
Example

Participant Information Sheet and Informed Consent Form Checklist

	Protocol Number:
	
	Review Date:
	

	Reviewed By

	Name:

	Role:

	PIS/ICF Version Reviewed: 

	Type of review conducted:

	Protocol/Template Review:    FORMCHECKBOX 

	Site specific review:    FORMCHECKBOX 


	Site Name: 
	
	Site Number:
	

	Principal Investigator (PI):


	REQUIRED ELELMENTS
	YES
	NO
	N/A
	COMMENTS

	1. A statement that the clinical trial involves research
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2. The purpose of the trial
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3. A statement detailing treatment and the probability for random assignment to treatment (if a randomised trial).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4. Description of the trial procedures to be followed, including all invasive procedures
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	5. Details on subject’s responsibilities
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	6. The aspects of the trial that are experimental
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	7. Description of reasonably foreseeable risks or inconveniences to the subject (or embryo, nursing infant or foetus when applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8. A description of any benefits to the subject or to others reasonably expected from the research. If there is no benefit the subject should be made aware of this
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	9. A statement that the trial may involve risks that are currently unforeseeable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	10. Disclosure of appropriate or advantageous alternative treatment or procedures, if any, and their potential benefits and risks
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	11. Explanation of compensation available if injury occurs and what it consists of
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	12. The anticipated prorated payment, if any, to the subject for their participation in the trial
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	13. The anticipated expense, if any, to the subject that may result from participation in the trial
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	14. A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	15. A statement that the monitors, auditors, HREC, and regulatory authorities (eg TGA, FDA) will be granted direct access to the subjects original medical records for verification of trial procedures and/or data, without violating the confidentiality of the subject, to the extent permitted by the applicable laws and regulations and that by signing a written informed consent form, the subject (or their legally acceptable representative) is authorising such access
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	16. A statement that records identifying the subject will be kept confidential, and to the extent permitted by the applicable laws and regulations, will not be made publicly available
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	17. A statement that if the trial results are published the subject’s identity will remain confidential
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	18. A statement that personal data may be collected, reported and transferred within and outside of Australia as required for conduct of the trial
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	19. A statement that significant new findings (such as new risks identified during the trial or anything that may affect their willingness to continue participation) will be conveyed to the subject
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	20. Who to contact for answers to pertinent questions about the trial and/or the Subject’s rights
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	21. Who to contact regarding a research-related injury
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	22. Explanation if medical treatment is available if injury occurs and what it consists of
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	23. Where to obtain further information (refer to Medicines Australia Guidelines)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	24. A Statement that that indicates the foreseeable circumstances and/or reasons under which the subject's participation may be terminated by the Investigator, without regard to Subject's consent
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	25. Consequences of a Subject's decision to withdraw and procedures for orderly termination of participation by the subject
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	26. The expected duration of subject participation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	27. The approximate number of subjects involved in the trial
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	28. A statement that the subject will be provided with a copy of the signed informed consent form
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	29. If the subject has a primary care physician, a statement asking for agreement to notify them of subject study participation should be present.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	30. The information given to the Subject is in lay terms and in a language understandable to the Subject
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	31. Information including the informed consent form given to the Subject does not contain any language that causes the subject or the subject’s legally acceptable representative to waive or to appear to waive any legal rights, or that releases or appears to release the investigator, the institution, the sponsor or their agents from liability or negligence
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	32. A statement that the informed consent form will have the written approval of the HREC
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	33. A statement regarding financial compensation to investigators and their institution
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	34. A place for the research subject (or legally authorised representative) to personally sign and date
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	35. A place for the person conducting the consent discussion to personally sign and date
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	36. Protocol title and number are correct throughout
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	37. The footer on each page includes page number and total number of pages
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	38. A version identifier (either date or version and date) is included in footer on each page and is correct at each use
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	39. Footer includes reference to protocol on each page
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	40. Footer includes name of PI and hospital/site/clinic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	41. All pages are present
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Author of Informed Consent Form:
	Name: 

	Signature: 
	Date: 

	Reviewer Signature: 
	Date: 

	Approved:       Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	Comments:
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