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This report provides an overview of the work of the Northern X Regional Ethics Committee 
from December 2004 to December 2005.  The report was presented to the Northern X 
Regional Ethics Committee at its meeting on 1 March 2006. 
 
The report details applications received for ethical review and approval as well as other work 
undertaken by the committee. 
 

Chairperson’s Report 

The committee faced a challenging year following the restructuring of the system of ethical 
review at the end of 2004, which resulted in the creation of two committees in the northern 
region, one based in Auckland and one in Hamilton. 
 
The majority of researchers submitting applications were Auckland based and preferred to 
submit their application to their local committee in Auckland rather than have it heard by the 
Northern Y Regional Ethics Committee in Hamilton.  Northern X Regional Ethics Committee, 
therefore, received more applications at times than could be reviewed at its meeting and 
determined that 16 new applications was the limit of what could be reviewed effectively at 
one meeting.  When more than 16 applications were received, researchers were given the 
option of having their application forwarded to Northern Y Regional Ethics Committee or 
waiting a month until the next meeting.  The majority chose to wait for review by the Northern 
X Regional Ethics Committee in Auckland.  The number of inquiries from researchers was 
very high and created an additional administrative burden. 
 
The volume of serious adverse events received for ongoing studies has been especially 
onerous and taxing, particularly for medical members of the committee but more generally 
taking valuable meeting time. 
 
There has been considerable and inconclusive discussion of tissue banking.  The committee 
looks forward to new guidelines in this area. 
 
The committee continues to enjoy very high applicant attendance.  My sense is that most 
researchers are satisfied with the committee’s work.  Almost all applications are dealt with in 
a timely fashion, assuming researchers respond promptly to committee requirements. 
 
Pat Chainey continued as Administrator for the committee, and her six years of experience 
were appreciated by the committee. 
 
 
Dr Tim Dare 
Chairperson 
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Committee Membership 

Appointments 

The following members were appointed in November 2004 by the Minister of Health, 
pursuant to section 11 of the New Zealand Health Public Health and Disability Act 2000. 
 

Chairperson 

Tim Dare Lecturer Ethics, BA, LLB, MJur PhD 
Representation Lay member 
Member category Ethicist 
Gender Male 
Date of appointment November 2004 
Term of appointment 1 year 
Six-year maximum term December 2005 
Professional affiliations Lecturer Ethics, University of Auckland 
Iwi affiliation None 
 

Deputy Chairperson 

John France PhD(Biochemistry), DSc, FAACB 
Representation Non-lay member 
Member category Health researcher 
Gender Male 
Date of appointment November 2004 
Term of appointment 2 years 
Six-year maximum term April 2009 
Professional affiliation Reproductive Scientist (retired), A/Prof (Honorary) 

Obstetrics and Gynaecology, University of Auckland 
Iwi affiliation None 
 

Members 

Teena West Dip Pub Hlth, Mstr Science, BSc 
Representation Non-lay member 
Member category Biostatistician 
Gender Female 
Date of appointment November 2004 
Term of appointment 3 years 
Resigned March 2005 
Professional affiliation Auckland City Hospital 
Iwi/hapu affiliation Ngati Maniapoto 
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Adina Halpern MA Law (Hons), LicSpec 
Representation Lay member 
Member category Lawyer 
Gender Female 
Date of appointment November 2004 
Term of appointment 3 years 
Six-year maximum term November 2007 
Professional affiliation Auckland Law Society 
Iwi affiliation None 
 
Jeffrey Harrison PhD, DipClin Pharm 
Representation Non-lay member 
Member category Pharmacist/pharmacologist 
Gender Male 
Date of appointment November 2004 
Term of appointment 2 years 
Six-year maximum term November 2010 
Professional affiliation University of Auckland 
Iwi affiliation None 
 
Scott Macfarlane MB ChB FRACP BSC 
Representation Non-lay member 
Member category Health practitioner 
Gender Male 
Date of appointment November 2004 
Term of appointment 2 years 
Six-year maximum term November 2010 
Professional affiliation RACP, Starship Children’s Health 
Iwi affiliation None 
 
Emma Ngawhare 
Representation Lay member 
Member category Consumer representative 
Gender Female 
Date of appointment November 2004 
Term of appointment 2 years 
Six-year maximum term November 2010 
Iwi/hapu affiliation Ngatihihne Ngati Porou 
 
Robyn Northey MA(Hons) Social Welfare and Development 
Representation Lay member 
Member category Consumer representative 
Gender Female 
Date of appointment November 2004 
Term of appointment 3 years 
Six-year maximum term November 2010 
Iwi affiliation None 
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Stephanie Palmer PhD Psychology, BSc (Hons) 
Representation Non-lay member 
Member category Health researcher 
Gender Female 
Date of appointment November 2004 
Term of appointment 3 years 
Six-year maximum term November 2010 
Iwi/hapu affiliation Ngati Porou, Ngaiterangi, Marutuahu, Nga Puhi, 

Cook Islands Māori 
 
Louisa Wall MPhil(Social Policy) 
Representation Lay member 
Member category Community representative 
Gender Female 
Date of appointment November 2004 
Term of appointment 3 years 
Six-year maximum term November 2010 
Iwi/hapu affiliation Ko Ngati Tuwharetoa me Waikato 
 
Patricia Hanlen 
Representation Lay member 
Member category Community representative 
Gender Female 
Date of appointment November 2004 
Term of appointment 2 years 
Six-year maximum term November 2010 
Iwi affiliation None 
 
Lester Reed BA, MD 
Representation Non-lay member 
Member category Health practitioner 
Gender Male 
Date of appointment November 2004 
Term of appointment 3 years 
Resigned February 2005 
Iwi affiliation None 
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Changes to membership 

Lester Reed and Teena West resigned from the committee early in 2005 because they 
moved overseas.  The following appointments were made by the Minister of Health in July 
2005. 
 
Wayne Miles MB Chb, MD, Dip (Psychiat Med), FRANZCP 
Representation Non-lay member 
Member category Health practitioner 
Gender Male 
Date of appointment July 2004 
Term of appointment 3 years 
Six-year maximum term June 2011  
Professional affiliation Waitemata District Health Board 
Iwi affiliation None 
 
Joanna Stewart MSc (Mathematics and Statistics) 
Representation Non-lay member 
Member category Biostatistician 
Gender Female 
Date of appointment July 2004 
Term of appointment 3 years 
Six-year maximum term June 2011 
Professional affiliation University of Auckland 
Iwi affiliation None 
 

Deputy Chairperson 

John France was elected deputy chairperson by the Committee at its inaugural meeting on 
14 December 2004. 
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Members’ attendance 

There was no meeting in January 2005. 

 
Member M/F Lay/ 

non-lay 
Dec 
2004 

Feb 
2005

Mar Apr May Jun Jul Aug Sep Oct Nov Dec Total

Tim Dare 
Chairperson 

M L Y Y Y Y Y Y A(2) Y Y Y Y A(2) 10/12

John France 
Health researcher 

M N Y Y Y Y Y Y Y Y Y A(2) Y Y 11/12

T West 
Biostatistician 

F N Y Y Y Resigned March 2005 3/3 

L Reed 
Health practitioner 

M N A(2) Y Resigned February 2005 1/2 

A Halpern 
Lawyer 

F L Y Y Y Y Y Y Y Y Y A(1) Y Y 11/12

J Harrison 
Pharmacist/ 
pharmacologist 

M N Y Y Y Y Y Y Y Y Y Y Y Y 12/12

S Macfarlane 
Health practitioner 

M N Y Y Y Y Y Y Y Y Y Y Y Y 12/12

E Ngawhare* 
Consumer rep 

F L Y Y Y Y A(1) Y Y Y Y Y Y Y 11/12

R Northey 
Consumer rep 

F L Y Y Y Y Y Y Y Y Y Y Y Y 12/12

S Palmer * 
Health researcher 

F L Y Y Y Y Y Y Y Y Y Y Y Y 12/12

P Hanlen 
Community rep 

F L Y Y Y Y Y Y Y Y Y Y Y Y 12/12

L Wall* 
Community rep 

F L Y Y Y Y Y Y Y Y Y Y Y Y 12/12

W Miles 
Health researcher 

M N Appointed in July 2005 Y Y A(2) Y Y 4/5 

J Stewart 
Biostatistician 

F N Appointed in July 2005 Y Y Y Y Y 5/5 

Committee 
members present 

  11 12 11 10 9 10 9 12 12 9 12 11  

No. of applications 
considered 

  12 11 13 12 12 18 19 15 15 15 15 15 172 

Y = Present 
A = Apology 
Reasons for absences: 
(1) Personal 
(2) On leave 
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Training 

New member training 

All members of health and disability ethics committees, including those with previous 
experience, were offered training in January and February 2005.  The training was held in 
Auckland, Wellington and Christchurch.  The following members of the Northern X Regional 
Ethics Committee attended the Auckland programme on 10/11 February (total 11): Tim Dare, 
John France (Friday only), Adina Halpern, Jeffrey Harrison, Scott Macfarlane, Emma 
Ngawhare, Robyn Northey, Stephanie Palmer, Louisa Wall, Patricia Hanlen, Teena West. 
 

Ongoing training 

While no ongoing training was offered to all committee members in 2005, the following 
meetings of specialist committee members were held. 
 

Meeting of legal members and chairpersons 

A meeting of the legal members and chairpersons was held on 23 June 2005, covering the 
role of the legal member, indemnity of members, compensation and research on people who 
are unable to consent themselves.  The following members of the Northern X Regional 
Ethics Committee attended: Tim Dare, Adina Halpern. 
 

Meeting of the Māori members 

A meeting of the Māori members of the committees was held on 28 June 2005 and covered 
a number of topics including the role of the Māori member, consultation with Māori, the 
cultural section of the application form, tissue banking and recent changes to Right 7(10) of 
the Code of Health and Disability Services Consumers’ Rights.  The following members of 
the Northern X Regional Ethics Committee attended: Emma Ngawhare, Stephanie Palmer. 
 

Chairpersons’ meeting 

Tim Dare attended the initial meeting of the multi-region and regional ethics committees 
chairpersons in December 2004 and the two 2005 meetings on 14 April and 13/14 October 
2005. 
 

Approval by the Health Research Council 

The committee is approved by the Health Research Council until December 2007. 
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United States Department of Health and Human Services 
Registration 

The Northern X Regional Ethics Committee is registered with the United States Department 
of Health and Human Services.  The registration number is: IRB00004664 – Northern X 
Regional Ethics Committee. 
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Response to Cultural Issues 

Number of applications deferred because Māori 
guidelines were not read 

0 

Number of applications for which consultation with 
Māori was considered appropriate 

171 

Number of applications returned through insufficient 
consultation on cultural issues 

0 
(Evidence of consultation was required and was 
carried out concurrently) 

Process the committee has for following through on 
consultation 

Written evidence of consultation with appropriate 
Māori review committee required 

Cases of unsatisfactory reasons for not including Māori 0 

Mechanisms in place to facilitate consultation with 
Māori by researchers 

DHB, university or institution Māori research 
committee review committees are available to 
researchers 

Examples of Māori not being included in research Research purely on Asian, South Pacific or 
European populations 
Research on diseases not applicable to Māori 
Extension studies where no Māori were recruited, 
that is, transplant studies 
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Applications 

The committee held 12 scheduled meetings from December 2004 to December 2005. 
 

Northern X Regional Ethics Committee statistics for December 
2004–December 2005 

Status at time of report  
Applications approved 162 
Applications deferred 3 
Applications deferred but later approved 5 
Applications declined 2 
Applications carried forward (approved subject to conditions) 9 
Withdrawn prior to meeting 1 
Application terminated by sponsor 1 
Approval not required (prospective audit) 47 

Total 230 

Applications for which approval was not required (audit) 47 
Applications considered/approved under delegated authority (CPD) 10 
Withdrawn prior to meeting 1 
Total number of applications considered by the committee 172 

Total number of applications received 230 

 

Other committee statistics 

Number of matters arising considered 5 
Number of general business items reviewed 55 
Number of amendments reviewed by committee 90 
Number of amendments approved under CPD 57 

 

Audit or matters not requiring ethical approval 

Forty-seven projects were confirmed as audits or surveys not requiring ethical approval. 
 

Innovative practice 

One application for innovative practice was reviewed.  ‘Selective cooling for term infants born 
following perinatal asphyxia’ was reviewed under CPD in December 2004 but has been 
placed on hold as the researcher is awaiting information from the sponsor around the release 
of the product for clinical use.  Clearance from the United States FDA is also awaited. 
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Complaints 

One complaint was referred to the committee by a third party who believed a research 
project approved by the committee invited respondents to a SIDS questionnaire to be critical 
of his product.  The Chairperson kept the Ministry of Health informed of progress on the 
complaint.  It was believed the complainant had no genuine grounds for complaint, and he 
was advised that this was the view of the committee at its March meeting.  The complainant 
wrote to various Government officials and members of the research community but finally 
settled on a threat to take the matter to the media.  As there was no media coverage, either 
he did not proceed with the threat, or the media decided to take no action. 
 

Second opinions 

The committee was involved indirectly in a request for a second opinion over samples going 
to an off-shore tissue bank.  The study was originally approved by the Canterbury Ethics 
Committee but was transferred to the Multi-region Ethics Committee when a request was 
received to add another site.  The Multi-region Ethics Committee did not give ongoing ethical 
approval of the collection of tissue for unspecified future research.  A second opinion was 
sought from the Health Research Council Ethics Committee. 
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Issues for the Committee 

Locality assessment 

The form has been adopted by the three District Health Boards in the Auckland region.  By 
sighting and giving designated signatures, management documents all research being 
carried out in their hospital.  It is generally felt that the form could be redesigned to make the 
requirements clearer. 
 
There were issues regarding the completion of the form by individual researchers and local 
institutions though these are being worked through. 
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Guidelines for the Chairperson’s Delegation 

The Chairperson may approve the following under Chairperson’s delegated authority: 
• Advertisements, letters or minor information sheet changes 
• Applications provisionally approved by the committee subject to final approval by the 

Chairperson, usually after review by nominated committee members. 
 
The Chairperson may approve the following after review by a minimum of one health 
professional.  A subcommittee of health professional and lay members may be involved, and 
where possible such a subcommittee should include a Māori member.  The subcommittee is 
recommended by the Chairperson, and members will be contacted by the administrator by 
phone or email to confirm their availability.  If any subcommittee member has a major 
concern and recommends the application or amendment be reviewed by the full committee, 
the application or amendment will be placed on the agenda for consideration at the next 
committee meeting, and the researcher will be advised: 

• Student applications, especially where there is a time constraint for the course and 
where there is minimal potential for harm to participants, for example, questionnaires, 
interviews 

• Applications where the consequences of delaying approval would be significant 

• Amendments that do not adversely affect participant safety 

• Confirmation of approval of ongoing applications after receipt of the researcher’s 
annual report. 

 
All applications and amendments approved under delegated authority are listed on the 
agenda for the next meeting for ratification. 
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Appendix 2: Northern X Regional Ethics Committee 
Terms of Reference 

Public authority of the Northern X Regional Ethics Committee 

The Northern X REC is established as a Ministerial committee under section 11 of the New 
Zealand Public Health and Disability Act 2000.  These Terms of Reference outline the role 
and functions of the Northern X REC. 
 

Authority of the Northern X Regional Ethics Committee 

The Northern X REC shall have responsibility for ethics committee review of health and 
disability research and innovative practice occurring in the following District Health Board 
regions: 
• Northland 
• Waitemata 
• Auckland 
• Counties Manukau 
• Waikato 
• Tairawhiti 
• Lakes 
• Bay of Plenty. 
 
The Northern X REC is jointly responsible with the Northern Y Regional Ethics Committee for 
any health and disability research that is currently being undertaken in the above DHB 
regions, provided that such research has previously been given ethical approval by an 
approved regional ethics committee. 
 

Relation to the Operational Standard for Health and Disability 
Ethics Committees 

These Terms of Reference have precedence over the Operational Standard for Health and 
Disability Ethics Committees (Operational Standard) on any point of conflict, but otherwise, 
the Operational Standard applies to the Northern X REC. 
 

Relations with other public sector organisations 

The Northern X REC shall liaise with other relevant ethics committees on matters of common 
interest, such as jurisdiction over borderline cases.  The Northern X REC shall inform the 
Ministry of Health and the National Ethics Advisory Committee of any matters that arise in its 
operation that potentially have policy significance. 
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Approval of the Northern X Regional Ethics Committee 

The Northern X REC has to be approved for the purposes outlined in the following 
enactments: 
• the Injury Prevention, Rehabilitation, and Compensation Act 2001 
• the Health Research Council Act 1990 
• the Health Information Privacy Code 1994. 
 

Role of the Northern X Regional Ethics Committee 

The primary role of the Northern X REC is to provide independent ethical review of health 
research and innovative practice that will be conducted in its region of authority to safeguard 
the rights, health and wellbeing of consumers and research participants and, in particular, 
those persons with diminished autonomy.  In order to do this, the Northern X REC shall: 

i. foster an awareness of ethical principles and practices in the health and disability 
sector and research community 

ii. facilitate excellence in health research and innovative practice for the wellbeing of 
society 

iii. collaborate with researchers to ensure the interests, rights, dignity, welfare, health, and 
wellbeing of participants and consumers are protected 

iv. give due consideration to community views 

v. consistent with section 4 of the New Zealand Public Health and Disability Act 2000 and 
He Korowai Oranga, recognise and respect the principles of the Treaty of Waitangi 

vi. operate in accordance with the Operational Standard for Health and Disability Ethics 
Committees 

vii. operate in accordance with any guidance issued or approved by the Minister of Health. 
 

Composition and membership 

Guiding principle 

The primary guiding principle for appointing members to the Northern X REC is to ensure 
that the Northern X REC has the appropriate expertise, skills, knowledge and perspectives to 
conduct ethical review of the best quality. 
 

Member numbers 

The number of members of the Northern X REC should be 12. 
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Lay/non-lay membership 

One half of the total membership shall be lay members, including a lay Chairperson and a 
non-lay Deputy Chairperson.  A lay person is a person who is not: 

• currently, nor has recently been, a registered health practitioner (for example, a doctor, 
nurse, midwife, dentist, pharmacist) 

• involved in conducting health or disability research or who is employed by a health 
agency and who is in a sector of that agency which undertakes health research 

• construed by virtue of employment, profession or relationship to have a potential 
conflict or professional bias in a majority of protocols reviewed. 

 

Member categories 

The Northern X REC’s lay membership shall include: 
• an ethicist 
• a lawyer 
• consumer perspectives 
• community perspectives. 
 
The Northern X REC’s non-lay members shall include: 
• two health researchers 
• a pharmacist or pharmacologist 
• a biostatistician 
• two health practitioners. 
 

Whole committee requirements 

At any time, consistent with the requirements of the New Zealand Public Health and 
Disability Act requirements for District Health Boards, the Northern X REC shall have at least 
two Māori members.  Māori members should have a recognised awareness of te reo Māori 
and an understanding of tikanga Māori.  All members of the Northern X REC are expected to 
have an understanding of how the health sector responds to Māori issues and their 
application to ethical review. 
 
The Northern X REC’s membership should include expertise in the main kinds of health and 
disability research (for example, interventional, observational, kaupapa Māori and social 
research) and in both quantitative and qualitative research methods. 
 
Members should possess an attitude that is accepting of the values of other professions and 
community perspectives, and it is important for the committee to be comprised of people 
from a range of backgrounds and ethnicities. 
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Despite being drawn from groups identified with particular interests or responsibilities in 
connection with health and community issues, Northern X REC members are not in any way 
the representatives of those groups.  They are appointed in their own right, to participate in 
the work of the Northern X REC as equal individuals of sound judgement, relevant 
experience and adequate training in ethical review. 
 

Terms and conditions of appointment 

Members of the Northern X REC are appointed by the Minister of Health, pursuant to 
section 11 of the New Zealand Public Health and Disability Act 2000, for a term of office of 
up to three years.  The terms of office of members of the Northern X REC shall be staggered 
to ensure continuity of membership.  Members may be reappointed from time to time.  No 
member may hold office for more than six consecutive years.  After serving the maximum 
six-year term, members shall not be considered for reappointment until at least three years 
after their retirement from the Northern X REC. 
 
Persons who have served six consecutive years on any Health Research Council (HRC)-
approved ethics committee shall not be immediately eligible for appointment to the Northern 
X REC.  Those persons shall not be eligible for appointment to the Northern X REC until at 
least three years after their retirement from any HRC-approved ethics committee.  Persons 
who have served less than six years on any HRC-approved ethics committee will be eligible 
to be appointed to the Northern X REC for a term that is equal to the difference of six years 
and the term already served by that person on any HRC-approved ethics committee or a 
shorter period. 
 
A person may not be a member of the Northern X REC and National Ethics Advisory 
Committee or the Health Research Council Ethics Committee simultaneously. 
 
Unless a person sooner vacates their office, every appointed member of the Northern X REC 
shall continue in office until their successor comes into office.  Any member of the Northern X 
REC may at any time resign as a member by advising the Minister of Health in writing. 
 
Any member of the Northern X REC may at any time be removed from office by the Minister 
of Health for inability to perform the functions of office, bankruptcy, neglect of duty, or 
misconduct, proved to the satisfaction of the Minister. 
 
The Minister may from time to time alter or reconstitute the Northern X REC, or discharge 
any member of the Northern X REC, or appoint new members to the Northern X REC for the 
purpose of decreasing or increasing the membership or filling any vacancies. 
 

Chairperson and Deputy Chairperson 

The Minister shall appoint a member of the Northern X REC to be its Chairperson.  The 
terms and conditions of appointment for a member of the Northern X REC also apply to the 
person appointed as Chairperson.  The Chairperson shall preside at every meeting of the 
Northern X REC at which they are present. 
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The Northern X REC shall appoint a non-lay member as Deputy Chairperson. 
 
The Chairperson and Deputy Chairperson may act with the delegated authority of the 
Northern X REC between meetings. 
 

Duties and responsibilities of a member 

This section sets out the duties and responsibilities generally expected of a person appointed 
as a member of the Northern X REC.  This is intended to aid Northern X REC members by 
providing them with a common set of principles for appropriate conduct and behaviour. 
 

General 

Northern X REC members should have a commitment to protecting the interests of human 
participants while promoting and facilitating excellence in research and innovative practice. 
 
There is an expectation that Northern X REC members will make every effort to attend all 
Northern X REC meetings and devote sufficient time to become familiar with the affairs of the 
Northern X REC and the wider environment within which it operates. 
 
Members have a duty to act responsibly with regard to the effective and efficient 
administration of the Northern X REC and the use of Northern X REC funds. 
 

Conflicts of interest 

Northern X REC members should perform their functions in good faith, honestly and 
impartially and avoid situations that might compromise their integrity or otherwise lead to 
conflicts of interest.  Proper observation of these principles will protect the Northern X REC 
and its members and will ensure it retains public confidence. 
 
Northern X REC members attend meetings and undertake Northern X REC activities as 
independent persons responsible to the Northern X REC as a whole.  Members are not 
appointed as representatives of professional organisations or particular community bodies.  
The Northern X REC should not, therefore, assume that a particular group’s interests have 
been taken into account because a Northern X REC member is associated with this group.  
Members should declare, and the committee regularly review their actual and potential 
conflicts of interest. 
 
When Northern X REC members believe they have a conflict of interest on a subject that will 
prevent them from reaching an impartial decision or from undertaking an activity consistent 
with the Northern X REC’s functions, they should declare that conflict of interest and 
withdraw themselves from the discussion and/or activity. 
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A member of the Northern X REC who has a proposal before the Northern X REC or who 
has an involvement in the proposal such as a supervisory role shall not take part in the 
Northern X REC’s assessment of that proposal.  The member may be present to answer 
questions about a proposal but should take no part in the discussion surrounding the 
consideration of the proposal or any decision relating to the proposal.  This will allow 
proposals to be considered in a free and frank manner.  The Northern X REC must exhibit 
transparency in avoiding or managing any real or perceived conflict of interest. 
 

Confidentiality and information sharing 

Agendas and minutes of all Northern X REC meetings should be available to the public.  
Copies of proposals should be available to individuals outside the Northern X REC, subject 
to deletions in accordance with the Official Information Act 1982, and any deletions 
necessary to protect the privacy of individual persons.  If an applicant would like their 
proposal to remain confidential, they must give reasons, consistent with the Official 
Information Act 1982, to satisfy the Northern X REC that the proposal should remain 
confidential.  The reasons for keeping a proposal confidential are subject to review by the 
Ombudsmen. 
 
It is desirable for the members of the Northern X REC to have an opportunity to discuss 
issues arising from applications with key contacts and support people prior to the 
consideration of proposals.  This process should be encouraged.  However, due to the need 
to protect any personal information, names or identifying details should not be circulated or 
made known outside the Northern X REC.  The Northern X REC will need to consider the 
Privacy Act 1993 and the Health Information Privacy Code 1994 in developing these 
processes. 
 
Within the Northern X REC, members with particular community expertise should be 
consulted and provide advice on the appropriate consultative process for all ethical issues 
concerning particular communities of interest. 
 

Committee meetings 

Meetings of the Northern X REC shall be held monthly or less frequently, as determined by 
the workload. 
 
At any meeting, a quorum shall consist of at least six members or the minimum number 
constituting a majority.  The quorum must include a reasonable representation of members 
with health practitioner, research, ethical and community/consumer expertise, knowledge 
and perspectives. 
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As part of the accountability to the public they protect, it is desirable for the meetings of the 
Northern X REC to be open to the public.  Meetings of the Northern X REC should therefore 
be: 

i. open meetings for the discussion of broad issues, particularly if the Northern X REC is 
reviewing health research 

ii. closed meetings when necessary to ensure the privacy and confidentiality of 
participants 

iii. closed meetings when applicants provide good and sufficient reasons for this to occur, 
and the minutes of the meeting should reflect these reasons. 

 
Information about the dates and times of committee meetings should be made available to 
the public. 
 
Applicants may attend meetings, in person or by teleconference, to talk to their proposal and 
answer any questions the Northern X REC may have.  Attendance is not mandatory.  The 
Northern X REC should advise applicants that they may be asked to leave the meeting while 
the Northern X REC considers the proposal. 
 
Subject to the provisions set out in this document, the Northern X REC may regulate its own 
procedures. 
 

Decision-making process 

Wherever possible, the Northern X REC should determine matters by consensus decision.  
Where a consensus cannot be reached, a vote shall apply, with a two-thirds majority of those 
voting required for any decisions, and the Chairperson having a casting vote. 
 
In relation to research involving Māori, it is important that Māori expertise be available to 
ensure that all issues are appropriately considered.  Where it is not possible for Māori 
members to attend a Northern X REC meeting or for those members views to be sought and 
represented at the meeting, the matter should be deferred. 
 
On occasion, individual members may wish to abstain from some or all of the decision 
making process because of strong personal moral or religious reasons.  Such abstentions 
shall not affect the approval process. 
 

Ethics committee actions 

For each application it reviews, the Northern X REC must state to its applicant whether its 
action is to Approve, Approve subject to conditions, Defer, or Decline that application.  It 
must state its grounds for any action to Defer or Decline.  For any action to approve subject 
to conditions, it must specify the conditions, the grounds for these, and its process for 
assessing whether these conditions are subsequently met.  In all cases, it must state which 
matters its action is based upon, and which are instead matters of comment, information, or 
advice to its applicant. 
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Expert advice and consultation 

Members may wish to consult on ethical issues with, for example, individuals, groups, iwi and 
hapū, and this should be encouraged and supported.  Consultation should be carried out in a 
timely manner. 
 
Where the Chairperson or quorum of Northern X REC members believes there is insufficient 
expertise on the Northern X REC to assess an application or an issue, the committee should 
seek additional expert advice. 
 
Advice may be sought from recognised experts with: 
i. specialist knowledge in particular fields of science and medicine 
ii. knowledge of the experiences and perspectives of people with disabilities 
iii. awareness of gender health perspectives 
iv. consumer and/or research participant perspectives 
v. an understanding of community health issues 
vi. an understanding of relevant cultural perspectives 
vii. an understanding of developing Māori research methodologies 
viii. expertise in te reo Māori 
ix. expertise in ethical theory. 
 
It should be noted that the above list gives examples, without restricting the range, of 
external expertise that may be sought. 
 
Where external consultation has taken place or advice has been sought, this should be 
documented, and recorded where appropriate in the Northern X REC’s decision on a 
proposal. 
 

Second opinions and appeals 

At any stage in its deliberations, the Northern X REC may seek a second opinion from the 
Health Research Council Ethics Committee, in accordance with the Operational Standard. 
 
The decisions of the Northern X REC may be appealed to the Standing Committee on 
Appeals convened by the National Ethics Advisory Committee, in accordance with the Terms 
of Reference of the National Ethics Advisory Committee and any guidance promulgated by 
the Standing Committee on the appeals process. 
 

Training for members 

Training should be provided for new members and chairpersons within six months of 
appointment to the Northern X REC. 
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Reporting requirements 

The following provides a checklist of requirements for annual reporting.  Annual reports 
should be submitted to the Minister of Health and will be tabled by the Minister of Health in 
the House of Representatives. 
 
The annual report shall include information on the membership of the Northern X REC, 
including any change in the Northern X REC’s membership or other substantive changes the 
Northern X REC or its chairperson feels should be noted. 
 
The annual report shall also include a list of the national and multi-region research and 
innovative treatment protocols reviewed in the preceding year outlining the following details: 
i. the research title 
ii. principal investigator 
iii. institutions where the research is to be/has been undertaken 
iv. date of first review 
v. date of final outcome 
vi. outcome (which will be one of: approved, approved subject to conditions, deferred, 

declined) 
vii. for each protocol deferred or declined, the reason(s) for the decision. 
 
The annual report shall also include: 

i. A list of training undertaken by Northern X REC members, and a statement on 
processes for orientation and training of new Northern X REC members should be 
included. 

ii. A list of complaints received by the Northern X REC (if any), the actions taken to 
resolve the complaint and a comment on the outcome of the complaint(s). 

iii. Any areas of review that caused difficulty for the Northern X REC in making a decision 
on any particular protocol(s), and any questions on policy or other matters the Northern 
X REC referred to the National Ethics Advisory Committee or the Health Research 
Council Ethics Committee for comment or guidance. 

 
In compiling annual reports, the Northern X REC should take care not to provide information 
that would involve a breach of the Privacy Act 1993 and/or the Health Information Privacy 
Code 1994. 
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Fees and allowances 

Members of the Northern X REC are entitled to be paid fees for attendance at meetings.  The 
level of attendance fees are set in accordance with the State Services Commission’s 
framework for fees for statutory bodies. 
 
The Chairperson shall receive an attendance fee of $330 per day (plus half a day’s 
preparation fee).  The attendance fee for members is set at $250 per day (plus half a day’s 
preparation fee).  The Chairperson and Deputy Chairperson shall receive an allowance of up 
to one extra day each per month to cover additional work undertaken under the delegated 
authority of the Northern X REC by the Chairperson and Deputy Chairperson.  The Ministry 
of Health shall pay actual and reasonable travel and accommodation expenses of the 
Northern X REC members. 
 

Servicing of the Northern X Regional Ethics Committee 

The Ministry of Health shall employ staff and provide resources to service, advise, and 
administer the Northern X REC out of the allocated budget for ethics committees. 
 



Health
and
Disability
Ethics
Committees

Northern X Regional  
Ethics Committee

Annual Report
December 2004 to December 2005

Health
and
Disability
Ethics
Committees


	Contents
	Chairperson’s Report
	Committee Membership
	Response to Cultural Issues
	Applications
	Complaints
	Issues for the Committee
	Guidelines for the Chairperson’s Delegation
	Appendix 1: Applications received December 2004 to December 2005
	Appendix 2: Northern X Regional Ethics CommitteeTerms of Reference



