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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	28 February 2017

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 31 January 2017

	12:30pm
	New applications (see over for details)

	
	  i 17/CEN/33
  ii 17/CEN/29
  iii 17/CEN/31
  iv 17/CEN/32
  v 17/CEN/28
  vi 17/CEN/37
  vii 17/CEN/39
  viii 17/CEN/44
  ix 17/CEN/41
  x 17/CEN/42
  xi 17/CEN/43
  xii 17/CEN/40

	5:30pm
	General business:
· Noting section of agenda

	5:45pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2015 
	01/07/2018 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	30/07/2015 
	30/07/2018 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Apologies 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Cordelia Thomas 
	Lay (ethical/moral reasoning) 
	19/05/2014 
	19/05/2017 
	Present 

	Dr Melissa Cragg 
	Non-lay (observational studies) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	30/07/2015 
	30/07/2018 
	Present 


 

Welcome

The Chair opened the meeting at 12:00 pm and welcomed Committee members, noting that apologies had been received from Dr Patries Herst.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 31 January 2017 were confirmed.


New applications 

	1  
	Ethics ref:  
	17/CEN/33 

	 
	Title: 
	Genomic Diagnosis in Paediatric Neurogenetic Disease 

	 
	Principal Investigator: 
	Dr Gina O'Grady 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 February 2017 


 
Dr Gina O’Grady was present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study investigates using whole genome sequencing to detect genes using next generation sequencing. 
2. This technique sequences large amounts of genetic material to identify previously unknown genes that cause paediatric neurogenetic diseases.
3. Identifying novel genes that cause paediatric neurogenetic diseases will have international application.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

4. The Committee noted that Māori consultation had asked for a Māori tissue statement and the misuse of tissue statement in the information sheet. The Researcher explained that the Broad institute wants to input anonymous data associated with tissue, not tissue itself, into large databanks. The current statement in the form is there to explain that this data can be used for purposes not related to this study.
5. The Committee asked if the study population had been confirmed. The Researcher explained that it had and they had received feedback from colleagues that their proposal is Auckland-centric. The Researcher explained that it is necessary to have a specialist refer participants to in order to guarantee suitability. 
6. The Committee noted that if it became widely known that this type of testing would be available then the Researcher would be inundated with requests to participate.
7. The Committee queried how incidental findings will be managed. The Research explained that in the USA all incidental findings are required to be disclosed; In New Zealand sites families will have the option to receive any incidental findings.
8. The Committee noted that the protocol states that findings will only be reported back if they are treatable or preventable. The Committee explained that Right 6(f) of the Code of Rights requires that participants be informed of the results of tests but due to the nature of the testing results may not be significant or relevant. The Researcher agreed and explained that they have a genetic counsellor on staff to help with this. 
9. The Committee noted that the study design incorporated recommendations made within Te Mata Ira.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

10. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

11. Please remove all tick boxes from the consent sheet except for those statements that are truly optional and would not exclude individuals from participating.
12. Please state that participant’s DNA will be sent overseas for testing.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)

This following information will be reviewed, and a final decision made on the application, by Ms Helen Walker and Dr Peter Gallagher.



	 2  
	Ethics ref:  
	17/CEN/29 

	 
	Title: 
	PIANOFORTE 

	 
	Principal Investigator: 
	Dr Sarah Metcalf 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 February 2017 


 
Dr Sarah Metcalf was present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study investigates prosthetic joint infection in Australia and New Zealand and compares different antibiotic strategies for superiority.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

2. The Committee noted that the response to question p.4.1 in the form would have benefitted from the inclusion of any available statistics around prosthetic joint surgery and infection in Māori.
3. The Committee noted that the response to p.4.2 in the form implies that not understanding medical language is a cultural issue. The Committee stated that this is not solely a cultural issue. Additionally issues such as whakamā and whānau inclusion should have been addressed. 
4. The Committee explained that the use of tissue, in this case blood samples, is an issue of cultural significance for Māori and that this will need to be handled appropriately. 
5. The Committee noted that the application form implies that participants may or may not be covered by ACC. The researcher explained that, generally, sickness is not covered by ACC. The Committee explained that if the sickness results from medical negligence or malpractice then it generally is covered. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

6. Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22). 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

7. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
8. Please add the contact details for the HDEC secretariat to the information sheet. The Committee recommended the following statement: You can also contact the health and disability ethics committee (HDEC) that approved this study on:

	Phone:		0800 4 ETHICS
	Email:		hdecs@moh.govt.nz
9. Please add the contact details for the HDC advocacy support service to the participant information sheet. The Committee recommended the following statement: If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:

Phone: 	0800 555 050
Fax: 		0800 2 SUPPORT (0800 2787 7678)
Email: 		advocacy@hdc.org.nz

10. Please add the contact details for locality Māori cultural support services to the participant information sheet.
11. Please change the information sheet to state that the study has received approval from the Central HDEC, not CDHB.

Decision 

This application was provisionally approved, by consensus subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22). 

This following information will be reviewed, and a final decision made on the application, by Dr Melissa Cragg and Dr Cordelia Thomas.
 

	3  
	Ethics ref:  
	17/CEN/39 

	 
	Title: 
	Intermittent hypoxia of preterm infants at discharge and long-term outcomes 

	 
	Principal Investigator: 
	Dr Conway Niu 

	 
	Sponsor: 
	University of Otago, Wellington 

	 
	Clock Start Date: 
	16 February 2017 


 
Dr Conway Niu was present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study investigates drops in oxygen levels in preterm infants during their stay in neonatal care and how this affects babies’ developmental outcomes during their first year of life.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

2. The Committee queried how the study involves kaupapa Māori methodologies. The Researcher explained that this was in error.
3. The Committee noted the good quality of the response to how cultural issues would be managed during the study.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

4. Please check the information sheet for consistency. Please refer to the baby, not parents, when discussing what procedures the baby will undergo.
5. Please amend the participant information sheet to state that information will be retained for 10 years after participants turn 16. 

Decision 

This application was approved with non-standard conditions by consensus. 

The non-standard are: 

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)
 

	 4  
	Ethics ref:  
	17/CEN/32 

	 
	Title: 
	Cerebral Autoregulation in Children 

	 
	Principal Investigator: 
	Dr Anusha Ganeshalingham 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 February 2017 



Dr Anusha Ganeshalingham was present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study investigates the relationship between cerebral blood pressure and brain damage in infants undergoing cardiopulmonary bypass surgery. 
2. Approximately 75 infants will be recruited in New Zealand and will receive a MRI before surgery to check their cerebral blood pressure levels.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried why the researchers felt that Māori consultation was not necessary. The Researcher explained that this was an error and that consultation has already occurred. 
4. The Committee asked if the researchers were aware of the cultural issues associated with the study. These include whakamā, whānau inclusion, and the tapu of the head. The researchers explained that they have conducted similar studies in the past and have experience managing these issues.
5. The Committee asked if the MRI is part of normal care. The researchers explained that it is not. 
6. The committee asked that if there are statistics of incidence in Māori, Pasifika, or other populations then these please be included in future applications. 
7. The Committee stated that all records need to be kept for 10 years from the date that participants turn 16.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

8. Please explain the purpose and role that the specialist doctor will perform in the study.
9. Please name the sleepy medication and explain its’ side effects and any other relevant information.
6. Please remove all yes/no tickboxes from the participant information sheet except for those statements which are truly optional and would not exclude participants. 


Decision 

This application was approved with non-standard conditions by consensus.

The non-standard conditions are:

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)



	 5  
	Ethics ref:  
	17/CEN/28 

	 
	Title: 
	EBC-46 Phase I safety and tolerability extension study of EBC-46 administered by intratumoural injection(s).  

	 
	Principal Investigator: 
	Dr Richard Stubbs 

	 
	Sponsor: 
	QBiotics Ltd 

	 
	Clock Start Date: 
	16 February 2017 


 
Dr Richard Stubbs was present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

Dr Dean Quinn declared a conflict of interest for this application. It was decided that Dr Quinn could remain in the room but not participate in the discussion.

Summary of Study

1. The study investigates the safety and tolerability of EBC-46 in a population who have previously participated in a study run by the researcher. 
2. This study involves multiple injections in metastatic tumours in a population who have previously benefitted from the same drug and procedure.  
3. The previous study has a specific limit on the number of injections. This study will have pre-established safety limits but allows participants to receive multiple injections up to these limits. 
4. Participation is limited to those from the previous study. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

5. The Committee queried what participation will involve for patients. The researcher explained that participants will be from the previous study and will have responded well to treatment with the study drug. Current rules for the first study limit the number of injections. This study will allow more injections of the same dose or a dose which has been shown to be safe.
6. The Committee queried the safety of the study drug and the reasons for the previous limits on dosing. The Researcher explained that these previous restrictions were based on pragmatic limitations. This study will allow for bigger tumours to be treated with more injections of the same dose as in the previous study, or at a dose which has been shown to be safe.
7. The Committee noted that the chart in the participant information sheet may be difficult for lay participants to understand. The Researcher explained that this chart has followed on from the previous study’s chart and that all participants will have had multiple conversations about the information it contains.
8. The Committee queried why the information sheet left the local doctor contact details blank. The Researcher explained that this will be personalised.
9. The Committee asked about the use of the term treatment in a phase I trial. The Researcher explained that only participants who have shown that they have benefitted from the study drug will be involved in the study. Therefore the term is accurate.
10. The Committee queried the rates of cancer in Māori. The researcher explained that Māori have a rate of cancer 1.5 times greater than other groups in New Zealand. Therefore this study could be of significant benefit to Māori.
11. The Committee stated that parents cannot consent for unborn children as they are not legally considered a person at this stage. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

12. Please ensure the wording of the information sheet reflects that this is a first in human study, particularly the safety information.
13. Please remove the statement from the information sheet about all research in New Zealand needing HDEC review. 

Decision 

This application was approved with non-standard conditions by consensus.

The non-standard conditions are as follows:

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).


	 6  
	Ethics ref:  
	17/CEN/37 

	 
	Title: 
	Listening Effort in CI 

	 
	Principal Investigator: 
	Prof Suzanne  Purdy  

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	16 February 2017 


 
Professor Suzanne Purdy and Dr Oscar Caǹete were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study investigates a newly develop cochlear implant speech processor that has been designed to reduce the impact of noise on speech understanding. Understanding this will help improve our knowledge of the relationship between cognition and hearing. 
2. This study will also allow for a new algorithm to be developed that separates speech and noise.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried why formal Māori consultation had not been sought. The researchers explained that it had and they had received approval. 
4. The Committee stated all data must be held for ten years. 
5. The Committee asked if the researchers would be collecting ethnicity data. The Researchers explained that they would not; as the database they will screen to recruit already contains this information.
6. The Committee asked if it is the device or the program that differ across the arms of the study. The researchers explained that it is a new model device and a new algorithm. Participants will all receive the same device and be randomised to receive one of the two algorithms first, before switching to the other. 
7. The Committee asked if the device would have to be returned at the end of the study. The Researchers stated that this was the case.
8. The Committee queried how the randomisation process would work for the study. The Researchers explained that participants will be randomised to receive either program 1 or 2 on the device. 
9. The Committee noted that randomisation is not mentioned in the participant information sheet. The Researchers explained that they do not want to hint that a given program is better. 
10. The Committee stated that it is not known which program is better as this is one of the aims of the research. The Researcher stated that different people value differing things and thus may judge the programs as better. The researcher agreed to include information in the PIS that one of the programs would be noise cancelling and that the initial programming of the device would be randomly assigned to either the noise cancelling or non-noise cancelling program
11. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

12. The Committee queried the lack of a Māori cultural support person in the information sheet. The researchers explained that they have one. The Committee requested this be added to the information sheet.
13. The Committee asked if the researchers and sponsor hold insurance for indemnity and ACC-equivalent compensation. The researchers explained that they did. The Committee asked that the wording of the participant information sheet be updated to reflect this.
14. The Committee stated that the purpose of the study stated on the information sheet and the purpose stated in the HDEC meeting differed. Please amend the information sheet to clearly state what the true purpose of the study is.
15. Please clearly explain the randomisation process in the participant information sheet. 


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

16. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.” 
17. Please remove the term practicable from the statement about withdrawing consent.
18. Please amend the participant information sheet to include that participants will be randomised to one of the two programs. 
19. Please add the details for the Māori cultural support person to the information sheet.
20. Please clearly state the purpose of the study in the information sheet.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Melissa Cragg, and Ms Helen Walker. 
 

	7  
	Ethics ref:  
	17/CEN/31 

	 
	Title: 
	Phase 3 Study of Pembrolizumab with Chemoradiation compared to Chemoradiation alone in locally advanced head and neck squamous cell carcinoma  

	 
	Principal Investigator: 
	Dr Jonathan Graham 

	 
	Sponsor: 
	Merck Sharp & Dohme (New Zealand) Limited 

	 
	Clock Start Date: 
	16 February 2017 


 
Dr Jonathan Graham and Ms Marlene Leggett were present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study compares pembrolizumab and chemoradiation against chemoradiation alone in people with locally advanced head and neck squamous cell carcinoma.
2. Overall survival and the safety and tolerability of the drug will be looked at.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried why the start date of the study had been given as 28 February 2017 and if this application was retrospective. The Researchers explained that this was not a retrospective application and the study had been delayed.
4. The Committee queried whether or not health information would be retained for 50 years after the study as stated in the PIS or 10 years as stated in the application. The Researchers explained that they would check with the sponsor and update the participant information sheet for accuracy.
5. The Committee asked about the need for interpreters. The Researchers explained that they would know well in advance of any need for interpreters and be able to provide them.
6. The Committee stated that withdrawal of consent does not need to be in writing.
7. The Committee queried the relevance of participant’s cancer being caused by HPV. The Researcher explained that this changes a participant’s prognosis. 
8. The Committee queried what part of the study is outside of standard care. The Researcher explained that standard care for post treatment scans is one scan. In the study you get 4 monthly scans until 2 years and 6 monthly scans to 5 years.
9. The Committee asked about the term leftover samples in the information sheet. The researcher explained that if there are any samples leftover from treatment that can be used for research then they will no collect unnecessary samples from participants.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

10. Please amend the participant information sheet to clearly state what procedures, outside of standard care, patients will undergo as part of study participation.
11. Please amend the Future Unspecified Research (FUR) to include the likely timeline for when samples will be anonymised. This will let participants know how long they have before withdraw their samples. 
12. Please clearly separate out the contraception requirements for male and female participants.
13. Please state that the study medication is registered but not registered for this (indication) disease.
14. Please clearly explain what leftover samples are.
15. Please explain that once sent overseas any tissue samples will be subject to overseas ethics committees with no New Zealand representation, as per the wording in the HDEC FUR PIS template.  
16. Please change the title of the future unspecified research information sheet and consent forms to include the word optional.
17. Please standardise the font and size of body text throughout the information sheet. 
18. Please clearly explain what biomarkers are at time of first mention in the information sheet.
19. Please make sure that the information sheet explains that participants are free to withdraw at any time and what this means for their treatment.
20. Please include the latest safety information about pembrolizumab in the information sheet.
21. Please include the contact details for local Māori support people in the information sheet.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Dr Angela Ballantyne.  


	8  
	Ethics ref:  
	17/CEN/44 

	 
	Title: 
	HR-NBL-1.7 / SIOPEN 

	 
	Principal Investigator: 
	Dr Amanda Lyver 

	 
	Sponsor: 
	ANZCHOG  

	 
	Clock Start Date: 
	16 February 2017 


 
Dr Amanda Lyver and Ms Sara Parkin were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study investigates the effectiveness of HR-NBL-1.7/SIOPEN in a high risk population of children who have stage 2 to 4 neuroblastoma. 
2. Participants will be 12 months old or under.
3. There are 2 randomisations: The first randomises participants across 7 possible induction regimes, the second randomises participants to different antibodies. 


Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

4. The Committee noted that the pis/cf contains a lot of medical jargon and was very complicated. The researchers explained that they did not want to deviate from forms used overseas.
5. The Researchers explained that the consent process will involve three separate meetings before the consent is signed. This will be to make sure potential participants understand the study and have the chance to ask questions. 
6. The Researchers explained there are two separate consent process for the study, one at each stage of the randomisation. 
7. The Committee noted that the R4 information sheet has an excellent chart but it was not clearly printed. The researchers stated that they would make sure that it is clearly printed in the final version.
8. The Committee noted that the list of side effects was extensive. The Researchers explained that this is to ensure participants are fully informed.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

9. The Committee stated that the information sheets for 7 to 10 year olds was very technical and difficult to read. The Committee suggest the researchers check the language for suitability and simplified to the appropriate level.


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

10. Please simplify the language in the participant information sheet for 7 to 10 year olds to ensure it is age appropriate.
11. Please make sure it is clear that children can say no even if their parents say yes. 
12. Please consider removing the term side effects from the young children’s pis/cf as they may not understand what this is. 
13. Please clarify the statement around no one else having access to information with respect to the fact that the study protocol includes optional future unspecified use of tissue.
14. Please make sure that all information sheets, consent forms, and assent forms include contact details for Māori cultural support and Health and Disability Advocacy services.
15. Please move the contact detail in the re-consent forms to the ends of the document. 
16. Please remove any track changes or unnecessarily highlighted text from any information or consent forms. 

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22). 

This following information will be reviewed, and a final decision made on the application, by Dr Peter Gallagher and Dr Cordeilia Thomas. 


	 9  
	Ethics ref:  
	17/CEN/41 

	 
	Title: 
	Comparison of the blood levels of two forms of phentermine 40 mg in healthy male and female volunteers under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	16 February 2017 


 
Dr Noelyn Hung, Dr Tak Hung, and Ms Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study is a bioequivalence study testing a single 40mg dose of a test formulation of phentermine in healthy volunteers under fed conditions. 
2. After fasting overnight participants will receive one dose of the test or reference formulation.
3. Following a two week washout participants will return and go through the same procedure again, but will receive a dose of the other formulation.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

4. The Committee queried if breastfeeding women are excluded. The Researchers explained that they are. The Committee requested that the participant information sheet be updated to clearly reflect this.
5. The Committee asked about transport arrangements for the study. The Researchers explained that the site is secret. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

6. Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

7. Please substitute the word participant for subject.
8. Please check for typographic errors.
9. Please amend page three to clarify that blood samples will be taken before or after the in-house stay and not before and after the study.
10. Please specify on page three of the information sheet that reserve participants who are called up to take part in the study will receive $1150, not $1250.
11. Please substitute a more appropriate term for misbehaviour. 
12. Please include that breastfeeding women are ineligible to participate.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by the Secretariat.  

 

	 10  
	Ethics ref:  
	17/CEN/42 

	 
	Title: 
	Comparison of the blood levels of two forms of phentermine 15 mg in healthy male and female volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	16 February 2017 



Dr Noelyn Hung, Dr Tak Hung, and Ms Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study is a bioequivalence study testing a single 15mg dose of a test formulation of phentermine in healthy volunteers under fasting conditions. 
2. After fasting overnight participants will receive one dose of the test or reference formulation.
3. Following a two week washout participants will return and go through the same procedure again, but will receive a dose of the other formulation.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

4. The Committee queried if breastfeeding women are excluded. The Researchers explained that they are. The Committee requested that the participant information sheet be updated to clearly reflect this.
5. The Committee asked about transport arrangements for the study. The Researchers explained that the site is secret. 

Summary of ethical issues (outstanding)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

6. Please substitute the word participant for subject.
7. Please check for typographic errors.
8. Please amend page three to clarify that blood samples will be taken before or after the in-house stay and not before and after the study.
9. Please specify on page three of the information sheet that reserve participants who are called up to take part in the study will receive $1150, not $1250.
10. Please substitute a more appropriate term for misbehaviour. 
11. Please include that breastfeeding women are ineligible to participate.


Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by the Secretariat.  

 

	 11  
	Ethics ref:  
	17/CEN/43 

	 
	Title: 
	Comparison of the blood levels of two forms of phentermine 40 mg in healthy male and female volunteers under fasting conditions and at steady state. 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	16 February 2017 



Dr Noelyn Hung, Dr Tak Hung, and Ms Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study is a bioequivalence study testing a single 40mg dose of a test formulation of phentermine in healthy volunteers under fasting conditions and at a steady state. 
2. After fasting overnight participants will receive one dose of the test or reference formulation.
3. Following a two week washout participants will return and go through the same procedure again, but will receive a dose of the other formulation.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

4. The Committee queried if breastfeeding women are excluded. The Researchers explained that they are. The Committee requested that the participant information sheet be updated to clearly reflect this.
5. The Committee asked about transport arrangements for the study. The Researchers explained that the site is secret. 

Summary of ethical issues (outstanding)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

12. Please substitute the word participant for subject.
13. Please check for typographic errors.
14. Please amend page three to clarify that blood samples will be taken before or after the in-house stay and not before and after the study.
15. Please specify on page three of the information sheet that reserve participants who are called up to take part in the study will receive $1150, not $1250.
16. Please substitute a more appropriate term for misbehaviour. 
17. Please include that breastfeeding women are ineligible to participate.


Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by the Secretariat.  
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	Ethics ref:  
	17/CEN/40 

	 
	Title: 
	Comparison of the blood levels of two forms of phentermine 40 mg in healthy male and female volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	16 February 2017 



Dr Noelyn Hung, Dr Tak Hung, and Ms Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. The study is a bioequivalence study testing a single 40mg dose of a test formulation of phentermine in healthy volunteers under fasting conditions. 
2. After fasting overnight participants will receive one dose of the test or reference formulation.
3. Following a two week washout participants will return and go through the same procedure again, but will receive a dose of the other formulation.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

4. The Committee queried if breastfeeding women are excluded. The Researchers explained that they are. The Committee requested that the participant information sheet be updated to clearly reflect this.
5. The Committee asked about transport arrangements for the study. The Researchers explained that the site is secret. 

Summary of ethical issues (outstanding)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

6. Please substitute the word participant for subject.
7. Please check for typographic errors.
8. Please amend page three to clarify that blood samples will be taken before or after the in-house stay and not before and after the study.
9. Please specify on page three of the information sheet that reserve participants who are called up to take part in the study will receive $1150, not $1250.
10. Please substitute a more appropriate term for misbehaviour. 
11. Please include that breastfeeding women are ineligible to participate.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by the Secretariat.  

 

General business
[bookmark: _GoBack]
1. The Committee noted the content of the “noting section” of the agenda.

2. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	28 March 2017, 08:00 AM

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington, 6011



The meeting closed at 5:45pm.
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