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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	09 October 2012

	Meeting venue:
	Novotel Ellerslie


	Time
	Item of business

	1.00pm
	Welcome

General business

	
	Confirmation of minutes of meeting of 11 September 2012

	
	New applications (see over for details)

	2.00-2.30

2.30-3.00

3.00-3.30

3.30-4.00

4.00-4.30

4.30-5.00

5.00-5.30

5.30-6.00

6.00-6.30

6.30-7.00
	 i 12/NTA/46
  ii 12/NTA/41

  iii 12/NTA/45

  iv 12/NTA/48

  v 12/NTA/49

  vi 12/NTA/51

  vii 12/NTA/53

  viii 12/NTA/54

  ix 12/NTA/55

  x 12/NTA/56

	
	

	
	

	7.00pm
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Susan  Buckland 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Apologies

	Ms Shamim Chagani 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Mr Kerry Hiini 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Assoc Prof Wayne Miles 
	Non-lay (intervention studies), Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2013 
	Present 

	Dr Etuate Saafi 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Ms Michele Stanton 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 


Welcome

The Chair opened the meeting at 1.20pm and welcomed Committee members, noting that apologies had been received from Ms Susan Buckland.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

No potential conflicts of interest related to any of the applications were declared.

Confirmation of previous minutes

The minutes of the meeting of 11 September 2012 were confirmed.

The committee queried whether there might be some way to draw a distinction between the key ethical issues for prioritisation by researchers (ie ethical), and the committee’s suggested changes in the letters of response to researchers (ie administrative).   

The committee is concerned that some of the researchers seem to be printing incomplete consent forms with the applications.

New applications 
	 1  
	Ethics ref:  
	12/NTA/46 

	 
	Title: 
	Does a CPER improve IBD outcomes? An RCT  

	 
	Principal Investigator: 
	Mr Andrew McCombie 

	 
	Sponsor: 
	university of Otago 

	 
	Clock Start Date: 
	13 September 2012 


Mr Andrew McCombie was present by teleconference for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The committee asked whether face to face intervention is equally as effective as a computerised study.  The researcher advised that the few comparative studies have shown little difference.  The only difference between groups is the intervention, otherwise treatment as usual.  
· The researcher advised that participants will receive a copy of the final study report if they wish to.
· The committee asked the researcher to clarify that the answer to R.1.7 is ‘yes’ and to include ACC clauses in the PIS and CF.  

· The committee noted discrepancy in answers to participant consent on the application form and asked the researcher to ensure consistency. 
· The committee noted that the investigator is also the usual service provider and asked the researcher to ensure an independent provider will talk to participants about the study. 
Decision 

This application was provisionally approved by consensus subject to the following information being received.
· A discrepancy exists in your answers about participant consent on the application form.  Please provide clarification about your answer in question O (page 2), that one or more participants will not have given consent to participate as compared with your answers to questions p1.2 and p3.2 that all participants will give informed consent. 

· Please clarify that the answer to question r.1.7 is ‘yes’.
Participant Information Sheet and Consent form
· Please revisit the references to the health and disability ethics committees and update them.
· Please provide contact details for the Maori Research Review Committee.
· Please provide an area code for CHCH to show that the phone number is local to where participants are.
· Please include a request for an interpreter for participants for whom English is a second or other language. 
This following information will be reviewed, and a final decision made on the application, by the secretariat.
	 2  
	Ethics ref:  
	12/NTA/41 

	 
	Title: 
	(duplicate) Vitamin D3 supplementation in bronchiectasis – a feasibility study

	 
	Principal Investigator: 
	Dr Jim Bartley 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 September 2012 


Dr Jim Bartley was present in person for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· This study is a feasibility study.
· Higher prevalence among Maori and Pacific Island peoples. 
· The committee asked whether recruitment of participants will be stratified.  The researcher advised that the study will attempt to target Maori and Pacific Island people. 

· The committee asked whether there is any difference in vitamin D levels between sexes.  The researcher advised that age and race are more likely to be determinants of vitamin D levels. 
· The committee asked whether participants will receive a script in the event they experience side-effects.  The researcher noted that side-effects are rare.   

· The committee requested that the researcher update version numbers and include clauses relating to the destruction of tissue on the PIS and CF. 
Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please update version numbers and include clauses relating to the destruction of tissue on the Participant Information Sheet and Consent Form.  
The information will be reviewed, and a final decision made on the application, by the secretariat.
	 3  
	Ethics ref:  
	12/NTA/45 

	 
	Title: 
	ESSAY Trial 

	 
	Principal Investigator: 
	Miss Samantha Marsh 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 September 2012 


Miss Samantha Marsh was present by teleconference for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The study is powered to show effects but little data exists to base findings on.  The Committee suggested the researchers remove reference to the study being a pilot study.

· The Issue of concealment.  Aims as specified are misleading as the study is not about memory formation in children.  The committee suggested that researchers come up with a true statement that does not ruin the study aims.  The researchers will look to address this.  One way to do this could be to delete reference to “s memory” in the first sentence and delete “memory formation in” in the third sentence on the participant information sheet.  
· The committee queried whether it would be better to have longer time framework for the children involved.  The researcher advised that one of the reasons for limiting to an hour was to limit the burden to the child and to the child’s parents but agreed to discuss this further.
· Questionnaires. The committee asked whether the researchers will ask about parental rules around food and drink.  The researcher answered that they want to look at the acute effects of the activities rather than sustained use.   

· The committee asked whether the results will be skewed by the multiple timeframes the researchers have chosen.  The researcher advised that she wants to recruit within the school term but noted the point and will include any data in the study write up.
· The committee asked whether there will always be more than one staff member present particularly if parent does not stay on site. The researcher advised that two researchers will be available if parents are not around.
· The committee asked whether there are any registered health professionals involved in this study? If there are not, the researcher may not need ACC compensation clauses.
· The committee asked whether fruit and vegetables will also to be part of the food sample as well as “fatty, salty, sweet” samples.  The researcher’s preference is to have both options but the researcher noted that children may be prone to choosing the sweet, fatty or salty option.
· Decision 
This application was provisionally approved by consensus subject to the following information being received. 

This following information will be reviewed, and a final decision made on the application, by Michele and Wayne.
PARTICIPANT INFORMATION SHEET / CONSENT FORM

The committee noted that issue of assent vs. consent will be determined by whether the child understands the nature and risk of the procedure.  If the child does, they can consent for themselves.  It would then be appropriate to have parental assent. This will require re-design of the PIS and CF forms.

Please:
· re-edit your PIS to accurately reflect the aims of the study eg. ‘Your child is invited’, not ‘you and your child are invited…’and ‘Your child has been selected’, not ‘you have been selected’. Please edit the whole document accordingly.

· use consistent language throughout the document for example ‘consent’ not ‘permission’, ‘fatty’ not ‘rich’.
· number all pages of combined documents and place them on letterhead. Please provide contact telephone details for Samantha Marsh.

· state that the study is being undertaken for a PhD.

· state that the study will take place over 3 months in 2012.

· delete the last sentence on page 2: ‘These measurements will be taken at the beginning of the first appointment.’ This information is covered off in earlier text.

· in the same paragraph please delete the sentence ‘A copy of the consent/assent form will be posted to you’ as it is chronologically irrelevant.

· add the word ‘scheduled’ on page 3 ‘If you cannot attend a scheduled appointment…’
· create a new paragraph ‘Once the study is finished……’

· include more information on ethical approval from the Northern A.
· remove reference to storage of Information relating to adults on page 4 as it is irrelevant to this study 
· note that HDC advocacy is independent and free.  Include only one contact number for all participants from the Auckland region.
· Please  include a ‘snack’ option at Q3 on the baseline questionnaire.

	 4  
	Ethics ref:  
	12/NTA/48 

	 
	Title: 
	An Efficacy and Safety Trial of MK-8931 in Mild to Moderate AD (EPOCH) 

	 
	Principal Investigator: 
	Dr Nigel Gilchrist 

	 
	Sponsor: 
	Merck Sharpe & Dohme 

	 
	Clock Start Date: 
	27 September 2012 


Mr Graeme Silk was present by teleconference for discussion of this application.
Decision 

This application was reviewed in a closed meeting and was provisionally approved by consensus.
	 5  
	Ethics ref:  
	12/NTA/49 

	 
	Title: 
	Maxigesic 325 Acute Dental Pain Study 

	 
	Principal Investigator: 
	Dr John Currie 

	 
	Sponsor: 
	AFT Pharmaceuticals Ltd 

	 
	Clock Start Date: 
	27 September 2012 


Ms Eileen Bisley and Ms Amanda Potts were present by teleconference for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The committee asked whether the use of a rescue remedy will alter the results.  The researcher advised that the participants will be assigned to one of the four arms before the rescue remedy is given (on an as needed basis).
· The risk level of this study is considered low as treatment is for pain after an operation.
· Blood sampling tests will be done pre-surgery. Patients will be given results and results will also be passed on to a GP.

· An active sugar pill will be used as a placebo.  
· Compensation clauses in the participant information sheet need reviewing. 
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please review the wording around compensation in the participant information sheet taking care to be clear about what will and will not be covered in this study.  
· Please reword the paragraph relating to injury caused by investigators to include the right of participants to pursue legal remedies and that the researcher has insurance.  
	 6  
	Ethics ref:  
	12/NTA/51 

	 
	Title: 
	A Phase IIa Dose-Ranging Study of Multiple Escalating Doses of Carboxy 

	 
	Principal Investigator: 
	Professor Phillip Polkinghorne 

	 
	Sponsor: 
	Tactical Therapeutics 

	 
	Clock Start Date: 
	27 September 2012 


Ms May Mendoza and Mr Michael Gibson were present by teleconference for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The researchers are awaiting response from SCOTT.  
· The committee questioned screening for HIV and Hepatitis when this is for the benefit of the researcher and not the participant.  (Standard clinical precautions should adequately protect the researchers). 
· How will the researchers consult with Maori?  The researchers advised that this was intended to be done through Auckland Hospital and that they would take guidance there.

· The committee suggested the researchers include “whilst not approved for marketing, its use in the study has been approved by SCOTT” on the participant information sheet to give people more confidence in the drug.

· The committee asked that the researchers include interpreter information in the participant information sheet and consent form.
· The committee asked whether there any restrictions on the publication of negative findings.  The researcher advised there are no restrictions. 
· The committee encouraged the researchers to collect New Zealand ethnicity information and suggested this term be used in the PIS rather than ‘race’.

· Please provide contact details for a Maori contact person in the PIS.
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
Participant Information Sheet and Consent Form

· Please replace the word “race” with “New Zealand ethnicity” data when referring to the collection of data.
· Please state where tissue samples will be sent and how they will be disposed of at the end of the study or should a participant withdraw from the study.
· On page 9, please provide more detail about compensation for the sponsored trial.
This following information will be reviewed, and a final decision made on the application, by the secretariat.
	 7  
	Ethics ref:  
	12/NTA/53 

	 
	Title: 
	Drug-Coated Chocolate FIH Study 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Quattro Vascular, Pte. Ltd 

	 
	Clock Start Date: 
	27 September 2012 


Dr Andrew Hill, Mr Shaun Gilder and Ms Helen Knight were present in person for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Auckland DHB has been contacted for Maori Consultation.  The committee asked that the correct Maori contact person details be given to participants. 
· The sample size is not big enough to sub-type ethnicity data. The committee requested that the researchers collect this data.

· Please update committee details on the Participant Information Sheet and Consent Form.
· The committee understands that the researchers are experienced and understand the risks.

Decision 

This application was approved by consensus.
	 8  
	Ethics ref:  
	12/NTA/54 

	 
	Title: 
	The NG Promus Clinical Trial 

	 
	Principal Investigator: 
	Dr John Ormiston 

	 
	Sponsor: 
	Boston Scientific Corporation 

	 
	Clock Start Date: 
	27 September 2012 


Ms Rona MacDonald was present in person for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The committee approves the study for the Mercy Angiography site and expects to see amendments when other sites are added.
· The committee understands that no safety trials in human subjects have been held for this particular product.

· The researcher agreed to revise information about Maori consultation at p.4.1 and f.1.2 on the application form.
Decision 

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

Participant Information Sheet
· The committee asked that “New Zealand” be added on page 2, paragraph 3. 

· On page 4, please delete “or if the doctor feels it is not in your best interests to continue.” in the last sentence.  
· On page 4 under the heading, Risks of being pregnant in this study – please add “or your partner” to the last sentence.
· Please provide the correct phone number for the Maori contact person.

This following information will be reviewed, and a final decision made on the application, by the secretariat.
	 9  
	Ethics ref:  
	12/NTA/55 

	 
	Title: 
	A study to evaluate the Pharmacokinetics of the GS-5885 in Subjects with Normal Hepatic Function and Severe Hepatic Impairment 

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Inc. 

	 
	Clock Start Date: 
	27 September 2012 


Professor Ed Gane was present by teleconference for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· This study is purely a pharmacokinetic study.
· The researcher is awaiting approval from SCOTT.

· The committee recommended the researchers make the font size on the participant information sheet bigger for readability and also update committee details. 

· The committee recommended that the researchers make sure participants know that SCOTT has reviewed and approved the product.

· The committee asked that information on pharmacokinetics from a Maori perspective be in all the participant information sheets and consent forms.
Decision 

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

This following information will be reviewed, and a final decision made on the application, by the secretariat.
· Please include information on pharmacokinetics from a Maori perspective in all participant information sheets and consent forms. 

Consent forms
· Please state where tissue samples will be sent and stored and how they will be disposed of at the end of the study or should a participant withdraw from the study.
· Please include a clause that sets out compensation provisions for participants.
· Please provide details for a contact person for participants should they have any questions or concerns while taking part in the study. 
· Please state the length of time that health information generated in your study will be stored for (15 years). 

	 10  
	Ethics ref:  
	12/NTA/56 

	 
	Title: 
	Topical Acitretin for Actinic Keratoses 

	 
	Principal Investigator: 
	Assoc Professor Marius Rademaker 

	 
	Sponsor: 
	Douglas Pharmaceuticals Ltd 

	 
	Clock Start Date: 
	27 September 2012 


Dr Nicholas Birchall was present by teleconference for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· How do the researchers intend to monitor participants if their symptoms deteriorate? 
The researcher advised participants will get a call a month after starting and expects there may be only minor skin irritations.  The researcher advised the legions are slow growing and are pre-cancerous.
· Is the investigator confident of the safety of this product in the absence of a data safety monitoring committee?  The researcher advised that an independent reviewer will be involved.
· The researchers are awaiting SCOTT approval.  
· Page 14 of the IB states adverse effects. Are the researchers going to state any specific precautions for participants to take (include in PIS/CF).  Please state any precautions clearly on the PIS/CF.  The researcher advised participants will be given detailed instructions on how to use the product.
· Please ensuure the section in the PIS/CF adequately explains side effects and risks.  

Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please include a section in the Participant Information Sheet and Consent Form about any side effects and risks involved with this product. 

· Please state clearly in the Participant Information Sheet that should participants require treatment for progressing Actinic Kerastosis during the trial they can withdraw along with a description of what participants need to look out for in terms of progression.

· Some potential participants will be approached by a participating investigator when attending medical appointments.  In such cases, please ensure that an independent person is available to discuss the study with the potential participant. 

· Please define what is meant by ‘extended period in the sun’ on the participant information sheet.

Consent Form

· Please state that GPs will also receive information on clinically significant results.

· Please state where blood samples will be sent and stored and how they will be disposed of.

· Please state that treatment will be stopped in the event that it appears harmful to participants.  
This following information will be reviewed, and a final decision made on the application, by Wayne and Brian.
General business

1. The Committee noted the content of the “noting  section” of the agenda.
2. Confirmation of the 2013 Meeting dates.  
The committee agreed to stay with the proposed version of HDEC meeting dates that sees the NTA meeting in the second week of each month. 

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

	Meeting date:
	06 November 2012, 01:00 PM

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



No members tendered apologies for this meeting.

4. The committee noted several problems with the consent forms.  Noticeably, researchers are printing out (they say), consent forms with very little detail on them.  The system needs to be checked because the consent forms don’t contain enough detail.  

The meeting closed at 7.05pm.
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