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Section 1: Introduction

Section summary

Medsafe is the Medicines and Medical Devices Regulatory Authority for New Zealand. Medsafe is responsible for administering parts of the Medicines Act 1981, including approving clinical trials as set out under Section 30 of the Act.
Section 30 requires that an approval from the Director-General of Health (given on the recommendation of the Health Research Council) is obtained before a clinical trial involving the use of a new medicine commences in New Zealand.  

The application and approval process for clinical trials under Section 30 of the Act is administered by Medsafe. A committee of the Health Research Council considers applications and makes recommendations on whether trials should be approved. Approvals are issued by Medsafe under a delegation from the Director-General. 

Medsafe also administers a self-certification scheme for clinical trial sites and maintains a list of sites for which it has received evidence of compliance with Good Clinical Research Practice requirements.

Approval from a Health and Disability Ethics Committee is required for all clinical trials conducted in New Zealand. This is a separate application and approval and is not administered by Medsafe. 

The application and approval procedures for clinical trials are described in Section 2 of this guideline. 

From January 2010, the Note for Guidance on Good Clinical Practice (GCP) (CPMP/ICH/135/95) issued by the European Medicines Agency (EMEA) is the standard for designing, conducting, recording and reporting on clinical trials.  This guideline is based on the International Committee for Harmonisation (ICH) document E6 (R1) and is the internationally accepted standard. It replaces the “Interim Standard for Good Clinical Research Practice” published by Medsafe in 1998.
There are a few instances where there is a conflict between the CPMP guideline and specific requirements relating to clinical trials that are set out in Section 30 of the Medicines Act 1981.  Where such a conflict arises, the requirements of the Medicine Act 1981 apply.

The Good Clinical Research Practice requirements for New Zealand are outlined in Section 3 of this guideline. 

This guideline comes into effect on 1 January 2010. 

Legislation to read in conjunction with this guideline:
Medicines Act 1981
Section 2:
Interpretation - meaning of ‘medical device’

Section 3:
Meaning of ‘medicine’, ‘new medicine’, ‘prescription medicine’ and ‘restricted
medicine’

Section 4:
Meaning of ‘therapeutic purpose’
Section 20:
Restrictions on sale or supply of new medicines
Section 30:
Exemption for clinical trial

Part IV: 
Medical advertisements
Medicines Regulations 1984
Regulation 39
Conditions under which authorised prescribers and veterinary surgeons may prescribe prescription
 medicines

Misuse of Drugs Act 1975
Section 6
Dealing with controlled drugs (including import, supply, administration)

Schedules
Classes of Controlled Drug

Misuse of Drugs Regulations 1977
Regulation 31
Restrictions on supply on prescription
Application and approval procedures for clinical trials

1.1. Determining whether a clinical trial requires approval 

A clinical trial is defined in the Note for Guidance on Good Clinical Practice (CPMP/CH/135/95) as:
Any investigation in human subjects intended to discover or verify the clinical, pharmacological and/or other pharmacodynamic effects of an investigational product(s), and/or to identify any adverse reactions to an investigational product(s), and/or to study absorption, distribution, metabolism, and excretion of an investigational product(s) with the object of ascertaining its safety and/or efficacy. 

Section 30 of the Medicines Act 1981 provides an exemption from the requirement for Ministerial consent to distribute a new medicine if it is to be distributed solely for the purpose of using it in a clinical trial, provided the clinical trial has been approved by the Director General of Health.
Sponsors of clinical trials utilising new medicines (i.e. medicines for which Ministerial consent for distribution in New Zealand has not already been granted) are required to obtain approval for the clinical trial under Section 30 of the Medicines Act before the study commences. 
Approval may also be required under other legislation such as the Hazardous Substances and New Organisms Act 1996.

Approval from a Health and Disability Ethics Committee is required for all clinical trials.
1.1.1. Requirement for approval under Section 30 of the Medicines Act 1981

Section 30 applies only to clinical trials involving new medicines.
The terms medicine and new medicine are defined in Section 3 of the Medicines Act 1981. 

The following points will assist clinical trial sponsors in determining whether a trial involves use of a new medicine and therefore requires approval under Section 30 of the Medicines Act 1981.

· The term ‘new medicine’ applies to medicines (as defined in the Medicines Act 1981) for which Ministerial consent for distribution in New Zealand has not been granted. These ‘unapproved medicines’ include new chemical or biological entities and new dosage forms of approved medicines. 

· Placebos used in clinical trials are not considered to be new medicines.

· If any substance is administered to human beings for a therapeutic purpose as part of a trial where clinical end points are assessed, that substance is considered to be a “new medicine” and the clinical trial will require approval under Section 30 of the Medicines Act.  This applies even if that substance is commonly used as an ingredient in a food, dietary supplement or cosmetic.

· Medical devices are specifically excluded from the definition of the term medicine.  Clinical trials of medical devices do not require approval under New Zealand legislation, but Medsafe would like to be informed by email of any such trials (via Devices@moh.govt.nz). It should be noted, however, that clinical trials of medical devices do require ethical approval. 
· Some products regulated as medicines in New Zealand are considered medical devices in other jurisdictions (e.g. injectable facial fillers). Clinical trials using products that are new medicines under New Zealand legislation do require approval under Section 30.  Anyone considering conducting a trial using a product for which the medicine/medical device categorisation is unclear should contact Medsafe. Such products will be considered on a case-by-case basis. 

· A study using a xenotransplantation procedure is not a clinical trial and is not regulated under Section 30 of the Medicines Act.  Xenotransplantation is a specified biotechnical procedure requiring the approval of the Minister of Health. See Medicines Act Part 7A for details.

The requirement for a clinical trial involving a new medicine to be approved under Section 30 applies to all types of clinical studies, including pharmacokinetic, bioequivalence and first in human studies. Approval must be obtained for each study utilising a new medicine until Ministerial consent for distribution of the medicine has been granted. 

A clinical trial investigating a new indication for an approved medicine does not require approval under section 30 provided the medicine used in the study is exactly the same medicine for which Ministerial consent has been granted (i.e. the medicine used in the trial is not a ’new medicine’). 

If there is to be an open extension phase of a clinical trial, the protocol for the open extension phase should ideally be submitted as part of the original clinical trial application. Subsequent application may be made for approval of an open extension phase provided it can be shown that extension of the study will yield scientifically valid results.  

The application and approval procedure for clinical trial under Section 30 of the Medicines Act is administered by Medsafe. See section 1.3 for details.

1.1.2. Requirement for New Zealand Health and Disability Ethics Committee approval
For all clinical trials, approval by a New Zealand Health and Disability Ethics Committee must be obtained before recruitment of patients commences. Ethics committee approval is a separate process from approval under Section 30 of the Medicines Act and is not administered by Medsafe.  

For trials involving the use of medicines that utilise gene technology, approval under Section 30 of the Medicines Act is required before an application for Ethics Committee approval is made (see application procedure below for further detail). For all other trials, application for Ethics Committee approval may be made at any time (before, during or after consideration of the application for approval under Section 30). In either case, the clinical trial must not commence until both the approval of the Director-General under Section 30 and Ethics Committee approval have been given.

The Health and Disability Ethics Committee will determine whether the study:

· complies with the requirements of the Privacy Act and the Health and Disability Services Consumers Rights (HDSC) Code of Rights 

· is eligible for no-fault compensation under the Injury Prevention, Rehabilitation and Compensation (code of ACC Claimants Rights) Notice 2002 and, if not, if the sponsor compensation system is adequate.
The New Zealand’s Health and Disability Services Commissioners Code of Rights requires that patients must have access to services such as Advocacy Services when they are enrolled in a clinical study.  It is desirable but not essential to appoint a patient advocate to a study.  If no advocacy service is appointed the sponsor must tell patients how and where they can obtain such services if they require them.

Further information on the ethics committee system utilised for the assessment of clinical trials in New Zealand can be found on the National Ethics Advisory Committee website. 
1.1.3. Approval under the Hazardous Substances and New Organisms Act 

For clinical trials involving a New Organism, compliance with the requirements of the Hazardous Substances and New Organisms Act 1996 is required. For further information, contact the Environmental Risk Management Authority. 
1.1.4. Summary of approval requirements for clinical trials

The following table summarises the approval requirements for clinical trials conducted in New Zealand utilising different sorts of investigational products.

	Type of investigational product utilised in the trial
	Type of approval required

	
	Medicines Act S30
	HSNO Act 1996
	Ethics Committee

	New (unapproved) medicine containing a new chemical entity
	√
	x
	√

	New (unapproved) medicine containing a new organism
	√
	√
	√

	New (unapproved) dose form or strength of an approved medicine
	√
	x
	√

	Approved medicine used to investigate a new indication or new dosage regime
	x
	x
	√

	Medical device (as defined in New Zealand legislation), containing a hazardous substance or new organism
	x
	√
	√

	Medical device (as defined in New Zealand legislation), not containing a hazardous substance or new organism
	x
	x
	√


For trials involving the use of Controlled Drugs, it will also be necessary to comply with the requirements of the Misuse of Drugs Act and associated regulations which set out licensing requirements for importation, possession and supply as well as storage and prescribing requirements.

1.1.5. Other Relevant New Zealand Legislation and Guidelines

Sponsors and investigators involved in clinical trials in New Zealand should ensure that they are aware of, and comply with, relevant legislation including the:

· Privacy Act 1993 

· New Zealand Public Health and Disability Act 2000 

· Injury Prevention, Rehabilitation and Compensation Act 2001;

· Public Records Act 2005  

· Health and Disability Commissioner Act 1994

· Health Practitioners Competence Assurance Act 2003

· Health (Retention of Health Information) Regulations 1996,and

· Health Information Privacy Code 1994, and

· Injury Prevention, Rehabilitation and Compensation (Code of ACC Claimants’ Rights) Notice 2002. 
Sponsors and Investigators should also be aware of the:

· CHMP guidelines on strategies to identify and mitigate risks for first in human clinical trials with investigational medicinal products.

· Researched Medicines Industry Association Guidelines on clinical trials compensation 

· New Zealand Health and Disability Ethics Committee ethical review process.

· National Ethics Advisory Committee ethical guidelines; and

· ICH E2A Clinical safety data management definitions and standards for expedited reporting.

1.2. Compliance with Good Clinical Research Practice requirements

Section 30 requires the Director-General of Health to consider and seek advice on the suitability of the proposed clinical trial investigators and clinical trial sites. To facilitate this process, Medsafe administers a self-certification scheme for clinical trial sites.  
The self-certification scheme requires principal investigators and the trial site CEO to complete a Clinical Trial Site Self-Certification form, providing a description of the site’s facilities and procedures and a list of key personnel. A new form must be completed whenever there are changes to personnel or procedures at the site. 

Medsafe maintains a list of clinical trial sites for which it has received evidence of compliance with Good Clinical Research Practice requirements. This list is available on the Medsafe website (www.medsafe.govt.nz). 

When applying for approval of a clinical trial under Section 30 of the Medicine Act, applicants need to ensure that the New Zealand sites at which they propose to conduct the clinical trial are on the Medsafe list of certified sites and that there have been no changes to the personnel or procedures at the site since the certification was lodged with Medsafe. A new or updated Clinical Trial Site Self-Certification form must be lodged with the clinical trial application if required. The clinical trial will not be approved until the certification process has been completed for all relevant sites. 

Application and approval processes for applications under Section 30 of the Medicines Act 

1.2.1. Role of Medsafe in the clinical trial approval procedure

Medsafe administers the application and approval process for clinical trials under a Delegation from the Director-General of Health.  Medsafe receives and processes applications, liaises with SCOTT or GTAC and the applicant, and issues approval letters. All communication regarding applications for approval of a clinical trial must be addressed through Medsafe.

1.2.2. Role of the Health Research Council in the clinical trial approval procedure

Section 30 of the Medicines Act specifies that the Director-General may only approve a clinical trial on the recommendation of the Health Research Council of New Zealand (HRC). 

The HRC maintains two standing committees to consider clinical trial applications and make recommendations to the Director-General. The Standing Committee On Therapeutic Trials (SCOTT) considers applications for pharmaceutical-type medicines, and the Gene Technology Advisory Committee (GTAC) considers applications for trials involving gene and other biotechnology therapies. 

The Terms of Reference for these committees are published on the HRC website (SCOTT, GTAC). The sponsor of a clinical trial should read these documents before submitting an application as they provide guidance on the committee processes and the data requirements of each committee.
1.2.3. Application procedure 
When making an application for approval of a clinical trial under Section 30 of the Medicines Act, the applicant should send one copy of the application form, supporting documentation and trial site self-certification form (new or update, as necessary) to Medsafe at the following address:

Postal Address:
Courier Address:

Manager Medsafe 
Manager Medsafe 


PO Box 5013
Level 6


Wellington
Deloitte House



10 Brandon Street


Attention:  Clinical Trials
Wellington


Attention:  Clinical Trials
Further copies of the application are sent by the applicant directly to the relevant Health Research Council committee to avoid consideration of the application being delayed. 

If the application is to be considered by the SCOTT committee of the Health Research Council, the applicant should send 4 copies of the application form and supporting documentation to SCOTT at the following address:


Postal Address:
Courier Address:


Assoc. Prof. R Robson
Assoc. Prof. R Robson


c/- The Pegasus Centre
C/- The Pegasus Centre


P O Box 2856
31 Tuam Street


Christchurch 8011
Christchurch 8011


Attention: Ms Susan Isaacs
Attention: Ms Susan Isaacs

If the application is to be considered by the GTAC committee of the Health Research Council, the applicant should send 10 copies of the application form and supporting documentation to GTAC at the following address:

Postal Address:

Courier Address:


GTAC Secretary

Level 3


PO Box 5541

110 Stanley Street


Wellesley St

Auckland 0629


Auckland 0629




Medsafe will undertake administrative processing of the application and send an acknowledgement letter and invoice to the applicant within 7 days. 

The fee for an application for approval of a clinical trial under Section 30 of the Medicines Act is set out in regulation 61 of the Medicines Regulations 1984.  The Director-General may (under regulation 61A) grant a waiver of the fee in certain circumstances (e.g. for a clinical trial conducted for the 'public good'). See the Medsafe Fee Schedule for current fee details. 

Payment of the invoice should be made within 7 days and is required to validate the application. 

A clinical trial approval will not be issued until payment has been received.

All subsequent communication regarding the application must be sent through Medsafe.

1.2.4. Consideration of applications for approval of clinical trials under Section 30 of the Medicines Act
Following consideration of an application, SCOTT or GTAC conveys its recommendation to Medsafe. The committee may:

· Recommend that the clinical trial is approved

· Recommend approval of the trial subject to certain conditions

· Request more information in relation to the application

· Recommend that the clinical trial is not approved

Following receipt of the SCOTT or GTAC recommendation, Medsafe will notify the applicant of the committee’s recommendation and liaise with the applicant regarding any proposed conditions of approval (such as amendment to the trial protocol) or requests for further information. All correspondence must be addressed through Medsafe.

Once any issues raised by the committee have been resolved, Medsafe will issue an approval letter. This letter may be used by the sponsor in obtaining clearance for importation of the investigational product. 

The applicant will be notified of the Director-General’s decision within 45 days of receipt of the application. 

Following receipt of the approval letter, it is the responsibility of the trial sponsor to ensure that all other approvals, including Ethics Committee approval, are in place before recruitment of trial participants commences.

If the committee recommends that approval of the clinical trial is declined, Medsafe will inform the applicant of this recommendation, and the reason for it.  

Good Clinical Research Practice requirements
From 1 January 2010, the CPMP GCP Guideline (CPMP/ICH/135/95), with certain modifications, applies to clinical trials conducted in New Zealand. 

Additional or alternative requirements apply in situations where there is conflict between the requirements set out in the CPMP guideline and the requirements specified in New Zealand legislation, or where New Zealand legislation sets requirements not covered in the CPMP guideline. 

The CPMP guideline is arranged around the following sections: principles of GCP, ethics committees, investigator, sponsor, protocol and protocol amendments, investigators brochure and essential documents.   Sections 1.8.1 to 1.8.5 provide clarification and highlight those areas where additional or alternative New Zealand-specific regulatory requirements apply to the conduct of clinical trials. 

1.3. The Applicant, Sponsor, Investigator and Monitor

The obligations of the applicant, sponsor, investigator and monitor are detailed in sections 4 and 5 of the CPMP guideline.

In the CPMP guideline, the sponsor is defined as an individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.  The Medicines Act does not use the term sponsor but refers to an applicant (the importer, manufacturer or supplier of the trial medicine), who must be in New Zealand. The responsibilities of the applicant under New Zealand legislation parallel those of the sponsor in the CPMP guidelines, and the terms tend to be used interchangeably when referring to clinical trials. 
The fundamental requirement is that for any clinical trial conducted in New Zealand there must be a person in New Zealand who is responsible for the clinical trial. That person is legally liable for the conduct of the clinical trial in New Zealand and is responsible for:
· making the application to the Director-General for approval of the clinical trial

· the preservation of records 

· reporting adverse events (see below)
· notifying any changes in protocol to the relevant ethics committee(s) and to the Director- General (through Medsafe) 
· informing the Director-General of the identifying name or mark by which the trial may be recognised before the trial medicine is distributed if it is not a medicine for which consent for distribution in New Zealand has been granted (see Section 30(7)(a)).
The principal investigator should be resident in New Zealand, competent in the field of study as evidenced by written curriculum vitae, and have qualifications and experience recognised within New Zealand. Where the principal investigator is not medically qualified the trial protocol should identify the clinician responsible for medical supervision of the trial and oversight of the medical care of the participants in the trial. 
The investigator is the person responsible to the sponsor for the conduct of the clinical trial at the clinical trial site. Where a trial is conducted by a team at the trial site, the investigator is the responsible leader of the team and may also be called the principal investigator.
The monitor (or clinical research associate) is an individual employed by the sponsor to oversee the initiation, progress and conduct of the clinical trial.  

Where a multi-centre trial is being conducted and administered by a research body outside New Zealand, the principal investigator may undertake the role of sponsor/applicant.

1.4. Investigational products

The CPMP GCP guideline discusses investigational products in points 4.6, 5.12, 5.13 and 5.14. 
The Medicine Act places a number of conditions on the distribution of a medicine under Section 30 of the Act. 

Section 30(7)(b)) requires that every label on every package of a medicine used in a clinical trial must have the words “To be used by qualified investigators only”.  It is Medsafe’s practice to accept these words or words of similar meaning.   

Section 30(7)(c) requires that every person to whom the trial medicine is distributed must be approved to conduct the trial (approved investigators), and the medicine must be used solely by that person or under his direction for the purposes of the trial.

Clinical trial medicines may be supplied to trial participants by pharmacists or nurses, providing these arrangements are detailed in the clinical trial protocol and otherwise comply with requirements of the protocol.
The quantity of trial medicine to be supplied to trial participants at one time should be specified in the trial protocol. Where a clinical trial utilises a product that contains a medicine that has been classified as a prescription medicine in New Zealand, the quantity supplied at one time is limited to 6 months’ supply for an oral contraceptive and 3 months’ supply for any other medicine. This restriction is set out in regulation 39(2) of the Medicines Regulations 1984.  

Should a product used in a clinical trial contain a substance listed in a schedule to the Misuse of Drugs Act 1975, the supply restrictions relevant to that class of controlled drug will apply. The restrictions are set out in the following table:

	Controlled Drug Class
	Period of supply

	Class A
	1 month

	Class B
	1 month

	Class C
	3 months


1.5. Preservation of records

The preservation of records is detailed in sections 4.9.4, 4.9.5 and 5.15 of the CPMP GCP guideline.  In New Zealand the following points must also be taken into consideration.

· Both the principal investigator and the sponsor are obliged to retain records and data from the study for safety reasons and for audit and inspection subsequent to study completion. The timeframes depend on the nature and duration of the study and must conform to the requirements of the privacy legislation and the Health (Retention of Health Information) Regulations 1996, but in no case should the period of retention be less than 10 years from the date of termination of the study. 

· If records relating to a clinical trial are part of a patient’s hospital record, adequate steps must be taken to ensure that the patient’s hospital records are retained for 10 years after the date of termination of the study, since the normal time to destruction interval in some hospitals and institutions may be less than this. 

· Records of trials must be retained until approval of the Chief Archivist is sought for their disposal (section 18 of the Public Records Act 2005).  

If the principal investigator is unable to maintain custody of the study documents referred to above, the applicant and the sponsor should be informed in writing about the location of the records and the name of the person responsible for their retention. The means by which prompt access can be assured should also be stated. If necessary the sponsor may inventory and retain, in a sealed container, the investigator’s documents. For international multi-centre trials the records for New Zealand patients may be stored overseas providing they are maintained in an accessible form until they are legally disposed of.

Computer records must be reproduced in hard copy, which are to be signed and dated as a verified accurate copy of the original data. The verified hard copy should then be stored with other paper-based records, to overcome the possibility of loss or inability to read the information due to technological redundancy.
1.6. Reporting of Adverse Events

The reporting requirements for adverse events are detailed in section 4.11 and 5.17 of the CPMP GCP Guideline.  Expedited reports should comply with the ICH Guideline for Clinical Safety Data Management (ICH E2A).

In line with the CPMP guideline, the investigator should report adverse events (as detailed in the protocol) to the sponsor who then informs the applicant and regulatory authorities as detailed below. 

The New Zealand requirements for reports that must be sent to the regulator differ from those in the CPMP guidelines. Only events considered to be suspected unexpected serious adverse reactions (SUSAR) that:
· are unexpected because they are not outlined in the investigators brochure
· are not defined study end-points e.g. death or hospitalisation
· occur in patients located in New Zealand;  and 

· result in a decision to break the study code;
should be reported to Medsafe (address below).
Serious events are defined as those:
· involving a fatal reaction

· involving a life threatening reaction

· resulting in hospitalisation, or that prolong hospitalisation
· resulting in persistent or significant disability or incapacity
· resulting in a congenital abnormality
Reports of a SUSAR which was fatal or life-threatening and fulfil the criteria above must be sent to Medsafe by the sponsor within 7 calendar days of the sponsor being informed of the adverse event. These reports should be followed up as soon as is practicable (within a maximum of a further 8 calendar days) by an assessment of causality of the adverse event and a discussion of the possible impact of the event on the future use of the investigational product.  All other SUSAR reports fulfilling the above criteria should be sent to Medsafe within 15 calendar days (see ICH E2A for further details).
All (worldwide) serious adverse events which do not result in breaking the study code and which are not specified as study end points should be recorded and presented to Medsafe as part of the routine reporting required under the Section 30(7)(d) of the Act. A template reporting form is provided for this purpose.
The reporting requirements of the Health and Disability Ethics Committees are outlined in their guidelines.
All adverse event reports should be sent to the following address:

Postal address 


Courier Address

Manager Clinical Risk


Manager Clinical Risk


Medsafe




Medsafe


PO Box 5013 



Level 6


Wellington 




Deloitte House






10 Brandon Street






Wellington

1.7. Study Reporting Requirements

Medsafe must be immediately informed of the withdrawal of the investigational product from continued development, or withdrawal from the market in another jurisdiction, for any reason.

Medsafe must be informed within 7 calendar days of any overseas study using the investigational product that has been stopped due to serious or unexpected adverse events. The reasons for halting the study and the arrangements for halting the New Zealand arm of the study are required in the report.

In New Zealand, the sponsor is required under Section 30(7)(d)(ii) to submit routine progress reports to Medsafe at 6 monthly intervals. The first report should be sent to Medsafe 6 months after the date of the letter notifying approval of the trial by the Director-General whether the trial has begun recruitment or not.  In instances where the clinical trial has not commenced the reason for this should be stated with an estimated start date. 

Reports submitted to Medsafe for trials approved under Section 30 Act must describe: 

· how the study is progressing
· the number of participants included in relation to the number expected
· the number of dropouts and withdrawals 

· if the planned time schedule is still appropriate 

· new data on the investigational product, detailing the possible impact on the conduct and ethical consideration of the study 

· An analysis of the unblinded serious adverse event reports for the investigational product(s) with respect to possible causality and impact on the continuation of the study
· All reports on adverse events to the regulatory authority should contain both participant identification data and the code number assigned to the participant (a template reporting form is provided)

For international trials, where the 6-monthly reporting cycle in New Zealand coincides with reporting requirements for other regions, the report submitted to other regions may be submitted in New Zealand.
Section 30(7)(d)(iii) requires that, on termination of the trial, a copy of the results of the trial must be sent to the Director-General. This report should include all the adverse events recorded during the trial with an evaluation and discussion. The final report should be sent to Medsafe.

The reporting requirements of the Health and Disability Ethics Committees differ from those set out in the legislation administered by Medsafe and are outlined in their guidelines.
All study reports should be sent to the following address:

Postal address 


Courier Address

Manager Clinical Risk


Manager Clinical Risk


Medsafe




Medsafe


PO Box 5013 



Level 6


Wellington 




Deloitte House






10 Brandon Street






Wellington[image: image1.png]




















































































� A searchable database on the Medsafe website (http://www.medsafe.govt.nz/profs/class/classintro.asp) can be used to check whether a medicine is a prescription medicine 





�Change to titles here to more clearly define that the legislation to be read is not part of the section summary





