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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	27 June 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 23 May 2017

	12:15pm
	Substantial amendments (see over for details)

	
	  i 15/CEN/14/AM06
  ii 15/CEN/195/AM14


	12:50pm
	New Applications (see over for details)
  i 17/CEN/102
  ii 17/CEN/105
  iii 17/CEN/108
  iv 17/CEN/107
  v 17/CEN/109
  vi 17/CEN/110
  vii 17/CEN/111
  viii 17/CEN/112
  ix 17/CEN/113

	4:25pm
	General business:
· Noting section of agenda

	4:45pm
	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 
	Present 

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

	Dr Cordelia Thomas 
	Lay (ethical/moral reasoning) 
	20/05/2017 
	20/05/2020 
	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 12:00pm and welcomed Committee members.

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 23 May 2017 were confirmed.


Substantial amendments

	1  
	Ethics ref:  
	15/CEN/14/AM06 

	 
	Title: 
	The Intensive Care Unit Randomised Trial Comparing Two Approaches to Oxygen therapy (The ICU-ROX trial)

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	Prof Richard Beasley 

	 
	Clock Start Date: 
	27 June 2017 



Dr Colin McArthur 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 amendment seeks to add a sub-study to the ICU ROX trial. The sub-study looks to identify the mechanisms and biochemical changes associated with oxygen exposure.
2. By performing this analysis the researchers hope to determine how diseases influence hyperoxia.
3. This sub-study involves the collection of 4.5mg of additional blood from incompetent intensive care patients. This bloodw will be prepared specially and sent overseas for analysis.

Summary of ethical issues (resolved)

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

4. The Committee asked if the blood collected during this study would be used to change care to benefit participants. The Researcher explained that it would not and that this is a non-therapeutic observational trial.

Summary of ethical issues (outstanding)

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

5. The Committee noted that the scientific justification for this amendment is valid, but stated that they were unsure if it was sufficient to justify the study under Right 7.4 of the Health and Disability Commissioner’s Code of Consumer’s Rights. The Researcher stated that they had previously sought legal advice on a similar project that showed that the approach was consistent with Right 7.4 because it was reasonable in the circumstances (Clause 3 of the Code). The Committee requested that the Researcher provide advice that this amendment meets Right 7.4.
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 separate the consent forms so that the consent form and form for gauging family member opinion are separate.
8. Please check that the family member form does not imply family members are consenting on behalf of their relative/

Decision 

This amendment 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).
· Please provide legal advice that this proposed sub-study is not contrary to Right 7.4. of the Health and Disability Commissioner’s Code of Consumer’s Rights.

This following information will be reviewed, and a final decision made on the application, by Mrs Helen Walker and Dr Patries Herst. 

 

	 2  
	Ethics ref:  
	15/CEN/195/AM14 

	 
	Title: 
	JAVELIN Lung 100 

	 
	Principal Investigator: 
	Dr Archana Srivastava 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 June 2017 


 
Dr Archana Srivastava 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 amendment is to include New Zealand participants in both arms of the JAVELIN Lung 100 trial. Previously New Zealand participants would only be assigned to one arm of the project and not be allowed to cross over despite having consented to the study under these conditions. Participants recruited after this arrangement will not have the option to cross over.

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 if there would be any crossover from the first two arms to the third arm of the study. The Researcher explained that there would not. 

Decision 

This amendment was approved by consensus.
 

New applications 

	 1  
	Ethics ref:  
	17/CEN/102 

	 
	Title: 
	Neonatal conjunctivitis in the New Zealand Midland region 

	 
	Principal Investigator: 
	Mr Samuel Newlands 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 June 2017 


 
Mr Samuel Newlands was not present 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. This study looks to assess neonatal conjunctivitis in Waikato in the first 28 days of life. Specifically the rates of incidence of chlamydial and gonorrhoeal complications. 
2. Positive swab results will be taken from medical records and analysed to determine the cause of the conjunctivitis.

Summary of ethical issues (outstanding)

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

3. The Committee stated that certain groups may be stigmatised by this research. The Committee were not convinced that there were proper procedures in place to manage stigma or whakamā arising from this project. (Ethical Guidelines for Observational Studies para 10.7)
4. The Committee noted that they can approve access to identifiable health information without consent for research in certain circumstances. The Ethical Guidelines for Observational Studies states at Paragraph 6.43:
a. Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when:
a) the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and
b) there would be no disadvantage to the participants or their relatives or to any collectives involved; and
c) the public interest in the study outweighs the public interest in privacy.
To approve a study involving access to health information without consent the Committee must be satisfied that these requirements are met by the study concerned. The Committee was not satisfied that this study meets these requirements. The researchers are welcome to submit further information in a revised application that explains how the requirements in P6.43 are met and why they believe they are justified in accessing health information without consent. 
5. The Committee stated that they did not feel that the peer review was sufficiently independent. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)

Decision 

This application was declined by consensus as the Committee did not consider that the study would meet the following ethical standards:

· This study, as presented in this application, involves accessing health information from patients, and speaking to their clinicians, without consent. The Committee noted that participants have a right to know that their health information is being used in research. Right 6(1)(d) of the HDC Code of Rights states:
a. Every consumer has the right to information that a reasonable consumer, in that consumer’s circumstances, would expect to receive, including … notification of any proposed participation in teaching or research, including whether the research requires and has received ethical approval.
The Committee noted that they can approve access to identifiable health information without consent for research in certain circumstances. The Ethical Guidelines for Observational Studies states at Paragraph 6.43:
b. Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when:
d) the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and
e) there would be no disadvantage to the participants or their relatives or to any collectives involved; and
f) the public interest in the study outweighs the public interest in privacy.
To approve a study involving access to health information without consent the Committee must be satisfied that these requirements are met by the study concerned. The Committee was not satisfied that this study, as currently described, meets the requirements for accessing  identifiable health information without consent for research. The Committee requires the researcher to either provide a compelling reason for not obtaining consent that would be acceptable to the committee or provide a participant information sheet and consent form when they reapply. 
· The Committee stated that certain groups could be stigmatised by this research. The Committee were not convinced that there were proper procedures in place to manage stigma or whakamā arising from this project. (Ethical Guidelines for Observational Studies para 10.7 ) Please provide those with your next application.
· The Committee did not consider the peer review to be sufficiently independent. Please provide evidence of favourable independent peer review of the study protocol on reapplication (Ethical Guidelines for Intervention Studies Appendix 1)


	 2  
	Ethics ref:  
	17/CEN/105 

	 
	Title: 
	Baropodometry changes after Tendo-Achilles lengthening for ITW 

	 
	Principal Investigator: 
	Mr Koen De Ridder 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 June 2017 


 
Mr Koen De Ridder was not present 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 whether or not performing Tendo-Achilles surgery for idiopathic toe walking in children causes significant changes in the weight distribution  
2. Approximately 25 children will be recruited. Measurements will be made before and after their surgeries to determine the effect of the surgery on how weight is distributed to their feet when they walk.

Summary of ethical issues (outstanding)

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

3. 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: 

4. Please simplify the explanation in the parental/guardian sheet. The Committee felt that the language was not lay-friendly. 
5. Please amend the parent information sheet to address the parents e.g. change “your children” not “you.”
6. Please remove “if your child needs surgery” as all children in the study will be having surgery.
7. Please remove the sentence on the first page of the information sheet which states that two treatments will be compared.
8. Please amend the information sheet to explain that health information generated from the study will be kept for 10 years. This is in line with New Zealand law.
9. Please amend the information sheets to clarify that the study may benefit future children.
10. The Committee suggested headings be used in the information sheet to help break up the sections. 
11. If the researchers are cross checking records as part of the one year follow up then please include this in the information sheets.
12. Please check the spelling of idiopathic toe walking
13. Please change the HDEC reference to the one associated with this application. 
14. Please proof read all patient-facing documents.
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 Mrs Helen Walker and Dr Patries Herst.


	 3  
	Ethics ref:  
	17/CEN/108 

	 
	Title: 
	An observer-blind study to assess the safety, reactogenicity and immunogenicity of GSK Biologicals' investigational RSV vaccine(GSK3003891A), in healthy pregnant women and infants born to vaccinated

	 
	Principal Investigator: 
	Dr Thorsten Stanley 

	 
	Sponsor: 
	GSK

	 
	Clock Start Date: 
	15 June 2017 


 
Dr Thorsten Stanley 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 effectiveness, safety, and reactogenicity of a prenatal vaccine for respiratory syncytial virus. 
2. Globally 500 women aged 18 to 40 will receive the vaccine in one of three different formulations. 24 women will be recruited in New Zealand.

Summary of ethical issues (outstanding)

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

3. 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).
4. Please provide separate Future Unspecified Research (FUR) information and consent forms. (Ethical Guidelines for Intervention Studies para 6.22).
5. Please clarify why dose escalation is not part of the study design. (Ethical Guidelines for Intervention Studies Appendix 1)

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

6. Please add a lay title that is shorter than the official title.
7. Please specify which laws will be used to protect participants’ information.
8. Please amend the PIS to remove references to fathers as they cannot consent on behalf of the mother.
9. Please remove parental consent for the unborn child as unborn children are not considered persons under New Zealand law. 
10. Please explain that this vaccine works for longer than previously trialled vaccines.
11. Please make the paragraph at the bottom of page 9 more lay friendly.
12. Please clearly state that the risks to the unborn child are unknown but include information from similar products that have been trialled.
13. Please revise the statement about study doctors finding out about participant’s health to say that samples will be used until the study is completed.
14. Please clarify that participants cannot stop being on the vaccine once it has been given.
15. Please add that lead maternity carers and general practitioners will be advised of participation. 
16. Please state that health information will be stored for 10 years from after a child reaches the age of 16.
17. The Committee recommended the following statement be added about use of tissue: “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.”
18. 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.” 
19. Please include that reasonable travel expenses will be reimbursed.
20. Please explain that the APGAR score will be accessed from records and not performed by study doctors.
21. Please localise the term fall to autumn
22. Please change serious adverse events to significant adverse events
23. Please use bullet points instead of paragraphs on the consent form.
24. Please do not introduce any new information on the consent form. This belongs in the information sheet.
25. Please amend references to ‘your personal information’ that are about the child to say ‘your child’s personal information.’
26. The Committee queried the lack of a Māori tissue statement in the all relevant Participant Information Sheets. 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.”

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).
· Please provide separate Future Unspecified Research (FUR) information and consent forms. (Ethical Guidelines for Intervention Studies para 6.22).
· Please clarify why dose escalation is not part of the study design. (Ethical Guidelines for Intervention Studies Appendix 1)

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

	 4  
	Ethics ref:  
	17/CEN/107 

	 
	Title: 
	CO39722 - Comparing the efficacy and safety of Cobimetinib plus Atezolizumab versus Pembrolizumab in advanced BRAF Wild Type Melanoma. 

	 
	Principal Investigator: 
	Dr Richard North 

	 
	Sponsor: 
	Roche Products (NZ) Ltd  

	 
	Clock Start Date: 
	15 June 2017 


 
Dr Richard North and Dr Charlie Stratton 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 and safety of the study drug, Cobimetinib plus Atezolizumab against Pembrolizumab across two arms at a 1:1 ratio. 
2. Approximately 19 participants will be recruited in New Zealand.

Summary of ethical issues (resolved)

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

3. The Committee noted that the compensation was accurate.
4. The Committee noted that the information sheet clearly explains the side effects.
5. The Committee commended their response t questions in the application about how the study might affect Māori.
6. The Committee suggested the researchers consider including a flow diagram or table of study procedures.

Summary of ethical issues (outstanding)

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

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

7. Add tables for all definite and potential side effects for all the drugs used in the study.
8. Please remove any duplications of information in the documents.


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 Mrs Sandy Gill.  


	 5  
	Ethics ref:  
	17/CEN/109 

	 
	Title: 
	Comparison of the blood levels of three forms of imatinib tablets in healthy male volunteers under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Juno Pharmaceuticals Pty Ltd 

	 
	Clock Start Date: 
	15 June 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 of three forms of the drug imatinib in 24 healthy male volunteers under fed conditions. 

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 the exclusion criteria of a clinically significant consumption of energy drinks. The Researcher explained that this would be equivalent to three cups of coffee a day.
3. The Committee queried why women were excluded from the study. The Researcher explained that the study drug has been identified as causing congenital abnormalities and spontaneous abortion in pregnant women. Other side effects are unknown and the current FDA guidelines are to exclude women due to the risks.

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

4. Please remove “for cultural reasons” from the return of tissue statement.
5. Please replace words such as formulation and treatment with product. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee. 


	 6  
	Ethics ref:  
	17/CEN/110 

	 
	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: 
	Aspen Australia 

	 
	Clock Start Date: 
	15 June 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 investigates the bioequivalence of two forms of 40mg of the drug phentermine in 24 healthy male and female volunteers under fasting conditions. 

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 noted that the dose range for Duromine(as per the NZ datasheet) is normally 15-30mg doses but the study dose is 40 mg and queried the reason for this. The Researcher explained that this is due to locality and that standard dose in Australia and Europe is 40mg. European guidance is that 40mg is the highest dose and studies must be conducted at highest dose to ensure the new formulation is safe.

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

3. Please replace words such as formulation and treatment with product. 
4. 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.” 

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

	 7  
	Ethics ref:  
	17/CEN/111 

	 
	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: 
	Aspen Australia 

	 
	Clock Start Date: 
	15 June 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 investigates the bioequivalence of two forms of 40mg of the drug phentermine in 24 healthy male and female volunteers under fed conditions. 

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 noted that the dose range for Duromine(as per the NZ datasheet) is normally 15-30mg doses but the study dose is 40 mg and queried the reason for this. The Researcher explained that this is due to locality and that standard dose in Australia and Europe is 40mg. European guidance is that 40mg is the highest dose and studies must be conducted at highest dose to ensure the new formulation is safe.

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

3. Please replace words such as formulation and treatment with product. 
4. 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.” 

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

	 8  
	Ethics ref:  
	17/CEN/112 

	 
	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: 
	Aspen Australia 

	 
	Clock Start Date: 
	15 June 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 investigates the bioequivalence of two forms of 40mg of the drug phentermine in 24 healthy male and female volunteers under steady state conditions. 

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 noted that the dose range for Duromine(as per the NZ datasheet) is normally 15-30mg doses but the study dose is 40 mg and queried the reason for this. The Researcher explained that this is due to locality and that standard dose in Australia and Europe is 40mg. European guidance is that 40mg is the highest dose and studies must be conducted at highest dose to ensure the new formulation is safe.

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

3. Please replace words such as formulation and treatment with product. 
4. 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.” 

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

	 9  
	Ethics ref:  
	17/CEN/113 

	 
	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: 
	Aspen Australia 

	 
	Clock Start Date: 
	15 June 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 investigates the bioequivalence of two forms of 15mg of the drug phentermine in 24 healthy male and female volunteers under fasting conditions. 

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

2. Please replace words such as formulation and treatment with product. 
3. 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.” 

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

General business

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:
	25 July 2017, 08:00 AM

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



3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

4. Other business for information

The meeting closed at 4:50pm.
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