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This report provides an overview of the work of the Central Regional Ethics Committee from
1 January 2007 to 31 December 2007. The report was presented to the Central Regional
Ethics Committee at its meeting on 13 May 2008.

The report details applications received for ethical approval, the review of those applications
and other work undertaken by the committee.

Chairperson’s Report

It is a privilege to present this report on behalf of the Central Region Health and Disability
Ethics Committee (CREC) for 2007. The strength of the committee is the diversity of its
members and their commitment to our work, despite the call of other obligations — such as
employment, family and community service — upon their time. | especially acknowledge
those members whose attendance requires much time and inconvenience in travelling
considerable distances, and | note the pressure this sometimes places them under. For their
willingness to do this | am particularly grateful as the committee’s value to the community is
enhanced by good representation from around the region we serve.

During 2007 the CREC committee reviewed 138 applications. Of these, 91 were full
applications reviewed by the whole committee and 47 were expedited applications, reviewed
by the chair or deputy chair. The expedited review process is a recent development,
following NEAC’s Guidelines for Observational Studies. Expedited review has some
advantages: it can process most simple applications quickly and save time for the committee
and the researcher. However, delays occur when applications press the boundaries of what
expedited review should permit. In several instances such applications have gone to the
committee and a full application has been required. It should be noted that this process both
inherently places a new burden of judgment on the chair or deputy chair, and that it also
increases their workload. | question whether this is either wise or reasonable.

Inevitably the turnaround time on applications is extended when applications are incomplete.
It may be helpful to point out that some sections of the national application form consistently
seem to present a few researchers with problems, and absorb committee or administrative
time accordingly. | refer to the requirement for consultation with Maori and, to a much lesser
extent, the locality assessment. The committee has spent time explaining the need for
compliance in these areas to researchers. It is to be hoped that, when finally available, the
revised national application form will assist further in this.

As will be seen elsewhere in the report, the committee received a complaint regarding the
termination of a protocol which involved the safety assessment of two popular party drugs:
BZP and BZP+TFMPP. Information was sought under the Official Information Act 1981 and
we were also asked to review the research. To give a diligent and appropriate response to
the complaint was a time-consuming and costly exercise that exposed the extent to which
HDEC committees are vulnerable in the way they are resourced. Committee members were
generous with their time and | greatly appreciate the help and expert guidance given by our
national co-ordinator, Ms Sally Cook.
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| think it is fair to report that the appointment system has been felt to have its limitations.
This year there has been a delay in replacing members due to retire about November 2007.
This has been unfortunate, and | do appreciate the willingness of retiring members
continuing over into the New Year until the new appointment process was completed.

It is regrettable that the New Year saw a 50 percent turnover in membership, with six
members leaving: Matire Harwood, Jacqui Virtue, John Kleinsman, Guy Taylor, Jackie
Renouf and Trevor James. This is an unsatisfactorily high turnover in one year and
disruptive to the committee. | hope this will be avoided in the future.

In some ways the heart of the committee is its administrator. So, in August, we were very
sad to farewell Jan Ostnes and Claire Yendoll who served the Wellington Ethics Committee
for some years and the CREC Committees from its inception. They carried a lot of the
‘institutional memory’ and were invaluable — especially as chairs and members changed over
time. In September the committee welcomed Jiska van Bruggen as its new administrator
and | greatly appreciate the dedication and resilience she has shown as she has adapted to
this demanding position.

Thanks are due to our national co-ordinator, Sally Cook, who works tirelessly for all the
committees. As in previous years, her experience and wisdom has been invaluable. Finally,
| thank all the committee for their hard work and for the trust and support they have given me
as Chair. It has been a privilege to share in this work with them.

Trevor James
Chairperson
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Committee Membership

Appointments

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

Chairperson (from July 2006)

Trevor James
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations
Iwi affiliations

Deputy Chairperson

Jacqui Virtue
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations

Iwi affiliations

Members

Mohamad Naseen (Joe) Asghar

Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations

Iwi affiliations

BA, BD, PhD (Lon)

Lay member

Community representative

Male

November 2004

3 years

November 2007

Canon Theologian, Diocese of Waikato
None

MBChB, FRNZCGP, DipGP

Non-lay member

Health practitioner

Female

November 2004

3 years

November 2007

General Practitioner, Regional Director, General Practice
Education Programme, Royal New Zealand College of
General Practitioners

None

MSc, MBA, FCPP(UK), FRPharmS(UK), Hon FFPH(UK),
MPS, Reg Pharm NZ

Non-lay member

Pharmacist

Male

November 2006

3 years

November 2009

Pharmacy Industry Training Organisation, New Zealand
HealthCare Pharmacists’ Association

None
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Matire Harwood
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations
Iwi affiliations

Maureen Holdaway
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations
Iwi affiliations

John Kleinsman
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations

Iwi affiliations

Jacqueline Renouf
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations
Iwi affiliations

Helen Colebrook
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations
Iwi affiliations

MBChB

Non-lay member

Biostatistician

Female

November 2004

3 years

November 2007

Medical practitioner, research fellow

Nga Puhi, Hapa Mahurehure, Ngati Rangi, Ngati Hine

PhD

Non-lay member

Health researcher

Female

November 2006

2 years

November 2008

Massey University

Te Atihaunui-o-Paparangi, Ngati Hauiti

MTheol, NZCE (Elec)

Lay member

Ethicist

Male

November 2004

3 years

November 2007

Researcher, the Nathaniel Centre; Lecturer, Wellington
Catholic Education Centre

None

MA (1st class Hons), CQSW Dip Tch
Lay member

Community representative

Female

July 2005

3 years

July 2008

None

BA, LLB, LLM (Hons)
Lay member

Lawyer

Female

November 2006

3 years

November 2009
Lawyer

None
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Guy Taylor
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations

Iwi affiliations

Anne Tuffin
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations
Iwi affiliations

Dianne Wepa
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations

Iwi affiliations

Elaine Papps
Representation
Member category
Gender

Date of appointment
Term of appointment
Retirement date
Professional affiliations
Iwi affiliations

Changes to membership

Members who were appointed until November 2007 have agreed to continue on the

MBChB, MRCP(UK), FRACP, Dip MsM (Hons)
Non-lay member

Health researcher

Male

November 2004

3 years

November 2007

Rheumatologist and clinical audit co-ordinator,
Whanganui District Health Board

None

MPhil (Education)

Lay member

Community representative
Female

November 2006

3 years

November 2009

Health promoter/educator
None

BSW, CQSW, Pgrad Dip, MPhil, MANZASW
Lay member

Community representative

Female

November 2004

3 years

November 2007

Senior Lecturer, Eastern Institute of Technology,
Hawkes Bay

Ngati Kahungunu

RN, BA, Med (Distinction), PhD
Non-lay member

Health practitioner

Female

December 2006

3 years

December 2009

Director of Nursing, Hawke’s Bay District Health Board

None

committee until new appointments were made for the 2008 year.
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Members’ attendance in 2007

Member M/F | Lay/ | Feb | Mar | Apr | May | Jun | Jul | Aug | Sep | Oct | Nov | Dec | Total
non-lay

Helen Colebrook F L Y Y Y A Y A Y Y Y Y Y 9/11
(lawyer)

Joe Asghar M NL Y A Y Y Y Y Y Y A Y Y 911
(pharmacist)

Matire Harwood* F NL A A Y A|Y A Y Y Y A Y 6/11
(biostatistician)

Maureen Holdaway* | F NL Y A Y A Y A Y A Y Y Y 711
(health researcher)

Trevor James M L Y Y Y Y A Y Y Y Y Y Y | 10/11
(community rep)

John Kleinsman M L Y Y Y Y Y A Y Y Y Y Y | 10/11
(ethicist)

Guy Taylor M NL Y Y Y Y A A Y Y Y A Y 8/11
(health researcher)

Jacqui Virtue F NL Y Y Y Y Y Y Y A A A A 711
(health practitioner)

Dianne Wepa* F L Y Y Y A Y Y A Y Y Y A 8/11
(community rep)

Jacqueline Renouf F L Y Y A Y Y Y A A Y A A 6/11
(community rep)

Anne Tuffin F L Y Y Y Y Y Y A A Y Y Y 9/11
(community rep)

Elaine Papps F NL Y Y Y A Y A Y A Y Y A 711
(health practitioner)

No. of members 11 9 1 7 10 6 9 7 10 8 8
present

No. of applications 11 8 8 7 9 10 9 4 7 6 7 86
* = Maori member
Y = Present
A = Apology

Training

New member training

New members of the health and disabilities ethics committees were offered training in
Wellington in April 2007. No members of the committee attended the training.

Ongoing training

No ongoing training for members was held in 2007. A training session on applications for
expedited review was held for chairpersons, deputy chairpersons and administrators on
27 April prior to the chairpersons’ meeting.
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Meeting of the Maori members

A meeting of the Maori members of all health and disability ethics committees was held on
13 June 2007. The following members of the Central Regional Ethics Committee attended:
Matire Harwood, Dianne Wepa and Maureen Holdaway.

Dianne Wepa reported to the committee at the July meeting that there had been discussion
on the Maori ethical framework project lead by the National Ethics Advisory Committee. A
revised cultural and social responsibility section of the national application form for ethical
approval of a research project was finalised to be presented to the next chairpersons’
meeting.

Chairpersons’ meetings

Three meetings of the chairpersons of the multi-region and the regional ethics committees
were held in 2007. Trevor James and Jacqui Virtue attended the chairpersons’ meeting on
15-16 February 2007 and Trevor James attended the chairpersons’ meeting on 27 April and
25-26 October 2007.

Visit to Wakefield Gastroenterology Centre

Helen Colebrook, John Kleinsman, Anne Tuffin and the administrator, Jiska van Bruggen,
visited the Wakefield research centre to discuss consent issues relating to samples from
studies that were over five years’ old.

Approval by the Health Research Council

The committee is approved by the Health Research Council until December 2010.

United States Department of Health and Human Services
Registration

The Central Regional Ethics Committee is registered with the United States Department of
Health and Human Services. This registration enables the committee to review research
funded by the United States Government. The registration number is: IRB00004666 —
Central Regional Ethics Committee.
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Response to Cultural Issues

Number of applications deferred because
Maori guidelines were not read

Number of applications for which
consultation with Maori was considered
appropriate

Maori consultation is required for all studies except retrospective
review of patient/client notes or data, some student projects and
studies specifically excluding Maori participants.

Number of applications returned through
insufficient consultation on cultural issues

27

Process the committee has for following
through on consultation

Cultural issues are raised with the researcher. The committee
requests the result of consultation and its proposed
implementation before approval is given.

Cases of unsatisfactory reasons for not
including Maori

0

Mechanisms in place to facilitate
consultation with Maori by researchers

Researchers are referred to Capital & Coast District Health
Board, Maori Health Development Unit. Other suitable
organisations for referral may be suggested by the committee.

Examples of Maori not being included in
research

Research conducted solely in Pacific communities may involve
procedures that are culturally sensitive to Maori participants.

Most members of the Central Regional Ethics Committee share responsibility in terms of
matters pertaining to Maori so that the work does not become the sole responsibility of the

three Maori members.

The committee has received a range of protocols that have not considered Maori
consultation. A hui for Maori members of all the committees was held in June to consider
this component as part of Section F of the national application form for ethical approval of a
research project. The chairpersons’ meeting has adopted the recommendations made within

the discussion document.

We continue to encourage applicants to capture ethnicity data alongside other vital statistics
so that the capacity for recording Maori participation rates in research is increased.

Dianne Wepa
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Applications

The committee held 11 scheduled meetings from February to December 2007.

Central Regional Ethics Committee statistics for
January-December 2007

Applications reviewed by the full committee
Applications approved 60
Applications deferred as at time of report 1
Applications deferred and subsequently approved 8
Applications declined 1
Applications carried forward (approved subject to conditions) 8
Ethics committee approval not required 6
Studies withdrawn by researcher 2
Total number of applications considered by the full committee 86
Expedited review applications
Expedited review applications approved 47
Expedited review applications declined review — ethics committee approval not required 0
Expedited review applications declined review — full application required
Expedited review applications carried forward (approved subject to conditions) 0
Total number of expedited review applications reviewed 48
Total number of applications received 134
Other committee statistics
Number of matters arising 6
Number of general business items 37
Number of amendments reviewed by committee 0
Number of amendments approved under Delegated Authority 45

Innovative practice

No innovative practice applications were reviewed.

School science fair project

Ten school science fair projects were reviewed in 2007.
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Second opinions

There were no second opinions sought.

Complaint

CEN/05/12/095 — Safety assessment of two popular legal party drugs: BZP and
BZP+TFMPP

In February 2007, a request was received for the release of documents relating to the above
study under the Official Information Act 1982. A complaint was subsequently received from
the requester of this information that the study had not been carried out in accordance with
the protocol. The complainant also asked whether the committee had been consulted before
the study was terminated, and sought clarification of the reasons given for the termination of
the study. The complainant subsequently requested that the committee carry out a review of
the study.

A subcommittee met with the researcher, reviewed the file and information provided by the
complainant. It considered that the study had been carried out as approved by the
committee. It did identify, however, that, although amendments were approved, revised
information sheets had not been provided to the committee, and the committee had given its
approval without requesting these sheets. It also noted the importance of ensuring that a
new version number and date were used each time an information sheet/consent form was
changed.

The committee advised the complainant that it was not usual practice for researchers to
consult with the committee prior to any unblinding as a result of safety concerns, or prior to a
study being terminated.

The committee considered there was no reason to carry out an independent review of the
study. There was no evidence of any harm or potential harm to participants. It considered
the process of peer review to be the most appropriate for ensuring that researchers meet the
standards of their discipline, particularly with regard to analysis of study results.

The complainant and researcher were advised of the committee’s decisions.

Issues for the committee

Compensation

The committee had concerns about compensation to participants in the event that a
researcher had deviated from the study protocol. In such circumstances, participants were
excluded from the company compensation provisions, and this could mean that, in some
instances, research participants were worse off in terms of cover than under Accident
Compensation Corporation provisions.
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Use of historical collections of samples

Requests for the use of samples from historical collections where the consent given was not
in accordance with current guidelines raised concerns for the committee. In such cases, it is
often unclear what consent has been given or implied, for example, for whether samples are
to be sent overseas or used for other purposes. The committee had further concerns about
these samples being used outside the study for which they were collected without further
consent being sought from the individual whose sample it was or their family.
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Guidelines for the Chairperson’s Delegation

At its meeting on 14 December 2004, the committee agreed to delegate the following
authority to the Chairperson and the Deputy Chairperson.

The Chairperson or Deputy Chairperson may approve, under delegated authority, the
following:

. 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 matters listed below 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 Maori member. The
membership of the subcommittee is recommended by the Chairperson, and members are
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 meeting, and the researcher will be advised. The
matters that the Chairperson may approve following this process are:

. 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 or
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.
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Appendix 1: Central Regional Ethics Committee
Terms of Reference

Public authority of the Central Regional Ethics Committee

The Central Regional Ethics Committee (Central REC) was 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 Central REC.

Authority of the Central Regional Ethics Committee

The Central REC shall have responsibility for ethics committee review of health and disability
research and innovative practice occurring in the following District Health Board regions:

o Taranaki

. Whanganui

. MidCentral

. Hawke’s Bay

. Capital & Coast
o Wairarapa

. Hutt Valley.

The Central REC is responsible for any health and disability research that is currently being
undertaken in the above District Health Board 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 Central REC.

Relations with other public sector organisations

The Central REC shall liaise with other relevant ethics committees on matters of common
interest, such as jurisdiction over borderline cases. The Central 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 Central Regional Ethics Committee

The Central 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 Central Regional Ethics Committee

The primary role of the Central 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 Central 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 Central REC is to ensure that
the Central 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 Central 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 layperson 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 that 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 Central REC’s lay membership shall include:
. an ethicist

. a lawyer

. consumer perspectives

. community perspectives.

The Central 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 Central REC shall have at least two
Maori members. Maori members should have a recognised awareness of te reo Maori and
an understanding of tikanga Maori. All members of the Central REC are expected to have an
understanding of how the health sector responds to Maori issues and their application to
ethical review.

The Central REC’s membership should include expertise in the main kinds of health and
disability research (for example, interventional, observational, kaupapa Maori 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, Central 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 Central REC as equal individuals of sound judgement, relevant experience and
adequate training in ethical review.

Terms and conditions of appointment

Members of the Central 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 Central 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 Central 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 Central
REC. Those persons shall not be eligible for appointment to the Central 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 committee will be eligible to be
appointed to the Central 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 Central 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 Central REC
shall continue in office until their successor comes into office. Any member of the Central
REC may at any time resign as a member by advising the Minister of Health in writing.

Any member of the Central 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 Central REC or discharge any
member of the Central REC or appoint new members to the Central 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 Central REC to be its Chairperson. The terms
and conditions of appointment for members of the Central REC also apply to the person
appointed as Chairperson. The Chairperson shall preside at every meeting of the Central
REC at which they are present.
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The Central REC shall appoint a non-lay member as Deputy Chairperson.

The Chairperson and Deputy Chairperson may act with the delegated authority of the Central
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 Central REC. This is intended to aid Central REC members by providing
them with a common set of principles for appropriate conduct and behaviour.

General

Central 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 Central REC members will make every effort to attend all
Central REC meetings and devote sufficient time to become familiar with the affairs of the
Central 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 Central REC and the use of Central REC funds.

Conflicts of interest

Central 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 Central REC and its members
and will ensure Central REC retains public confidence.

Central REC members attend meetings and undertake Central REC activities as
independent persons responsible to the Central REC as a whole. Members are not
appointed as representatives of professional organisations or particular community bodies.
The Central REC should not, therefore, assume that a particular group’s interests have been
taken into account because a Central REC member is associated with this group. Members
should declare, and the committee regularly review, their actual and potential conflicts of
interest.

When Central 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 Central 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 Central REC who has a proposal before the Central REC or who has an
involvement in the proposal, such as a supervisory role, shall not take part in the Central
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 Central REC must exhibit transparency in
avoiding or managing any real or perceived conflict of interest.

Confidentiality and information sharing

Agendas and minutes of all Central REC meetings should be available to the public. Copies
of proposals should be available to individuals outside the Central 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 Central 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 Central 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 Central REC. The Central REC will need to consider the Privacy Act 1993 and
the Health Information Privacy Code 1994 in developing these processes.

Within the Central 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 Central REC shall be held monthly or less frequently, as determined by the
workload.

At any meeting, a quorum shall consist of at least seven 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.

As part of the accountability to the public they protect, it is desirable for the meetings of the
Central REC to be open to the public. Meetings of the Central REC should therefore be:

i. open meetings for the discussion of broad issues, particularly if the Central 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.
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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 Central REC may have. Attendance is not mandatory. The
Central REC should advise applicants that they may be asked to leave the meeting while the
Central REC considers the proposal.

Subiject to the provisions set out in this document, the Central REC may regulate its own
procedures.

Decision-making process

Wherever possible, the Central 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 Maori, it is important that Maori expertise be available to
ensure that all issues are appropriately considered. Where it is not possible for Maori
members to attend a Central 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 Central 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.

Expert advice and consultation

Members may wish to consult on ethical issues with, for example, individuals, groups, iwi and
hapa, and this should be encouraged and supported. Consultation should be carried out in a
timely manner.

Where the Chairperson or a quorum of Central REC members believes there is insufficient

expertise on the Central REC to assess an application or an issue, the committee should
seek additional expert advice.
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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 Maori research methodologies

viii. expertise in te reo Maori

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 Central REC’s decision on a proposal.

Second opinions and appeals

At any stage in its deliberations, the Central REC may seek a second opinion from the Health
Research Council Ethics Committee, in accordance with the Operational Standard.

The decisions of the Central 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 Central REC.

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 Central REC, including

any change in the Central REC’s membership or other substantive changes the Central REC
or its chairperson feels should be noted.
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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 with 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 Central REC members, and a statement on processes
for orientation and training of new Central REC members should be included

ii. a list of complaints received by the Central 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 Central REC in making a decision on
any particular protocol(s), and any questions on policy or other matters the Central
REC referred to the National Ethics Advisory Committee or the Health Research
Council Ethics Committee for comment or guidance.

In compiling annual reports, the Central 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.

Fees and allowances

Members of the Central 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 Central REC by the Chairperson and Deputy Chairperson. The Ministry of
Health shall pay actual and reasonable travel and accommodation expenses of the Central
REC members.

Servicing of the Central Regional Ethics Committee

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