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		Minutes



	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	11 July 2017

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch



	Time
	Item of business

	11:30am
	Welcome

	11:35am
	Confirmation of minutes of meeting of 13 June 2017

	11:45am
	New applications (see over for details)

	
	 i 17/STH/111
  ii 17/STH/108
  iii 17/STH/112
  iv 17/STH/106
  v 17/STH/109

	
	Substantial amendments (see over for details)

	
	 i URA/11/11/065 /AM07

	2:00pm
	General business:
· Noting section of agenda

	2:05pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Devonie Waaka  
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Fiona McCrimmon 
	Lay (the law) 
	27/10/2015 
	27/10/2018 
	Present 


 

Welcome

The Chair opened the meeting at 11:30am 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 13 June 2017 were confirmed.


New applications 

	1  
	Ethics ref:  
	17/STH/111 

	 
	Title: 
	NZ RHD Registry  

	 
	Principal Investigator: 
	A/Prof Nigel Wilson 

	 
	Sponsor: 
	ADHB 

	 
	Clock Start Date: 
	29 June 2017 


 
Associate Professor Nigel Wilson and a co-investigator 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. This application involves establishing a registry of New Zealand patients with Rheumatic Heart Disease, diagnosed since 1992 (when the NHI identifier was first established) and recorded as hospital discharge codes. 
2. Once established, this database will be used to identify and approach patients for their consent to participate in future prospective research projects. Additionally, this database may be used for audit type activities. 
3. The Researcher explained that little is known about Rheumatic Heart Disease in New Zealand, including how many people suffer from the disease. 

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 primary ethical concern is the use of health information without consent. The Researcher explained that in the future they will obtain consent to use the data and involve participants in prospective research projects, however, they are unable to consent patients to inclusion in the registry as they are concerned that this may lead to an inaccurate representation of the number of patients with Rheumatic Heart Disease. 
5. The Committee discussed the email the researcher provided prior to the meeting containing additional justification for the use of health information without consent. The Committee accepted that sufficient justification existed for the use of health information without consent at this stage. 
6. In future, other uses of data, or addition of prospective patients to the registry, may require consent be obtained, or further justification provided, however, this change would be submitted as an amendment or a separate application and obtain ethical review. 

Decision 

This application was approved by consensus.
 

	 2  
	Ethics ref:  
	17/STH/108 

	 
	Title: 
	A study assessing the similarity of Neulasta® and the trial drug MSB11455. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	Merck KgaA 

	 
	Clock Start Date: 
	29 June 2017 


 
Dr Chris Wynne and Dr Nigel Patten 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.

Dr Devonie Waaka declared a conflict of interest and the Committee decided to allow her to remain in the room but not participate in the discussion of this application.  

Summary of Study

1. The Committee commended the quality of the Participant Information Sheet. 

Summary of ethical issues (resolved)

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

2. The Committee questioned whether the brand leader product is available in New Zealand. The Researcher confirmed it is and indicated that it is one of the most expensive drugs in the oncology portfolio. 
3. The Committee asked about the length of time anti-drug bodies and white blood cell counts take to return to normal after taking this medicine. The Researcher explained this and stated that it is not a safety concern for the study, although this information is important to collect. 

Summary of ethical issues (outstanding)

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

4. The Committee requested that the heading for serious side effects is bolded in the Participant Information Sheet.
5. The Committee requested that the specific amount of reimbursement is not stated in the advertising for this study, as this may induce people who would otherwise be uninterested in the study to approach the researchers about participation. 
6. Please revise the section in the Participant Information Sheet regarding reproductive risks, currently this suggests that hormonal patches are used but these are unavailable in New Zealand. 
7. Please specify in the Participant Information Sheet that data from the study may be shared with the American FDA, as other FDA’s exist worldwide. 
8. Please clarify in the Participant Information Sheet whether participants who complete some of the study, but not everything, will receive any reimbursement for their time and how this will be calculated. 

Decision 

This application was approved by consensus, subject to the following non-standard conditions: 

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

 
	3 
	Ethics ref:  
	17/STH/112 

	 
	Title: 
	(duplicate) He Korowai Manaaki: Wairoa 

	 
	Principal Investigator: 
	Associate Professor Beverley Lawton 

	 
	Sponsor: 
	Univerity of Otago 

	 
	Clock Start Date: 
	29 June 2017 



Associate Professor Bev Lawton, Dr Dalice Sim, and Francesca Storey 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. This study involves investigating the effect of an altered maternity care pathway (longer and more detailed antenatal and post-natal appointments in the primary care/community setting) on outcomes for pregnant women and their babies. 

Summary of ethical issues (resolved)

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

2. The Committee questioned what is involved in the study that is not part of current standard care; i.e. what exactly is the specific intervention? The Researcher explained that it is primarily about giving clinicians more time to allow them to provide the best possible care to pregnant women and new mothers. The Researcher explained that women would also be offered free contraception and free doctor visits. 
3. The Committee explained that as pregnant women will be offered a different care pathway than is offered outside the study, and data on their outcomes will be analysed, they are the study participants (rather than the primary health care centres as stated in the application). 
4. The Committee explained that as the pregnant women in this study are being offered an intervention, they must provide informed consent to their participation. The Researcher stated that they will obtain consent from these women if required. The Committee confirmed that this is required:  pregnant women must clearly be informed of what aspects of care would normally be offered to them and which aspects are study specific. They must also be informed that outcome data about them and their baby will be used for study analysis. Then the women must be asked to provide informed consent to their participation in the study. 
5. The Committee questioned whether women who declined participation in the study would still be offered the extra study visits and free contraception. The Researcher confirmed that for the duration of the study all women attending clinics involved in the study would be offered the same care. The Committee stated that this is acceptable, however, it is must be clear to these women that this level of care is only being offered because of the study being run, and data about women who do not consent to study participation must not be used in the study analysis. 
6. The Committee questioned the control arm of the study. The Researcher explained that the study would use a historical cohort of all pregnant women and babies in the area for a 12 month period (approximately 120 mother and baby pairs) as the control group.
7. The Committee questioned whether consent would be obtained for the historical control group. The Researcher explained that they would not be seeking consent, but the data used for this historical analysis would be routinely collected information provided by the Ministry of Health in a fully de-identified format. 
8. The Committee questioned whether all data used in the study is routinely provided to the Ministry of Health, or if any data would be disclosed to the Ministry specifically for study purposes. The Researcher confirmed that all data used in the study would be data routinely provided to the Ministry of Health by the clinics, and this data would be given to the researchers in a fully de-identified format. The Committee questioned whether this included data about the participants in the intervention arm, and their babies, as well as the healthy controls. The Researcher confirmed that this is the case, all data collected in this study would be obtained from the Ministry of Health in a fully de-identified form. 
9. The Committee questioned whether there is any change from current standard care for the babies of intervention arm women. The Researcher confirmed that there is not, and the additional 6 weeks post-partum clinic visit only relates to the health of the mother and although the baby may be present, they are not assessed at this additional visit. The Committee questioned whether consent would be obtained from the mothers to include their babies in the study. The Researcher explained that as this aspect of the study is purely observational, and only uses fully de-identified data provided by the Ministry of Health, they did not intend to obtain consent from the mothers for the use of this data as this would impact the scientific validity of their study if they were unable to obtain consent from all mothers (for example if the mother moved away or was unable to be contacted after birth for some reason). The Committee agreed that the use of data in this study is acceptable without consent given the de-identified nature of the data and the strong justification for the use of this data. 
10. The Researcher noted that some data for the study would be provided by the clinics, this would be audit type data. The Committee agreed that this is acceptable, as long as the data is not able to identify individual women, or be linked to the data provided by the Ministry of Health. 
11. The Committee suggested that a questionnaire could be added to the study to collect feedback from women involved in the intervention aspect of this study, as this feedback may be useful. 

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 stated that they are satisfied with the intervention aspect of the study, as long as all participating women give informed consent to their participation. Please alter the study protocol to reflect the informed consent process for women involved in the intervention arm of the study. 
13. Please provide a copy of the peer review comments from the HRC assessment of your study (Ethical Guidelines for Intervention Studies Appendix 1).

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

14. Please provide a suitable Participant Information Sheet for all women in the intervention arm of this study. The Committee noted that the information sheet currently provided is almost sufficient, but more information should be provided, especially to explain the collection of outcome data.   Please consider using the HDEC Participant Information Sheet template when developing this form. 
15. Please provide a suitable Consent Form for all women in the intervention arm of this study. 
16. Please remove the interpreter box from the Consent Form and instead indicate whether an interpreter is available. 

Decision 

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

· Please amend the participant information sheet and add a consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please provide evidence of independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).

This following information will be reviewed, and a final decision made on the application, by Dr Devonie Waaka and Assc Prof Mira Harrison-Woolrych.



 
	4
	Ethics ref:  
	17/STH/106 

	 
	Title: 
	Comparison of the blood levels of two forms of atorvastatin in healthy volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Medlab Clinical Ltd 

	 
	Clock Start Date: 
	29 June 2017 



No member of the research team was 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 ethical issues (resolved)

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

1. The Committee noted that the study drug is secreted in human milk, but pregnancy and breast-feeding are exclusion criteria so this is not a concern. 

Summary of ethical issues (outstanding)

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

2. Please add the rare but severe side effects to the Participant Information Sheet. The Committee noted that these are frequently missing from the Participant Information Sheets from these applicants and requested that they are also included in future Participant Information Sheets. 
3. Please replace the word ‘subject’ with ‘participant’ in the Participant Information Sheet. 
4. Please revise the contraception information in the Participant Information Sheet as the use of only a condom is not sufficient, participants should also be advised to use another form of contraception.
5. Please ensure the correct HDEC is referenced in the Participant Information Sheet.

Decision 

This application was approved by consensus, subject to the following non-standard condition:

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




	5
	Ethics ref:  
	17/STH/109 

	 
	Title: 
	Comparison of the blood levels of two forms of acitretin 25 mg in healthy male volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Odan Laboratories Ltd 

	 
	Clock Start Date: 
	29 June 2017 



No member of the research team was 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 is a routine bioequivalence study in healthy volunteers, but will only be conducted in male participants because acitretin (a retinoid) is a teratogenic medicine.
2. The Committee appreciated the high quality of the Participant Information Sheet and of the Peer Review. 

Summary of ethical issues (outstanding)

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

3. Acetretin may be teratogenic when taken by men who impregnate their partner whilst taking this medicine and for a period after stopping the medicine.  The Committee questioned whether the sponsors insurance would provide at least ACC equivalent compensation for such participants and their partners if the resulting child suffered birth defects. The Committee requested written confirmation regarding what compensation would be available to participants and their children, should a child be conceived while a participant had the study drug in their system, if the child is born with any deformities. 
4. The Committee noted that the study currently only proposes 7 day adverse event follow up, however, it is essential that any participant’s partners who become pregnant are also followed up. Please provide the protocol for this follow up.

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

5. Please adjust the Participant Information Sheet to contain a specific section on reproductive risks. This section must be very direct and clearly state the teratogenic risks of acetretin, including that the drug can be carried in sperm and male participants MUST ensure they use a condom AND their partner must use an additional form of highly effective contraception. 
6. Please adjust the Participant Information Sheet to provide headings so that the section advising participants not to donate blood and the risks to potential recipients of this blood is clearly stated.
7. Please clearly state in the Participant Information Sheet for how long after receiving the study drug participants must avoid unprotected intercourse/fathering children. 
8. Please state in the Participant Information Sheet that if a participant’s partner becomes pregnant the researchers will request the partner’s consent to follow their pregnancy and participants should inform the researchers as soon as possible if this pregnancy occurs. 
9. Please provide a suitable Participant Information Sheet and Consent Form for any participants’ partners who become pregnant. This must include provision for obtaining consent after the child is born to collect any data on the child. 
10. Please add the rare but severe side effects to the Participant Information Sheet. The Committee noted that these are frequently missing from the Participant Information Sheets from these applicants and requested that they are also included in future Participant Information Sheets. 
11. Please replace the word ‘subject’ with ‘participant’ in the Participant Information Sheet. 
12. Please revise the contraception information in the Participant Information Sheet as outlined above.  Note that the use of only a condom is NOT sufficient and participants should also be advised that their partners must use another form of contraception.

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 paragraph 6.22).
· Please confirm that at least ACC equivalent compensation will be available for any children fathered by study participants, while the study drug is present, if the child is born with any deformities (Ethical Guidelines for Intervention Studies paragraph 8.4). 

This following information will be reviewed, and a final decision made on the application, by Dr Sarah Gunningham and Dr Fiona McCrimmon.
 


Substantial amendments

	1  
	Ethics ref:  
	URA/11/11/065 /AM07 

	 
	Title: 
	UDRUGS 

	 
	Principal Investigator: 
	Professor Martin Kennedy 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 July 2017 


 
Dr Simran Maggo was present in person for discussion of this amendment.

Potential conflicts of interest

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

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

Summary of Study

1. The Committee stated that they are satisfied with the majority of the amendment this time and that the applicants have justified the need to include children in this study. However, some changes to the Participant Information Sheets and Consent Forms are required as documented below. 

Summary of ethical issues (outstanding)

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

2. The Committee noted that some participants under the age of 16 will be competent to provide their own informed consent. The Committee requested confirmation, in the form of clarification in the study protocol, that these participants will be provided with the adult Participant Information Sheet and able to provide informed consent, rather than their parents providing consent on their behalf. 

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

3. Please revise the information sheet for child participants to both include more information, such as why the study is important in young people (a few short sentences will suffice), while also making the language used more child-friendly (such as using shorter and more easily understood words). 
4. Please provide a copy of the information sheet for parents, which accurately states that the parents are not participants. 
5. The Committee stated that there must be 3 different sets of information sheets and consent forms as follows: 1) An information sheet and consent form for participants who can provide their own informed consent (including all participants aged 16 or over, and any participants under 16 years who are able to provide informed consent), 2) An information sheet and consent form for parents of participants aged under 16 who are unable to provide informed consent, and 3) A simple information sheet and assent form for children under 16 years old who are unable to provide their own informed consent. 
6. Please remove the yes/no tick boxes from the Consent Form for all statements that are not truly optional, meaning that a participant could respond ‘no’ and still participate in the study. 
7. Please remove all statements from the Consent Form that are not relevant for this study. 

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 paragraph 6.22).

This following information will be reviewed, and a final decision made on the amendment, by Dr Devonie Waaka and Dr Fiona McCrimmon.



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:
	08 August 2017, 11:30 AM

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch


[bookmark: _GoBack]
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.

The meeting closed at 2:05pm.
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