset of NHP/Nutraceutical products, unlike the latter, dietary supplements are 
currently defined in the Dietary Supplement Regulations 1985.  

Given the long history of attempts by the Ministry of classify dietary supplements and 
NHP/Nutraceutical products alongside pharmaceutical medicines, we have little faith in 
Natural Health Products alone being exempted from the Bill when they haven’t been defined. 
In other words, we have little faith in the Ministry of Health’s “Trust Us” approach. 

Accordingly we propose that s16(3) be amended to read,  

(3) However, a product that would otherwise be a therapeutic product under subsection 
(1)(a) or (1)(b) is not a therapeutic product if it is a natural health product, dietary 
supplement or food. 

4.4. Amend s17. Types of therapeutic product redefine term medicine s17… (a) pharma 
meds, (b) nhp/nutraceutical meds 

We propose that s17 be amended to recognise that therapeutic effects can be achieved by 
other than products regulated by this Bill. 

We recommend that the types of therapeutic product be broadened to include those types 
excluded by section 16(3) 

17 Types of therapeutic products 

There are 6 types of therapeutic products- 
(a) pharmaceutical medicines: 
(b) natural health medicines, nutraceuticals and dietary supplements: 
(c) certain foods: 
(d) API: 
(e) medical devices: 
(f) type-4 products. 

4.5. Sections 18 and 20 

S18 and s20 are also problematic in that they are so broadly defined that the regulator is able 
to declare anything to be a therapeutic products thereby providing a means to apply blanket 
prohibitions of products or ingredients even when never intended to be used as a 
therapeutic product. 

We would also submit that the term Active Medicinal Ingredient should revert to the current 
term Active Pharmaceutical Ingredients (API) as it is scientifically established that non 
pharmaceutical ingredients can and are legitimate medicines.   
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This highlights again the importance of our submissions in order to ensure that legitimate 
products that often have a therapeutic effect, such as NHP/Nutraceutical products, dietary 
supplements and foods are not captured by overzealous pharmaceutical gatekeepers. 

4.6. s269 Relationship with Food Act 2014 

We believe that s269 as described is around the wrong way. The default given is implies that 
any edible substance that is commonly consumed as a food that also has a therapeutic 
purpose cannot be sold as a food unless declared not to be a therapeutic product by 
pharmaceutical drug regulators under the TPA. 

S269(4) says that in a few cases, a product that is a therapeutic product may also be used for 
human consumption. If so, and if it is decided that it would be more appropriate for it to be 
regulated under the Food Act 2014 than this Act, regulations could be made for the purposes 
of section 16(4) to declare it not to be a therapeutic product. It would then be caught by the 
definition of food in the Food Act 2014. 

(1) The Food Act 2014 regulates food, which is defined as anything that is used, capable of 
being used, or represented as being for use, for human consumption (see section 9 of that 
Act). 

(2) However, various things are excluded from that definition, including therapeutic products. 
Therefore, if a product is a therapeutic product, it is not food for the purposes of the Food 
Act 2014 even if it could be eaten. 

(3) Some substances can be used to make both therapeutic products and food. Whether a 
product that is made of, or contains, such a substance is a therapeutic product depends on 
whether the particular product (not the substance) falls within the definition of therapeutic 
product in section 16 of this Act. 

An example is provided.  

“Salt can be found in both therapeutic products and food. If salt tablets were 
manufactured and marketed for medicinal purposes, they would be a 
therapeutic product and not food. But table salt, manufactured and marketed 
as food seasoning, would be food and not a therapeutic product. This is so 
even if they contain the same ingredients.” 

Firstly, we are concerned that a product primarily marketed as a NHP or dietary supplement 
is used as an example of a food that could be exempt from the TPA by declaration, when the 
Ministry has claimed that NHPs (such as salt supplements) would be exempt from the Act of 
right. 

We have no confidence that the Ministry of Health would use such a declaration in favour of 
a food or even an NHP/Nutraceutical product. 

As mentioned earlier, there needs to be a clause that exempts food as well as 
NHP/Nutraceutical products from the gambit of pharmaceutically minded regulators. 

Our members have a number of experiences where pharma minded regulators at Medsafe 
have attempted, sometimes successfully, to classify NHP/Nutraceutical products and foods 
such as Red Yeast Rice as prescription medicines as a means of prohibiting their use. Comfrey 



Natural Health Alliance Submission - April 2019       Page 10 of 11 
 
 

is an example of a product that has been used as a food and NHP/Nutraceutical products for 
centuries but was classified as a prescription medicine to prevent its sale as a food. We find 
this practice abhorrent in the modern era and believe that in itself is prima facie evidence as 
to why both NHP/Nutraceutical products and foods need to be protected from the clutches 
of pharmaceutical drug minded regulators.  

We are also mindful of a similar practice in Australia under s7 of the Therapeutic Goods Act 
where a declaration was made declaring shark cartilage products to be therapeutic goods. 
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Appendix: Comparison of various risks 

 



 
From:  
To: "Pamela Randell@moh.govt.nz" <Pamela Randell@moh.govt.nz>,  
Cc:  
Date: 29/04/2019 08:38 a.m. 
Subject: Proposed Therapeutic Products Bill 
 
 
 
Dear Pamela 
I hope and trust this finds you well. 
  
I understand the consultation period for the new proposed Therapeutics Products Bill has officially 
closed. Our Team Leader for Nuclear Medicine and PET CT has submitted a response. 
  
I was keen to ensure the following points are captured and considered: 
  

1. We would hereby formally request that we have the opportunity to present to the Select 
Committee on our submission. 

2. There are no trained radio-pharmacists in NZ. Multiple services rely on the prescribing and 
dispensing of nuclear medical products for the treatment and diagnosis of thousands of 
patients. 

3. There should be less focus on who dispenses, but rather a focus on ‘safe’ dispensing (i.e. trained 
clinicians following safe procedures). 

4. These approaches can be managed under the specific clinicians regulated scope of practice. 
5. This practice has now been happening safely for years in NZ. 

  
We look forward to receiving updates on as this Bill proceeds through various stages and look forward 
to the opportunity to present at the appropriate time. Please don’t hesitate to get in touch with Jess, 
Remy or myself should you wish to discuss further. 
  
Many thanks 
Lloyd 
  
  
  
Dr Lloyd McCann 
CEO 
Mercy Radiology 
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2.3 What SUDs are currently reprocessed globally?
Reprocessing of class 1, 2a, and 2b Single Use Medical Devices is common in the United States, Germany, 
South Africa, Japan, and Canada. Class 3 implantable medical devices have also been successfully 
reprocessed and re-used with excellent patient outcomes in Africa1 A thorough list of core reprocessed SUD 
device types is included in Appendix 3. 

2.4 Where is SUD Reprocessing common?
Reprocessing of SUDs is an accepted practice in multiple OECD nations, including the USA, Canada, 
Germany, and Japan.  

2.5 The New Zealand context
Medsalv is the only SUD Re-processor in New Zealand. Medsalv currently reprocesses low risk, non-critical 
single use medical devices in its facility in Christchurch, servicing DHBs and leading private healthcare 
institutions across the country. Collectively, these healthcare providers are responsible for approximately 25% 
of the New Zealand patient population. 

3 The need for regulation specific to SUD reprocessing 
There are a number of reasons that effective and efficient legislation for, then regulation of, SUD reprocessing 
is important. The most important is to ensure patient safety by determining clearly where reprocessing of SUDs 
is best practice and where it is not. 

3.1 Non regulation poses a higher risk than regulating, and banning is typically ineffective.

3.1.1 No Regulation 
When SUD reprocessing or refurbishing activities are carried out in an unregulated manner, patients are 
undoubtedly at higher risk than when regulation of any kind is in place. 
 
One example of this is in Canada, where now dated legislation in the Canadian Food And Drugs Act permitted 
regulation of activities up to and including the sale of a device, but not after its sale or use.  (Sharma, 2007). As 
a result of these vague regulations2, reprocessing of highly invasive, critical SUDs was practiced in Hospital 
Central Sterile Services Departments (CSSD)3, despite these hospitals not being able to acquire an appropriate 
license4 nor acquiring Quality Management System accreditation to perform this kind of activity.5 
  
Though difficult to quantify due to lack of data, a lack of regulation has the potential to cause significant harm 
or even death to patients, especially when the devices concerned are intravenous, with the potential to burst 
major arteries in the case of a failure.  

                                                   
1 Pacemakers were reprocessed by NES, based in Connecticut, USA, and implanted in Africa. (Northeast 
Scientific, 2019) 
2 Canadian regulations have since been updated as of September 1 2016 to allow for full regulation of reprocessing 
of single use medical devices. (Eisenhart, 2015) 
3 This is especially concerning in the current New Zealand context, where CSSD’s are often audited at a distance: 
Documentation is electronically sent to the certification body, and there are seldom site visits to check procedural 
adherence by staff. 
4 There is currently no appropriate license in New Zealand and reprocessing of SUDs is often carried out on a case 
by case basis in Hospital Sterile service Departments. Whether a device can be reprocessed or not is typically 
decided by a committee within the hospital. 
5 Canadian hospitals were issued with guidelines regarding reprocessing, but whether these were policed and to 
what extent is unclear (Collier, 2011) 
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There are reports of this type of reprocessing currently happening in New Zealand within District Health Board 
(DHB) Hospitals, as they seek to curb costs.6 Due to the low level of accountability and publicly available audit 
data for many hospitals, there is currently no accurate estimate of the number of DHBs or DHB CSSDs that 
conduct this type of reprocessing, however any risk is one risk too many. 
 
To ensure no increased risk to the patient, this type of reprocessing must be controlled in some way and 
regulation is the best manner in which to achieve and maintain effective control. 

3.1.2 Banning SUD reprocessing 
There are two key drawbacks to banning SUD reprocessing.  
 
Firstly, banning reprocessing eliminates the benefit of significant direct cost and waste reductions, as well as 
the secondary flow-on effects including lower priced new devices in the market – lower priced reprocessed 
devices drive down new device costs. (United States Government Accountability Office, 2008)  
 
Secondly (and of greater importance) in jurisdictions where reprocessing of SUDs is banned, regulation Is 
typically devoid of process to ensure the prevention of this activity occurring under the radar.  
Without adequate policing, shortcuts are enabled and the risk associated with poor quality control has the 
potential to be higher than the benefits associated with any potential cost savings. 
 
While data surrounding the effects of reprocessing bans in international jurisdictions is understandably scarce; 
data from reprocessing companies in regulated environments (commercially sensitive rejection data7 of 
devices within reprocessing facilities) gives a good indication of the number of use/reprocessing cycles a 
device can withstand on average. In a poorly regulated system, or one with poor quality control, many devices 
would pass inspections (if inspected at all) and be labelled fit for clinical use. 

3.2 Regulation allows New Zealand to markedly decrease environmental impact
Reprocessing of SUDs has a markedly smaller impact on the environment than manufacturing new devices for 
the following key reasons: 

There is less energy and associated carbon emissions involved with cleaning and testing than there is 
in sourcing, refining, machining or moulding new parts, which also need to be cleaned and tested 
following manufacturing.  
Reprocessing in New Zealand, for New Zealand, uses markedly less energy for transport than the 
import of devices “New Zealand is heavily reliant on imports of medical equipment and supplies, with 
approximately 97% of all equipment imported.” (Medical Technology Association of New Zealand, 
2010) 
A far lower number of devices are disposed of in New Zealand landfills as reprocessing allows for 
typically between 3 to 10 additional uses per device before disposal (300% better resource efficiency 
at a minimum) 

 

                                                   
6 Jessica McAllen’s 2017 Listener article is a startling insight into this behavior in New Zealand, but only 
scratches the surface. Understandably this is not a well-documented practice (publicly). 
https://www.noted.co.nz/currently/social-issues/cost-cutting-surgeons-are-using-hardware-tools-in-our-
hospitals/ 
7 Rejection: The number of devices that do not meet the requirements for re-use following testing. 
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3.3 Regulation allows New Zealand to properly reduce the cost of patient care
While New Zealanders spend a high portion of our GDP on healthcare in comparison with the OECD average 
(Cumming, 2017), we also pay more for medical equipment due to our geographical isolation and are, 
therefore, constantly suffering budget deficits8 in healthcare. These higher costs drive down the level and 
quality of care available to New Zealanders.  
 
Properly regulating SUD reprocessing will remove both costs and risks associated with improperly reprocessed 
devices, while allowing correctly reprocessed devices to help maintain high levels of patient care for a lower 
cost than otherwise.  

4 Legislative examples 
There are a number of pertinent examples in the global sense, of good or bad regulation.  

4.1 Well implemented regulation of SUD reprocessing: The USA
The best example of well-regulated reprocessing is the United States, which regulates reprocessing through 
the Food and Drug Administration (FDA). The FDA has been regulating reprocessing activities in the USA since 
2000, when the first US GAO report was released on reprocessing.  
 
The FDA’s regulatory framework for reprocessing is perhaps the longest-standing, most comprehensive in the 
world. 

4.1.1 Method of regulation 
Since 2000, the United States Food and Drug Administration (FDA) has regulated reprocessors of so-called 
“single-use” medical devices (SUDs) as medical device manufacturers, subjecting all reprocessors (third-
party, hospital, and original equipment manufacturers (OEMs)) to all of the agency’s medical device 
manufacturer requirements. The 510(k) process is a cornerstone to this system and is discussed in more detail 
in Appendix 1. 

4.1.2 Drawbacks of this model 
The FDA has a significantly larger regulatory body than New Zealand would ever have due to the discrepancy 
in population.  

4.1.3 Benefits of this model 
The FDA has been regulating SUD reprocessing for 19 years at the time of writing, and SUD reprocessing has 
been happening for the longest time in the USA.  
 
Reprocessors are subject to the same or more stringent compliance as the Original Equipment Manufacturer 
(OEM), and must use the 510(k) pathway for product approval if they are to release a product to market. Often 
there is more onus on the reprocessors documentation than there is on the OEM, as the reprocessor must 
remove bioburden from the device following use.  
 
The 510(k) pathway is currently recognised in New Zealand via Medsafe. 
The FDA regulation is consistent across its entire jurisdiction. 
  

                                                   
8 $240 Million New ZealandD for the year ended June 2018 (Minisry of Health, 2018) 
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4.2 Ineffective regulation of SUD reprocessing: Canada (pre-‐2016)
Though Canada has since changed its regulation, pre-2016 it was poorly put together and did not effectively 
perform its role; to keep patients in Canada safe.  

4.2.1 Method of regulation 
No formal regulation of SUD reprocessing. Independent jurisdictions (States) regulate reprocessing 
individually. This meant that British Columbia, Alberta, Saskatchewan, Manitoba, Ontario, New Brunswick, Nova 
Scotia, Prince Edward Island, Newfoundland and Labrador, Northwest territories, Nunavut, and Yukon had a 
variety of different policies for each class of device.  

4.2.2 Drawbacks of this model 
Twelve different states have 12 different policies for reprocessing of 3 different classes of device.  
Many hospitals engaged in reprocessing with little or no regulatory oversight as the Canadian regulator lacked 
the relevant expertise to audit them. 
Hospitals in jurisdictions that banned reprocessing (or only allowed specific devices to be reprocessed) often 
reprocessed SUDs, though in a more clandestine (hidden) manner.  
Some states did allow hospital driven reprocessing, though only after the process in question had been 
reviewed by a number of hospital committees.  

4.2.3 Benefits of this model 
Some states did allow the use of Third Party Reprocessors (TPRs) as long as they were FDA regulated.  
These mixed regulations formed the basis for the current Canadian legislation/ regulations, which are far closer 
to the USA model, taking many of its learnings into account.  

4.3 Inefficient Regulation of SUD reprocessing: Australia’s TGA
“Australia enacted regulations regarding the reprocessing (“remanufacturing” in Australia) of SUDs in 2003.9 
Similar to the U.S., in Australia, all reprocessors (third-party, hospital, and OEM) must conform to medical 
device manufacturer requirements as regulated by the Therapeutic Goods Administration (TGA). Prior to 
implementation of these requirements, hospital reprocessing of SUDs was common.” (Association of Medical 
Device Reprocessors, 2015)  

4.3.1 Method of regulation 
Effectively the same regulatory model as the FDA uses in the United States. SUD reprocessors are subject to 
similar checks as OEMs, but these must be done through the TGA’s accreditation system. 

4.3.2 Drawbacks of this model 
The issue with this model is that TGA does not possess the regulatory knowledge of the FDA, nor the 
manpower to work through documentation (510(k)’s etc.). The TGA does not recognise 510(k) documentation 
from the USA either, making the cost of compliance extremely high for a relatively small market.10  
The effect of this high cost11 is evident and detrimental: while reprocessing has ostensibly ceased to occur 
within hospitals, no TPRs are active in Australia, so it misses out on the waste and cost reduction benefits of 
SUD reprocessing. 

4.3.3 Benefits of this model 
The only clear benefit here is that the regulator does need to deal with reprocessing as a compliance cost.  

                                                   
9 Statement by the TGA on regulations for sterilisation of single use devices, Australian Government, 
Therapeutic Goods Administration (21 July 2003). 
10 The Australian market is 5x the size of New Zealand by population but is small in comparison with the USA market.  
11 This high cost of compliance due to a lack of recognition of international accreditation of devices is also evident in 
the provision of other medical devices which are not related to SUD reprocessing. 
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5 Recommendation on regulation of reprocessing  
Medsalv recommends that the Therapeutic Products Bill be structured such that it allows for: 

• Reprocessing of SUDs 
• Efficient use of overseas regulations where possible, to minimise the cost of regulating reprocessing in 

New Zealand 
• Uncompromising quality of care afforded to patients 
• Regulation in a manner similar to new device manufacture for each risk level, taking into account that 

bioburden must be removed from reprocessed SUDs 
This will best leverage a relatively small compliance team, as there are currently few or no third party assessors 
likely qualified to assist the New Zealand regulator to the same extent that they may be able to for other 
regulatory activities.   

5.1 Non-‐Critical Devices (Class 1, Non-‐invasive)
Medsalv recommends that the regulator recognise sponsors and facilities based on accreditation to a suitable 
standard corresponding to the level of risk presented by the device to patients should reprocessing go awry.  
For class 1 – Non-Invasive devices Medsalv recommends: 

 The reprocessing facility and sponsor hold accreditation to ISO9001 or an equivalent quality 
management system, sourced from an appropriately recognised auditor or notified body. 
The facility be registered with the regulator on order to reprocess devices in New Zealand. 

This is similar to the approach taken by the  FDA with respect to devices of a similar risk level, however instead 
of FDA certification and registration, it involves ISO certification and registration with New Zealand’s regulator.  
ISO Certification is preferable to the CE mark as it is already commonplace in jurisdictions that permit, and 
have permitted, reprocessing; whereas reprocessing is not homogenously legislated across the entire EU.  

5.2 Semi-‐Critical and Critical Devices (Class 2 and above)
Medsalv recommends that the regulator recognise both facilities and particular device reprocessing 
procedures for devices that would be subject to the 510(k) pre-market approval process in the USA.  

5.2.1 Facility accreditation: 
Both the sponsor and facility would be accredited to ISO13485 or equivalent.  

5.2.2 Device Specific permissions 
To reprocess and sell a new device that would be subject to a 510(k) pre-market approval in the United States, 
the sponsor must: 

a) Deliver documentation relevant to the device’s existing pre-market approval(s) to the New Zealand 
regulator 

b) Demonstrate to the New Zealand regulator adherence to the reprocessing procedures in the sponsors 
accredited facility. 

5.2.2.1 Device has not yet been approved for reprocessing in the USA 
If the device has not been approved for reprocessing in the USA, the sponsor should: 

a) Consult with regulator on the need to seek pre-market approval outside New Zealand (the regulator 
would need to judge the risk that the reprocessed device may pose).  

b) If this is not possible then either: 
a. Seek pre-market approval through the 510(k) process in the United States or another suitably 

accredited jurisdiction recognised by the New Zealand Regulator 
b. Seek for a special dispensation from the regulator to accredit the sponsor in New Zealand by an 

available Conformity Assessment Body – this would be akin (in part) to the FDA’s third party 
review model. Information concerning this can be found in Appendix 1,7.6. 

5.2.3 Information regarding the purpose and basis of the 510(k) process can be found in Appendix 1. 
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6 Summary 
In summary, if properly regulated, SUD reprocessing is a practical and valid means of mitigating the 
environmental footprint of health care activities while providing economic benefits, without 
compromising patient care. SUD reprocessing is an important activity for New Zealand to maintain our 
environment, curb our rising healthcare costs, and contribute to the Ministry’s goal of providing the best 
healthcare for the largest number of people. 
It is important that any legislation written take into account the need to be efficient and effective with a 
relatively small regulatory body. Legislation must be such that the regulator can draw on the experience 
of larger international jurisdictions such as the USA, for the best outcomes in patient health, to be most 
effective. 
Recognising the expertise existing the USA, especially, will help minimise the cost of regulating 
reprocessing, taking note that while reprocessing is a fledgling part of the New Zealand health sector, it 
has long been commonplace in leading healthcare systems worldwide. 
Regulation of reprocessing should be dependent on risk to patient, and in this respect should largely 
mirror the proposed regulation of new medical device manufacture: 
There should be two levels of regulation, one relevant to non-critical devices, the other to devices that 
are considered semi-critical or critical: 

a. Low risk devices must be manufactured in a facility that has an appropriate license for the 
device type, by a suitably accredited/licensed sponsor. 

b. Sponsors of higher risk devices must: 
i. Maintain both an appropriate certification and a facility that conforms to an appropriate 

certification, and; 
ii. Submit specific design and manufacturing details of high risk devices on a case-by-

case basis to the regulator, alongside any approvals held in other markets for the 
device. 

 
Thank you for considering this submission in further amending the Draft Therapeutic Products Bill.  
 
Please do not hesitate to contact myself or Medsalv for further clarification or guidance in relation to the 
reprocessing of Single Use Medical Devices. 
 
Yours sincerely,  
 

 
 
Oliver Hunt 
 
 
 
  



 8 

7 Appendix 1: The FDA 510(k) Pre-market Approval process  
There is much discourse in relation to the FDA’s 510(k) approval process for medical devices, and it is 
particularly controversial for products such as the DePuy ASR implant and others which deviated significantly 
from their ‘parent’ device and subsequently caused significant patient injury and discomfort. Notwithstanding 
the above, the 510(k) process is almost best suited for reprocessing or remanufacturing activities: 
 
What is the 510(k) process and how does it work? 
 
The following (to page 11) is referenced from the FDA website, current on the 29th March 2019. Elements 
particularly relevant to reprocessing are highlighted  

7.1 Introduction
“Each person who wants to market in the U.S., a Class I, II, and III device intended for human use, for which a 
Premarket Approval application (PMA) is not required, must submit a 510(k) to FDA unless the device is 
exempt from 510(k) requirements of the Federal Food, Drug, and Cosmetic Act (the FD&C Act) and does not 
exceed the limitations of exemptions in .9 of the device classification regulation chapters (e.g., 21 CFR 862.9, 
21 CFR 864.9). There is no 510(k) form; however, 21 CFR 807 Subpart E describes requirements for a 510(k) 
submission. Before marketing a device, each submitter must receive an order, in the form of a letter, from FDA 
which finds the device to be substantially equivalent (SE) and states that the device can be marketed in the 
U.S. This order "clears" the device for commercial distribution. 
A 510(k) is a premarket submission made to FDA to demonstrate that the device to be marketed is at least as 
safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR 807.92(a)(3)) that is 
not subject to PMA. Submitters must compare their device to one or more similar legally marketed devices and 
make and support their substantial equivalence claims. A legally marketed device is a device that was legally 
marketed prior to May 28, 1976 (preamendments device), or a device which has been reclassified from Class 
III to Class II or I, a device which has been found SE through the 510(k) process, or a device that was granted 
marketing authorization via the De Novo classification process under section 513(f)(2) of the FD&C Act that is 
not exempt from premarket notification requirements. The legally marketed device(s) to which equivalence is 
drawn is commonly known as the "predicate." Although devices recently cleared under 510(k) are often 
selected as the predicate to which equivalence is claimed, any legally marketed device may be used as a 
predicate. Legally marketed also means that the predicate cannot be one that is in violation of the Act. 
Until the submitter receives an order declaring a device SE, the submitter may not proceed to market the 
device. Once the device is determined to be SE, it can then be marketed in the U.S. The SE determination is 
usually made within 90 days and is made based on the information submitted by the submitter. 
Please note that FDA does not perform 510(k) pre-clearance facility inspections. The submitter may market the 
device immediately after 510(k) clearance is granted. The manufacturer should be prepared for an FDA quality 
system (21 CFR 820) inspection at any time after 510(k) clearance. 

7.2 What is Substantial Equivalence
A 510(k) requires demonstration of substantial equivalence to another legally U.S. marketed device. Substantial 
equivalence means that the new device is at least as safe and effective as the predicate. 
A device is substantially equivalent if, in comparison to a predicate it: 

has the same intended use as the predicate; and 
has the same technological characteristics as the predicate;  
or 
has the same intended use as the predicate; and 
has different technological characteristics and does not raise different questions of safety and 
effectiveness; and 
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the information submitted to FDA demonstrates that the device is at least as safe and effective as the 
legally marketed device. 

A claim of substantial equivalence does not mean the new and predicate devices must be identical. Substantial 
equivalence is established with respect to intended use, design, energy used or delivered, materials, chemical 
composition, manufacturing process, performance, safety, effectiveness, labeling, biocompatibility, standards, 
and other characteristics, as applicable. 
A device may not be marketed in the U.S. until the submitter receives a letter declaring the device substantially 
equivalent. If FDA determines that a device is not substantially equivalent, the applicant may: 

resubmit another 510(k) with new data, 
request a Class I or II designation through the De Novo Classification process 
file a reclassification petition, or 
submit a premarket approval application (PMA). 

7.3 Who is Required to Submit a 510(k)
The FD&C Act and the 510(k) regulation (21 CFR 807) do not specify who must submit a 510(k). Instead, they 
specify which actions, such as introducing a device to the U.S. market, require a 510(k) submission. 

7.3.1 The following four categories of parties must submit a 510(k) to the FDA: 
Domestic manufacturers introducing a device to the U.S. market; 
 
Finished device manufacturers must submit a 510(k) if they manufacture a device according to their 
own specifications and market it in the U.S. Accessories to finished devices that are sold to the end 
user are also considered finished devices. However, manufacturers of device components are not 
required to submit a 510(k) unless such components are promoted for sale to an end user as 
replacement parts. Contract manufacturers, those firms that manufacture devices under contract 
according to someone else’s specifications, are not required to submit a 510(k). 
Specification developers introducing a device to the U.S. market; 
A specification developer develops the specifications for a finished device, but has the device 
manufactured under contract by another firm or entity. The specification developer submits the 510(k), 
not the contract manufacturer. 
Repackers or relabelers who make labeling changes or whose operations significantly affect the 
device. 
Repackagers or relabelers may be required to submit a 510(k) if they significantly change the labeling 
or otherwise affect any condition of the device. Significant labeling changes may include modification of 
manuals, such as adding a new intended use, deleting or adding warnings, contraindications, etc. 
Operations, such as sterilization, could alter the condition of the device. However, most repackagers or 
relabelers are not required to submit a 510(k). 
Foreign manufacturers/exporters or U.S. representatives of foreign manufacturers/exporters introducing 
a device to the U.S. market. 

Please note that all manufacturers (including specification developers) of Class II and III devices and select 
Class I devices are required to follow design controls (21 CFR 820.30) during the development of their device. 
The holder of a 510(k) must have design control documentation available for FDA review during a site 
inspection. In addition, any changes to the device specifications or manufacturing processes must be made in 
accordance with the Quality System regulation (21 CFR 820) and may be subject to a new 510(k). Additional 
information is found on the webpage "Is a new 510(k) required for a modification to the device?" 
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7.4 When a 510(k) is Required

7.4.1 A 510(k) is required when: 
Unless exempt, introducing a device into commercial distribution (marketing) for the first time. After 
May 28, 1976 (effective date of the Medical Device Amendments to the Act), anyone who wants to sell 
a device in the U.S. is required to make a 510(k) submission at least 90 days prior to offering the device 
for sale, even though it may have been under development or clinical investigation before that date. If 
your device was not marketed by your firm before May 28, 1976, a 510(k) is required. 
There is a change or modification to a legally marketed device and that change could significantly 
affect its safety or effectiveness. The burden is on the 510(k) holder to decide whether or not a 
modification could significantly affect safety or effectiveness of the device. Any modifications must be 
made in accordance with the Quality System regulation, 21 CFR 820, and recorded in the device 
master record and change control records. It is recommended that the justification for submitting or not 
submitting a new 510(k) be recorded in the change control records. 
  
A new 510(k) submission is required for changes or modifications to an existing device, where the 
modifications could significantly affect the safety or effectiveness of the device or the device is to be 
marketed for a new or different intended use. See Is a new 510(k) required for a modification to the 
device? for additional information. 

7.5 When a 510(k) is Not Required

7.5.1 The following are examples of when a 510(k) is not required. 
You sell unfinished devices to another firm for further processing or sell components to be used in the 
assembling of devices by other firms. However, if your components are to be sold directly to end users 
as replacement parts, a 510(k) is required. 
Your device is not being marketed or commercially distributed. You do not need a 510(k) to develop, 
evaluate, or test a device. This includes clinical evaluation. Please note that if you perform clinical trials 
with your device, you are subject to the Investigational Device Exemption (IDE) regulation (21 CFR 
812). 
You distribute another firm's domestically manufactured device. You may place a label on the device, 
"Distributed by ABC Firm" or "Manufactured for ABC Firm," (21 CFR 801.1) and sell it to end users 
without submission of a 510(k). 
In most cases, if you are a re-packager or a re-labeller and the existing labelling or condition of the 
device is not significantly changed. The labelling should be consistent with the labelling submitted in 
the 510(k) with the same indications for use and warnings and contraindications. 
Your device was legally in commercial distribution before May 28, 1976 and has not been significantly 
changed or modified in design, components, method of manufacture, or intended use. These devices 
are "grandfathered" and you have Preamendment Status documentation to prove this. 
The device is made outside the U.S. and you are an importer of the foreign made medical device. A 
510(k) is not required if a 510(k) has been submitted by the foreign manufacturer and received 
marketing clearance. Once the foreign manufacturer has received 510(k) clearance for the device, the 
foreign manufacturer may export his device to any U.S. importer. 
Your device is exempted from 510(k) by regulation (21 CFR 862-892). That is, certain Class I or II 
devices can be marketed for the first time without having to submit a 510(k). A list of the Class I and II 
exempted devices can be found on Medical Device Exemptions 510(k) and GMP Requirements. 
However, if the device exceeds the limitations of exemptions in .9 of the device classification regulation 
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chapters (e.g., 21 CFR 862.9, 21 CFR 864.9), such as the device has a different intended use or 
operates using a different fundamental scientific technology than a legally marketed device in that 
generic type of device, or the device is a reprocessed single-use device, then a 510(k) must be 
submitted to market the new device. 

7.6 Pre-‐amendment Devices
The term "pre-amendments device" refers to devices legally marketed in the U.S. by a firm before May 28, 
1976 and which have not been: 

significantly changed or modified since then; and 
for which a regulation requiring a PMA application has not been published by FDA. 

Devices meeting the above criteria are "grandfathered" devices and do not require a 510(k). The device must 
have the same intended use as that marketed before May 28, 1976. If the device is labeled for a different 
intended use, then the device is considered a new device and a 510(k) must be submitted to FDA for 
marketing clearance. 
Please note that you must be the owner of the device on the market before May 28, 1976, for the device to be 
grandfathered. If your device is similar to a grandfathered device and marketed after May 28, 1976, then your 
device does NOT meet the requirements of being grandfathered and you must submit a 510(k). In order for a 
firm to claim that it has a pre-amendments device, it must demonstrate that its device was labeled, promoted, 
and distributed in interstate commerce for a specific intended use and that intended use has not changed. 
See Preamendment Status for information on documentation requirements. 

7.7 Third Party Review Program
The Center for Devices and Radiological Health (CDRH) has implemented a Third Party Review Program. This 
program provides an option to manufacturers of certain devices of submitting their 510(k) to private parties 
(Recognized Third Parties) identified by FDA for review instead of submitting directly to CDRH. For more 
information on the program, eligible devices and a list of Recognized Third Parties go to Third Party Review 
Program Information page.” 
 
Essentially, while a 510(k) is often used to introduce to the market a device that is very similar to an existing 
device (an existing device the manufacturer12 introducing to the market already manufactures and has design 
documents for) it can also be used to introduce to the market an existing device that has been reprocessed.  It 
becomes a way for the reprocessor to show the relevant authority they have sufficient processes, procedures, 
and documentation to safely reprocess the device. Typically a reprocessor would have more thorough 
documentation than the OEM as they must account for the removal of bioburden.  
  

                                                   
12 Only the manufacturer has the original design documents for the device, the reprocessor must effectively reverse 
engineer the device and create its own set, relevant to the reprocessing procedure.  
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8 Appendix 2 Further Reading: 

8.1 United States Government Accountability Office reports

8.1.1 2000: 
“Little Available Evidence of Harm From Reuse, but Oversight Warranted” 
https://www.gao.gov/new.items/he00123.pdf 
8.1.2  2008 
“FDA Oversight Has Increased, and Available Information Does Not Indicate That Use Presents an Elevated 
Health Risk” 
https://www.gao.gov/new.items/d08147.pdf 
8.1.3 2011 
“FDA’s Premarket Review and Postmarket Safety Efforts” 
https://www.gao.gov/new.items/d11556t.pdf 

8.2 Association of Medical Device Reprocessors key literature
NB: The AMDR is a trade association for Medical Device Reprocessors 

8.2.1 The Business Case for Reprocessing: 
http://www.amdr.org/wp-content/uploads/2011/04/Business-Case-for-Reprocessing-for-web.pdf 
 

8.2.2 International Regulation of reprocessing (2015): 
http://amdr.org/wp-content/uploads/2017/05/International-Regulation-of-Medical-Device-Reprocessing 2015-
update-v2.pdf 
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9 Appendix 3: Commonly reprocessed device types* 

Device category

(class 1,2,3_

Example device (type) Level of Oversight in the USA.

Class 1 non-‐

invasive

General non-invasive devices: 
Patient transfer mattresses 
DVT sleeves 
Pulse Oximeter sensors 
Pneumatic Tourniquet Cuffs 
ECG cables and leads 

Facility registration with the FDA, 
registration of each device. 
 
CGMP also acceptable in some 
cases. 

Class 2a, 2b,
General Surgical & Orthopaedic: 
Arthroscopic shavers 
Arthroscopic wands 
Bits/burs/blades 
Laparoscopic instruments 
LigaSure sealers/dividers 
Scissor tips 
Suture passers 
Trocars 
Ultrasonic scalpels 
Cath Lab Devices: 
EP catheters 
EP cables 
Intracardiac echocardiography (ICE) catheter 
Catheter introducer sheaths 
 

Facility Registration & 
Certification with the FDA. 
 
Device specific 510(k) sought 
prior to release of device to 
market for majority of devices. 

Class 3
Pacemaker Not yet allowed in the USA. 

 *This list is non-exhaustive 
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Commerce Commission submission on the therapeutic products regulatory 

scheme 

Introduction 

1. The Commerce Commission (the Commission) appreciates the opportunity to make a 

submission on the therapeutic products regulatory scheme (the scheme) consultation 

document and draft Therapeutic Products Bill (the draft Bill). We look forward to our 

ongoing engagement with the Ministry of Health (the Ministry) on this topic. 

 

2. The Commission is responsible for enforcement of the Commerce Act 1986 and the Fair 

Trading Act 1986. It is in this context that we provide comment on matters raised in the 

consultation document and the draft Bill.  

Executive summary 

3. Broadly speaking, the Commission supports the establishment of a sector specific 

regulator (the TPR) for the therapeutics products sector.  

 

4. Our submission is divided into three parts. The first part addresses a number of 

framework issues, in particular how the draft Bill will interact with the Fair Trading Act.  

The draft Bill places conduct under the jurisdiction of the TPR that, to date, in the 

absence of a sector specific regulator has fallen to be enforced by the Commission under 

the Fair Trading. We have set out our understanding of how the two regimes will work 

together.  

 

5. We comment on: 

 

5.1. Our understanding of how the different purpose statements in the two statutes will 

work together, noting that if the intention of the draft Bill differs from our 

understanding, additional clarification would be of assistance to the Commission, 

the TPR and the courts;  

  

5.2. The need for information sharing powers between the Commission and the TPR 

and; 

 

5.3. The desirability of a consistent approach to penalties across the two regimes, 

providing consistent incentives and deterrence for similar conduct. To date, the 

Commission has taken the position that health credence claims are at the very 

serious end of offending. We propose that the offences and penalties provided 

under the draft Bill should reflect this established precedent.  

 

6. The second part deals with specific matters relating to the Commerce Act 1986.  

Consistent with the purposes of the Commerce Act which are to promote competition 

for the long term benefit of end users we: 
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6.1. Recommend a fifth principle be added to clause 4 of the draft Bill including 

promotion of competition as one of the matters guiding the TPR’s exercise of 

powers; 

 

6.2. Draw attention to studies by international regulators such as the United Kingdom 

Office of Fair Trading considering regulation of pharmacy ownership and 

recommend that a fit and proper person ownership model is applied for pharmacy 

ownership to improve competition and reduce consumer costs; 

 

6.3. Note the 2012 amendments to the Agricultural Compounds and Veterinary 

Medicines Act 1997 no longer restricting the sale of restricted veterinary medicines 

to veterinarians only and recommend that the Ministry ensure the scheme does not 

compromise the intent of these amendments.  

 

7. The third part outlines recent examples of matters considered by the Commission in 

relation to products that are therapeutic products under the draft Bill. We also share our 

experience in relation to the proposed defences of reliance on information from another 

person and compliance with a specified standard. 

 

8. In making this submission, the Commission is aware that pharmaceutical markets are 

subject to a range of market failures that do not afflict most other consumer goods e.g. 

consumers do not have enough information or scientific knowledge to make fully 

informed decisions on the effects of the products that they purchase. Furthermore, 

there are externalities associated with the consumption of pharmaceuticals e.g. overuse 

and drug resistance, pollution and anti-social behaviour, that may require regulation. 

These considerations are reflected in the Commission’s submissions. 

 

I. Framework issues 

A sector specific regulator for therapeutic products 

9. The draft Bill creates a sector specific regulator covering all therapeutic products with 

responsibilities that include oversight of behaviours (misleading conduct) around 

promotion of such products. For many of these products, the Fair Trading Act, through 

its general prohibitions on the making of false or misleading representations (made in 

trade) is the main legislation currently regulating such activity. The Commission 

welcomes the establishment of a sector specific regulator. 

 

10. The different purpose statements of the draft Bill and the Fair Trading Act provide 

guidance that will help determine whether any particular misleading conduct falls within 

the jurisdiction of the TPR as the sector specific regulator or the Commerce Commission 

as the general regulator.  Our understanding is that as general regulator we will no 

longer have responsibility for matters specifically placed within the ambit of the sector 

specific regulator.  
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11. Clauses 15 and 16 of the draft Bill, in conjunction with the purpose statement in clause 

3, make it clear that any promotional activity relating to the therapeutic nature of 

therapeutic products or representing products as intended for use as a therapeutic 

product will, when the new Act is in place, fall within the ambit of the sector specific 

regulator.  

 

12. There will still be some behaviours in relation to therapeutic products that will remain 

subject to the Fair Trading Act. As an example, we anticipate that promotional activity 

and claims in relation therapeutic products that address dimensions outside the ambit of 

personal or community health, such as country of origin, pricing matters, organic status 

and the like, will continue to be regulated under the Fair Trading Act. 

 

13. Even so, there may be some areas where the nature of particular promotional 

behaviours may be such that there is an overlap, either because it is not entirely clear 

one way or another which regime applies, or because there is suite of behaviours, some 

of which are appropriately dealt with under one regime, some under the other regime.  

 

14. Part 8: Subpart 4 of the draft Bill explains the relationship between the scheme and 

other Acts with which it interacts, including the Food Act, the Misuse of Drugs Act 1975, 

the Psychoactive Substances Act 2016 and the Radiation Safety Act 2016. However, Part 

8: Subpart 4 does not include the Fair Trading Act. 

Recommendation 

15. We recommend defining the relationship between the scheme and the Fair Trading Act 

within in Part 8: Subpart 4. If our understanding of how it is intended the two regimes 

will work together differs from what is intended, it would be helpful for both regulators 

– the TPR and the Commission – for this to be clarified further. 

Information sharing 

16. Clause 209 of the draft Bill promotes cooperation between the TPR and several 

regulatory agencies by introducing an information sharing scheme. This allows the listed 

agencies to share information in relation to the performance or exercise of their 

functions, powers or duties. Additionally, the clause allows for the listed agencies to 

share information that they consider may assist one another in the performance or 

exercise of their functions, powers, or duties.  

 

17. Clause 14 specifically defines the agencies that the TPR can share information with. 

These include the NZ Police, SFO, IRD and ACC. It also includes departments that relate 

to certain Acts including the Customs and Excise Act 2018 and the Food Act 2014. 

Notably, the Commission is not included in this list. We expect that the TPR will be 

unlikely to be able to voluntarily share information it holds. Additionally, the 

Commission will not likely be able to exercise its evidence gathering powers as the TPR 

will not be acting ‘in trade’. 
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Recommendation 

18. We expect that there will be overlap between the Commission and the TPR’s work and 

that information will be required for the efficient and effective working of both 

regulators towards achieving their respective statutory purposes. Consequently, we 

recommend that the Commission be included in the list of agencies with which the TPR 

can share information. 

Offences and penalties under the scheme and under the Fair Trading Act 

Offences under the scheme 

19. Breaches of clauses 831 and 88 under the draft Bill attract three levels of offences. These 

have different penalties: 

19.1. Level A1 – if the person wilfully contravenes clause 83 or if the person knows 

that the representation is untrue under clause 88. A person who commits a 

level A1 offence is liable on conviction to, for an individual, imprisonment for 

a term not exceeding 5 years and a fine not exceeding $200,000; or 

otherwise, a fine not exceeding $1,000,000. 

19.2. Level A2 – if the person recklessly contravenes clause 83 if the person is 

reckless as to whether the representation is untrue under clause 88. A person 

who commits a level A2 offence is liable on conviction to, for an individual, a 

fine not exceeding $100,000; or otherwise, a fine not exceeding $500,000. 

19.3. Level A3 – otherwise than an A1 or A2 offence (this is a strict liability tier, 

which is where the conduct has simply occurred regardless of whether there 

was any intent or knowledge. This reflects the fact that anyone operating 

within the therapeutic products supply chain is obligated to find out what the 

requirements are and comply with them2). A person who commits a level A3 

offence is liable on conviction to, for an individual, a fine not exceeding 

$70,000; or otherwise, a fine not exceeding $300,000. 

Penalties for A1, A2 and A3 offences 

20. The penalties for A1 offences are much higher than the penalties under the FTA and 

include the possibility for a custodial sentence. This reflects the inclusion of the 

intention requirement which is absent under ss 10 and 13 of the FTA. While intention 

can be considered as an aggravating factor under the FTA it does not give rise to an 

increased tier of offending as it does under the proposed regime.  

 

21. The penalties for A2 and A3 offences are lower than the FTA penalties. A3 offences are 

strict liability (as are FTA offences under ss 10 and 13), but attract much lower penalties. 

Therefore, the same conduct could receive very different penalties under the FTA as 

under the therapeutic products regime.  

                                                      

1  If the contravention is in circumstances that are not infringement circumstances. 

2  [199] of the consultation document. 
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Infringement offences and advertising remediation orders 

22. The draft Bill provides that regulations can designate certain offences as infringement 

offences. This would enable immediate responses to lower-level breaches.  

22.1. Clause 250(2) provides that regulations must specify an infringement fee and 

infringement fine for each offence. 

22.2. Offences against clause 83 may be designated, in certain circumstances, as 

infringement offences.  

22.3. The infringement fine must not be more than the bottom tier criminal fine for 

the provision and the infringement fee must not be more than 5% of the 

bottom tier criminal fine. 

23. Clause 166 also enables the TPR to make an advertising remediation order if satisfied 

that a person has distributed, or caused the distribution of, an advertisement for a 

therapeutic product in contravention of clause 83. Such orders can direct the advertiser 

to take actions such as retrieve the advertisement, remove it from a website or 

distribute a retraction.3 These tools may allow the TPR to respond to breaches more 

nimbly and expeditiously than the Commission is able to. 

Recommendation 

24. We note that there are significant differences in enforcement penalties between the 

draft Bill and the FTA. The Commission submits that the new scheme should not 

introduce a lower penalty for comparable strict liability offences as compared to those 

penalties under the FTA. For comparative purposes, under s 40(1) of the FTA – offences 

committed by a body corporate can attract fines of up to $600,000 per offence while 

offences committed by individuals can attract fines of up to $200,000 per offence.  

 

25. Introducing lower penalties under the scheme for strict liability offences (Level A3 

offences) as compared to penalties for similar offences under the FTA  (s 40 (1)) may 

result in inconsistent deterrence messages/compliance incentives. In previous 

therapeutic goods cases we have stated that ingestible / health credence claims (such as 

Nurofen) are at the very serious end of offending. Introducing a lower penalty for such 

behaviour under the scheme would undermine the Commission’s general mandate and 

would not sit well with established precedent. 

 

26. Additionally, therapeutic products are sometimes marketed across Australasia. In 

Australia, the Australian Competition and Consumer Commission has jurisdiction over 

therapeutic claims under general consumer law (equivalent to the FTA). This provides a 

further reason to align the new regime with general consumer law, to ensure Trans-

Tasman consistency. 

                                                      

3  We note that this is similar to orders which the Commission may seek under s.42 of the FTA. 

However, the draft Bill gives the TPR the power to unilaterally issue the remediation order rather than 

applying for the order through the Courts as the Commission must.  
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27. We also note that that infringement offences under the Fair Trading Act do not attract 

convictions. It is unclear whether infringement offences under the scheme would carry a 

conviction. We recommend that the Ministry clarify this point. 

II. Competition issues 

Principles-based framework 

28. Clause 4 of the draft Bill outlines four principles guiding the TPR’s exercise of powers 

under the scheme.  
 

29. A principles-based approach will allow the TPR to facilitate supply of new medicines and 

medical devices. We support this approach, as it will mitigate the risk of the scheme 

failing to incorporate new medical technologies into the wider therapeutics sector. The 

Ministry has identified this as the main issue associated with the Medicines Act, stating 

in the consultation document that “[the Medicines Act] is ever less fit for purpose … 

dated, inflexible and hard to use … [with] significant gaps in coverage.”4 

 

30. The TPR will have substantial influence over the availability of therapeutic medicines and 

medical devices at all levels of the pharmaceutical and medical device supply chains: 

imports, manufacture, wholesale and retail. However, as currently proposed, the 

principles based framework does not require the TPR to consider competition when 

creating a new regulation or issuing a licence.  

Recommendation 

31. We recommend that a fifth principle be inserted into the draft Bill that requires the TPR 

to consider the promotion of competition in New Zealand markets when formulating 

regulations or granting new licences. This principle would be subordinate to the overall 

purpose of the Act. However, it could require the TPR to refer to a checklist before 

implementing a new regulation or issuing a new licence, such as the checklist found in 

the OECD’s Competition Assessment Toolkit.5 

Pharmacy ownership 

32. The consultation document presents two options regarding pharmacy ownership. The 

first proposes to strengthen existing ownership rules (option 1). The second proposes 

removing existing pharmacy ownership restrictions under the Medicines Act; this would 

replace the status quo with a ‘fit and proper person’ standard for ownership (option 2).  

 

33. In general competition brings a range of advantages to consumers (including on price, 

quality, range and service (PQRS)). Many of these align with the public policy goals of 

pharmacy regulation (which is to provide access to medicines at the lowest cost and 

                                                      

4   Ministry of Health. “Therapeutic Products Regulatory Scheme Consultation Document” (December 

2018) [Discussion Paper], at ix. 

5  OECD (2017), Competition Assessment Toolkit: Volume 1. Principles, 

www.oecd.org/competition/toolkit.   
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greatest range, with the best service, while compensating for potential abuse of the 

products). In pharmaceutical markets, which are characterised by information 

asymmetries and several externalities, regulation may be required to address these 

market failures. The direct ownership of pharmacies may be thought to be a check on 

the risk that commercial interests might override professional judgement and 

undermine these regulatory objectives. 

 

34. We are not aware of any in-depth studies in New Zealand assessing whether pharmacist-

owned pharmacies achieve public policy outcomes better than pharmacist operated 

pharmacies with non-pharmacist ownership. However, there is evidence found in 

international studies broadly relevant to the ownership issue that deregulation increases 

competition which leads to lower prices, increased opening hours and other consumer 

benefits.  

 

35. The Harper Review explored Australian pharmacy location and ownership rules. The 

Review noted that these rules create barriers to entry to the retail pharmaceutical 

market and impose costs on consumers.6 It recommended that the pharmacy ownership 

and location rules be removed in the long term interests of consumers.7 

 

36. The Office of Fair Trading (OFT) conducted a market study on the control of entry 

regulations and retail pharmacies. The OFT considered that by relaxing locational entry 

restrictions, it should be expected that over time more firms would be expected to enter 

the retail market offering a wider range of services and opening times.8 9  

 

37. Consistent with the view of other competition agencies summarised above, we submit 

that deregulation of pharmacy ownership is likely to result in increased competition in 

pharmaceutical markets. Increased competition has been proven to deliver benefits to 

consumers. We expect that the remaining regulation around the pharmacists’ practice 

will mitigate the risks to the public in the pharmaceutical sector. 

Recommendation 

38. We recommend adopting option 2 to improve competition and reduce consumer costs. 

Supply of therapeutic products by veterinarians 

39. In August 2012 the Agricultural Compounds and Veterinary Medicines Act 1997 was 

amended to allow non-prescribing suppliers that are “approved” by the Ministry for 

Primary Industries to sell veterinary drugs, including restricted veterinary medicines 

                                                      

6 Ian Harper & Ors. Competition Policy Review, March 2015, p 189. See also p 180. 

7 Ibid., at 57. 

8 OFT, ‘The control of entry regulations and retail pharmacy services in the UK’, January 2003. See 1.09 – 1.24. 

9 The OFT market study also showed that competition may be distorted if some players gained market 

dominance and were incentivised to vertically integrate and align their product range with the supply of 

owners. This limited availability of less requested products to consumers. However, we note that in New 

Zealand such conduct may be captured by the relevant provisions under the Commerce Act. 



9 

 

3501238 

(RVMs). This resulted in the sale of RVMs being no longer restricted to veterinarians. 

However, a prescription is still required to be written by a veterinarian if RVMs are being 

supplied. 

40. We understand that, under clauses 61, 62, 66 and 67 of the draft Bill, the intention is 

that a patient with a prescription for therapeutic medicine can have that prescription 

filled by another health practitioner or veterinarian that did not write the prescription. 

This would enable patients to choose which provider supplies therapeutic medicines 

that have been prescribed to them to maintain and encourage competition among 

suppliers of therapeutic medicines to humans and animals.    

 

41. From discussions with the Ministry of Health, we understand that the words “for a 

patient of, at the request of, another health practitioner/veterinarian”, for example in 

clause 66(2)(1)(a)(ii), is intended to mean a situation where a patient presents a 

prescription written by a health practitioner/veterinarian to another health 

practitioner/veterinarian for supply. We do not consider that it is sufficiently clear that 

the reference to a “request” of another health practitioner/veterinarian means a 

“prescription” written by another health practitioner/veterinarian. It suggests that a 

specific request in addition to the prescription may be required. 

 

42. Further, if our understanding is correct that a “request” refers to a prescription, then 

clauses 61(3)(b)(ii) and 66(2)(a)(ii) appears redundant. As currently worded, these 

clauses allow another health practitioner/veterinarian to issue a new prescription where 

the patient presents a prescription from another health practitioner/veterinarian for the 

same therapeutic products. 

Recommendation 

43. We recommend that the Ministry consider the effect of the scheme on the Agricultural 

Compounds and Veterinary Medicines Act to ensure that the recent 2012 amendments 

are not impacted.  

44. We also submit that: 

44.1. The words “for a patient of, at the request of, another health 

practitioner/veterinarian” in clauses 61, 62, 66 and 67, be amended to make 

it clear that this relates to a situation where a patient is seeking therapeutic 

medicine by using a prescription written by another health 

practitioner/veterinarian; and  

44.2. the Ministry considers whether sections 61(3)(b)(ii) and 66(2)(a)(ii) are 

required in the draft Bill.   

III. Consumer issues 

45. This part outlines recent examples of matters considered by the Commission in relation 

to products that are therapeutic products under the draft Bill. It also discusses the 
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Commission’s experience in relation to the proposed defences of reliance on 

information from another person and compliance with a specific standard. 

Recent examples considered by the Commission 

Natural health products 

46. The Commission has received complaints about and taken enforcement action in 

relation to natural health products (NHPs) in the past.  

 

47. NHPs are specifically carved out from the therapeutic products regime10 in anticipation 

of a separate natural health products regulatory regime. It is likely that until such a 

scheme is designed regulation of claims made about NHPs will continue to fall to the 

Commission.  

 

48. However, some NHPs may still fall within the scheme where they represent themselves 

as having a therapeutic purpose or effect. Clause 88 of the draft Bill prohibits a person 

from making a misrepresentation about a therapeutic product. As a consequence, NHPs 

representing themselves to be therapeutic products may be caught within this 

prohibition. An example of complaints received by the Commission is Red Seal’s 

‘Pharmacy Strength’ range, which represented itself to be a therapeutic product. Such a 

representation would likely constitute a breach of clause 88. 

 

49. We understand that it is intended that, to the extent that promotional claims are made 

about the therapeutic properties of NHPs, those claims will be the responsibility of the 

TPR. 

Medical devices 

50. The Commission has in the past investigated products that fall within the draft Bill’s 

definition of ‘medical devices’. The Commission has investigated complaints about 

several such devices, including:  

• the Pain Eraser Pen (promoted as a device that alleviates pain);  

• Slimming Insoles (promoted as a product that eases weight loss);  

• Ba-Ba Beads (amber that was promoted as having calming properties); and 

• Ecoworld and HRV (water filtration systems that claim to cure various ailments). 

 

51. We understand that the above matters will fall within the definition of ‘medical devices’ 

under the draft Bill and will be the primary responsibility of the TPR. We consider this to 

be appropriate given the likely specialist expertise  of the TPR and we particularly 

support the inclusion of medical devices in the draft Bill. 

Sunscreen 

52. The absence of a single compulsory standard for the testing of SPF in New Zealand has 

meant that sunscreen manufacturers have been able to sell products in the New Zealand 

market which have been tested under one of several international SPF standards. Many 

                                                      

10  Clause 16(3) of the draft Bill.  
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of these standards differ in their approach to SPF testing and can produce variable 

results. This complicated the Commission’s enforcement of accurate SPF claims as 

traders can rely on SPF testing carried out under any internationally recognised 

standard.11 This also puts the New Zealand out of step with Australia which does have a 

mandatory sunscreen standard. 

 

53. We understand that sunscreens will be included under the scheme by introducing 

regulations which explicitly define sunscreen as a therapeutic product. This would 

enable the TPR to mandate a standard for SPF testing. A dedicated sunscreen regulator 

which can enforce compliance with a mandatory standard would introduce significant 

benefits and could remedy this issue. 

Over the counter medications 

54. We have previously investigated claims under the FTA that concern over the counter 

medications, such as Nurofen. These cases often involved ‘twin products’, that had the 

same active ingredients but were marketed for different purposes or targeting different 

ailments.  

 

55. We understand that such claims would likely fall under the new regime and the 

jurisdiction of the TPR. 

 Defences and the FTA 

56. The draft Bill outlines defences to contraventions of the scheme under Part 7. These 

include:  

56.1. All reasonable steps - it is a defence if the defendant took all reasonable 

steps to ensure the contravention was not committed (applies to both clauses 

83 and 88). 

56.2. Reasonable excuse - it is a defence if the defendant has a reasonable excuse 

for engaging in the conduct that constituted the contravention (applies only 

to clause 83).12 

56.3. Reliance on information from another person - it is a defence if the 

contravention was due to the defendant’s reliance on information given to 

the defendant by another person and the other person was not a senior 

manager, a worker, or an agent of the defendant and in the circumstances, it 

was reasonable for the defendant to rely on that information. (applies to 

both clauses 83 and 88). 

56.4. Compliance with specified standard - in a prosecution for an offence of 

contravening a provision where compliance with a specified standard is 

                                                      

11  Commerce Commission’s Enforceable Undertakings with Johnson and Johnson New Zealand Limited. 

12  However, for a contravention that occurs in relation to a therapeutic product, this clause does not 

apply if the defendant is the sponsor of, or a person in the supply chain for, that product. 
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required by regulation, it is a defence if the conduct that is alleged to 

contravene the provision complied with the compliance standard. 

57. The defences of ‘reliance on information from another person’ appears to be similar to 

the defence of reasonable reliance under s 44(1)(b) of the Fair Trading Act. 

 

58. We anticipate that the defences of ‘reasonable excuse’ and ‘all reasonable steps’ are 

likely broader than the defences under the Fair Trading Act. The defences proposed 

would likely provide the defendant with the opportunity to explain the offending having 

reference to countervailing or explanatory factors.  

58.1. Under the Fair Trading Act these factors would be considered as mitigating 

factors in the defendant’s favour. However, they would not amount a 

defence unless the excuse constituted a reasonable mistake under s 44(1)(a) 

or the act or default of another person per s 44(1)(c) under the FTA. 

59. In relation to the defence of ‘compliance with a particular standard’, the Commission’s 

past work on sunscreens may be informative. This, along with other of our work 

involving the application of standards, identifies potential concerns about how 

standards may be applied; in particular around the frequency with which products are 

tested and the currency of test results that may be relied upon. The lack of a 

reasonableness element has the potential to create an overly broad defence.  

Recommendation 

60. We recommend that the Ministry carefully consider how this defence would operate in 

practice to avoid creating an unintentionally broad defence. 

Contact details 

61. We thank the Ministry for this submission opportunity and would be pleased to provide 

any further assistance that you may require. If you have specific questions on this 

submission please contact John Stewart, Advocacy Adviser on  

 in the first instance.  



 
From:  
To: therapeuticproducts@moh.govt.nz,  
Cc:  
Date: 03/05/2019 04:14 p.m. 
Subject: TPA SUBMISSION APRIL 2019 FINAL 
 
 
 
 
TPA SUBMISSION APRIL 2019 FINAL 
Dear Shelia, Hannah, Pamela and all the MoH TPA team, 
 
The NZMCC greatly appreciates your kind assistance in accepting this document beyond the deadline for 
the Therapeutic Products Consultation.  
 
We are submitting because NZMCC believes Medical Cannabis processed to appropriate GMP standards 
is a medicine and/or an active medicinal ingredient (AMI) under the definition proposed in the TPA.  
 
The Government proposes that Medical Cannabis be regulated under the Misuse of Drugs Act, (MODA) 
and regulations are being developed by December 2019. The industry can and will operate under MODA 
in the meantime, but NZMCC recommends Medical Cannabis should, once the Therapeutic Products Bill 
is passed, and other classifications hurdles are reached, be managed under the TPA. Hence its interest 
in an appropriate future environment - i.e., the proposed TPA. 
 
NZMCC also believe that correct classification and compliance environment of Medical Cannabis is just 
one element of the policy framework. The wider policy environment (i.e., 'big P' - strategic policy across 
the public sector) for cannabis is a significant challenge. Our submission in Part one discusses this. We 
provide specific input in Part two to the questions your consultation document poses.  
 
Thank you for the opportunity to comment. In due course, NZMCC would like to appear before the select 
committee to speak to our position. 
 
Please do not hesitate to get in touch with any questions or matters you would like clarification on. My cell 
is  
 
With Kind Regards 
 
Sally King 
General Manager 
NZ Medical Cannabis Council 
 



TranspariMED 
www.TranspariMED.org  
Contact:    
 
Berlin, Germany, 28 May 2019 
 

Comments on the Therapeutic Products Bill (New 
Zealand) by TranspariMED 
 
Question C16 Please provide any comments on the change in approach to regulating clinical trials. 
 
TranspariMED1 is a global campaign that works to end evidence distortion in medicine.  
 
TranspariMED is concerned that the proposed Therapeutic Products Bill falls significantly short of 
global best practices in clinical trial transparency set out by the World Health Organization (WHO) and 
endorsed by numerous other stakeholders. Failure to register and fully report clinical trials harms 
patients, wastes taxpayers' money, and slows down the development of new treatments, vaccines and 
cures. 
 
The proposed Therapeutic Products Bill fails to ensure that all clinical trials are prospectively registered 
and rapidly make their summary results publicly available. Therefore, it does not address the problems 
of publication bias, evidence distortion in clinical trial reporting, and research waste. This runs counter 
to the interests of trial participants, patients and taxpayers in New Zealand. 
 
According to Transparency International and Cochrane, “decision-makers should bring existing laws, 
rules and regulations into line with global best practice standards and ensure that they cover all clinical 
trials, past and present, as defined by the WHO.”2 
 
The relevant global best practices as set out by the WHO are as follows: 

 All clinical trials should be registered on a WHO-approved [primary] trial registry before the 
recruitment of the first participant. 

 Summary results for all clinical trials should be posted on the registry or registries where they 
were originally registered within 12 months of study completion. 

 
Please note that the relevant definition of “clinical trial” in this context is that used by the WHO,3 and 
includes trials of both licensed and unlicensed medicines and trials of medical devices, without making 
any distinction between them: 
 

“For the purposes of registration, a clinical trial is any research study that prospectively assigns 
human participants or groups of humans to one or more health-related interventions to 
evaluate the effects on health outcomes. Interventions include but are not restricted to drugs, 
cells and other biological products, surgical procedures, radiological procedures, devices, 
behavioral treatments, process-of-care changes, preventive care, etc.”  

 

                                                           
1 TranspariMED website. www.TranspariMED.org  
2 Transparency International et al. 2017. “Clinical Trial Transparency: A Guide for Policy Makers” 
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Prospective trial registration is already required in New Zealand in theory, but in practice compliance 
with this rule has been neither monitored nor enforced, resulting in widespread violations of medical 
research ethics.4  
 
There are currently no rules in New Zealand that mandate the reporting of clinical trial results. This is 
a remarkable gap that makes New Zealand a negative outlier in clinical trial transparency worldwide, 
including in terms of actual trial reporting performance.5  
 
There are precedents for relevant legislation in other countries. For example, the 2007 U.S. Food and 
Drug Administration Amendments Act (FDAAA) and the 2014 European Union Clinical Trial Regulation 
both contain trial registration and reporting provisions, with both jurisdictions mandating results 
reporting on trial registries within the 12 month time horizon recommended by the WHO. The FDAAA 
sets out a penalty of over US$ 11,000 for each day a clinical trial is late in posting its summary results 
onto the American trial registry.  
 
New Zealand must address this legal and regulatory gap by enshrining trial registration and reporting 
requirements in law, and putting an effective monitoring and sanctions regime in place. 
 
RECOMMENDATION 1. The Therapeutic Products Bill should include provisions that mandate the 
registration of all clinical trials on a public trial registry before the recruitment of the first participant, 
establish a mechanism for monitoring compliance, and set out financial penalties for non-
compliance. 
 
RECOMMENDATION 2. The Therapeutic Products Bill should include provisions that mandate the 
posting of the summary results of all clinical trials onto trial registries within 12 months of a trial’s 
primary completion date, establish a mechanism for monitoring compliance, and set out financial 
penalties for non-compliance. 
 
 
Yours faithfully, 
 

 
Till Bruckner 
Founder 
TranspariMED 
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