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Application for Ministerial approval to prescribe a non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand
under Regulation 22 of the Misuse of Drugs Regulations 1977
A completed and signed copy of this form must be submitted for each application for Ministerial approval to prescribe a non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand for a specified patient.
IMPORTANT INFORMATION FOR APPLICANTS

Applications to prescribe non-pharmaceutical grade cannabis-based products without consent for distribution in New Zealand are considered on a case by case basis.  Please review the guidelines used for assessing applications listed on the Medicines Control section of the Ministry of Health website.
1.
PRODUCT

Name of the product including formulation of strength (if applicable):        
Do you have a Certificate of Analysis? 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes – please attach details

Please attach any evidence of potential benefits of the use in the product in the condition(s) to be treated and known adverse effects.  
2.
PATIENT DETAILS
Full name of patient:       
Full street address:       



     



     
Date of Birth:      
NHI Number:      
NOTE: PATIENT INFORMED CONSENT
The patient should be advised that the use of a non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand is on a trial basis and if reassessment indicates no benefit, the treatment will be stopped. 
The patient must sign the patient informed consent section below for this application to be valid. This indicates that the patient is willing to use a non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand, which means that the product has not been assessed by New Zealand regulatory authorities as acceptably safe and effective as a medicine. 
As this is a cannabis-based product, if the product is abused or diverted then the application and approval is no longer valid and future applications will be declined.
2.
PATIENT INFORMED CONSENT

“I, the patient named above, am willing to use the product named in the application and I am aware that it is a non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand.  I have been fully informed of the potential dangers associated with its use.  I am aware that if the product is abused or diverted then this application and approval is no longer valid and that future applications will be declined.”

     
     
Signature of above named patient 
Date

3.
APPLICANT DETAILS
NOTE: APPLICANT ELIGIBILTY AND POTENTIAL EXCLUSION CRITERIA

The application must be completed by a specialist who is managing the condition that the product is to treat.  The specialist must be registered with the New Zealand Medical Council as being competent in the scope of practice appropriate to the management of the condition to be treated, for example oncologists, neurologists, anaesthetists and palliative care specialists.

Health professionals with a documented history of abuse or diversion of controlled drugs, or who have had their rights to prescribe controlled drugs limited under the Misuse of Drugs Act 1975 may be ineligible to prescribe. The applicant should not have any previous complaints against them for drug or alcohol abuse, and Medicines Control (Ministry of Health) should have no outstanding investigations or concerns about their prescribing pattern of Drugs of Misuse.
Full name:       





NZ Medical Council number:      
Full practice address:  
     




Phone:       

Fax:       


Email:       
4.
PATIENT HISTORY (Attach any further relevant information)
4.1
Details of patient history and rationale for requesting approval to prescribe named product: 

4.2 
Please describe the planned protocol for use:
4.3
Does the patient have any other medical conditions?
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes – please provide details:      
NOTE: FAILURE OF OTHER PRESCRIPTION MEDICINES OR CURRENTLY AVAILABLE TREATMENTS

To be eligible for approval to prescribe a non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand the patient must have trialled adequate doses of conventional treatments for the condition for appropriate periods of time without sufficient therapeutic benefit, or the standard treatments are not tolerated by the patient, or are contraindicated in the patient.
4.4
Have other standard treatment options been trialled in this patient and proven either ineffective in treating the condition and/or controlling symptoms, are not tolerated, or are contraindicated (see note above)?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes – please provide details:      
4.5
Is the use of the non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand contraindicated in this patient?

 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
 
Yes – please provide details of contraindication(s) and proposed patient management plan:      
4.6
Is this patient taking any medicines known to interact with cannabis-based products?
 FORMCHECKBOX 
  No
 FORMCHECKBOX 

Yes – please provide details of interaction(s) and proposed patient management plan:      
NOTE: HISTORY OF ABUSE OR DIVERSION

Approval may be declined if the patient has a documented history of abuse or diversion of controlled drugs, or in the event that during the course of treatment with the cannabis-based product should such circumstance arise.
4.7
Does this patient have a documented history of abuse or diversion of controlled drugs (see note above)?  


 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
 Yes – please provide details of history and proposed patient management plan: 
4.8
Please provide details of the proposed protocol for treatment cessation in the event of lack of efficacy, adverse reactions, or if abuse/diversion has been identified:

     
4.9
Please provide details of the proposed protocol for the disposal of unwanted or unused cannabis-based product:
     
5.
ENDORSEMENT AND CONFIRMATION
I, the patient’s specialist, apply for Ministerial approval to use a non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand for use in the above named patient and confirm that the information supplied is true and correct. 

We have conducted an analysis of the potential risks and benefits of the non-pharmaceutical grade cannabis-based product without consent for distribution in New Zealand in the above named patient and we consider the risk-benefit balance to be positive in this patient. 

     
     
Signature of patient’s specialist 
Date
All applications and correspondence should be sent to:

medicinal_cannabis@health.govt.nz
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