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Dear 

Response to your request for official information 

133 Molesworth St 
PO Box 5013 
Wellington 6145 
New Zealand 
T +64 4 496 2000 

I refer to your request to the Ministry of Health (the Ministry) of 12 February 2019 under the 
Official Information Act 1982 (the Act). A copy of your request is attached at Appendix One. 

Responses to your questions are set out below. 

1. Where and/or how does my client go about legally acquiring seedlplantslcultivars to start 
its operation? 

These must currently be imported. The Ministry for Primary Industries Biosecurity NZ 
requirements have to be met to import seed: https://www.mpi.govt.nz/importing/plants/seeds
for-sowi ng/. 

Cannabis saliva seeds or plant material cannot legally be sourced in New Zealand for 
medicinal cannabis purposes. This is because no one can currently be licensed to produce 
and sell them (this commercial activity will be permitted once the Medicinal Cannabis 
Scheme is implemented). The sourcing of low THC cannabis seeds from industrial hemp 
cultivated in New Zealand is also not permitted under the Industrial Hemp Regulations 

In terms of accessing New Zealand cultivars for commercial cultivation, see section 37 A, 
subsection 4 of the Misuse of Drugs Act 1975: 

'Regulations made under this section that relate to products that contain any part of any 
plant of the genus Cannabis, cannabis fruit, or cannabis seed must not require that the 
variety of plant contained in the product was brought into New Zealand with 
authorisation, if the variety is established in New Zealand at the time the product is 
manufactured or produced." 

The Ministry will consult on the proposed model for how this section may be implemented. 
This will take place in conjunction with the consultation on the standards for the quality of 
domestically manufactured and imported products and stages of production. 

2. For that matter, how did the existing licensees legally acquiring seedlplantslcultivars to start 
their growing operation(s)? 

By importing the seed. 



3. Is it a case that my client will, in addition to a license to grow cannabis for medical/scientific 
research, also need a license to deal in controlled drugs as referred to on your website 
( application fee $966 incl GS T)? ( or other I icense?) 

Information about the scope of respective licence activities can be found here: 
https:/ /www. health. govt. nz/ou r-work/reg u lation-hea lth-and-d isability-system/med ici nes
control/med ici na I-can na bis/1 icences-med icina I-cannabis-growers-suppliers-and-producers. 

4. Did (or do) the existing licensees (to grow cannabis for medical/scientific research) have a 
license to deal in deal in controlled drugs? 

The holder of a Licence to Cultivate a Prohibited Plant (for medicinal cannabis) can apply for 
a Licence to Deal in Controlled Drugs. This additional licence would be required, for example, 
to authorise the extraction of any cannabinoids from the medicinal cannabis cultivated. 

5. Does anyone have such a license at present and if so how many licenses have been issued; 

Three holders of a Licence to Cultivate (cannabis for medical/scientific research) currently 
also hold a Licence to Deal in Controlled Drugs. 

6. There is no application form on your website for an application to deal in controlled drugs 
(but there is a fee - $966 incl GST) - how does one go about applying for such a license; 

Medicines Control can be contacted for application forms (email 
medicinescontrol@moh.govt.nz). An application form is attached for your reference. 

7. What is the criteria that will be used to assess such an application; 

An application for a Licence to Deal in Controlled Drugs is considered and assessed on a 
case by case basis. The specific aspects considered will be dependent on the context, for 
example the individuals, premises and activities proposed to be authorised pursuant to a 
licence. 

In addition, Regulation 4(1) of the Misuse of Drugs Regulations 1977 states: 

4( 1) Without prejudice to the generality of the expression "the propriety of the 
application" in regulation 3(4), the following matters shall be relevant to the propriety 
of any application for a dealer 's licence: 

(a) the necessity or expediency of the applicant holding a dealer's licence for the 
purpose of carrying on his or her lawful affairs: 

(b) the situation and construction of the premises at which the applicant intends to deal 
in controlled drugs: 

(c) the conditions under which the applicant intends to deal in controlled drugs: 

(d) the kind or class of controlled drugs in which the applicant intends to deal and also, 
if he or she intends to manufacture controlled drugs, the amounts of the controlled 
drugs that he or she intends to manufacture. 



8. Similarly, there are no application forms on your website for licenses to import or export 
controlled drugs (but there are license fees noted - $194.22 incl GST) - how does one go 
about applying for such licenses; 

Medicines Control can be contacted for application forms (email 
medicinescontrol@moh.govt.nz). An application form is attached for your reference. 

9. Does anyone have either of such a license issued to them at present and if so how many 
licenses have been issued; 

Three holders of a Licence to Cultivate (cannabis for medical/scientific research) currently 
also hold Licences to Import Controlled Drugs. These licences are consignment-specific, and 
a total of six licences are currently active (i.e. six consignments are currently being 
imported). 

10. What is the criteria that will be used to assess such an application; 

As stipulated in Regulation 3(4) of the Misuse of Drugs Regulation 1977, the propriety of the 
application will be assessed along with the requirements specified in Regulation 7. These 
include (but are not limited to) the type(s) of controlled drugs listed, the type of licence the 
applicant holds, any conditions attached to the licence, the amount of controlled drug being 
requested, the delivery address of the consignment, the place the controlled drugs are being 
sourced from, and the import documentation (for an export licence application). 

11. There is also no application form on your website for a license to manufacture medicines 
(but a license fee is noted - $13, 750 incl GST) - how does one go about applying for such 
licenses? 

You can contact Medsafe for an application form (email gmp@moh.govt.nz). 

12. Does anyone have either of such a license issued to them at present (for the purposes of 
manufacturing medicinal cannabis that is) and if so how many licenses have been issued?; 

There are currently no sites with a Licence to Manufacture Medicine that includes 
manufacture of medicinal cannabis within the scope. 

13. What is the criteria that will be used to assess such an application? 

A summary of the process to obtain a Licence to Manufacture Medicines is set out below. 

1. The applicant verifies that the quality management system and production facilities 
meet the New Zealand Code of Good Manufacturing Practice for Manufacture and 
Distribution of Therapeutic Goods, Part 1: Manufacture of Pharmaceutical Products 
(Code of GMP). A copy of the Code of GMP is available from the Medsafe website at 
the following address: www.medsafe.govt.nz/regulatory/Guideline/code.asp. 

2. The applicant submits an application for a Licence to Manufacture Medicines. We will 
request supporting documents such as a site master file, and a validation master 
plan. 

3. An invoice of $13,750 is issued. This is an annual fee for Licensed Manufacturing 
sites. 

4. Medsafe GMP auditors assess the application. 
5. The auditors schedule the audit and agree the dates for the audit with the applicant. 
6. The audit is conducted against the NZ Code of GMP. At the audit closing meeting, a 

list of issues identified is presented verbally. 
7. An audit report is issued, typically within six weeks of completing the audit. 



8. The applicant responds in writing to the deficiencies noted in the audit report. 
9. The auditor makes a recommendation to the Issuing Authority on whether a Licence 

to Manufacture Medicines can be issued. 
10. If applicable, a Licence is issued. The audit frequency is typically between 6 to 24 

months. 

You may also wish to engage a regulatory consultant. Consultants known to Medsafe can be 
found at: http://www.medsafe.govt.nz/regulatory/consultants.asp. 

14. I note from your website that you advise that the Government intends to improve access 
to medicinal cannabis products through the establishment of a medicinal cannabis scheme. 
Has that scheme been established yet? 

Although the Misuse of Drugs (Medicinal Cannabis) Amendment Bill became an Act on 18 
December 2018, the Medicinal Cannabis Scheme has not yet been established. The Ministry 
is currently working on implementation of the Scheme. 

15. If it has been established please send me all information available relating to the scheme, 

The most recent information about the development of the Scheme is available on the 
Ministry's website: https://www.health.govt.nz/our-work/regulation-health-and-disability
system/medicines-control/medicinal-cannabis/misuse-drugs-medicinal-cannabis
amendment-act. 

16. If not established yet, at what stage is the government at in establishing the scheme and 
when is it likely to be established? 

It is likely to be established in 2020. 

17. I note from Chris James's letter to me that he advised that there would be consultation on 
quality standards that would take place in the first half of 2019: 
a. Has that consultation process started yet; 
b. If it has started then who is involved in the process, what is the process and what is the 
timing; 
c. If the process has not started yet: 
i. When is it expected to start; 

The consultation process has not started yet. A start date has not been set, however, as 
indicated on our website it will take place in the first half of 2019. Please also refer to the 
Medicinal Cannabis Scheme section of the website referenced under point 15 above. 

ii. Who is intended to be involved in the consultation process and what "shape" will that 
process take; 

The Ministry will publish a consultation document on the Ministry's website and will invite 
submissions via an online consultation tool. The consultation document will seek responses 
to specific questions. 

An example of this what this will look like is the consultation on the Therapeutic Products 
Regulatory Scheme: https://www.health.govt.nz/publication/therapeutic-products-regulatory
scheme-consultation. 

iii. Can I/my clients please register my/their interest in being involved in that process? 



Yes, if your cl ient wishes to be kept up to date on the progress of the Medicinal Cannabis 
Scheme please contact the Ministry (email medicinal_cannabis@moh.govt.nz). 

18. In Chris James's 16/1/19 letter I was advised that 3 licenses had been issued to grow 
cannabis for medical/scientific research and that there were 18 applications (3 subsequently 
declined). Can you please provide me with an update on those numbers. 

As at 13 February 2019, the Ministry had issued six licences to cu ltivate a prohibited plant 
and there were 27 applications in progress. 

I trust this information fulfils your request. 

Yours sincerely 

Keriana Brooking 
Deputy Director-General 
Health System Improvement and Innovation 



Application for a Licence to Deal in Controlled Drugs v2.1 
Medicines Control, Provider Regulation      Page 1 of 3 

 

 

 
Application for a Licence to Deal in Controlled Drugs 

Forward completed application to: 
Licensing Co-ordinator 

 Medicines Control, PO Box 5013, WELLINGTON 6145 
Telephone (04) 496 2444  Fax (04) 496 2343 

 
Pursuant to regulation 3 of the Misuse of Drugs Regulations 1977, I hereby apply for a Licence 
to Deal in the Controlled Drugs indicated on page 3, for:    
 
THE BODY CORPORATE (as below) OR MYSELF (as below) 
Name and postal address of body 
corporate: 

Name and postal address of individual 
applicant: 

 

 
Street address of applicant’s premises to which the licence is to apply: 

____________________________________________________________________________ 
____________________________________________________________________________ 
 
Distributor’s name and address (if other than applicant): 

____________________________________________________________________________ 
____________________________________________________________________________ 
 
The licence is required to allow controlled drugs to be: 

 Supplied  

 Used in Manufacture  

 Administered  

 Manufactured  
 
For Manufacture: Please provide the names, strengths and quantities of controlled drugs to be 
manufactured during the proposed licensing period (on a separate sheet if required) 
 
____________________________________________________________________________ 
____________________________________________________________________________ 
____________________________________________________________________________ 
____________________________________________________________________________ 
 

 
Nature of business and if supply is included, who the controlled drugs are to be supplied 
to: 
____________________________________________________________________________ 
____________________________________________________________________________ 
  

MIN ISTRY OF 

HEALTH 
MANATU HAUORA 
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RESPONSIBLE PERSONS 
 
Details of persons nominated to be responsible persons: 
Name Date of birth Job title 
 
_____________________ ___________ __________________________ 
 
_____________________ ___________ __________________________ 
 
_____________________ ___________ __________________________ 
 
_____________________ ___________ __________________________ 
 
_____________________ ___________ __________________________ 
 
 
 
 

APPLICANT DETAILS 
 
Current/previous licence number: _____________         Expiry Date: _____________ 
(if applicable) 
 
Name: ____________________________________ 
 
Job title: __________________________________ 
 
Telephone number: _________________________ 
 
Fax number: _______________________________ 
 
Email: ____________________________________ 
 
 
 
Signature: _____________________________ Date: __________________________ 
 
 
 
 
 
 
 
 
 
 
 
 
 
  



Application for a Licence to Deal in Controlled Drugs v2.1 
Medicines Control, Provider Regulation      Page 3 of 3 

Schedule to Application for Licence to Deal in Controlled Drugs 
 
CONTROLLED DRUGS APPLICANT PROPOSES TO DEAL IN:- 

Class A    
  cocaine hydrochloride   heroin   methamphetamine 
   
Class B, Part I                      
  amphetamine   dexamphetamine sulphate   gamma butyrolactone (GBL) 
  gamma hydroxybutyrate (GHB)   morphine hydrochloride   morphine sulphate 
  morphine tartrate    opium 
  tetrahydrocannabinols (THC) (except when contained in a Class C controlled drug) 
  2-methylamino-1-(3,4methylenedioxyphenyl) propane (MDMA) 
   
Class B, Part II                     
  methylphenidate hydrochloride  ephedrine   pseudoephedrine 
   
Class B, Part III                   
  alfentanil hydrochloride   diphenoxylate   fentanyl citrate 
  methadone hydrochloride   oxycodone hydrochloride   pethidine hydrochloride 
  remifentanil hydrochloride   
   
Class C, Part I                      
  cannabis (fruit, plant, seeds)   benzylpiperazine (BZP)   trifluoromethylphenylpiperazine  

     (TFMPP) 

   
Class C, Part II                     
  codeine phosphate   dextropropoxyphene napsylate/hydrochloride 

        (not being a Class C, Part V drug) 
  dihyrocodeine bitartrate   
   
Class C, Part III                    
  pholcodine  

   
Class C, Part IV                    
  buprenorphine hydrochloride   pentobarbital/sodium   ketamine 

   
Class C, Part V                     
  alprazolam   barbital   chlordiazepoxide hydrochloride 
  clobazam   clonazepam   dextropropoxyphene preparations 

       (as described in Class C, Part V) 
  diazepam   flunitrazepam   lorazepam 
  lormetazepam   midazolam hydrochloride   midazolam maleate 
  nitrazepam   oxazepam   phenobarbital/sodium 
  phentermine/hydrochloride   temazepam   triazolam 

 
Other controlled drugs not listed above:  
____________________________________________________________________________
____________________________________________________________________________
____________________________________________________________________________
____________________________________________________________________________ 
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Appendix I 
 

Applications from Research, Testing and Teaching Organisations 
 
 
Physical address where CD safe is located: 

Room No.  

Building No.  

Department   

Faculty  

Teaching 
Institution 

 

 
Name of the Code of Practice the institution works under: 
 
___________________________________________________________________ 
 
How are the medicines and/or controlled drugs to be used? 
 
___________________________________________________________________ 
 
___________________________________________________________________ 
 
___________________________________________________________________ 
 
Where are the medicines and/or controlled drugs purchased from? 
 
___________________________________________________________________ 
 
Does the applicant import controlled drugs?             Yes/ No 
 
If yes, does the applicant obtain import permits?      Yes/ No 
 
What form of recordkeeping is kept on site?  i.e. controlled drug register 
 
___________________________________________________________________ 
 
If live animals are involved, what is the name of the veterinarian in charge or to  
whom the responsible persons work under the direction of? 
 
___________________________________________________________________ 
 
 



Application for a Licence to 
Import/Export Controlled Drugs 

MINISTRY OF 

HEALTH 
Misuse of Drugs Act 1975 and Misuse of Drugs Regulations 1977 MANATO HAU ORA 

Forward completed application to: 
Medicines Control, Ministry of Health, PO Box 5013, Wellington 6145, New Zealand 

I apply for a licence: • to 

• for 

Qimport 

Qmyself 

Q export the controlled drugs specified below 

Q the body corporate named below 

Name and address of individual applicant or body corporate: Name and street address for consignment: 

11 

Trade name of drug Pharmaceutical Number and Name of controlled drug Anhydrous base 
form and strength size of packs (international controlled drug 

non-proprietary if any) content (grams) 

Import application only----------------------------------, 

Name and street address of supplier: Anticipated date of arrival of goods in New Zealand: 

Goods arriving by (tick appropriate circle): 

Q Post (air) Q Post (surface) Q Airfreight Oship 

Export application only----------------=========-=--=--:..-:..-:_-_-_-_----------, 

Name and street address of importer: Import certificate no: ._I ________ Dated: ~' ----~ 

Issued by: (name of competent authority) 

Enclosed (tick appropriate circle): Qves 

Anticipated date of departure: 

Method of exportation (tick appropriate circle): 

Q Post (air) Q Post (surface) Q Airfreight Qship 

I declare that the controlled drugs described above are required and, Fee enclosed Q (tick circle if enclosed) 

For Ministry use only 

if imported, will be used solely for medical or scientific purposes. 

Applicant's signature: I ioate:I I 
Applicant's name and position in body corporate: 

I I 
Contact telephone number:\ I 

B.D.S. number: I 
Applicant's licence to deal no: ~- - - -~~~---1 

!========~ 
Import/Export licence no: ._I ________ _. 

HP S342 




