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About the Committee

The Central Health and Disability Ethics Committee is a Ministerial committee established under section 11 of the New Zealand Public Health and Disability Act 2000. Its members are appointed by the Minister of Health through the public appointments process.

The primary function of the Committee is to provide independent ethical review of health research and innovative practice in order to safeguard the rights, health and wellbeing of consumers and research participants and, in particular, those persons with diminished autonomy.
The Committee has primary responsibility for ethics committee review of health and disability research and innovative practice occurring in the following District Health Board regions:

· Taranaki

· Whanganui

· Midcentral

· Hawkes Bay

· Capital and Coast

· Wairarapa

· Hutt Valley.

The Committee is required by its Terms of Reference to submit an Annual Report to the Minister of Health. The Annual Report must include information on the membership of the Committee, a summary of the applications reviewed during the year, details of any complaints received (and how they were resolved), and areas of review that caused difficulty in making decisions, among other matters.

Approvals and registrations

The Central Health and Disability Ethics Committee is approved by the Health Research Council’s Ethics Committee for the purposes of section 25(1)(c) of the Health Research Council Act 1990.

The Central Health and Disability Ethics Committee is registered (number IRB00008712) with the United States’ Office for Human Research Protections. This registration enables the committee to review research conducted or supported by the US Department of Health and Human Services.

Disclaimer

Please note that the annual report concerns 1 July–31 December 2012. This is because the four regional committees have been restructured and are all effective from 1 July 2012. A supplementary report has been attached with basic information from 1 January to 30 June 2012.
The change in systems, internal staff, committee members and regional jurisdiction has made it difficult to combine the first part of the year with the last. Future annual reports will provide opportunity to compare previous years as well as looking at trends, as all reporting will be from the new online system.

Chairperson’s report

Another year has passed but this time we have incorporated a new system of working with the new online RED portal. I hope researchers have found the change as efficient as we committee members have. To have access to all applications electronically means a timelier turnaround rather than waiting for reams of paper to arrive by post.

The new application forms and protocols for required document uploading have meant that the committee does not have to wait for pending documents which has enabled more straight approvals than before.

The committee have managed to meet the stricter timelines put in place with the new guidelines and hopefully researchers are reaping the benefit of this. We do however have quite long response times from some researchers to questions posed, which does make it hard to keep the train of thought for that particular application.

The committee is uneasy with the lesser requirement for Maori consultation and is very particular as to how the application forms are answered in this section. Committee members would like to see an understanding of Tikanga Maori shown by applicants rather than a proforma answer.

Thanks must go to pending researchers who have taken the time to attend our meetings to become familiar with the process and to those applicants who have now perfected their application processes especially in the participant information/consent form area. It is after all the participants who need to be aware and kept safe.

Another area that has seen a vast improvement this year is the number of applicants who take the time to appear in person or phone conference into our meetings. This helps to streamline our process with instant answers to our questions which helps shorten approval times. Thank you to all.

The change to HDEC processes also brought a change to our committee structure and the Central Committee was sorry to see Dr Andrea Corbett, Diana Martin and Dr Hilary Stace end their tenure with us. They all brought an amazing knowledge base to the committee and they are greatly missed.

We had Dr Dean Quinn return to Central along with newcomers Dr Patrice Herst and Sandy Gill who have all stepped into their roles with determination and dedication.

The Secretariat has supplied us with great administrative support and it is wonderful to have suitably qualified people on board. This role is not just purely secretarial and requires knowledge in a number of areas to be able to give efficient backup to the committees. There have been a number of recent changes to the Secretariat and with it a loss of institutional knowledge making it hard for others to maintain the status quo. I am sure the committee would join me in thanking Rohan Murphy and Sarah Delgado wishing them well in their new roles. To Helen Colebrook and her team, keep up the good work.

The central committee continues to work well as a team with each member bringing a distinct skill set and a great sense of humour, so thanks to each member for their commitment.
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Helen Walker

Chairperson

Central Health and Disability Ethics Committee
Membership and attendance

All existing members were appointed to the Central Health and Disability Ethics Committee in July 2012. There were four lay members and four non-lay members throughout the year. No meetings were postponed or cancelled due to inability to make quorum.
Membership

Lay members

Mrs Helen Walker

	Membership category:
	Community representative

	Date of appointment:
	1 July 2012

	Current term expires:
	1 July 2015

	Mrs Helen Walker is currently the Chairman of the Medical Sciences Council, Chairman of Audit for Health Hawkes Bay Ltd, a Kaitiaki/Guardian of the Turnbull Library and the owner and financial controller of Kilgaren Farming Partnership. She completed a Bachelor of Science at Massey University (1975) and a Certificate in Company Direction through the New Zealand Institute of Directors (2002). Mrs Walker is a previous Director of Unison Networks Ltd (2004–2010), the Hawke’s Bay District Health Board
(2001–2007) and Chairman of the Central Hawke’s Bay Consumers Power Trust (1993–2003). On a voluntary basis she is the President of the Waipawa Musical and Dramatic Club (1999–present), a member of the Waipawa Municipal Theatre Refurbishment Trust and Trustee of the New Zealand Singing School.


Mr Paul Barnett

	Membership category:
	The Law

	Date of appointment:
	1 July 2012

	Current term expires:
	1 July 2014

	Mr Paul Barnett is currently the Principal /Director at Barnett Law, Solicitor (2004–present). Prior to this, he was a Wellington Partner of at the national law firm Chapman Tripp (1980–2004). He has completed a Master of Laws (1973) and a Bachelor of Laws with Honours (1971) at Victoria University of Wellington. He was appointed a Notary Public in 1984.He is Deputy Chair of the Board of Ronald McDonald House Wellington Trust (2005–present), a cost reviser for the Wellington branch of the New Zealand Law Society (2009–present) and was a Cost Reviser for the Wellington District Law Society (1990–2008). He is also a member of a Standards Committee of the New Zealand Law Society and a member of the Ethics Committee of the Wellington branch of that Society.


Dr Angela Ballantyne

	Membership category:
	Ethicist

	Date of appointment:
	1 July 2012

	Current term expires:
	1 July 2015

	Dr Angela Ballantyne is a Senior Lecturer in Professional Skills, Attitudes and Ethics at Otago University, Wellington. Originally from New Zealand, Dr Ballantyne has worked in a wide range of international settings, including Australia, England, Europe and the United States. She received her PhD in Bioethics from Monash University (Australia), and spent a year of her doctorate program undertaking research at Imperial College London. She has subsequently worked in schools of medicine, primary health care and philosophy. She was the Technical Officer for Genetics and Ethics for the Human Genetics unit at the World Health Organisation in Geneva in 2005. Prior to returning to New Zealand, Dr Ballantyne was a Visiting Scholar at the Yale University Interdisciplinary Center for Bioethics. Her academic interests include research ethics, vulnerability, exploitation and feminist bioethics.


Ms Sandy Gill

	Membership category:
	Community perspectives

	Date of appointment:
	1 July 2012

	Current term expires:
	1 July 2014

	Ms Gill has her own consulting company and also works on a voluntary basis with various community groups assisting with policy and procedure, writing programmes and evalutions, clinical supervision of staff, business plans and strategic planning. Her qualifications include an MA in Management (Massey), a MA in Criminal Justice (Victoria) along with postgraduate qualifications in Dispute Resolution (Massey) and Human Resources (Victoria). She was a member of the New Zealand Parole Board from 2002 through to 2008, and has been a guest lecturer at Victoria University in the field of criminology. Prior to that she was Standards Manager at the Medical Council of New Zealand. She has also been involved in counseling and reintegration planning for offenders and youth at risk, and in the area of Maori mental health. She has a life-long addiction to learning and loves to travel and learn about different cultures and history. She is Nga Puhi and the proud mother of three and nana of one and an Associate Member of AMINZ.


Non-lay members

Dr Dean Quinn

	Membership category:
	Interventional studies

	Date of appointment:
	1 July 2012

	Current term expires:
	1 July 2015

	Dr Dean Quinn is a registered medical practitioner, currently the Manager of the Wellington P3 Research unit (2004–present). He has a particular interest in early phase respiratory clinical trials. Prior to this, he has completed a BSc (Hons) (1988) Victoria University of Wellington and MBChB (1993) at the University of Otago. He was formerly a member of the Central ethics committee (2009–2011) and Multi-region ethics committee (2011–2012).


Mrs Gael Donoghue

	Membership category:
	Pharmacist/pharmacologist

	Date of appointment:
	1 July 2012

	Current term expires:
	1 July 2015

	Mrs Gael Donoghue is a pharmacist working as a pharmaceutical manager at Lucanus Corporation
(2004–present), and worked at the Open Polytechnic of New Zealand as a tutor and assessor
(2000–2011). Prior to this she worked in the Central Districts region as a Field Educator for the Pharmaceutical Society of New Zealand (1993–2003). Mrs Donoghue is a Fellow of the Pharmaceutical Society of New Zealand, of which she was also made the first Life Member in 2010. She was a member of the Drugs Advisory Committee (1984–1988). She was also the pharmacist member on the Manawatu Well Child Health Forum (2003–2010) and a member of the Executive of the New Zealand College of Pharmacists (1995–2000). She has held the post of President of the Central Districts Pharmaceutical Society of New Zealand on a number of occasions (most recently in 2004–2005) and has a history of community service and committee membership. Gael was awarded MNZM in this years Queen’s Birthday Honours for services to the Pharmaceutical Profession.


Dr Lynne Russell

	Membership category:
	Health practitioner

	Date of appointment:
	1 July 2012

	Current term expires:
	1 July 2014

	Dr Lynne Russell (Kāi Tahu, Ngāti Kahungunu, Kāti Māmoe, Rangitāne, Ngāti Porou) is a Māori Health Postdoctoral Research Fellow with the Health Services Research Centre, Victoria University of Wellington. She completed a Doctorate at Massey University (2006), a Postgraduate Diploma in Public Heath at the Christchurch School of Medicine (2000) and a Master of Arts at Victoria University Wellington (1997). She also completed a Diploma in Nursing at Whitireia Community Polytechnic (1995). Dr Russell holds professional memberships with Massey University’s Te Mata o te Tau/Academy for Māori Research and Scholarship Fellow, the University of Auckland’s Te Kupenga o MAI (National Programme for Māori and Indigenous Post-graduate Advancement) at Ngā Pae o te Māramatanga, the New Zealand Federation of Graduate Women, and Te Kaunihera o Ngā Māori o Aotearoa/National Council of Māori Nurses.


Dr Patries Herst

	Membership category:
	Intervention studies

	Date of appointment:
	1 July 2013

	Current term expires:
	1 July 2015

	Dr Patries Herst is currently a senior lecturer at the Department of Radiation Therapy, University of Otago, Wellington and a visiting scientist at Victoria University and the Malaghan Institute. She completed a PhD in cancer cell biology at the Malaghan Institute of Medical Research/Otago University in Wellington (2006), a Master of Philosophy (microbiology) at Waikato University in Hamilton (1984) and a Master of Science (biology) at Nijmegen University (Netherlands) in 1982. Dr Herst conducts cell based medical research at the Malaghan Institute as well as clinical trials that investigate better management options for acute side effects caused by radiation therapy in various hospitals in New Zealand. She is the secretary of the New Zealand Oncological Society and the immediate past president of the Wellington Health and Biomedical Research Society. She is also a committee member of the Animal Ethics Committee at the University of Otago, Wellington and joined the Central HDEC as a non-lay member in July 2012.


Attendance

The Central Health and Disability Ethics Committee held six meetings between July and December 2012.
	Members
	Meetings
	Total

	
	July
	Aug
	Sep
	Oct
	Nov
	Dec
	

	Lay members
	Cm
	Mrs Helen Walker
	(
	(
	(
	(
	(
	(
	6/6

	
	L
	Mr Paul Barnett
	(
	(
	(
	(
	A
	A
	4/6

	
	E
	Dr Angela Ballantyne
	(
	(
	(
	(
	(
	A
	5/6

	
	Cm
	Ms Sandy Gill
	(
	(
	(
	(
	(
	(
	6/6

	Non-lay members
	P
	Mrs Gael Donoghue
	(
	(
	(
	(
	(
	(
	6/6

	
	HR
	Dr Lynne Russell
	(
	(
	(
	(
	A
	A
	4/6

	
	HR
	Dr Dean Quinn
	(
	(
	(
	A
	(
	(
	5/6

	
	HR
	Dr Patries Herst
	(
	(
	(
	(
	(
	(
	6/6


	Key:
	L
	Lawyer
	P
	Pharmacist/pharmacologist
	(
	present

	
	E
	Ethicist
	B
	Biostatistician
	A
	apologies

	
	Cm
	Community representative
	HP
	Health practitioner
	X
	absent

	
	Cn
	Consumer representative
	HR
	Health researcher
	
	not applicable


Training and conferences

Committee members were invited to attend training in June 2012 to prepare for the launch of the new online system.
Chairperson’s meetings

Mrs Helen Walker attended a meeting of the Chairs on 30 November 2012. The Chairs discussed the work programme for 2012/13, improving the new IT system, the updating of standard operating procedures, issues relating to reviewing applications identified by the chairs and the secretariat as well as a discussion with the National Ethics Advisory Committee.
Applications reviewed

The Central Health and Disability Ethics Committee reviewed 59 applications between 1 July and 31 December 2012 with 13 applications not requiring review. Thirty-nine applications were reviewed by the full committee and 20 were reviewed through the expedited pathway.
At each of its meetings between 1 July and 31 December 2012, the Committee reviewed an average of six applications.
From 1 July–31 December 2012
	Full
	Approved
	38

	
	Declined
	1

	
	No final decision (as at 31 December 2012)
	0

	
	Withdrawn / Ethical approval not required
	8

	
	Minimal Dataset Form

	132

	
	Total (approve / decline / out of scope)
	47

	Expedited
	Approved
	19

	
	Declined
	1

	
	No final decision (as at 31 December 2012)
	0

	
	Withdrawn / Ethical approval not required
	5

	
	Total (approve / decline / out of scope)
	25

	Total applications reviewed
	72


A summary of these applications can be found in Appendix A.
Average decision times

Average decision times take into account the time taken for the Secretariat to process applications and the time taken for the Committee to review applications. The review period is stopped when a decision letter is emailed to applicants. The average decision time excludes time taken for researchers to respond to requests for further information.

The average decision times were 17 days for “expedited” applications and 31 days for “full” applications. These timeframes are calendar days, including weekends.
Reasons for declines

Reference:
12/CEN/55
Review type:
Full review – observational
Short title:
S gene mutations and hepatitis B
Co-ordinating Investigator:
Dr William Abbott
The Central Health and Disability Ethics Committee is required to clearly identify the ethical standard(s) that it considers not to be met by this application. These ethical standards are contained in the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes. The references in the table below are to paragraph numbers in this document.
	Reference
	Reason for declining

	2
	Consent to the future unspecified use of a person’s tissue samples must be distinct from consent to collect the samples and distinct from consent to use the samples in specified research. The Committee is not satisfied that consent to the future unspecified use of tissue has been obtained from these participants (the original ethical approval cannot be located, and according to the consent forms the samples were to be destroyed after two years).

	29
	The Committee is concerned with the inadequate governance structures, procedures and processes in place to ensure the donor’s choices are respected; such as, where and for how long tissue samples will be stored, control of access to tissue samples and information, and appropriate disposal methods.


Reference:
12/CEN/26
Review type:
Expedited review – observational
Short title:
Complementary and alternative medicines use among parents and caregivers of patients attending CAFS clients
Co-ordinating Investigator:
Dr Muhammad Arshad
The Central Health and Disability Ethics Committee is required to clearly identify the ethical standard(s) that it considers not to be met by this application. These ethical standards are contained in the Ethical Guidelines for Observational Studies. The references in the table below are to paragraph numbers in this document.
	Reference
	Reason for declining

	5.6
	It is appropriate to undertake Māori consultation for this study, as ethnicity data will be collected and a high proportion of Māori are potentially able to participate in this study.

	5.11
	A protocol review process has not been undertaken. There needs to be a greater explanation to why this study has been designed in this way.

	5.12
	The rationale for the number of participants involved in this study is not clear.

	6.4
	It is not clear that the information collected is anonymous, given that demographic information is collected and the researcher knows the participants.

	6.12
	A Participant Information Sheet should be provided to participants with specific information on the study, not just a consent form.


Issues and complaints

This section outlines issues faced by the Committee during 2012.

Issues causing difficulty in review

· Lack of clarity around review pathways appropriate to different types of study.
· Inadequate documentation – peer review. In particular the number of applications being submitted with no, or inadequate, peer review.
Issues referred to NEAC and/or the HRC Ethics Committee

Nil.
Complaints received

None cited by the Chair.

Timeframe Variations
Between July and December 2012 there were nine instances where the review took over 35 days for full applications and 11 where the review took over 15 days for expedited applications.

See Appendix 1 for more information.

Reasons for variation

The issues causing a delayed response time are as follows:

· system issues
· administration process errors 

· incomplete provisional responses from researchers

· Committee member responses being overdue.
Further issues that result in delayed response times:

· HDEC review runs by calendar days. A Committee member might approve a research project on Saturday but the Secretariat can’t communicate this decision until the next working day. 

Action taken

System errors:

· RED has undergone three major updates since release. Each update addressed errors that slow down the review process.

· A fourth update will address outstanding system errors which delay review. 

Administration process errors:

· RED user errors occurred during the first 6 months of using the database. Internal training has resolved this administrative issue.
· Staff induction includes internal RED training.

Incomplete provisional responses from researchers:

· Researchers may submit a response to a request to further information, or a ‘provisional approval’, that is incomplete. This means the period of follow up between the researcher and the Committee takes longer, impacting review times.
Committee member responses being overdue:
· Changes made in July 2012 require additional reviewers for expedited applications and post approval items. The requirement for review to be conducted by two members results in a longer response time than a single reviewer.
Appendix 1: Details of applications reviewed

Applications reviewed by full committee

	Study reference
	Study status
	Short title
	Coordinating investigator
	Locality/ies
	Application type

	12/CEN/10
	Approve
	The ACCELERATE Study
	Associate Prof John Elliott
	Auckland District Board, CCDHB, CDHB Research Office, gerard.devlin@waikatodhb.health.nz, Jan Adams, COO, Waikato DHB, John Elliott, Prof Richard Stubbs, P3 Research Ltd, Waitemata DHB
	Intervention

	12/CEN/11
	Approve
	Pharmacokinetic study of Orteronel in Castration-Resistant Prostate Cancer Patients
	Dr Peter Fong
	ADHB, Canterbury Urology Research Trust, Tauranga Urology Research Limited
	Intervention

	12/CEN/13
	Approve
	COG ACSN0831 – Phase III Randomised Trial of Post-Radiation Chemotherapy in Patients with Newly Diagnosed Ependymoma Ages 1 to 21 years
	Dr Stephen Laughton
	Auckland District Health Board
	Intervention

	12/CEN/15
	Approve
	The Massive Transfusion Registry
	Dr Krishna Badami
	Auckland District Health Board, CCDHB, CDHB Research Office, CMDHB Research Office, Jan Adams (COO)
	Observational

	12/CEN/2
	Approve
	An open-label study on Ceftolozane/Tazobactam
	Dr Shay McGuinness
	CCDHB, CDHB Research Office, CMDHB Research Office, DIANA SCHMID, Frances McNulty, Health Research South, Ruth Sharpe
	Intervention

	12/CEN/23
	Approve
	Can a new ‘Australasian Risk Score’ reduce Chest Pain admissions in New Zealand?
	Dr Martin Than
	CDHB Research Office
	Intervention

	12/CEN/24
	Approve
	A study investigating GS-7977 and Ribavirin post Liver Transplant for subjects with recurrent chronic Hepatitis C
	Professor Edward Gane
	
	Intervention

	12/CEN/27
	Approve
	Safety and effectiveness of concurrent injections of AA4500 (Protocol No. AUX-CC-867)
	Dr Dean Quinn
	Canterbury District Health Board, Dean Quinn, Dr Simon Chinchanwala, P3 Research Ltd Tauranga Dr EF Walford, P3 Research Wellington unit, Samantha Everitt: CCRep and Manukau Super Clinic (CMDHB), Southern Clinical Trials (NI) Ltd
	Intervention

	12/CEN/28
	Approve
	Perioperative management of anaemia based on the new Australian Transfusion Guidelines to minimise the need for perioperative transfusion requirement and morbidity
	Dr Elayne Knottenbelt
	Dr Kenneth Clark
	Intervention

	12/CEN/29
	Approve
	PANACHE
	Dr David Simpson
	
	Intervention

	12/CEN/3
	Approve
	A rapid non drug treatment for depression
	Professor Bruce Arroll
	Andy O’Grady, Des Shinnick, Shinnick Rapid Depression Treatment, Greenstone Family Clinic, Ms Svetlana Feigin, Susan Helman
	Intervention

	12/CEN/30
	Approve
	A Study to Assess the Efficacy and Safety of Boceprevir When Used With Peginterferon alfa-2b and Ribavirin in Children with Chronic Hepatitis C Genotype 1
	Dr Helen Evans
	Auckland Clinical Studies Limited
	Intervention

	12/CEN/38
	Approve
	Transitioning tube-fed children to oral feeding
	Dr Tim Jelleyman
	
	Intervention

	12/CEN/39
	Approve
	A study of BI 207127 with faldaprevir and ribavirin in patients with chronic genotype 1 hepatitis C infection.
	Professor Edward Gane
	Auckland Clinical Studies Ltd, Frank Weilert
	Intervention

	12/CEN/40
	Approve
	COG ARST0921 – A Randomised Phase II Trial of Bevacizumab and Temsirolimus in Combination with Intravenous Vinorelbine and Cyclophosphamide in Patients with Recurrent/Refractory Rhabdomyosarcoma
	Dr Mark Winstanley
	Auckland District Health Board, CDHB Research Office
	Intervention

	12/CEN/42
	Approve
	Skin and soft tissue infections in Auckland children.
	Dr Deborah Williamson
	Auckland District Health Board
	Observational

	12/CEN/43
	Approve
	A Study Investigating GS-7977 and Ribavirin for 24 weeks in chronic HCV subjects with Cirrhosis and Portal Hypertension
	Professor Edward Gane
	
	Intervention

	12/CEN/44
	Approve
	Australian/New Zealand Vitamin D MS-Prevention Trial (PrevANZ)
	Dr Deborah Mason
	ADHB, CCDHB, CDHB Research Office, Jan Adams, COO
	Intervention

	12/CEN/45
	Approve
	Study to Induce Clinical Response and/or Remission with GSK1605786A in Subjects with Moderately-to-Severely Active Crohn’s Disease
	Dr Adrian Claydon
	Bay of Plenty DHB, Dr Ian Wallace, Dr Samantha Everitt (CMDHB), Dr Samantha Everitt (CMDHB), Health Research South (Ruth Sharpe), Hutt Valley DHB, Hutt Valley DHB, Jan Adams, Mark Lane
	Intervention

	12/CEN/46
	Approve
	Population-level Child Maltreatment Research based on Linked Administrative Data
	Ms Moira Wilson
	
	Observational

	12/CEN/47
	Approve
	Evaluation of Ponatinib vs Imatinib in CML Chronic Phase (EPIC)
	Dr Humphrey Pullon
	ADHB, Canterbury District Health Board, Jan Adams, Waitemata DHB
	Intervention

	12/CEN/5
	Approve
	COG AALL1131: High Risk Acute Lymphoblastic Leukaemia
	Dr Lochie Teague
	Auckland District Health Board, CDHB Research Office
	Intervention

	12/CEN/53
	Approve
	A randomised controlled trial of Computer Therapies
	Clinical Associate Professor Simon Hatcher
	Waitemata DHB
	Intervention

	12/CEN/54
	Approve
	ZAP Study
	Dr Craig Jefferies
	
	Intervention

	12/CEN/55
	Decline
	S gene mutations and hepatitis B
	Dr William Abbott
	
	Observational

	12/CEN/59
	Approve
	Platelet-Lymphocyte Interactions
	Dr Scott Harding
	CCDHB
	Intervention

	12/CEN/60
	Approve
	The Rhinovirus Study
	Professor Julian Crane
	University of Otago
	Intervention

	12/CEN/63
	Approve
	Aquablation Study
	Associate Professor Peter Gilling
	
	Intervention

	12/CEN/65
	Approve
	The administration of vitamin B12 in people with type 2 diabetes on metformin therapy
	Dr Amber Parry Strong
	CCDHB
	Intervention

	12/CEN/72
	Approve
	SAPPHIRE I
	Professor Edward Gane
	ADHB
	Intervention

	12/CEN/73
	Approve
	Pilot Study: Metabolic Growth and Development of Pacific Children
	Dr Edward Saafi
	Lindsay D Plank
	Observational

	12/CEN/75
	Approve
	Physiological data and sleep
	Dr Angela Campbell
	
	Observational

	12/CEN/76
	Approve
	TESLA
	Prof Russell Scott
	
	Intervention

	12/CEN/77
	Approve
	IOS Weaning Study
	Dr Paul Young
	CCDHB, Sally Houliston on behalf of Hawke’s Bay DHB
	Observational

	12/CEN/79
	Approve
	The SHOT study
	CVICU Research Rachael Parke
	Auckland District Health Board
	Intervention

	12/CEN/80
	Approve
	The Airvo Device and Oxygen Administration in Exacerbation of Chronic Obstructive Pulmonary Disease
	Professor Richard Beasley
	CCDHB
	Intervention

	12/CEN/82
	Approve
	TAUSSIG
	Prof Russell Scott
	
	Intervention

	12/CEN/83
	Approve
	A study to assess the efficacy and safety of sarilumab in patients with rheumatoid arthritis who are inadequate responders or intolerant of TNF-alpha antagonists: SARIL-RA-TARGET/EFC10832
	Dr Alan Doube
	CCDHB, Counties Manukau DHB, Daniel Ching, Jan Adams, COO, Waitemata DHB
	Intervention

	12/CEN/85
	Approve
	How’s it going? Youth Wellbeing Study 2012-2016: Stories about self-injury
	Associate Professor Marc Wilson
	
	Observational


Applications reviewed by “expedited review”
	Study reference
	Study status
	Short title
	Coordinating investigator
	Locality/ies
	Application type

	12/CEN/12
	Approve
	Self-management support in cancer care pilot study
	Ms Inga OBrien
	CCDHB, Research office CCDHB
	Intervention

	12/CEN/14
	Invalid application
	Review of all critical care outreach services in New Zealand hospital
	
	
	Observational

	12/CEN/16
	Approve
	Safety of tiotropium prescription in COPD
	Dr James Fingleton
	
	Observational

	12/CEN/18
	Approve
	Whanau-Ora – whanau centred engagement and provision
	Mrs Te Moana Campbell-Knowles
	
	Observational

	12/CEN/19
	Withdrawn by researcher
	A validation of the Symbicort Turbuhaler electronic monitoring device
	Professor Richard Beasley
	
	Intervention

	12/CEN/20
	Invalid application
	PCTP Evaluation
	Mrs Fiona Sturrock
	
	Observational

	12/CEN/21
	Approve
	Assessing the Effect of Spatial Barriers on Utilisation of Health Services
	Mr Jayden MacRae
	Compass Health
	Observational

	12/CEN/26
	Decline
	Complementary and alternative medicines use among parents and caregivers of patients attending CAFS clients
	Dr Muhammad Arshad
	Dr Muhammad Arshad
	Observational

	12/CEN/26
	Decline
	Complementary and alternative medicines use among parents and caregivers of patients attending CAFS clients
	Dr Muhammad Arshad
	Dr Muhammad Arshad
	Observational

	12/CEN/32
	Approve
	Te Kete Tuatea
	Ms Kirikowhai Mikaere
	
	Observational

	12/CEN/4
	Approve
	CMDH model of care for the delivery of palliative care services
	Mr David Rees
	
	Observational

	12/CEN/49
	Approve
	The FREE approach to acute LBP
	Mr Ben Darlow
	Garry Brown,Kim Maiai Student Health, University of Otago
	Intervention

	12/CEN/50
	Approve
	CRAIn
	Ms Molly Kallesen
	CCDHB
	Observational

	12/CEN/52
	Approve
	Investigation of a new Subcutaneous Fetal Abdominal Circumference Measurement
	Miss Laura Neuss
	CCDHB
	Observational

	12/CEN/56
	Approve
	Does consumption of micronutrient rich vegetables improve micronutrient levels in healthy adults?
	Dr Juliet Ansell
	Cath Kingston, Plant & Food Research
	Intervention

	12/CEN/61
	Approve
	Warm Hearts
	Prof Philippa Howden-Chapman
	University of Otago
	Intervention

	12/CEN/62
	Approve
	E-monitoring for e-therapy
	Associate Professor Sally Merry
	
	Observational

	12/CEN/66
	Approve
	NZ Pilot Breast Cancer SCP
	Mrs Cheryl MacDonald
	
	Intervention

	12/CEN/67
	Invalid application
	Trismus Study
	
	Helen Sinclair, Quality Manager, Hutt Valley DHB
	Observational

	12/CEN/69
	Approve
	Australasian Severe Asthma Network
	Dr Kyle Perrin
	Richard Beasley
	Observational

	12/CEN/74
	Approve
	Head and Neck Cancer Study
	Professor Swee T Tan
	Helen Sinclair, Quality Manager, Hutt Valley DHB
	Observational

	12/CEN/78
	Approve
	Retrospective review of all histologically proven new cases of oesophageal and gastric cancer in New Zealand
	Dr Stephanie Das
	Middlemore Hospital
	Observational

	12/CEN/81
	Approve
	Classification criteria for gout
	Associate Professor William Taylor
	Auckland District Health Board, Canterbury District Health Board, Helen Sinclair, Service Manager, Quality, Jan Adams, COO
	Observational

	12/CEN/88
	Approve
	Optimal antenatal care for Māori woman
	Ms Marnie Reinfelds
	
	Observational

	12/CEN/89
	Invalid application
	Audit of uterotonic use following elective and emergent Caesarean section
	Dr Helen Lindsay
	CMDHB Research Office
	Observational

	12/CEN/9
	Approve
	Maternal Perception of Fetal Movements
	Ms Billie Clayton
	
	Observational


Minimal dataset form applications

	Study reference
	Study status
	Short title
	Coordinating investigator

	00/101/146
	Invalid application
	Capecitabine 0001
	Dr Bernie Fitzharris

	03/05/050
	Invalid application
	A Study of Xeloda (Capecitabine) Plus Oxaliplatin in Patients With Colon Cancer
	Dr Andrew Simpson

	09/09/070
	Invalid application
	E Moe Mama
	Dr Tracey Leigh Signal

	13/CEN/2
	Invalid application
	Is psoriasis suitable for teledermatology?
	Hon Associate Professor Amanda Oakley

	AKY/03/02/028
	Approve
	CPT-SIOP-2000 Treatment of Tumours of the Choroid Plexus Epithelium
	Dr Stephen Laughton

	AKY/04/04/088
	Approve
	COG AALL03B1
	Dr Lochie Teague

	AKY/04/08/218
	Approve
	COG AALL0232
	Dr Lochie Teague

	CEN//11/07/041
	Invalid application
	Magnetic stimulation for epilepsy
	Associate Professor Graeme Hammond-Tooke

	CEN/08/04/EXP
	Approve
	Determinants of demographic differences in cervical cancer survival
	Dr Naomi Brewer

	CEN/09/02/05
	Approve
	FEIBA NF
	Dr Julia Phillips

	CEN/09/04/013
	Approve
	SIT3: The effect of work and recreational activities on the risk of developing of blood clots
	Professor Richard Beasley

	CEN/09/04/016
	Approve
	Paediatric Milrinone Dosing
	Dr Anita Sumpter

	CEN/09/05/024
	Invalid application
	Cardiovascular control in Health and Heart Failure Study
	Dr Yu-Chieh Tzeng

	CEN/09/06/037
	Approve
	GBM Tumour Stem Cell Study
	Associate Professor Ian Hermans

	CEN/09/07/050
	Approve
	Cardiovascular control in Health and Heart Failure Study
	Dr Yu-Chieh Tzeng

	CEN/09/09/04/013
	Invalid application
	SIT3: The effect of work and recreational activities on the risk of developing of blood clots
	Professor Richard Beasley

	CEN/09/09/070
	Approve
	E Moe Mama
	Dr Tracey Leigh Signal

	CEN/09/09/070
	Invalid application
	E Moe Mama
	Dr Tracey Leigh Signal

	CEN/09/11/087
	Approve
	Wellington Regional Breast Cancer Register
	Mr Burton King

	CEN/09/12/095
	Approve
	Pharmacotherapy for the Different Phenotypes of Airways Disease
	Dr James Fingleton

	CEN/10/03/08
	Approve
	A study to investigate the effects of oxygen in overweight hospital inpatients
	Dr Kyle Perrin

	CEN/10/07/029
	Approve
	The effectiveness of Autologous Blood Injections for the treatment of mid portion Achilles tendinopathy – a double blind randomised control trial
	

	CEN/10/09/035
	Approve
	Perceptions/Attitudes towards Service User Involvement from perpectives of mental health and addiction nurses
	Ms Vicky Brown

	CEN/10/09/044
	Approve
	Infant nasal cannula trial product evaluation study
	Dr John Beca

	CEN/10/12/057
	Approve
	A study of the effects of paracetamol in the treatment of influenza (HDEC)
	Dr Kyle Perrin

	CEN/11/03/009
	Approve
	Elderly patients’ understanding and views on the Cardiopulmonary Resuscitation (CPR) process
	Dr Rupali Sharma

	CEN/11/04/027
	Approve
	Exercise and neurovascular coupling study
	Dr Yu-Chieh Tzeng

	CEN/11/06/034
	Approve
	The effect of remote ischaemic preconditioning on the immune response in healthy volunteers
	Ms Jenni Williams

	CEN/11/07/043
	Approve
	Alcohol and Human Circulation Control Study
	Dr Yu-Chieh Tzeng

	CEN/11/09/053
	Invalid application
	Borderlands of suffering
	Dr Catherine Trundle

	CEN/11/09/054
	Approve
	Whanau Pakari
	Dr Yvonne Anderson

	CEN/11/11/064
	Approve
	AVATAR
	Associate Professor Helen Pilmore

	CEN/11/11/065
	Approve
	High Concentration Oxygen in Neuromuscular Disease
	Dr Janine Pilcher

	CEN/11/12/070
	Approve
	The development and implementation of the Good Lives Model in a forensic mental health service
	Ms Mary Barnao

	CEN/11/EXP/041
	Approve
	Audit of current practice – heel pricks
	Ms Lucie Zwimpfer

	CEN/11/EXP/057
	Approve
	OT’s perspectives on current service provision in New Zealand for people with DCD
	Ms Cherie Le Lievre

	CEN/11/EXP/071
	Approve
	Respiratory rate recording
	Mrs Helen Garton

	CEN/11/EXP/073
	Approve
	The Role of the Clinical Advisory Group at the CCDHB
	Ms Elizabeth Dai

	CEN/11/EXP/075
	Approve
	Lay recognition of influenza
	Associate Professor Annemarie Jutel

	CEN/11/EXP/083
	Approve
	A cross-sectional survey of Single combination inhaler as Maintenance And Reliever Therapy (SMART) use by Medical Practitioners
	Dr Mitesh Patel

	CEN/11/EXP/085
	Approve
	Family resilience in childhood diabetes
	Ms Fathimath Rifshana

	CEN/12/03/001
	Approve
	A comparison of the bronchodilator effect of budesonide/formoterol combination inhaler when delivered via pMDI and DPI in stable asthma: the Symbicort and Vannair short-term equivalence study. Protoco
	Professor Richard Beasley

	CEN/12/04/007
	Approve
	Psychosocial Factors and Type One Diabetes Mellitus
	Dr Benjamin Wheeler

	CEN/12/06/013
	Approve
	A Study to Assess Memantine in People with Autism, Aspergers Disorder or Pervasive Developmental Disorder Not Otherwise Specified
	Dr Andrew Marshall

	CEN/12/06/014
	Approve
	An extension study to assess Memantine in people with Autism, Asperger’s Disorder or Pervasive Developmental Disorder Not Otherwise Specified
	Dr Andrew Marshall

	CEN/12/06/015
	Approve
	A study to assess Memantine in people with Autism, Aspergers Disorder or Pervasive Developmental Disorder Not Otherwise Specified who have been treated with Memantine in a previous study
	Dr Andrew Marshall

	CEN/12/06/021
	Approve
	Talking to Babies in a Neonatal Intensive Care Unit
	Ms Lucie Zwimpfer

	CEN/12/06/026
	Approve
	C3: Patient and Clinician Responses to Consultations
	Associate Professor Louise Signal

	CEN/12/10/057
	Invalid application
	A study of the effects of paracetamol in the treatment of influenza (HDEC)
	Dr Kyle Perrin

	CEN/12/6/029
	Invalid application
	PROGNOSIS
	Dr Peter Abels

	CEN/12/EXP/015
	Approve
	Directional preference as treatment indicator for acute knee pain
	Ms Ingeborg Bahle

	CEN-10-07031
	Approve
	An investigation into the experiences and outcome of particpiants in the health conditions service wellbeing group intervention
	Mrs Evelyn Aranas

	CEN-10-07031
	Approve
	An investigation into the experiences and outcome of particpiants in the health conditions service wellbeing group intervention
	Mrs Evelyn Aranas

	LRS/08/07/035
	Invalid application
	Cardio-Respiratory Efficiency Study
	Dr Yu-Chieh Tzeng

	LRS/08/08/036
	Approve
	Whakawhirinakitanga Ahua
	Ms Carole Ann Fernandez

	LRS/11/03/008
	Approve
	Validation studies for clinical trials using dendritic cell-based vaccines
	Associate Professor Ian Hermans

	LRS/11/03/009
	Approve
	Emilia
	Dr Richard Isaacs

	LRS/11/03/009
	Invalid application
	Emilia
	Ms Audrey Shepherd

	LRS/11/12/050
	Approve
	The IMAGINE 3 Study
	Dr Jeremy Krebs

	LRS/12/01/002
	Approve
	Enhancing engagement for adolescents referred for mental health treatment
	Ms Shaystah Dean

	MDF demo
	Invalid application
	MDF demo
	Mr Rohan Murphy

	MEC 08/03/032
	Invalid application
	6 months total androgen ablation + external beam radiation therapy +/- docetaxel
	Professor David Lamb

	MEC/0/10/141
	Invalid application
	New Zealand Youth Tobacco Monitor 2013-2017
	Dr Rhiannon Newcombe

	MEC/05/09/121
	Approve
	IBIS II Prevention
	Dr Andrew Simpson

	MEC/06/01/001
	Approve
	CO524T06
	Dr Daniel W T Ching

	MEC/06/01/003
	Approve
	CO524T05
	Dr Daniel W T Ching

	MEC/06/08/090
	Approve
	VEG107769
	Dr Anne O’Donnell

	MEC/06/09/104
	Approve
	AOST0331 Treatment for Osteosarcoma
	Dr Ruellyn Cockcroft

	MEC/06/11/140
	Approve
	COG D9902
	Dr Scott Macfarlane

	MEC/07/06/078
	Approve
	Golimumab Maintenance Therapy
	Dr James Brooker

	MEC/07/07/095
	Approve
	ALTTO Study
	Dr Marion Kuper-Hommel

	MEC/07/09/123
	Approve
	Protect Trial
	Dr Scott Harding

	MEC/07/09/128
	Approve
	Beatrice
	Dr Andrew Simpson

	MEC/07/11/147
	Approve
	COG AAML0531
	Dr Nyree Cole

	MEC/07-09-123
	Invalid application
	Protect Trial
	Dr Scott Harding

	MEC/08/01/001
	Approve
	The RES–ELUTION Study (aka NEVO RES 1)
	Dr Mark Webster

	MEC/08/01/011
	Approve
	Ig NextGen 16% in PID
	Dr Penelope Fitzharris

	MEC/08/03/032
	Invalid application
	6 months total androgen ablation + external beam radiation therapy +/- Docetaxel
	Professor David Lamb

	MEC/08/04/050
	Approve
	PORTEC-3
	Dr Carol Johnson

	MEC/08/08/093
	Approve
	Excella II Study
	Dr Mark Webster

	MEC/08/09/107
	Approve
	C13006 A Study with MLN0002 in People with Moderate to Severe Ulcerative Colitis
	Dr John Wyeth

	MEC/08/09/108
	Approve
	C13007 A Study with MLN0002 in People with Moderate to Severe Crohn’s Disease
	Dr John Wyeth

	MEC/08/09/109
	Approve
	C13008 A Study with MLN0002 in People with Moderate to Severe Ulcerative Colitis or
	Dr John Wyeth

	MEC/08/10/121
	Approve
	Relationship between oocyte secretory factors (as measured in cumulus cells) with fertilisation rates and subsequent embryo development in human IVF
	Professor John Hutton

	MEC/09/07/073
	Approve
	The role of co-morbidities in cervical cancer survival in New Zealand
	Dr Naomi Brewer

	MEC/09/11/127
	Approve
	A randomised controlled trial to investigate the real life use of the Symbicort SMART regime in adult asthma
	Professor Richard Beasley

	MEC/09/12/142
	Approve
	BRIM 3
	Dr Catherine Barrow

	MEC/09/31/EXP
	Approve
	Breastfeeding rates in in vitro fertilisation (IVF) patients
	Dr Catherine Elizabeth Appleby

	MEC/10/ 11/112
	Invalid application
	C13011 A study to compare Vedolizumab to Placebo in Participants with Moderate to
	Dr John Wyeth

	MEC/10/01/012
	Approve
	FORWARD: A study of a new drug compared to Formoterol Fumarate in patients with severe Chronic Obstructive Pulmonary Disease (HDEC MDF)
	Professor Richard Beasley

	MEC/10/04/029
	Approve
	COG ANBL0032
	Dr Mark Winstanley

	MEC/10/042/EXP
	Approve
	C3 study: Effect of comorbidity on care and cancer survival inequalities
	Dr Diana Sarfati

	MEC/10/050/EXP
	Approve
	Racism as a health determinant: implications for Maori health and inequalities
	Dr Ricci Harris

	MEC/10/07/069
	Approve
	ALLG MM11
	Dr Bartrum Baker

	MEC/10/07/071
	Approve
	BOLART – A multi-centre feasibility study to determine if daily CT imaging for positioning of radiation fields is practicable for muscle invasive bladder cancer
	Dr Leanne Tyrie

	MEC/10/08/075
	Approve
	Incredible Years Pilot Study
	Mrs Fiona Sturrock

	MEC/10/11/112
	Approve
	C13011 A study to compare Vedolizumab to Placebo in Participants with Moderate to
	Dr John Wyeth

	MEC/10/11/118
	Approve
	Cardiovascular safety of linagliptin versus glimepiride in patients with type 2 diabetes mellitus at high cardiovascular risk
	Dr Dean Quinn

	MEC/10/12/127
	Approve
	A study to investigate Xolair® compared to Placebo in people with Chronic Hives and Itch
	Dr Simon Carson

	MEC/11/08/075
	Approve
	The Svelte DESOAW Study
	Dr Mark Webster

	MEC/11/09/077
	Approve
	Probiotics in Pregnancy
	Dr Kristin Wickens

	MEC/11/09/085
	Approve
	24-Week treatment in Patients With Moderate to Severe, Stable Chronic Obstructive Pulmonary Disease
	Dr Edmond (Ted) Walford

	MEC/11/0977
	Invalid application
	Probiotics in Pregnancy
	Dr Kristin Wickens

	MEC/11/12/105
	Approve
	SAS115358 – VESTRI
	Dr Simon Carson

	MEC/11/12/106
	Approve
	SAS115359 – AUSTRI
	Dr Simon Carson

	MEC/11/12/107
	Approve
	REVEL
	Dr Anne O’Donnell

	MEC/11/EXP/035
	Approve
	Asessing Avoidable Maternal Morbidity
	Associate Professor Beverley Lawton

	MEC/11/EXP/087
	Approve
	Communicating Immunisation Information
	Associate Professor Margie Comrie

	MEC/11/EXP/110
	Approve
	Investigation of the Intersection between Resilience and Risk Factors for First-time Samoan Mothers living in New Zealand during Pregnancy, Childbirth and Early Motherhood
	Ms Marianna Churchward


Full applications overdue
	Reference
	Study status
	Short title
	Review type
	Clock overdue (days)
	Justification

	12/CEN/13
	Approve
	COG ACSN0831 – Phase III Randomised Trial of Post-Radiation Chemotherapy in Patients with Newly Diagnosed Ependymoma Ages 1 to 21 years
	HDEC full review
	3
	HDEC review overdue

	12/CEN/15
	Approve
	The Massive Transfusion Registry
	HDEC full review
	49
	Incomplete provisional response

	12/CEN/2
	Approve
	An open-label study on Ceftolozane/Tazobactam
	HDEC full review
	8
	Incomplete provisional response

	12/CEN/38
	Approve
	Transitioning tube-fed children to oral feeding
	HDEC full review
	16
	Incomplete provisional response

	12/CEN/44
	Approve
	Australian/New Zealand Vitamin D MS-Prevention Trial (PrevANZ)
	HDEC full review
	8
	HDEC review overdue

	12/CEN/63
	Approve
	Aquablation Study
	HDEC full review
	22
	Incomplete provisional response

	12/CEN/65
	Approve
	The administration of vitamin B12 in people with type 2 diabetes on metformin therapy
	HDEC full review
	9
	Administration error

	12/CEN/75
	Approve
	Physiological data and sleep
	HDEC full review
	13
	Administration error

	12/CEN/79
	Approve
	The SHOT study
	HDEC full review
	13
	Administration error


Expedited applications overdue
	Reference
	Study status
	Short title
	Review type
	Clock overdue (days)
	Justification for clock

	12/CEN/12
	Approve
	Self-management support in cancer care pilot study
	HDEC expedited review
	22
	HDEC review overdue

	12/CEN/18
	Approve
	Whanau-Ora – whanau centred engagement and provision
	HDEC expedited review
	7
	HDEC review overdue

	12/CEN/21
	Approve
	Assessing the Effect of Spatial Barriers on Utilisation of Health Services
	HDEC expedited review
	3
	HDEC review overdue

	12/CEN/32
	Approve
	Te Kete Tuatea
	HDEC expedited review
	15
	HDEC review overdue

	12/CEN/4
	Approve
	CMDH model of care for the delivery of palliative care services
	HDEC expedited review
	3
	HDEC review overdue

	12/CEN/62
	Approve
	E-monitoring for e-therapy
	HDEC expedited review
	13
	Administration error

	12/CEN/69
	Approve
	Australasian Severe Asthma Network
	HDEC expedited review
	20
	HDEC review overdue

	12/CEN/74
	Approve
	Head and Neck Cancer Study
	HDEC expedited review
	7
	Administration error

	12/CEN/78
	Approve
	Retrospective review of all histologically proven new cases of oesophageal and gastric cancer in New Zealand
	HDEC expedited review
	8
	HDEC review overdue

	12/CEN/81
	Approve
	Classification criteria for gout
	HDEC expedited review
	1
	HDEC review overdue

	12/CEN/9
	Approve
	Maternal Perception of Fetal Movements
	HDEC expedited review
	2
	HDEC review overdue


�	Minimal Dataset Forms are forms used to broker applications on the Lotus Notes database to the Regional Ethics Database and are processed by the Secretariat.
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