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Improving safe access to opioids 

 

Security level: IN CONFIDENCE Date:   1 May 2023 

To: Hon Dr Ayesha Verrall, Minister of Health 

 

Purpose of report 

1. This briefing provides an update on a recent review of controls that impact safe access 

to opioids, a summary of engagement on potential regulation changes to improve safe 

access, and advice on which of these regulation changes can be progressed. 

2. This report discloses all relevant information and implications. 

Summary 

3. Since January 2023, Manatū Hauora has been conducting a review of existing controls 

that manage access to opioid medicines. This review began after concerns were raised 

about a recent regulation change that increased the amount of Class B opioid medicines 

that can be prescribed at one time. 

4. The review identified priority areas for improving safe access to opioids, one of which is 

to further amend prescribing regulations to address issues in the short to medium term.  

5. Engagement on proposed regulation changes took place throughout March 2023. The 

engagement revealed a wide range of views on how to ensure safe access to opioids 

(see attached draft Summary of Engagement document).  

6. Following this engagement there are some regulation changes that can now be 

progressed to manage immediate risks and address issues within regulation. There were 

other regulation changes that may be potentially beneficial, but further analysis is 

required to determine if these should be implemented. 

7. The review also identified other system improvements are needed to ensure safer access 

to all controlled drug medicines. These include improved monitoring capabilities, better 

transparency of prescribing information, stronger clinical guidance on appropriate 

prescribing practice, and a more flexible mechanism than regulation for establishing 

prescribing rules. 

8. A larger work programme is required to develop improvements in these areas and will 

need to be done alongside work to progress the Therapeutics Products Bill. 
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Recommendations 

 

We recommend you: 

a) Note that concerns have been raised about an increased risk of opioid harm 

as a result of amendments made to prescribing regulations in December 2022 

Noted 

b) Note that a review of existing opioid controls has identified several controls 

that require improvement to ensure safe access to opioids 

Noted 

c) Note that amendments to prescribing regulations are required to address 

short term risk of inappropriate prescribing of opioids 

Noted 

d) Note that these proposals have been widely engaged on with relevant 

stakeholders 

Noted 

e) Agree to amend the Misuse of Drugs Regulations 1977 to reduce the 

maximum period of supply (prescription length) for opioids to 1-month 

Yes/No 

f)  Agree to amend the Misuse of Drugs Regulations 1977 to align controlled 

drug prescribing limits for each profession   

Yes/No 

g) Agree to seek approval from Cabinet to amend the Misuse of Drugs 

Regulations 1977 in accordance with the above recommendations  

Yes/No 

h) Note that Manatū Hauora will progress a wider work programme to explore 

ways to improve the controls identified in the review 

Noted 

 

 

 

 
 

Dr Diana Sarfati  Hon Dr Ayesha Verrall 

Director-General of Health 

Te Tumu Whakarae mō te Hauora 

 Minister of Health 

Date: 1 May 2023  Date: 
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Improving safe access to opioids 

Background 

Regulation change in 2022 

1. In December 2022, the Misuse of Drugs Amendment Regulations 2022 (the 

amendments) increased the amount of Class B controlled drugs that certain professions 

could prescribe at one time to a maximum of 3 months’ supply. The limit on the 

amount of a Class B controlled drug that can be dispensed at one time remains 

unchanged at 1 months’ worth. 

2. This increase only applies to electronic prescriptions issued by authorised prescribers 

through the New Zealand ePrescription Service (NZePS).  

3. This change was made to increase access by reducing the frequency a patient would 

need to obtain a prescription for their medicines when dealing with a chronic condition. 

4. The primary intent of the amendments was to increase access to ADHD medicines. The 

previous limits caused difficulties for ADHD patients in accessing their medicines and 

unnecessarily increased General Practitioner and mental health practitioner workloads. 

5. In addition to the Regulations, there are also restrictions placed on access to Class B 

controlled drugs through the Pharmaceutical Schedule (the Schedule), which is managed 

by Pharmac. The Schedule provides subsidisation criteria that limits the amount of Class 

B controlled drugs that may be dispensed at one time. For Class B opioids there is a 

default dispensing limit of 10-day lots. 

6. Pharmac began consulting on changes to the Schedule to align with the amendments in 

December 2022. This led to more awareness of the changes and a perception that they 

might increase the risk of unsafe opioid access.  

7. Following the concerns raised about the impact on opioid access, Pharmac agreed to 

suspend any changes to the Schedule until a review of opioid controls could be 

completed. This review has identified several controls as needing improvement to 

manage safe access to opioids. 

8. There is an exception to the 10-day dispensing limit in certain cases. Subsidised Class B 

opioids can be dispensed in monthly lots if the patient certifies that they meet 

requirements such as having limited physical mobility, or they live more than 30 minutes 

from a pharmacy. This exception is commonly used, which means many patients 

currently receive funded Class B opioids in monthly lots. 

9. The current restrictions in the Schedule mean that the amendments have had limited 

impact on how most Class B controlled drugs are prescribed, in that the changes only 

affect unsubsidised prescriptions at this time. 
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Implications for ADHD medicines 

10. Concerns have been raised in the sector that delaying Schedule changes due to opioid 

risk is unnecessarily impacting patients with ADHD.    

11. Upon completion of the review Manatū Hauora notified Pharmac that any changes to 

the Schedule to improve access to ADHD medicines can now be progressed, but that the 

status quo should remain for opioids until the regulations are settled.  

Why have the 2022 amendments raised concerns? 

12. The primary concerns about these changes relate to the increase in the amount of Class 

B opioids that can be prescribed under the new regulations. 

13. There are two main risks that some prescribers see from the ability to prescribe 3 

months of a Class B opioid: 

a. diversion of medicines – where the drug is prescribed to a person with a legitimate 

need but is then passed on to others without a legitimate need 

b. increased risk of addiction arising from longer prescriptions. 

14. Some practitioners are concerned that prescribers may behave inappropriately when 

placed under pressure. Increased pressure could come from their workload or directly 

from a patient. There is a concern that patients, particularly those already with an opioid 

addiction, will demand longer prescriptions when they become aware that the 

regulations allow it.  

15. This was an existing risk prior to the amendments, as patients can apply the same 

pressure to demand repeat prescriptions indefinitely. 

16. Opioids are also relatively inexpensive medicines, so cost is not considered a significant 

barrier to prevent patients from accessing 3 months’ worth of unsubsidised opioids. 

Patients can also currently access 3-month prescriptions where Pharmac will subsidise 

the first month.    

Review of opioid access 

17. The Safe Access to Opioids Working Group (the Working Group) was established to 

review the existing opioid controls to ensure they are effectively managing the risk of 

opioid misuse and enabling safe patient access. 

18. The Working Group is made up of representatives from Manatū Hauora, Te Aka Whai 

Ora, Te Whatu Ora, Pharmac and the Health Quality and Safety Commission. The first 

meeting was held on 25 January 2023.  

19. Through the review, the following controls have been identified as needing 

improvement to manage safe access to opioids:  

a. amending opioid prescribing regulation to be more in line with best practice and 

enable practitioners to prescribe appropriately 

b. more comprehensive monitoring capability, including further investment to take 

advantage of technology advances 

c. in the longer-term, a better mechanism for establishing prescribing and dispensing 

rules and guidelines for high-risk medicines. 
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20. The Working Group recommended further engagement with the sector to assess what 

changes would be appropriate. 

Engagement on changes to opioid regulation 

21. The immediate consideration of the opioid review was to manage the short-term risk of 

opioid harm, given the amendments in 2022. The engagement provided an opportunity 

for interested stakeholders to express their views on opioid access and submit feedback 

on the proposed regulation changes.  

22. Throughout the engagement period, 14-31 March 2023, we received 101 individual 

submissions, 7 submissions from organisations and had 35 participants across 2 web-

hui. 

23. A range of groups were represented across the engagements including GPs, pain 

specialists, academics, nurse practitioners, pharmacists, oncologists, hospice workers, 

consumer groups, mental health specialists and service users.  

24. The organisations that made submissions were: 

• Accident Compensation Corporation  

• National Association Opioid Treatment Providers 

• Clinical Advisory Pharmacists Association 

• Third Age Health 

• The Royal Australian and New Zealand College of Psychiatrists  

• Health and Disability Commission  

• The Royal New Zealand College of General Practitioners. 

Overview of submissions  

25. The submissions received in this engagement were varied and nuanced, illustrating the 

complexity of ensuring access to opioids while managing the associated risks. 

26. Some were concerned with safety and therefore want to strengthen regulation. Others 

were concerned with access and do not want more barriers to patients receiving their 

medication. Others do not want more regulatory constraints on their clinical decision 

making. 

27. The majority of submissions expressed that changes to regulations are warranted 

however there were many views on how this should be done.  

28. This engagement has also revealed that there is confusion among practitioners on 

existing prescribing and dispensing regulations. This demonstrates the need for clear 

guidance and engagement with the health sector to ensure practitioners are aware of 

the restrictions and their obligations when prescribing medicines.  

We engaged on several regulatory changes 

29. The online engagement asked stakeholders to provide their views on opioid access 

generally and whether they felt regulation change was necessary. They were also asked 

to comment on several proposed changes to the Regulations which might better 

manage risks associated with opioid access in the short to medium term: 
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a. return the prescribing limit for Class B opioids to 1-month 

b. require a peer review process to prescribe more than 1-month total of opioids 

(including repeat prescriptions) 

c. align prescribing limits for all prescribers of Class B and C controlled drugs 

d. create a specific dispensing limit for opioids, which would remove the need for the 

10-day default dispensing restrictions within the Pharmaceutical Schedule.  

Regulation changes that will improve safe access to opioids 

Should regulation change be progressed? 

30. This engagement has confirmed that two of the regulatory proposals should be 

progressed, these are outlined below. The other proposals require further development 

and consultation to determine if they are necessary.  

31. Participants in the engagement confirmed that while these regulation changes can be 

made, they are unlikely to be sufficient to deal with all issues related to safe opioid 

access. Even if regulation change is progressed quickly, further work must continue to 

ensure long term measures are put in place to manage access safely.  

Reduce the prescribing limit for Class B opioids to 1-month 

32. The prescribing limits in Regulations are intended to provide the maximum amount of 

flexibility to enable prescribers to use their expert clinical judgement when prescribing 

for their patients.  

33. Practitioners with prescribing authority are required to ensure that they meet their 

professional standards and always act in the patients’ best interests. Regardless of what 

maximum limit is within regulation, practitioners should only be prescribing what is 

appropriate for the individual patient.  

34. The current prescribing limit of 3-months is inappropriate for most situations where 

opioids are prescribed. Opioids are generally indicated for moderate to severe acute 

pain and for cancer pain. They are not recommended for chronic non-cancer pain due to 

concerns over long-term efficacy and safety of treatment, including the risk of abuse, 

misuse, and dependence. 

35. The majority of submissions support reducing the prescribing limit for opioids to 1 

month. Some of the potential benefits outlined in submissions include: 

a. reduced risk of harm from increased quantity of opioids being prescribed 

b. will require more regular review of prescriptions to ensure that medication and 

dosage is appropriate 

c. less wastage from unused opioids. 

36. This change creates a reasonable limit for prescribing opioids. Prescribers retain some 

flexibility, and it mitigates the risk of excessive amounts of opioids being prescribed at 

one time.  

37. We heard throughout the engagement that any increase in restrictions for opioids 

should not undo the increased access to ADHD medicines that was enabled by the 2022 
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amendments. Having a specific limit for opioids will allow the other Class B drugs to 

continue to be prescribed for 3 months. 

38. Some opioids are currently scheduled as Class C within the Misuse of Drugs Act, this 

change will apply to those as well resulting in a prescribing limit of 1 month for all 

opioids.  

39. There were views expressed during engagement that a limit of 1 month was still 

inappropriate for prescribing opioids, as in most cases prescriptions should be limited to 

a few days, often following an acute event such as an injury or surgery. However, 

lowering the prescribing limit for opioids any further risks significantly restricting patient 

access. Ensuring prescribing behaviour remains appropriate for each patient is better 

managed through sophisticated monitoring capabilities and stronger guidance from 

professional bodies.   

Align prescribing limits for prescribers of controlled drugs 

40. The Regulations place specific limits on controlled drug prescribing for each profession. 

For example, a nurse practitioner can prescribe a Class C controlled drug for a period of 

up to 3 months whereas a designated pharmacist prescriber can prescribe a Class C 

controlled drug for up to 3 days. 

41. These different limits have been criticised by practitioners as arbitrary, impractical and 

not reflective of clinical capabilities or the risks associated with prescribing. There is also 

a significant impact on patient access when certain prescribers are more limited in their 

ability to prescribe. This impact on access is inequitable as it particularly affects those 

who live in rural or remote areas. 

42. The amendments in 2022 aligned prescribing limits for Class B drugs however did not do 

the same for Class C drugs.  

43. A majority of submissions supported aligning controlled drug prescribing limits for all 

prescribers of controlled drugs. We heard that if a prescriber is deemed capable of 

prescribing a certain drug, then the same prescribing amount limit should apply.  

44. Some submissions expressed concerns over increasing prescribing limits for certain 

professions, especially for opioids. However, a limit of 1 month for all prescribers 

provides an appropriate balance of safety and access.   

45. Aligning these limits will require a significant increase in the maximum amounts for 

some prescribers, for example a pharmacist prescriber will be able to prescribe up to 3 

months of a Class C drug instead of 3 days.  

46. While this amendment would increase the maximum amount of controlled drug that can 

be prescribed by some prescribers it will not change which types of controlled drugs that 

can be prescribed. 

47. The amendments in 2022 created an irregularity in the regulations where some 

prescribers can prescribe more of a Class B drug than a Class C drug. Aligning 

prescribing limits will enable this to be addressed. 

Proposals not to be progressed at this stage 

Peer review process for long-term opioid prescribing 
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48. We heard that requiring a peer review process for repeat opioid prescribing could 

reduce the risk of inappropriate prescribing. Similar review requirements have been 

adopted in some jurisdictions currently dealing with significant opioid harm, such as 

Australia. 

49. However, we also heard that this would likely create additional barriers to accessing 

opioids through increased costs and delays, particularly for those patients who live in 

areas with limited access to prescribers. There were also concerns about the workability 

of a peer review process including the increased workload on a workforce already under 

significant pressure.  

Dispensing limit for opioids 

50. Under the Regulations, the maximum amount of controlled drug that can be dispensed 

at one time is a quantity sufficient for use for 1 month.  

51. Given that an appropriate amount of opioid to be dispensed is usually less than 1 

months’ worth, we proposed that a lower limit be created specifically for opioids. The 

proposal was to reduce this dispensing limit in regulation to align with the 10-day 

default dispensing limit within the Schedule. 

52. We heard that a lower dispensing limit for opioids would be effective in reducing risk of 

harm, but there was no consensus on what that limit should be. 

53. However, submissions also pointed out that any limit specific to opioids would also 

require broad exemption criteria for the wide variety of cases where larger dispensing 

amounts would be appropriate. 

54. Reducing the dispensing limit would also negatively impact those who do require long-

term opioid use and would lead to inequitable access to treatment for those living in 

rural or remote areas. 

55. Prescribers have the ability to determine the appropriate dispensing schedule for each 

patient. Inserting a more restrictive limit would significantly inhibit their ability to use 

their professional judgement to determine what is appropriate for their patient. 

Regulation changes are first step in larger work programme 

56. The review of opioid access identified that the proposed regulation changes will manage 

some short-term risk, but improvements to other controls will likely have a greater 

impact on ensuring safe access to opioids. 

57. Furthermore, these controls have a wider influence on safe access to all medicines.  

Monitoring and enforcement improvements 

58. Medicines Control is a regulatory team within Medsafe that oversees the local 

distribution chain of medicines and controlled drugs within New Zealand. This includes 

monitoring how controlled drugs are prescribed. 

59. Currently, Medicines Control will only become aware of inappropriate prescribing if 

someone reports a concern about a practitioner or organisation, or in response to a 

trigger (for example through information identified during an audit process). This means 

that inappropriate prescribing can go on for some time before it is reported, or it can go 

unreported.  
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60. The Working Group identified the need for improved monitoring, to manage compliance 

with best practice, as essential for managing safe access to opioids.  

61. Medicines Control does not currently have access to tools to easily monitor and identify 

inappropriate prescribing in real time. Work is in progress to implement tools that will 

enable Medsafe to monitor the prescribing data more effectively, which is expected to 

be completed by June 2023.  

62. The Medicines Data Repository (MDR) is a database of prescribed and dispensed 

medicines information, currently managed by Te Whatu Ora. It is based on real-time 

information received directly from the NZePS. 

63. Use of the MDR will enhance Medsafe monitoring capabilities by providing: 

a. a single source for prescribing data on all medicines and controlled drugs (NZePS 

data), 

b. real-time data,  

c. the ability to readily search large quantities of data across individuals, prescribers, 

pharmacies and medicines. 

64. Real-time information on prescribing behaviours is essential to identifying inappropriate 

prescribing before significant harm is caused. 

65. However, further investment is required to achieve more comprehensive monitoring. 

Manatū Hauora is committed to a more sophisticated level of monitoring capability and 

is exploring how resources could be allocated to achieve this.  

A better mechanism for prescribing rules 

66. The prescribing regulations in the Misuse of Drugs Regulations were created to provide 

extra protections for medicines that are considered to have a high risk of causing harm, 

including dependence and abuse. 

67. These regulations were developed to restrict access to potentially harmful substances, 

rather than facilitating safe access to important medicines. The restrictions set out within 

the regulations are also frequently criticised for being arbitrary, impractical and not 

reflective of clinical views. 

68. Changing regulations also requires an extensive amendment process involving 

consultation, Ministerial agreement, drafting new regulations by Parliamentary Counsel 

Office, and approval by Cabinet.  

69. Frequent amendments are necessary to these Regulations to adapt to changing models 

of care, best prescribing practices, access to new medicines and technology. 

70. There is an opportunity for significant change to the mechanism used for prescribing 

and dispensing rules through the new regulatory regime being proposed by the 

Therapeutic Products Bill (the TPB). 

71. Under the new regulatory regime, the Therapeutics Products Regulator (appointed by 

the Director-General of Health) will have the authority to make prescribing and 

dispensing rules. These rules will have the effect of secondary legislation.   
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72. When the Therapeutics regulatory regime comes into effect, the setting of prescribing 

and dispensing authority will be moved to the responsible authorities (professional 

regulators) under the Health Practitioners Competence Assurance Act 2003.  

73. There is an option in this future state to allow the regulators of the professions and the 

Therapeutics Products Regulator to use this mechanism to develop rules for managing 

high risk medicines, such as opioids.  

74. This mechanism would be more appropriate than regulation for several reasons: 

a. More responsive: the rules would be created under the authority of the 

Therapeutics Products Regulator; the amendment process would be faster. 

b. Better for patients: the rules would be created to ensure safe access to opioids, 

which means that the impact on patients would be central to any restrictions.   

c. Allows a more flexible approach to prescribing authority that could enable a clinical 

review process for prescribing outside of normal parameters. 

d. Rules would be developed by those with the relevant clinical skills and experience; 

this would provide practitioners with the most up to date direction on best 

practice.  

Next steps 

75. If you agree to the proposed regulation changes, we will provide you with a draft 

Cabinet paper seeking agreement to the amendments. 

76. Manatū Hauora will continue to prioritise improvements to monitoring capabilities and 

will update you on progress in the weekly report.  

77. A work programme will progress to explore ways to make larger, system wide 

improvements to safe opioid access, including a new mechanism for prescribing rules. 

78. The summary of engagement will be published on the Ministry of Health website once 

the final version has been reviewed by your Office, likely to be June 2023. 

ENDS. 

 

 

 

 

 

 

 

 

 

 

 

 

PROACTIVELY RELEASED



Briefing: HR2023023247           

 11  

Minister’s Notes 
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