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15 February 2013 
 
 
Dr Jo Hegarty  
Newborn Services 
Auckland City Hospital 
2 Park Road 
Auckland 1023 
 
 
Dear Dr Hegarty  
 
 

Re: Ethics ref: 13/NTA/8 

 Study title: A randomised trial of oral dextrose gel for prevention of 
hypoglycaemia in at risk newborn babies. 

 
 
I am pleased to advise that this application has been approved by the Northern A Health 
and Disability Ethics Committee.  This decision was made through the HDEC-Full Review 
pathway. 
 
The main ethical issues considered by the Committee were as follows.  
 

- The Committee discussed the design of the study, which could be conceptualised 
as two separate studies.  The first part of the study would establish effective oral 
dose in 415 participants.  Dr Hegarty noted that there was no evidence around 
effective dose, and explained how the research team had estimated these.  The 
second part of the trial would involve more than 2000 participants.  

- The researchers clarified that evidence of peer review from the HRC had not yet 
been obtained, as the review had not been completed.  The study had already 
been reviewed and funded by CureKids.  The Committee asked for evidence of 
HRC peer review to be forwarded when available. 

- The Committee discussed whether a separate set of information should be 
provided to participants in the first part of the study.  The researchers noted that 
the information was intended to cover both parts of the study, and that adapting it 
to the second part would involve only minor changes (eg, removing reference to 
continuous glucose monitoring).  The Committee asked for a substantial protocol 
amendment to be submitted once the effective dose had been established.  The 
researchers confirmed that the PISCF would also be revised and resubmitted at 
this stage.  The Committee suggested that the PISCF for participants in the initial, 
dose-finding phase of the study could be more specifically tailored to this part. 

- The Committee queried the standard treatment currently available for this 
condition.  The researchers clarified that all participants would receive standard 
care, with closer monitoring than might otherwise be the case. 

- The Committee asked that the PISCF be clear that only health information in the 
mothers’ medical records that was “relevant to this pregnancy” would be 
accessed by the research team, and that specific consent be obtained to follow-
up. 

 
Conditions of HDEC approval 
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HDEC approval for this study is subject to the following conditions being met prior to the 
commencement of the study in New Zealand.  It is your responsibility, and that of the 
study’s sponsor, to ensure that these conditions are met.  No further review by the 
Northern A Health and Disability Ethics Committee is required. 
 
Standard conditions: 
 

1. Before the study commences at any locality in New Zealand, all relevant 
regulatory approvals must be obtained. 

 
2. Before the study commences at any locality in New Zealand, it must be registered 

in a WHO-approved clinical trials registry (such as the Australia New Zealand 
Clinical Trials Registry, www.anzctr.org.au). 
 

3. Before the study commences at a given locality in New Zealand, it must be 
authorised by that locality in Online Forms.  Locality authorisation confirms that 
the locality is suitable for the safe and effective conduct of the study, and that 
local research governance issues have been addressed. 

 
After HDEC review  
 
Please refer to the Standard Operating Procedures for Health and Disability Ethics 
Committees (available on www.ethics.health.govt.nz) for HDEC requirements relating to 
amendments and other post-approval processes.   
 
Participant access to ACC 
 
The Northern A Health and Disability Ethics Committee is satisfied that your study is not 
a clinical trial that is to be conducted principally for the benefit of the manufacturer or 
distributor of the medicine or item being trialled.  Participants injured as a result of 
treatment received as part of your study may therefore be eligible for publicly-funded 
compensation through the Accident Compensation Corporation (ACC). 
 
Please don’t hesitate to contact the HDEC secretariat for further information.  We wish 
you all the best for your study. 
 
Yours sincerely, 
 

 
 
Dr Brian Fergus 
Chairperson 
Northern A Health and Disability Ethics Committee 
 
 
Encl: appendix A: documents submitted 

appendix B: statement of compliance and list of members 
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