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HDEC Informed Consent Checklist

Features of informed consent should:
Note: this is a guidance document to check your PIS/CF meets ethical standards and may not cover all aspects of a study.
	Explain the study, including:
	Yes
	No
	N/A

	the purpose of the study, including its expected contribution to knowledge and its potential benefits to communities
	
	
	

	how the study meets the best intervention and equipoise standards
	
	
	

	the purpose and practical significance of the use of randomisation, blinding or placebos, as relevant
	
	
	

	the nature and sources of funding of the study, the institutional affiliations of the investigator(s), and who can be contacted to answer questions and how to contact them
	
	
	

	the study’s status, with a current approval from an ethics committee
	
	
	

	chance of randomisation
	
	
	

	why the participant was chosen
	
	
	

	alternative forms of treatment to study participation
	
	
	

	number of participants expected to be in the study
	
	
	


	Describe what the study involves, including:
	Yes
	No
	N/A

	what will be done in the study, including how participation in it will differ from not being in the study
	
	
	

	the time involved in participation (eg, the number and duration of any visits to the research centre, and the expected finishing date of the study)
	
	
	

	the purpose and expected number of any extra tests to be performed during the study
	
	
	

	the trial treatment(s)
	
	
	

	the participant’s responsibilities
	
	
	

	when a procedure has no clinical benefit, is this clear?
	
	
	

	risk of radiation
	
	
	


	Health information and study data
	Yes
	No
	N/A

	outline participants access to their own data during the study
	
	
	

	what happens to data if a participant withdraws?
	
	
	

	who will have access to data during study and after, and will it be identifiable?
	
	
	

	how long the health data will be stored?
	
	
	

	how will unexpected/incidental results be communicated?
	
	
	

	is there video? Will this be de-identified?
	
	
	


	Human tissue
	Yes
	No
	N/A

	outline participants access to their tissue during the study
	
	
	

	what happens to tissue if a participant withdraws?
	
	
	

	is tissue going overseas? Is the location included?
	
	
	

	what tests are conducted on the tissue?
	
	
	

	who will have access to tissue?
	
	
	

	how long the tissue will be stored?
	
	
	

	how will tissue be disposed?
	
	
	

	how will unexpected results or findings be communicated / managed?
	
	
	

	are cultural considerations relating to use of tissue outlined?
	
	
	

	explain concepts like genetics if relevant
	
	
	


	Outline potential benefits, risks and compensation, covering:
	Yes
	No
	N/A

	foreseeable risks, side-effects, discomforts and possible direct benefits of study participation, including any risks or benefits to the health of a participant’s family members, any potential impact on existing health insurance cover
	
	
	

	‘Benefits’ follow ‘risks’ and are brief to avoid coercion.
	
	
	

	arrangements for personal compensation for injury, including whether the study is covered by the Accident Compensation Act 2001, outline the scope of coverage and process for applying for compensation for commercially sponsored trials
	
	
	

	payments or other forms of reimbursement, if any, provided in recognition of participation
	
	
	

	the extent of the investigator’s responsibility to ensure that care is provided to participants during the study
	
	
	


	Explain the rights of participants, covering:
	Yes
	No
	N/A

	the voluntary nature of participation, including that they are free to decline to participate or to withdraw from the research at any practicable time, without experiencing any disadvantage
	
	
	

	the fact that participants have the right to access information about themselves collected as part of the study
	
	
	

	the fact that participants will be told of any new information about adverse or beneficial effects related to the study that becomes available during the study that may have an impact on their health
	
	
	

	what provision will be made for the privacy and confidentiality of individuals
	
	
	


	Describe what will happen after the study, covering:
	Yes
	No
	N/A

	whether any study intervention will be available to participants after the study and, if so, under what conditions (including any cost to them)
	
	
	

	how study data will be stored and for how long, whether the data will be retained for possible future use, who will be responsible for their secure storage and how they will be destroyed
	
	
	

	whether any biological specimens collected during the research will be destroyed at its conclusion and, if not, details of their storage and possible future use
	
	
	

	how the study findings will be communicated on completion of the study, including to participants, and in what expected timeframe.
	
	
	


	General Considerations:
	Yes
	No
	N/A

	has the PIS got footers, headers and page numbers?
	
	
	

	version number of PIS?
	
	
	

	is the language used appropriate for the reader?
	
	
	

	pregnancy statement, if there are risks involved for a foetus
	
	
	

	explanation of jargon or technical terms
	
	
	

	short lay language title
	
	
	

	contact details for support persons and or Maori contacts
	
	
	

	does the PIS have clear formatting: bullet points, use of white space
	
	
	

	Is the length appropriate? Remove duplication or repetition of information
	
	
	

	only offer an interpreter if you have one available
	
	
	

	only have a yes / no option if the statement is truly optional
	
	
	

	Official study title for internet search (plus website where trial is registered)
	
	
	


	Future Unspecified Research (FUR) and Biobanking

*note these are requirements for FUR
	Yes
	No
	N/A

	an indication of the type and nature of the research to be carried out and its implications for the donor, where possible, and an explanation of why the potential donor is being approached for their tissue and specifically what tissue is being sought.
	
	
	

	known possible researchers or institutions that might use the tissue sample, if possible.
	
	
	

	whether the donor’s sample is going to be, or is likely to be sent overseas, and where possible, to what country or countries.
	
	
	

	acknowledgement that all future unspecified research in New Zealand will be subject to ethical review. However, when a tissue sample is sent overseas, unless it is sent in conjunction with a New Zealand research project, future research is likely to be considered by an overseas ethics committee without New Zealand representation.
	
	
	

	whether the donor’s identity and details will remain linked with the sample or whether the sample will be de-linked.
	
	
	

	a statement that if a donor consents to a tissue sample being unidentified or de-linked, they relinquish their right to withdraw consent in the future.
	
	
	

	whether the donor may be contacted in the future regarding their tissue sample. Whether or not, and under what circumstances, information about the future unspecified research will be made available to the donor and/or (where relevant) their clinician.
	
	
	

	acknowledgement that the donor will not own any intellectual

property that may arise from any future research.
	
	
	

	whether there is provision to withdraw consent for the use of human tissue samples in the future. Where there is provision to withdraw consent, only tissue samples remaining at the time of a request to withdraw and any information held for future unspecified research may practically be withdrawn. Tissue samples or information used in research before the request to withdraw is received is unlikely to be able to be returned or

destroyed.
	
	
	

	acknowledgement that the donor’s decision regarding the consent for use of their tissue sample for unspecified future research will in no way affect the quality of a donor’s current or future clinical care.
	
	
	

	where and for how long a tissue sample will be stored, how it will be disposed of and whether there is a cultural protocol for its disposal. For example, information about the institution holding the tissue sample: its aims, research procedures and research governance.
	
	
	

	whether or not tissue samples could be provided to other researchers and institutions, and whether or not such provision could include sending samples to other countries
	
	
	

	whether or not collected samples will be provided to commercial biomedical companies or will be used in commercial research collaborations, if known.
	
	
	

	what provisions will be made to ensure patient confidentiality.
	
	
	

	that different cultural views may inform choice about donation of tissue; for example, for some Maori, human tissue contains genetic material that is considered to be collectively owned by whanau, hapu and iwi.
	
	
	

	that cultural concerns may arise when tissue samples are sent overseas, including how tissue samples are stored and disposed of. Processes for monitoring and tracking what happens to samples may not be acceptable to donors.
	
	
	

	that donors may want to discuss the issue of donation with those close to them, for example; family, whanau, hapu and iwi.
	
	
	

	Note: FUR must be listed as OPTIONAL and must be distinct from the main study – this can either be a separate PIS (if there is substantial information that warrants it) or it can be a separate consent area on the consent form (if the additional tests are optional but not that different from the primary study).

HDEC has a preference for separate PIS/CF for optional sub studies, FUR or bio banking as the information required is often different to the main study.

For more information see the Guidelines for Future Unspecified Research http://www.health.govt.nz/publication/guidelines-use-human-tissue-future-unspecified-research-purposes-0  





Please review the HDEC template for examples of formatting, headings and layout at http://ethics.health.govt.nz/home 
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