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Tips for gaining Health and Disability Ethics Committee (HDEC) Approval for Clinical Trials in New Zealand
The HDEC guides, templates & forms mentioned within this document can be found on the HDEC website. 

This document has embedded links (blue text).
This is a live document and will be updated as information changes or new information becomes available.

	Attend the Meeting
	You will have a better chance of receiving an approval for your study if you attend the meeting.  Attendance will allow the ethics committee to ask questions which may be resolved at the time of the meeting. 

The meetings are ‘open’, which means that anyone can attend the meeting, not just the PI. The HDEC secretariat can be contacted to request the agenda for a specific meeting and to obtain the Zoom log in details. Due to Covid-19, Meetings are being held via Zoom.



	Use the PISCF templates
	The HDEC has provided templates for:
· Main PISCF

· Paediatric PIS & Assent (7-11)

· Participant Pregnancy PISCF

· Pregnant Partners PISCF

· Pregnancy Follow-Up PISCF
· Future Unspecified Research (FUR) PISCF
It is highly recommended that you follow the template documents as closely as possible and cover all areas that apply to your study. The closer you follow the template, the easier it is for the HDEC committee members to review your documents. 

Ensure that the paediatric PIS and assent use language that is age appropriate. Include illustrations whenever possible. 
The Main PISCF should be submitted with the initial application. 

It is not necessary to separate the PISCF into two documents (i.e. patient information sheet and a separate consent form, a single document is fine). 

Do not introduce new information in the consent form that has not already been addressed in the patient information sheet section

Ensure that only the optional components of the study have Yes/No tick boxes. 

A separate PISCF will need to be submitted for Future Unspecified Research.

A separate PISCF will need to be submitted for any genomic research that is not required to meet the main objectives of the study (where genomic assays are listed as exploratory objectives, this should be optional for participants).

The Participant Pregnancy PISCF, the Pregnant Partners PISCF, and the Pregnancy Follow-up PISCF should only be submitted in the event a pregnancy is reported in the study. These documents will not be reviewed or approved when submitted as part of the original applications.

 

	Cite the correct document retention period for your participants in the PIS & submission document
	For adult participants: Documents must be retained for a minimum of 10 years.  Refer to the NEAC guidelines, section 12.13.
For Paediatric participants: Documents must be retained for a minimum of 10 years after the participant turns 16. (i.e. until the participant is at least 26 years of age).

Refer to the NEAC guidelines, section 6.28.
Note: This applies to the pregnancy follow-up /newborn PIS. If a participant becomes pregnant while on study and a consent for the baby is signed, the data and consent for the baby should be retained until the child reaches the age of 26 years. 



	Use the Scientific Peer Review template
	The HDEC provides a scientific peer review template that should be used whenever possible. 

· Studies that are submitted to SCOTT or GTAC for MedSafe Approval do not require a separate scientific review. 

· Studies that are submitted to the HRC and are granted approval for funding can submit their application document and any queries and rebuttals related to the scientific validity of the trial. (in lieu of a scientific review but not of a protocol) 
· Peer review must be conducted by individuals with appropriate disciplinary and cultural knowledge and the reviewers must be impartial and independent of the research team (reviewers do not necessarily have to be based in NZ).


	Correct completion of cultural sections of the Submission document
	Do not raise the Treaty of Waitangi as a health benefit.
Section P.4.1 of the submission document: The Treaty of Waitangi should not be cited as a health benefit for Māori. Equal access for Māori to participate should not need to be stated as this is the default expectation.

Include Statistics Related to Māori health outcomes in
Section P.4.1 of the submission document: Including any statistics for the prevalence of the area being studied in Māori (or an explanation if unknown). 

The HDEC provides guidance on how to answer the sections on their website under “Cultural questions – guidance”.
Unless Māori are excluded from participation, Māori consultation is required.

In the PISCF, include a cultural statement with respect to the use of tissue in research, and tissue being sent overseas. Explain if a karakia is offered. Ensure other relevant aspects, for example where the head or face is necessarily touched / imaged, or where the study involves genomic research, are referenced.



	Participant Questionnaires
	Establish a mental health plan - If questions are asked about participants mental health, there needs to be a plan for timely review of the information provided; how the information will be handled if significant mental health issues are detected; and the participants should be informed of the plan via the PISCF (the parties or individuals that will be contacted if significant mental health issues are detected, such as significant depression or suicidal tendencies).  


	Consistent terminology use
	Ensure that the same terms are used throughout documentation, especially for patient facing documentation such as the PISCF. For example, do not swap between GP and local doctor within the PIS. 
Use ‘participant’, not ‘subject’, in the application form or PISCF. 



	Notifiable Diseases
	If a study will test for notifiable diseases, the patient must be informed within the PISCF that notifiable diseases must be reported. https://www.health.govt.nz/our-work/diseases-and-conditions/notifiable-diseases


	Participant Withdrawal
	Ensure that the PISCF provides clear information on the participant’s rights with respect to study discontinuation and their options regarding study data (and tissue) collection and retention.



	Right 7.4 of the ‘Code of Health and Disability Services Consumers’ Rights’
	For adult participants (16yrs+): consent cannot be given on behalf of another, even by a person holding an EPOA. 
A clinician, independent of the study, must declare that it is in the participant’s best interests to participate in the study. The researcher may consult with the participant’s family members to ascertain what the participant may wish to do, but the family cannot ‘consent’ for the participant.

“(4) Where a consumer is not competent to make an informed choice and give informed consent, and no person entitled to consent on behalf of the consumer is available, the provider may provide services where—

(a) it is in the best interests of the consumer; and

(b) reasonable steps have been taken to ascertain the views of the consumer; and

(c) either,—

(i) if the consumer's views have been ascertained, and having regard to those views, the provider believes, on reasonable grounds, that the provision of the services is consistent with the informed choice the consumer would make if he or she were competent; or

(ii) if the consumer's views have not been ascertained, the provider takes into account the views of other suitable persons who are interested in the welfare of the consumer and available to advise the provider.”

Researchers must be able to justify to HDECs how the study is in any individual’s best interest, and provide PISCF’s for study continuation to the participant if capacity to consent is restored.


	Statements regarding the role of the HDEC
	Do not state in the PISCF that all research involving humans is reviewed by an HDEC, as this is a false statement. 

Do not state in the PISCF that the HDEC approves the study. The HDEC only approves the ethical aspects of the research. 


	PISCF conventions
	When providing adverse event data, it is best to say ‘x out of y’ or ‘less than x out of y’ etc rather than to use percentages (%). 
Do not ask participants to submit receipts for travel reimbursement.
Break up long paragraphs, use a readable font size, and use plain English. Where a technical term or acronym cannot be avoided, explain the term in lay language the first time it is used.
Avoid repetition. Information should be provided once in the information sheet, and repeated where indicated in the consent form.
Use pictures, diagrams and tables where possible. For studies with multiple visits include a lay table summarising visits and assessments. This should be a lay table, not a schedule of assessments cut and pasted from the protocol.
Ensure that your document has a header or footer with the document ID, versioning and page numbers.



	Data PISCF statements


	For each form of data that will be used (identifiable, de-identified etc); state who has access to each form of data, and for what purposes. Do not use ‘personal health data’ as a descriptor, as it is not clear whether this refers to identifiable or de-identified data. Ensure that paragraphs about identifiable and de-identified data are not admixed.
Ensure there are statements about future uses of data and data sharing, sending data overseas (where applicable), the risk of privacy / confidentiality breach (and sending data overseas where applicable), access to and return of results, and ownership rights. 

Where electronic devices are used, these should be described with regards to the above points. Personal emails and other identifying information should not be used to register and log-in to study-mandated electronic devices or websites.



	Data (and Tissue) Management Plan
	A template data (and tissue) management plan is available on the HDEC website. It is worth utilising this template as a data management plan should be submitted with the application, and often the records management section of protocols do not contain sufficient detail. Ensure when using the HDEC template that the document is adapted to the study being submitted, and does not contain information irrelevant to the application.

	Insurance
	Insurance certificates should be protocol specific and mention NZ specifically as a policy territory (worldwide, general liability certificates will not be accepted).

As a general guideline (in NZ dollars): 

Phase I study a minimum of $20,000,000 should be held.
For later phases $10,000,000 may be acceptable, however more may be required for a high-risk product. 

For studies that are using approved products in a different indication or later phase studies, $10,000,000 should be sufficient.


	Provisional Approval Submissions
	When submitting documents following a Provisional Approval, supply both tracked changed and clean copies of revised documents and provide a cover letter that explains what changes have occurred in response to HDEC’s letter.  For subsequent amendments, supply tracked changes versions for all patient facing documents



	Relevant documentation
	Only submit documentation that is relevant to the study in NZ. Submit all documentation in the form that participants will see it (e.g. screen shots of questionnaires in apps).
Do not submit documents that are not in English, or are translation certificates. Do not submit ancillary documentation for site staff, for example checklists or instructions.


	Chief Investigator 
	The CI must be professionally based in NZ. Current evidence of their professional indemnity must be provided.
Ensure that CVs are current. A current CV is one which is signed and dated within 1 year of the submission date. List GCP training (NEAC guideline 9.2.a) (TransCelerate provides a clinical research CV template.)  


	Home Visits Plan
	If home visits are made, supply a plan for ensuring staff safety, including a tikanga protocol.


	Stopping Criteria
	Studies can’t be stopped for commercial reasons.  



	File Naming
	When uploading files on the online submission portal, ensure that the files are named in a way that will enable easy recognition of the document, version and date when the approval letter is sent out. Letters are sent listing the documents loaded, using the file names provided by the applicant.  If a document cannot be easily recognized on the approval letter, the sponsor may not be able to open the site. 




HDEC Application Tips
05/Mar/2021
Page 2 of 2

[image: image1.png]