
1Guide to Health and Medicine Related Legislation

Why read this?
Health and medicine related legislation applies to the University in a multitude of ways. 
The University provides a wide range of undergraduate and postgraduate health sciences 
programmes and undertakes world leading health sciences research. The University is also a 
significant health services provider in its own right, both to students and the public. 

This guide is designed to provide University staff with a brief overview of key legislation and 
advice around where to look for further information. 

The first part of the guide provides an outline of the University’s relationships with other 
health services providers and briefly discusses the impact of the relationships on legislative 
compliance. 

The second part of the guide covers regulation of health services delivery including:

•	 the Health Practitioners Competence Assurance Act 2003; and

•	 the	Health and Disability Commissioner Act 1994; and

The third part of the guide covers use and storage of drugs including:

•	 the	Misuse of Drugs Act 1975 and regulations;

•	 the	Medicines Act 1981 and regulations; and

•	 the Agricultural Compounds and Veterinary Medicines Act 1997.  

The final part of the guide covers other key legal obligations including:

•	 the	Human Tissue Act 2008; and

•	 the	Health Information Privacy Code 1994.

You should be aware that there are separate guides dealing with Research Involving Human 
Participants, the Animal Welfare Act and Health and Safety related legislation (which 
includes information on hazardous substances and new organisms regulation and use and 
storage of radioactive material).

Getting it right – 
Guide to Health and Medicine Related Legislation
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2 Getting it right

Relationships with other health providers

District Health Boards

The University enjoys longstanding and multifaceted relationships with the Southern 
District Health Board, the Canterbury District Health Board and the Capital and Coast 
District Health Board (DHBs). Among other things, their respective hospitals provide a 
clinical training environment to undergraduate students and post-graduate clinicians. Health 
Sciences staff members also interact with the DHB in many different ways, including joint 
clinical arrangements. These involve medical academic staff employed by the University also 
working as medical specialists at a DHB. Health research is another area where there are 
extensive and varied methods of collaboration. 

Outside the DHBs, a number of medical students also go to Nelson Hospital for their 
Trainee Intern year.   

Each DHB is party to a Memorandum of Understanding (MOU) that provides a high level 
framework for the relationship and establishes a Joint Relations Committee made up of 
representatives of the University and each DHB. Documenting the details of the many 
aspects of the relationship between each DHB and the University is an ongoing project. 

The School of Dentistry contracts with the Southern District Health Board to provide 
dental services and is audited by the DHB from time to time. 

Other health providers

Undergraduate and graduate dentistry, medical, oral health, pharmacy and physiotherapy 
students all learn through clinical exposure to patients/clients of many different types 
of third party health services providers. This training may be under the supervision of 
University staff or by the applicable provider in the case of formal clinical placements. 
Where arrangements are of an ongoing nature, appropriate documentation should be 
agreed between the University and the provider.  

General compliance issues

Joint clinical arrangements

The intent is that the health practitioner and the DHB (rather than the University) are to 
be responsible for clinical services provided to patients. The University is responsible for 
performance of the academic components of the arrangement, and employment issues. 
Compliance with registration and other professional obligations set by the respective 
Health Council is the responsibility of the clinician. To the extent that a medical clinician is 
entitled to reimbursement of costs of registration, insurance and college membership fees, 
these are shared pro-rata between the DHB and the University (based on the proportion 
of full-time spent working for each).  
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Students working within DHBs

Each DHB has overall responsibility for delivery of health services to patients and a 
shared obligation with the University to ensure that appropriate systems are in place to 
address issues arising from the interaction between students and patients. In any particular 
circumstances, a range of factors may be relevant to the extent to which the University 
might be said to be ‘responsible’ for the conduct of a student, including who was supervising 
the student and the student’s experience. Irrespective of the precise legal position, the 
University clearly has an interest in students working within the DHB environment (as 
evidenced by the requirement for students to sign a Code of Professional Conduct) and it 
is appropriate for the relevant Dean or senior University staff member to be involved in 
any DHB process dealing with patient complaints involving students. From a reputational 
perspective, clearly any conduct by a student reflects on the University.   

Students working with other health providers

If the student is not accompanied by University staff, the relevant third party health 
practitioner is likely to be responsible for ensuring that the student is appropriately 
supervised and performs tasks consistent with his or her experience in accordance with 
professional requirements. The University has a responsibility in terms of pastoral care and 
ensuring that students in the Division of Health Sciences are aware of key professional 
obligations, such as confidentiality (for example, medical students sign a code of professional 
conduct, undergraduate pharmacy students sign a confidentiality agreement and 
physiotherapy students undertake a comprehensive induction as part of the participation in 
the school’s clinics). 
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Health Services Delivery

Health Practitioners Competence Assurance Act 2003 (HPCAA)

•	 The	HPCAA	is	designed	to	protect	the	health	and	safety	of	the	public	by	providing	
mechanisms to ensure that health practitioners are competent and fit to practice their 
professions.

•	 Every	health	practitioner	who	practices	in	a	regulated	profession	in	New	Zealand	must	
be registered with the relevant responsible authority and hold an annual practising 
certificate issued by that authority. 

•	 No	individual	may	claim	to	be	a	regulated	health	practitioner	unless	they	are	registered	
and qualified to be registered with the applicable responsible authority. This includes 
using names, words, titles, initials, abbreviations, or descriptions stating or implying 
that the unregistered person is a regulated health practitioner. It also includes doing 
anything that is calculated to suggest that an unregistered person practices or is willing 
to practice as a regulated health practitioner (there is an exception for legitimate job 
seekers). 

•	 Registered	health	practitioners	must	not	perform	activities	that	fall	outside	the	scope	
of practice for which they are registered (though there are exceptions for emergencies, 
training and professional exams/competence reviews). Scopes of practice are defined by 
the responsible authority. Only practitioners registered under a scope of practice may 
use any title associated with the scope. 

•	 Section	9	of	the	HPCAA	also	allows	certain	activities	to	be	declared	as	restricted 
activities. These activities can only be performed by a registered health practitioner and 
reflect specific areas where, among other things, unregulated services are likely to be 
provided giving rise to a risk of harm to the public. The present list of declared activities is:

	 •	 surgical	or	operative	procedures	below	the	gingival	margin	or	the	surface	of	the			
 skin, mucous membranes or teeth;

	 •	 clinical	procedures	involved	in	the	insertion	and	maintenance	of	fixed	and		 	
 removable orthodontic or oral and maxillofacial prosthetic appliances;

	 •	 prescribing	of	enteral	or	parenteral	nutrition	where	the	feed	is	administered		 	
 through a tube into the gut or central venous catheter;

	 •	 prescribing	of	an	ophthalmic	appliance,	optical	appliance	or	ophthalmic	medical		 	
 device intended for remedial or cosmetic purposes or for the correction of a   
 defect of sight; and

	 •	 applying	high	velocity,	low	amplitude	manipulative	techniques	to	cervical	spinal	joints.
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•	 Responsible	authorities	perform	many	functions, including considering applications for 
annual practising certificates, prescribing qualifications required for the profession’s 
scopes of practice, setting professional and ethical standards, reviewing and promoting 
the competence of health practitioners, receiving and acting on information from 
concerned parties about the ongoing competence of health practitioners and 
promoting education and training within the profession. 

•	 The	HPCAA	contains	various	reporting	obligations,	for	example:

	 •	 where	an	employee	is	dismissed	or	resigns	from	his	or	her	employment	for	reasons		
 of competence, the person who employed the employee must promptly give the   
 registrar of the appropriate authority written notice of the reasons for that   
 resignation or dismissal(section 34(3));

	 •	 if	specified	persons	(including	a	health	practitioner	or	employer	of	a	health		 	
 practitioner) have reason to believe that a health practitioner is unable to perform  
 his or her required functions because of some mental or physical condition, the   
 person must promptly give the registrar of the responsible authority written notice  
 of all the circumstances; and

	 •	 if	a	person	in	charge	of	a	health	educational	programme	(i.e.	a	programme		 	
 containing courses that are a prescribed qualification for a health practitioner)   
 has reason to believe that a student who is completing a course would be unable  
 to perform the functions required for the practice of his or her profession   
 because of some mental or physical condition, the person must give the registrar of  
 the responsible authority written notice of all the circumstances. 

•	 Part	4	of	the	HPCAA	deals	with	complaints	and	discipline,	including	the	establishment	
of professional conduct committees for each profession and the Health Practitioners 
Disciplinary Tribunal. 
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Application of HPCAA to the University    

The HPCAA has an impact on the University in many ways. Examples are discussed below.

Student Health     

Student Health provides a comprehensive range of primary health care services to the 
student population. Health practitioners are registered and are responsible for meeting 
their professional obligations.

Schools of Medicine, Pharmacy, Physiotherapy and Dentistry

•	 The	schools	are	accredited	providers	of	certain	health-related	qualifications	and	work	
very closely with the applicable responsible body in a range of areas including fitness 
to practice issues (for example, there is a Memorandum of Understanding between 
the	Medical	Council	of	New	Zealand	and	the	University	of	Otago	Faculty	of	Medicine	
dealing with evaluating and reporting of fitness to practice issues). As leaders in their 
field, University staff members commonly sit on applicable Councils.

•	 Medicine,	Physiotherapy	and	Dentistry	students	are	eligible	to	apply	for	registration	on	
completion of their undergraduate qualification (in contrast to pharmacy students who 
must successfully complete a one year internship run by the Pharmaceutical Society 
of	New	Zealand).	Each	school	has	a	fitness	to	practice	committee	and	a	range	of	
processes in place relating to fitness to practice. 

•	 The	Faculty	of	Dentistry	operates	a	teaching	hospital	and	the	School	of	Physiotherapy	
provides services to the public through four practising clinics. Staff members are 
responsible for ensuring that they hold the appropriate registration and a current 
practising certificate. However, in both schools, there is centralised co-ordination of 
professional registration and/or record keeping. Contracts entered into by the Faculty 
of Dentistry with the DHB and other health providers also permit compliance audits, 
which include checking that staff members hold appropriate registrations.  

•	 The	Faculty	of	Medicine	does	not	provide	medical	services	to	the	public.	As	with	
the other schools, it is the professional responsibility of staff members that require 
registration to ensure this is undertaken and that annual practising certificates are 
obtained. Registration issues arising from staff employed in joint clinical arrangements 
are generally handled by the applicable DHB (as noted, a portion of the costs is shared 
between the University and the DHB).  
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Who needs to be registered?                             

While the general answer is anyone who practices in a regulated profession, the precise 
answer depends on the approach taken by the applicable responsible body when defining its 
‘practice’. A review of all the different approaches taken by the various responsible bodies 
is beyond the scope of this guide .However, the approach taken by medicine, physiotherapy, 
dentistry and pharmacy is briefly discussed below.  

Medicine – In relation to doctors, the Medical Council defines the practice of medicine as:

•	 advertising,	holding	out	to	the	public,	or	representing	in	any	manner	that	one	is	
authorised	to	practice	medicine	in	New	Zealand;

•	 signing	any	medical	certificate	required	for	statutory	purposes,	such	as	death	and	
cremation certificates;

•	 prescribing	medicines	whose	sale	or	supply	is	legally	restricted	to	prescription	by	
medical practitioners;

•	 assessing,	diagnosing,	treating,	reporting	or	giving	advice	in	a	medical	capacity,	using	the	
knowledge, skills, attitudes and competence initially obtained for the MB ChB degree 
(or equivalent) and built upon in postgraduate and continuing medical education, where 
there could be an issue of public safety. 

“Practice” in this context is said to extend beyond clinical medicine to include teaching, 
research, medical or health management. This may be in hospitals, clinics, general practices 
and community or institutional contexts, whether paid or unpaid.1         

Undergraduate students cannot register (hence the need for students to sign up to a code 
of conduct with the University). There is a need for vigilance to ensure that students do 
not, in any setting, hold themselves out to be registered doctors.   

Doctors	who	visit	New	Zealand	for	the	purpose	of	demonstrating	or	teaching	new	
procedures are required to be registered under the special purpose scope of practice – 
visiting expert pathway. 

Physiotherapy – The practice of physiotherapy is broadly defined and includes (among 
other things) anyone who provides services to individuals and populations to develop, 
maintain, restore and optimise health and function throughout the lifespan. This includes 
providing services to people compromised by ageing, injury, disease or environmental 
factors. Physiotherapy identifies and maximises quality of life and movement potential by 
using the principles of promotion, prevention, treatment/intervention, habilitation and 
rehabilitation. This encompasses physical, psychological, emotional, and social well being. 

1  Medical Registration in New Zealand – Medical Council of New Zealand. 
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As with medicine, the practice of physiotherapy is not confined to clinical practice, and 
encompasses all roles that a physiotherapist may assume such as patient/client care, health 
management, research, policy making, educating and consulting, wherever there may be an 
issue of public health and safety.

Undergraduate students cannot register. The University’s approach is to register post-
graduate students. 

As with doctors, visiting physiotherapists who are presenting need to register under a 
special purpose scope of practice.

Dentistry – The	Dental	Council	of	New	Zealand	defines	the	general	practice	of	dentistry	
as the maintenance of health through the assessment, diagnosis, management, treatment and 
prevention of any disease, disorder or condition of the orofacial complex and associated 
structures within the scope of the practitioner’s approved education, training and 
competence. Practice in this context is wider than clinical dentistry and includes teaching, 
research, and management, given that such roles influence clinical practice and public safety. 

In addition to general dentistry, the Council has defined a number of other scopes of 
practice including specialist practice in twelve disciplines, dental therapy, dental hygiene, 
dental technology and clinical dental technology. 

Undergraduate students cannot register.  

Pharmacy – The practice of pharmacy includes the custody, preparation and dispensing of 
medicines and pharmaceutical products; the provision of advice on health and well-being, 
including health screening, and the selection and provision of non-prescription medicine 
therapies and therapeutic aids. The pharmacist acts as a medicines manager, ensuring 
safe and quality use of medicines and optimising health outcomes by contributing to the 
selection, prescribing, monitoring and evaluation of medicine therapy. The pharmacist 
researches information and provides evidence-based advice and recommendations on 
medicines and medicine-related health problems to patients, their carers and other 
healthcare professionals. The pharmacist is an integral part of the healthcare team.

As with the other professions, the practice in this context is wider than pharmacists 
directly working with patients and includes teaching, advising, research, policy development 
and management. 

The	Pharmacy	Council	of	New	Zealand	has	also	defined	an	intern	scope	of	practice.	It	
mirrors the pharmacy scope of practice provided that the Intern Pharmacist must always 
practise under the supervision of a registered practising pharmacist. 
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The Health and Disability Commissioner Act 1994 (HDC Act)

Overview 

Among other things, the HDC Act establishes the Health and Disability Commissioner 
(HDC). This is an independent agency set up to:

•	 promote	and	protect	the	rights	of	consumers	who	use	health	and	disability	services;	and	

•	 help	resolve	problems	between	consumers	and	providers	of	health	and	disability	services.

The HDC enforces the HDC Code of Health and Disability Services Consumers’ Rights 
(Code). 

Patients may complain to the HDC directly or, if a responsible authority receives a 
complaint “that the practice or conduct of a health practitioner has affected a health 
consumer”, the authority must promptly forward the complaint to the HDC. Where an 
HDC investigation is launched (either through a referral or otherwise), the HDC must tell 
the responsible authority and the responsible authority’s ability to take action is limited 
until the HDC has concluded its investigation.

The HDC Act establishes two roles which are part of the HDC, but act independently. The 
first is the Director of Health and Disability Services Consumer Advocacy. Among other 
things, this role oversees the purchase and management of free independent advocacy 
services offered to health consumers under the HDC Act. The second is the Director of 
Proceedings. He or she is responsible for considering whether referrals from the HDC 
should be taken further. This might involve professional disciplinary proceedings or the 
Director of Proceedings bringing a case before the Human Rights Tribunal. 

A range of outcomes are possible in the event of a complaint to the HDC. These include:

•	 the	HDC	taking	no	action;

•	 the	matter	being	referred	for	resolution	to	the	health	care	provider;

•	 the	matter	being	referred	to	the	appropriate	responsible	authority	(where	the	
complaint casts doubt on a practitioners’ competence or fitness to practice); 

•	 the	matter	may	be	referred	to	an	advocate	for	resolution	between	the	parties;	or					

•	 the	HDC	may	launch	an	investigation.	

Again, on conclusion of an investigation, there are a range of options open to the HDC 
including taking no action, preparation of a written report and recommendations, a 
complaint to a responsible authority or a referral to the Director of Proceedings (who, as 
noted above, has the ability to bring a case before the Human Rights Tribunal).

See here more information. 
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Dealing with complaints

Complaints regarding health services provided by the University are rare. However, each 
service has its own procedures for dealing with complaints which you should be familiar with 
to the extent relevant to your role. Most complaints can be resolved quickly if dealt with 
sensitively and diligently. Keeping people informed of the progress of a complaint is critical. 

Each DHB has its own complaints process. As previously noted in this guide, the University 
should be involved where there are complaints against Joint Clinical academic staff and in 
the rare cases where a student is the subject of a complaint. 

In general terms, the process for dealing with a complaint as prescribed by the Code is as 
follows:

•	 the	health	provider	must	write	to	complainants	within	five	working	days	to	let	them	
know that the health provider has received their complaint and tell them about the 
complaint procedures, the independent advocacy services provided by the Health and 
Disability Commissioner, and their right to contact the Commissioner’s Office about 
their complaint.

•	 Within	ten	working	days	of	acknowledging	receipt	of	a	complaint,	the	health	provider	
must decide whether it accepts the complaint, or whether it needs more time to 
consider it.

•	 The	health	provider	must	let	the	complainant	know	what	it	has	decided,	and	why,	
as soon as practicable. The health provider must also inform the complainant about 
progress on the complaint at least once a month.1

For serious complaints, notification of the University’s insurer may be required. 

   

2 HDC FAQs. 
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Use and storage of Drugs

Misuse of Drugs Act and regulations

The Misuse of Drugs Act 1975 (Misuse of Drugs Act) and the Misuse of Drugs Regulations 
1977 (Regulations) govern the prescribing and supply of ‘controlled drugs’ and contain a 
range of provisions to prevent or discourage the misuse of ‘controlled drugs’. 

The key things to be aware of are as follows:

•	 Narcotics	and	certain	psychotropic	agents	fall	within	the	definition	of	controlled	drugs.	
The Misuse of Drugs Act defines three classes of controlled drugs. These are Class 
A, Class B (further subdivided into parts I, II and III) and Class C (further subdivided 
into Parts I to VII). The controlled drugs in each class are listed in the schedules to the 
Misuse of Drugs Act. The sub-classifications are relevant to the Regulations dealing with 
prescribing, storage and record-keeping by persons who are authorised to deal with 
controlled drugs.  

•	 In	summary,	the	following	is	prohibited	unless	undertaken	in	accordance	with	the	
Misuse of Drugs Act, Regulations or under a license:

	 •	 importing	or	exporting	most	controlled	drugs;

	 •	 producing	or	manufacturing	any	controlled	drug;

	 •	 supplying	or	administering	or	otherwise	dealing	with	any	Class	A	or	Class	B	drug;

	 •	 supplying	or	administering	any	Class	C	drug	to	anyone	under	the	age	of	18;

	 •	 selling	or	offering	to	sell	any	Class	C	drug	to	anyone	over	the	age	of	18;	and

	 •	 having	any	controlled	drug	in	your	possession	for	the	purposes	of	sale	or		 	
 administration in breach of the above.

•	 The	Misuse	of	Drugs	Act	contains	a	range	of	exemptions.	For	example,	subject	to	
compliance with the regulations, medical practitioners, dentists or vets may prescribe, 
produce, manufacture, supply or administer controlled drugs. Pharmacists (or any 
person authorised by or acting under the immediate supervision of a pharmacist) can 
produce, manufacture or supply controlled drugs listed in the pharmaceutical schedule 
or for a hospital or pursuant to a prescription. Other exemptions are set out in section 
8 of the Misuse of Drugs Act. 

•	 Further	exemptions	are	set	out	in	the	Regulations.	In	particular,	licenses	can	be	granted	
to deal or possess certain controlled drugs. For example, regulation 9 allows the 
granting of a license to a University laboratory or to any other person who needs to 
possess controlled drugs for a proper purpose. 
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•	 Part	4	of	the	Regulations	contains	a	number	of	restrictions	and	conditions	on	the	
exemptions contained in the Act. These include:

 •	 Prescriptions for patients/animals under care only – Prescriptions can   
 only be given by a doctor or dentist for a patient under his or her care. Similarly,   
 prescriptions can only be given by a vet for animals under his or her care.

 •	 Certain drugs absolutely prohibited except with consent of Minister –   
 Generally, the exemptions do not apply to Class A drugs, certain class B drugs   
 (part 1 or part 2 of Schedule 2 of the Misuse of Drugs Act) and certain class C   
 drugs (part 1 of Schedule 3 of the Misuse of Drugs Act). However, note   
 that cocaine, morphine and opium are included in the exemptions. 

 •	 Prescription requirements – Specific requirements apply to prescription of   
 controlled drugs. For example, prescriptions for Class A and Class B drugs (to the  
 extent permitted) must be written on a triplicate controlled drugs prescription   
 form and in the authorised prescriber’s handwriting. More     
 information about prescribing controlled drugs is available here.

 •	 Storage requirements – Subject to some exceptions, controlled drugs must be  
 kept in a locked compartment of an approved type and the key must be kept in a  
 safe place, or the compartment must be fitted with a combination lock of an   
 approved type. 

•	 Part	5	of	the	Regulations	deals	with	prescriptions	of	controlled	drugs	including	as	
discussed above.

•	 Part	6	deals	with	registers,	records	and	returns.	A	person	who	is	authorised	to	deal	
with controlled drugs must:

  •	 keep	a	controlled	drugs	register	and	a	prescription	book	in	the	prescribed	form;	and

	 •	 retain	records	in	a	neat	and	orderly	manner	in	a	secure	place	at	the	premises	where		
 the person is authorised to deal with or possess controlled drugs. The register and  
 the prescription book must be kept for a period of four years from the date of the  
 last entry. 
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Medicines Act 1981 and regulations   

The Medicines Act 1981 (Medicines Act) and the Medicine Regulations 1984 (Regulations) 
regulate the manufacture, sale and supply of medicines. As discussed previously, medicines 
and those dealing with medicines that are controlled drugs must meet the requirements 
of both the Medicines Act and Regulations and the Misuse of Drugs Act. In the event of 
inconsistency, the Misuse of Drugs Act prevails. A person who is licensed under the Misuse 
of Drugs Act to sell drugs is not required to be also licensed under the Medicines Act. 

Key things to be aware of are:

•	 The	definition	of	‘medicine’	is	broad	and	includes	any	substance	that	is	manufactured,	
imported, sold, or supplied wholly or principally for administration to a human being for 
a therapeutic purpose. Note there are some exemptions. See here for the full definition. 

•	 Subject	to	some	exceptions,	the	Medicines	Act	requires	those	who	manufacture,	sell,	
pack medicine or operate a pharmacy to be licensed. 

•	 Subject	to	some	exceptions,	medicines	must	not	be	sold,	distributed	or	advertised	
unless they have been approved and classified.

•	 The	Medicines	Act	defines	three	classification	categories	for	medicines:

	 •	 Prescription	Medicine	–	may	only	be	supplied	on	the	prescription	of	an	authorised		
 prescriber. 

	 •	 Restricted	Medicine	–	may	be	sold	without	a	prescription,	but	the	sale	must		 	
 be made by a registered pharmacist in a pharmacy, and details of the sale must be  
 recorded.

	 •	 Pharmacy-only	Medicine	–	may	only	be	sold	in	a	community	or	hospital	pharmacy,		
 or a shop in an isolated area that is licensed to that particular medicine. The sale   
 may be made by any salesperson. 

•	 There	are	a	range	of	exemptions	for	authorised	prescribers,	pharmacists,	veterinarians	
and certain other medical health practitioners. Unapproved medicines can be supplied 
by practitioners to their patients subject to compliance with the Code. 

•	 There	is	an	exemption	for	clinical	trials	of	new	medicines	that	have	been	approved	by	
the Director General of Health. 

•	 No	person	may,	without	reasonable	excuse,	import,	procure,	receive,	store,	use	or	
otherwise have in his possession any prescription medicine. Section 43 of the Medicines 
Act clarifies what qualifies as a ‘reasonable excuse’. 
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•	 The	Medicines	Act	and	Regulations	contain	a	number	of	prescriptive	requirements	
relating to the packing, storage and custody of medicines. For example, no person who 
is in possession or charge of any prescription medicine or restricted medicine shall 
put it in any cupboard, box, shelf, or other place of storage in which articles of food or 
drink are stored or kept for ready use. 

•	 Part	7	of	the	Regulations	sets	out	a	range	of	detailed	rules	relating	to	the	issuing	of	
prescriptions including:

	 •	 the	conditions	under	which	authorised	prescribers	and	veterinarians	may	prescribe		
 prescription medicines;         

	 •	 the	limit	on	period	of	supply	of	prescription	medicine;	

	 •	 the	form	of	prescription;	and

	 •	 dispensing	of	prescription	medicines.

Agricultural Compounds and Veterinary Medicines Act 1997 (AVCM)

Subject to a number of exemptions, under the AVCM agricultural compounds must be 
registered before importation, manufacture, sale or use is permitted. A veterinary medicine 
is any substance, mixture of substances or biological compound used or intended for use 
in the direct management of an animal. Veterinary medicines are a subset of agricultural 
compounds. Veterinary medicines range from antibiotics to shampoos for dogs.  

The	AVCM	is	administered	by	the	New	Zealand	Food	Safety	Authority	(NZFSA).	

To manage risk, conditions of registration are placed on veterinary medicines. To comply with 
the conditions of registration, restricted veterinary medicines (RVMs) can be sold only to:

•	 a	person	specified	in	an	approved	operating	plan	under	section	28	of	the	AVCM;	or

•	 a	person	in	possession	of	a	valid	authorisation:		

•	 issued	by	a	registered	veterinarian	holding	a	current	practising	certificate	issued	
under the Veterinarians Act 2005; or issued under and in accordance with an approved 
operating plan.

Restricted products can be used only under the authorisation of, and in compliance with, a 
valid authorisation issued:

•	 by	a	registered	veterinarian;	or

•	 in	accordance	with	an	approved	operating	plan.
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It is important to note that to comply with the conditions of exemption, preparations 
compounded and used by a veterinarian, or preparations scheduled as pharmacy-only, 
prescription, or restricted medicines under the Medicines Act used as veterinary medicines 
must not be used on animals except under the direct care, authority, or prescription of a 
veterinarian. The veterinarian must act in accordance with any applicable operating plan 
approved under section 28 of the ACVM Act.

Drugs and the University

The numerous parts of the University where drugs are stored and supplied have 
procedures in place to comply with the Misuse of Drugs Act and the Medicines Act. It is 
also an expected part of clinical practice for health professionals to comply with these 
pieces of legislation. DHBs have their own procedures. 

The School of Pharmacy does not dispense drugs to the public or students. It holds licences 
relating to the use of controlled drugs for research purposes. The school has appointed a drug 
control officer and processes are in place for those who wish to access controlled drugs. 

The Animal Welfare Office manages compliance with the ACVM legislation (and other 
applicable legislation to the extent it impacts on veterinary and human medicines provided 
to animals). An operating plan has been approved and is set out in an Operational 
Procedures Manual (OPM) that defines the policy and best practice procedures that will 
be followed by the University to facilitate the control and use of veterinary and human 
medicines in accordance with the NZFSA	AVCM	Operational	Procedures	Standard.

A summary of how the University complies with the ACVM Operational Procedures 
Standard is as follows:

•	 all	proposals	to	use	animals	for	research,	testing	or	teaching	are	first	approved	by	an	
Animal Ethics Committee (AEC); 

•	 the	AEC	application	form	requires	complete	details	of	the	veterinary	and	human	
medicines to be used. These include: dose rates(mg/kg where appropriate), routes of 
administration, frequency, duration of administration, species sex and age or weight of 
animals, identification methods and location of housing and use;  

•	 the	section	of	the	AEC	application	for	which	contains	this	information	is	termed	the	
Institutional Drug Administration Order (IDAO). This reflects previous institutional 
practice;

•	 each	AEC	application	and	ADAO	within	it	is	reviewed	by	the	Director	of	Animal	Welfare	
to ensure that medicines are appropriate for use. Changes considered necessary are 
presented to the AEC at each meeting and the applicant, the Principal Investigator is 
advised in writing of the changes by the secretary of the AEC, or the secretary of the 
Animal Welfare Office;
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•	 the	Animal	Welfare	Office	sends	each	Principal	Investigator	a	revised	version	of	the	
IDAO following each meeting;

•	 attached	to	the	IDAO	are	the	Drug	Data	Sheets	for	each	medicine.	These	provide	specific	
details of adverse events, expected treatment outcomes, undesirable treatment outcomes;

•	 each	PI	is	issued	with	a	Controlled	Drugs	Register	(CDR)	used	to	record	the	use	of	
these medicines;

•	 the	Drug	Control	Officer	audits	each	laboratory	and	CDR	twice	a	year;	and	

•	 each	IDAO	is	reviewed	by	the	Director	on	an	annual	basis.	
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Other key obligations

The Human Tissues Act

The Human Tissue Act 2008 (HTA) came into force on 1 November 2008. The HTA 
provides a framework for regulating the collection, storage and use of human tissue, 
primarily from deceased donors. It also regulates trading in tissue, export and import of 
tissue and the use of tissue for non-therapeutic purposes (e.g. audit, anatomical examination, 
research and post mortem).3 Note that the Code is also likely to be applicable (and nothing 
in the HTA is intended to limit the Code). 

Human tissue means material that is, or is derived from, a body, or material collected from 
a living individual or a body, which includes human cells.

Examples of human tissue include but are not limited to the following:

•	 all	or	any	part	of	a	body	(e.g.	brain,	arm,	leg);

•	 human	bone	marrow;	

•	 whole	human	organs	(e.g.	heart,	lungs,	kidney,	liver)	or	parts	of	them	(e.g.	heart	valves);	

•	 human	hair,	nails,	skin	and	other	tissue	(e.g.	eyes,	corneas,	tendons);	

•	 human	blood	and	blood	products;	

•	 human	mucus,	sputum	or	urine;	

•	 human	stem	cells	or	other	human	cells	(e.g.	stem	cells	derived	from	human	embryos);	

•	 human	lung	washouts;	and	

•	 cell	lines	derived	from	human	tissue.

Human tissue also includes the human foetus and placenta.

Central to the HTA is the concept of informed consent. Under section 14 of the HTA, a 
person who proposes to collect or use human tissue must, before collecting or using the 
tissue, take all reasonably practicable steps to ascertain:

•	 what	informed	consent	(if	any)	is	required	by	the	HTA	for	the	proposed	collection	or	
use of that tissue;

•	 whether	informed	consent	required	by	the	HTA	for	the	collection	or	use	of	the	tissue	
has been given; and 

•	 if	informed	consent	of	that	kind	has	been	given,	whether	it	is	overridden	by	an	
overriding objection to that collection or use of the tissue.

3 Ministry of Health – Consent process for the collection and use of human tissue under the Human Tissue Act 2008.
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If the tissue is to be taken from a body, the steps required above include, among other 
things, (as far as reasonably practicable) consulting the responsible person (defined in the 
HTA) of the deceased.  

A useful explanation of the consenting process is available here. 

There is an exception in the HTA for use of tissue for a secondary purpose (i.e. research, 
when the original consent was given for diagnostic purposes), provided the use is approved 
by a Health and Disability Ethics Committee. However, the Health Research Council 
application guidelines provide that it may be ethically permissible to conduct research 
involving human tissue without informed consent only in rare and exceptional circumstances. 

The Health Information Privacy Code 1994.

The Health Information Privacy Code (HIP Code) applies to health information collected 
or held by a health agency. Health information is broadly defined in section 4(1) of the HIP 
Code. A health agency includes all agencies providing personal or public health services 
(e.g. a District Health Board) and also a school, faculty, or department of a tertiary educational 
institution which provides the training or a component of the training necessary for the registration 
of a health practitioner.

All health information held by the University’s Student Health Services is covered by the 
HIP Code. The definition of health agency also captures the Faculty of Medicine, School of 
Dentistry, School of Pharmacy and School of Physiotherapy. 

Where the HIP Code applies, the principles set out in the HIP Code replace the privacy 
principles set out in the Privacy Act 1993. 

A copy of the HIP Code and commentary can be found at the website of the Privacy 
Commissioner. The Privacy Commissioner also publishes a health information privacy 
toolkit.

This guide is intended solely for use by the University of Otago and its related entities. 
The guide is general in nature and, if you have a particular query or problem, specific 
legal advice may be required. Please contact the University’s risk manager, Alex 
Sweetman at Alexandra.Sweetman@otago.ac.nz or (03) 479 5005 if you have any 
feedback on the guide or any general compliance or risk related queries.


