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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	15 September 2015

	Meeting venue:
	Sudima Hotel - Christchurch Airport



	Time
	Item of business

	12.00pm
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 18 August 2015

	12.30pm
	New applications (see over for details)

	12.30-12.55
12.55-1.20
1.20-1.45
1.45-2.10
2.10-2.35
2.35-3.00
3.00-3.25
3.25-3.50
3.50-4.15
4.15-4.40
4.40-5.05
	 i 15/STH/140 (Sarah/Angelika)
  ii 15/STH/145 (Nicola/Fiona)
  iii 15/STH/155 (Devonie/Raewyn)
  iv 15/STH/154 (Sarah/Angelika)
  v 15/STH/158 (Sarah/Angelika)
  vi 15/STH/148 (Devonie/Fiona)
  vii 15/STH/149 (Devonie/Fiona)
  viii 15/STH/141 (Nicola/Raewyn)
  ix 15/STH/159 (Nicola/Raewyn)
  x 15/STH/152 (Sarah/Angelika)
  xi 15/STH/153 (Devonie/Fiona)

	5.05-5.20
	General business:
· Noting section

	5.25pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2015 
	Apologies 

	Dr Devonie Eglinton
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	01/09/2014 
	01/09/2015 
	Apologies 

	Dr Fiona McCrimmon 
	Lay (the law) 
	01/09/2014 
	01/09/2015 
	Present 


 

Welcome

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from A/Prof Mira Harrison-Woolrych and Dr Mathew Zacharias.

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 18 August 2015 were confirmed.

New applications 


	 1  
	Ethics ref:  
	15/STH/140 

	 
	Title: 
	Assessment of the investigational psoriasis cream Icotinib Hydrochloride 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	Betta Pharmaceuticals Co. Ltd 

	 
	Clock Start Date: 
	03 September 2015 


 
Dr Chris Wynne 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 Devonie Eglinton declared a potential conflict of interest. The Committee determined it was appropriate for her to stay in the room but not to participate in the discussion of this application. 

Summary of Study

1. This study will investigate Icotinib Hydrochloride cream as a treatment for Psoriasis.
2. The researcher explained that this medication is currently used orally to treat other conditions in China and is considered safe in this form. 
3. This study will investigate Icotinib Hydrochloride in a cream to consider safety and effectiveness when applied topically.
4. The researcher explained that although this study was not approved by an ethics committee in Australia the research team feels that the improvements made to the study protocol in response to Australian committee’s decision warrant the study being approved by the New Zealand Health and Disability Ethics Committees. 
5. The Committee noted that although they could understand the Australian committee’s concerns they felt that these had been adequately addressed in this application. 
6. The researcher noted that the input form the ethics committee was valued by the research team. 
7. The researcher explained that they will recruit healthy participants from their database and have a specific Psoriasis database to recruit participants with psoriasis.

 Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the researcher are as follows.
8. The Committee questioned why participants with Psoriasis received less compensation than healthy participants for participating in the same study. The researcher explained that healthy participants would need to attend the clinic more often than participants with Psoriasis and that the level of compensation was calculated based on this. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
9. The Committee queried the wording of the Participant Information Sheet, noting that it contained a lot of repetition that may make it difficult for participants to understand.
a. For example, both pages 4 and 9 have information regarding pregnancy and the Committee noted that it may be more appropriate to only mention this once. 
b. Similarly, on page 9 there is a statement ‘Female Participants. If you are Female’.
10. Page 6 of the Participant Information Sheet states that participant’s results cannot be used if they do not complete all aspects of the study, however, this seems to be contradicted by the Consent Form that has a statement regarding the use of a participant’s information collected prior to their withdrawal from the study. The Committee requested that this be reworded for clarity. 
11. Please ensure that it is clear to participants that their tissue will be sent overseas as part of this study. 
12. The Committee noted that they generally find participant information sheets and consent forms from Christchurch Clinical Studies Trust to be of a high standard but noted that this time they did not feel it was up to the same standard.  The Committee asked the research team to take more care with the quality of their participant information sheets in the future.  

Decision 

This application was approved by consensus.


	2  
	Ethics ref:  
	15/STH/145 

	 
	Title: 
	Vitamin C for Colorectal Cancer 

	 
	Principal Investigator: 
	Prof Margreet Vissers 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 September 2015 



Prof Margreet Vissers, Dr Tim Eglinton, and another co-investigator 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 Eglinton declared a potential conflict of interest. The Committee determined it was appropriate for her to stay in the room but not to participate in the discussion of this application. 

Summary of Study

1. The study is a clinical window study investigating the potential impact of high dose vitamin C on colorectal cancer tumour biology. 
2. The researchers explained that many cancer patients are given high dose vitamin C, however, there is a lack of scientific evidence regarding the impact of this vitamin C on tumours. 
3. The researchers explained that there is a therapeutic window of opportunity between diagnosis and surgery where the impact of vitamin C could be investigated. 
4. The researcher explained that participants will initially be approached prior to a cancer diagnosis when they have had a scan that shows the presence of a tumour and are having a biopsy scheduled to determine if the tumour is cancerous. 
5. Initially participants will only consent to an extra biopsy being taken and then if they are diagnosed with cancer they will again be approached to participate in the second part of the study. 
6. Patients who are diagnosed with cancer will be asked to participate in the second part of the study. They will be asked to take high dose vitamin C prior to their surgery to remove the tumour and then donate their tumour to the study when it is removed. 
7. The researchers noted that high dose vitamin C is a commonly used therapy and adverse events are very rare as it is well tolerated, they do not expect participation in the study to increase the risk to participants. 
8. Following the removal of the participant’s tumour the research team will be able to compare their tumour pre (from the additional biopsy sample collected prior to diagnosis) and post vitamin C to determine whether it had any impact on the tumour biology. 
9. The researchers explained that if an impact on the tumour is found this will allow more thorough therapeutic studies to be conducted in the future to test different doses of Vitamin C to determine the most beneficial application. 
10. The Committee noted that this study is HRC funded and that they consider HRC scientific peer review to be robust.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
11. The Committee questioned whether the research team had considered providing some form of compensation to participants, such as a $20 petrol voucher, to compensate them for their time and travel requirements. The researchers agreed to consider making provision for this. 
The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
12. The Committee requested that in the Participant Information Sheet all the possible risks be more carefully explained to ensure clarity. 
13. Please ensure that it is clearly explained that participants may not receive any benefits from participation in the study. 
14. Please make sure it is clear in the Participant Information Sheet what participation involves. 
15. The Committee queried the lack of a Māori tissue statement in both 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.”
16. Please add to the Participant Information Sheet what will happen to participants’ tissue sample.
17. The Committee suggested that it may be more appropriate to have a statement in the Consent Form regarding the possible need for an interpreter, rather than the table. 
18. Please ensure that it is clear that some participants will be randomised into the control group and will not receive the high dose vitamin C, and, although they do not expect participants getting Vitamin C to receive any benefits, participants in the control group cannot take Vitamin C as this would jeopardise the study results. 

Decision 

This application was approved by consensus.


 
	3  
	Ethics ref:  
	15/STH/155 

	 
	Title: 
	OMS721-TMA-001: A dose-escalation study to evaluate the safety and clinical activity of OMS721 in adults with TMA. 

	 
	Principal Investigator: 
	Dr Mark Smith 

	 
	Sponsor: 
	Omeros Corporation 

	 
	Clock Start Date: 
	03 September 2015 



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 study is a commercially sponsored, multi-centre, multi-national study that will recruit 4 participants in New Zealand. 
2. The Committee noted that there are 3 stages of the study and 3 different Participant Information Sheets have been provided for these. 
3. The Committee noted that as stage 1 was almost full at the time of application with only 2 patients internationally left to be recruited for this stage of the study. 
4. Stage 1 intends to assess a number of possible dosages of the study drug to determine the dosage that will be given to participants in Stage 2 of the study. 
5. Stage 3 of the study will further assess participants from Stage 2. 

Summary of ethical issues (outstanding)

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

6. The Committee questioned whether negative results from the study would be published and asked the researchers to confirm that no such restriction is placed on the publication of study results. 
7. In response to question r.1.6 on the application form, it was stated that the sponsor could terminate the study at any time. The Committee requested confirmation that the sponsor cannot terminate the study for commercial reasons. 
8. p.3.3. of the application states that potential participants will be approached by the investigator or that potential participants may be referred from colleagues. The Committee requires confirmation that before potential participants are approached by research staff about the study, their interest in participation will be gauged by their clinicians.  

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

9. Please ensure that the Participant Information Sheet and Consent Form refers to ‘Participants’ rather than ‘Subjects’. 
10. The Committee requests that a Māori tissue statement is added to the 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.” 
11. On page 4 of the Stage 2 Information Sheet there is information about dosing details, please ensure there is clear information about dosing earlier in the document (e.g. you will receive study drug once weekly for X weeks). 
12. The Committee notes that the Participant Information Sheet is difficult to follow, please ensure it is clear what participation involves. 
13. Ensure it is clear to participants that the future unspecified use of their tissue is optional and that these future studies will be ethically approved
14. The Committee requests that a short study title is given to the study for the Information Sheets and Consent Forms. 
15. The Committee notes what appears to be a typo on page 2 of the Future Unspecified Use of tissue form, which states that .4 of a ml of blood will be taken, please reconsider and state the exact amount. 
16. In terms of more study drug being given to participants who get plasma, please consider making it clear in the information to participants how this will be worked out. 

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

17. Please respond to the Committee’s outstanding ethical concerns and make the necessary changes to the Participant Information Sheets and Consent Forms. 

This information will be reviewed, and a final decision made on the application, by Dr Devonie Eglinton.
 

 
	4  
	Ethics ref:  
	15/STH/154 

	 
	Title: 
	Empagliflozin as Adjunctive to InSulin thErapy over 26 weeks (EASE-3)in patients with Type 1 Diabetes Mellitus (EASE-3) 

	 
	Principal Investigator: 
	Professor Russell  Scott 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 September 2015 



Dr Jinny Willis 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 a drug, Empagliflozin, which has been successful in the treatment of type 2 diabetes but never used in the treatment of type 1 diabetes. 
2. This a dose ranging study that will compare 3 different doses of the study drug to a placebo. 
3. There is also a sub-study that includes periods of continuous glucose monitoring for participants. 
4. The researcher explained that participants will have their insulin control optimised before the study begins. Any risk to participants will be minimised by monitoring their blood glucose.
5. The researcher explained that although the application stated that there would only be one study site in New Zealand there is now an additional site and this may result in double the number of participants being recruited. 
6. The researcher explained that although there is no benefit expected for participants in this study, they hoped that the results will benefit people with type 1 diabetes in the future.
7. The Committee noted that the information in the application regarding the best intervention and equipoise statement is well done and thanks the researchers for this. 
8. The Committee was pleased that there is an independent data safety monitoring committee in place for this study. 

Summary of ethical issues (resolved)

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

9. The Committee queried the need for an additional optional consent form for future unspecified use of tissue, however the researcher explained that it was made clear in the consent form for participants how their tissue would be used in this additional test. 
10. The Committee questioned the risk of diabetic ketoacidosis as the information sheet stated that this could occur even if participant’s glucose levels were normal. The researcher(s) confirmed that participant’s blood ketone levels would be monitored to help minimise this risk. The Committee requested that when participant’s GPs are notified that they are involved in this study information regarding blood ketone monitoring and the potential for DKA at near-normal glucose levels be mentioned. 
11. The Committee questioned the expected frequency of diabetic ketoacidosis in this study. The researcher was not aware this was a specific issue for this study and noted that urinary tract infections were more common for this drug.  Diabetic ketoacidosis is less common but it is more serious. 
12. The Committee questioned the lack of compensation for participants as it appeared they were expected to attend a number of study visits without any compensation. The researcher confirmed that it is standard practice to provide participants with petrol vouchers and she will confirm this and ensure the information regarding compensation is added to the Participant Information Sheet. 

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

13. Please make it clear which samples go overseas and include a Māori tissue statement.  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.”  
14. Please include information about the disposal of samples after the study. 
15. The Committee requested it be made clear that visit 4t is done over the telephone. 
16. The Committee noted that there is a lot of repetition in the information about study visits and suggested that a table of study visits would be helpful for clarity. 
17. The Committee requested a short lay title be added to the Information Sheets and Consent Forms. For example: ‘Research Study involving an investigational drug in patients with Type I diabetes’.
18. Please list the risks and discomforts from most common to least common and simplify the information about the number of people who are expected to experience these, e.g. 1 in 10 people (the values given as >10 to <1 etc are not required and may confuse participants)

Decision 

This application was approved by consensus.



 
	5  
	Ethics ref:  
	15/STH/158 

	 
	Title: 
	Safety and efficacy of Sitagliptin compared with Dapagliflozin in type 2 diabetes 

	 
	Principal Investigator: 
	Professor Russell  Scott 

	 
	Sponsor: 
	Merck Sharp & Dohme NZ Ltd 

	 
	Clock Start Date: 
	03 September 2015 



Dr Jinny Willis 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 directly compares two approved but not funded drugs for the treatment of Type 2 Diabetes, Sitagliptin and Dapagliflozin, in conjunction with Metformin.
2. The Participants will be treated with Metformin and randomized to also get either Sitagliptin or Dapagliflozin.
3. Participants will see the researchers about 7 times. 
4. These drugs aim to encourage glucose to be lost in the urine. 
5. Participants will generally be provided with up to $60 to cover travel costs, however, some participants may have to travel further and there are provisions made to cover their increased travel costs. 

Summary of ethical issues (resolved)

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

6. The Committee queried why participants needed to be 25 years old to participate. The researcher explained that the intention of this statement was that participants under 25 would be excluded and they agreed to rephrase this to make it clear. 
7. The Committee noted that on page 3 of the Participant Information Sheet the statement that participants must follow a diet approved by their doctor and exercise regularly, they questioned the likelihood of participants  achieving this. The researcher explained that although participant compliance with this would be ideal, they would not require participants to make any major changes during the study and it would not jeopardise the study results if this was not strictly followed. 
8. As the drug may cause yeast infections the Committee requests that it is clear in the participant information that the cost for treating this will be covered under the study. Please also ensure it is clear to participants that yeast infections mean ‘Thrush’. 

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

9. Please include a Maori tissue statement. 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.”  
10. Please provide more information about the risk of developing diabetic ketoacidosis.
11. Please ensure that the optional tissue samples consent is on a separate consent form. 
12. The Participant Information Sheet states that participants will need to pay for study tests that are standard care, please remove that statement.
13. On page 3 of the Participant Information Sheet the first paragraph is about blood tests that show liver disease - please make it clear that following 3 bullet points are part of this information, possibly by indenting these following paragraphs.

Decision 

This application was approved by consensus.


 
	6  
	Ethics ref:  
	15/STH/148 

	 
	Title: 
	CLS001-CO-PR-006: Open-Label Extension Study to Evaluate the Long-Term Safety of Omiganan Topical Gel in Subjects with Rosacea 

	 
	Principal Investigator: 
	Assoc. Prof Marius Rademaker 

	 
	Sponsor: 
	Cutanea Life Sciences, Inc. 

	 
	Clock Start Date: 
	03 September 2015 



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.

· The Committee discussed this protocol alongside protocol CLS001-CO-PR-004 (15/STH/149) as the studies are related.  Please see the discussion noted with study 15/STH/149. 

Decision 

This application was approved by consensus.



 
	7 
	Ethics ref:  
	15/STH/149 

	 
	Title: 
	CLS001-CO-PR-004: Safety and effectiveness of once-daily CLS001 gel in Papulopustular Rosacea with extended treatment 

	 
	Principal Investigator: 
	Assoc. Prof Marius Rademaker 

	 
	Sponsor: 
	Cutanea Life Sciences, Inc. 

	 
	Clock Start Date: 
	03 September 2015 



No member of the research team was present for the 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 randomises participants with severe Rosacea to receive either the study drug or a placebo for 12 weeks and then to receive the study drug for 40 weeks. 
2. The Committee noted that the study title proved confusing as it states that this is an open label extension study However it was unclear whether this is an extension study in its own right. The committee requested that the study title is altered to reflect this. 
3. The committee discussed this protocol alongside protocol CLS001-CO-PR-006 (15/STH/148) as the studies are related.  

Summary of ethical issues (outstanding)

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

4. The Committee questioned how participants are being recruited for this study and asked the researchers to please clarify their recruitment method.  
5. The Committee noted that as all participants, including those on the placebo, will not be able to use a number of drugs including common treatments for Rosacea they may face large numbers of participants withdrawing from the study as their condition gets worse without treatment. The Committee would like to see clarification about how this will impact the study results. 
6. The Committee notes that participants involved in the study cannot take a number of medicines, including antibiotics. They state that because the study lasts for 1 year this may cause difficulties for retaining participants if they must withdraw if they get sick and require antibiotics. Please make clear whether or not participants have to withdraw from the study if antibiotics are used in the participant information sheet. 
7. The Committee requested clarification about whether participants will be approached by their clinician to gauge their interest before being approached by a member of the research team and invited to participate. 

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

8. Please make it clear in the advertisement that participants will not be compensated for their time. 

Decision 

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

9. Please address the outstanding ethical concerns noted in points numbered 3-7 above. 

This information will be reviewed, and a final decision made on the application, by Dr Devonie Eglinton and Dr Fiona McCrimmon.



 
	8  
	Ethics ref:  
	15/STH/141 

	 
	Title: 
	NN8022-4179: Effect of liraglutide for weight management in paediatric subjects with Prader-Willi Syndrome 

	 
	Principal Investigator: 
	Prof Paul Hofman 

	 
	Sponsor: 
	Novo Nordisk Pharmaceuticals 

	 
	Clock Start Date: 
	03 September 2015 



No member of the research team waspresent 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 investigates the effect of Liraglutide on weight management in 12-18 year olds with Prader-Willi Syndrome.
2. There will be 2 participants in New Zealand. 
3. The Committee noted that there seems to be some risk to participating and that it may therefore be difficult to recruit participants to this study. 

Summary of ethical issues (outstanding)

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

4. The Committee noted that the research team intended to have a parent, or legally acceptable representative, consent on behalf of all participants. However, this may not be acceptable.  The committee noted the following: 
a. Any participant who is18 years old must consent for themselves. If they are unable to consent they cannot be included in the study. 
b. Participants who are 16-17 years old should consent for themselves unless they lack competence for reasons other than age (HRC Guidelines for Health Research with Children 7(i)). 
c. Participants who are 12-15 years old should assent to be part of the study.
d. Appropriate information sheets and consent/assent forms must be provided for all participants and their parent or guardian. 
5. The Committee questioned the coverage of the sponsor’s insurance as some of the potential side effects may not appear for some time, especially considering the age of the participants. 
6. The Committee notes that reduced appetite is listed as a possible adverse event. However, it appears that the goal of the study drug is to reduce appetite to for weight management. The committee requested the researchers clarify this point 
7. The Committee noted that in the application (question p.4.3) it was stated that they did not need to consult with Maori. This is incorrect and Maori consultation should be sought. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
8. The child assent forms were not appropriate for the target audience.  Please review the forms so that they reflect the target audience more appropriately. The caregiver/parent consent forms should also include space for child or young person to sign or write their name.
9. Please add a lay title to all participant facing forms. 
10. Appropriate information sheets and consent forms should be developed for all participants, including consent forms for participants 16 and over who should consent for themselves. 

Decision 

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

11. Please review and reword the assent and consent forms taking into the account the points noted in numbers 4-11 above.  

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


 
	9  
	Ethics ref:  
	15/STH/159 

	 
	Title: 
	Yoga practice in Gestational diabetes 

	 
	Principal Investigator: 
	Dr Sornalatha Vasan 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 September 2015 



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 study will investigate the potential benefits of yoga practice in women with gestational diabetes. 
2. The Committee noted that the participant group should be considered a vulnerable population. 
3. The Committee noted that both the application form and Participant Information Sheet were poorly written.
4. The researchers stated in their application that they do not require Maori consultation. However as this is a health issue that impacts Maori, Maori consultation is required. 

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 requested that the researchers provide more evidence in the scientific peer review document to show that an appropriate peer review process has taken place, and that any further peer review contains a power analysis.
6. The Committee noted that there is no equipoise in the study and that it appears that the researchers have already decided that the study is going to work.  The committee strongly recommended that the researchers reconsider the study protocol. 
7. The Committee requested that the statements regarding potential benefits for Maori are reconsidered in any future application as they are offensive and incorrect. The committee noted that Maori consultation may help to guide the researchers in the statements they provide in future applications and assist the research team with their understanding of the implications for Maori. 
8. The Committee noted that statements regarding exercise being unattainable for pregnant women is incorrect as many women exercise throughout pregnancy. 
9. The Committee raised concerns regarding the inclusion and exclusion criteria for the study and requested that these are justified when the research team resubmits an application for this study:
a. Individuals with psychiatric problems, specifically schizophrenia and bipolar disorders, are excluded. The Committee questioned why participants with these two specific psychiatric conditions are excluded, while other significant mental health conditions are not. The justification as given in the application does not appear rational
b. Please justify why an age of over 40 years old is an exclusion criteria.
c. A BMI of under 18 or over 40 is also an unexplained exclusion criteria. The Committee notes that although this may be a reasonable exclusion criteria they would appreciate if the reasons were explained. 
d. Chronic renal failure is listed as an exclusion criteria, but no other medical conditions are.  The Committee agreed that it is more appropriate to have a general statement regarding exclusion for clinically significant medical conditions that may pose an additional risk to the subject, or may impact on study conduct or on the interpretation of study results.. 
e. The exclusion criteria also states multiple pregnancies. The Committee requested the research team justify why and clarify to specify whether this refers to women who are pregnant with multiple children or women who have had more than one pregnancy. 
f. Diabetes related complications are listed as exclusion criteria, however the Committee is concerned about the impact this may have on the study results as the study is specifically considering women with gestational diabetes. The Committee suggests that it may be useful to be more specific regarding this exclusion criteria. For example, do all diabetes related complications cause a participant to be excluded from the study? 

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

10. Please review the content of the participant information sheet with a view to rewriting the information clearly for participants. The Committee agreed that the research team may wish to use the HDEC template and that they may wish to have the sheet peer reviewed prior to resubmission. 
11. The Participant Information Sheet should cover why the study is being conducted and be edited to reduce the bias towards the study. 
12. Please remove the statement that there will be no side effects from participation in this study as this cannot be ensured by the researchers. 
13. The ‘Certificate of Consent’ should be renamed to ‘Consent Form’.

Decision 
This application was declined by consensus.
 

 
	10  
	Ethics ref:  
	15/STH/152 

	 
	Title: 
	Epaderm ointment for eczema in children 

	 
	Principal Investigator: 
	Dr Thorsten Stanley  

	 
	Sponsor: 
	CCDHB 

	 
	Clock Start Date: 
	03 September 2015 



Mrs Marina Dzhelali 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

· The study directly compares two currently used and approved steroid creams for the treatment of eczema in children. 
· One cream will be applied to the left side of the child and the other cream applied to the right side.
· The Researcher(s) explained that the participants will usually be using one of these creams but they will be selected based on clinician preference. This study hopes to directly compare them to determine if one is more effective. 

Summary of ethical issues (resolved)

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

· The Committee queried why the participants must be children for this study. The researcher explained that the peak onset of eczema is between 0 and 5 years of age and it resolves with age. The Committee agreed that this is a good rationale for the participant group.  
· The Committee raised concerns regarding how parents would be prevented from using one cream on their child’s whole body if they found it worked better, as this would compromise the study results. The researchers explained that they will be weighing the tubes regularly to ensure parents are using the same amount of each cream. The Committee asked that parents are informed of this and noted the importance of being clear about which side of the child each cream needs to be applied to. 
· The Committee asked whether parents would need to bring their children to more clinic visits if they are participating in the study. The researcher stated that she does not believe more clinic visits are required and therefore they have no provision for reimbursements. The Committee requested confirmation of this and also asked that the researchers consider compensation for any extra clinic visits. The researcher explained that they do not have the funding available for compensation but they will consider it as a possibility. 
· The Committee noted that health information must be kept for 10 years after the youngest participant reaches 16 years old. The researcher agreed to amend their information. 
· The possibility of an assent form for the older children was considered, however the Committee noted that this is unnecessary due to their age. 


Decision 

This application was approved by consensus.

 

 
	11  
	Ethics ref:  
	15/STH/153 

	 
	Title: 
	Harmoni Feasibility 

	 
	Principal Investigator: 
	Dr. Dean Corbett 

	 
	Sponsor: 
	ClarVista Medical 

	 
	Clock Start Date: 
	03 September 2015 



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 study investigates a new intraocular lens system that comes in two parts, which may allow the lens to be replaced more easily if required. 
2. Participants will be recruited from patients who need bilateral cataract surgery.
3. Participants will have the study device implanted in one eye and a commercially available device implanted in the other eye.
4. After 3 months, participants will be given the option to exchange the optic in the study eye to refine vision.
5. Participants who exchange the optic will be followed for a further 12 months (15 months total) and those who do not will be followed for a further 9 months (12 months total).
6. The Committee noted that the application form and Participant Information Sheet were well written. 

Summary of ethical issues (outstanding)

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

7. The Committee stated that the application claimed that there was no conflict of interest, however the researcher is also the surgeon. The Committee requested clarification regarding how this potential conflict of interest is being managed. 
8. The application stated that the data will be stored for 2 years, however, it must be stored for 10 years. Please ensure this is updated. 
9. Please offer at least a summary of the study results to participants, or explain why this is not being made available. 
10. The Committee requested clarification regarding whether this product has been tested in humans before. 

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

11. Please consider adding a diagram to the Participant Information Sheet to aid understanding.
12. Please inform participants that they should check with their insurance company whether participating in the study impacts their coverage. 
13. Please state in the information sheet the number of people that this device has been tested in before. 
Decision 

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

14. Please make the changes to the Participant Information Sheet as requested above. 
15. Please confirm that participants will be offered a summary of the results. 
16. Please confirm that study data will be kept for a minimum of 10 years. 
17. Please explain how potential conflicts of interest will be minimised. 

This information will be reviewed, and a final decision made on the application, by Dr Devonie Eglinton 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:
	Tuesday, 20 October 2015

	Meeting venue:
	Dunedin International Airport, Maungatua Room, 25 Miller Road, Momona, Dunedin.



The meeting closed at 03:00 pm
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