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PURPOSE
Informed consent is the process by which a subject voluntarily confirms their willingness to participate in a particular trial after having been informed of all aspects of the trial that are relevant to the subject’s decision to participate in the trial.  Informed consent is documented by a written, signed and dated informed consent form (ICF).
This standard operating procedure (SOP) describes the procedure for developing the ICF and conducting informed consent. 
SCOPE
This SOP is applicable to all persons responsible for developing the informed consent form and/or responsible for conducting informed consent of subjects participating in trials.
REFERENCES
[bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
NHMRC National Statement on Ethical Conduct in Human Research (2007) - Updated March 2014.
Medicines Australia guidelines for compensation for injury resulting from participation in a company sponsored clinical trial.
http://medicinesaustralia.com.au/issues-information/clinical-trials/indemity-and-compensation-guidelines/
DEFINITIONS
Author: lndividual(s) appointed to write a document.
Investigational Product (IP): includes any investigational medicine, medical device, complementary medicine, comparator/s or placebo that is to be used during the clinical trial.  This also includes all previously stated products if they have a marketing authorisation, when used or assembled in a way different from the approved form or different from the approved indication.
Lead site: Site responsible for making an ethics application and submission on behalf of all other sites.
Investigator:  A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a trial at one or more sites.
Appendices
Appendix A – Informed Consent Form Checklist
Appendix B – Example Witness Signature Block 
procedure
Developing an Informed Consent Form (ICF)
The PI is responsible for the development of the ICF and may delegate its preparation to appropriately qualified staff, designated as author.
The author may develop an ICF using:
An informed consent template from the approving Human Research Ethics Committee (HREC), or
Standardised Participant Information and Consent Forms templates obtained from NHMRC Human Research Ethics Portal website: http://hrep.nhmrc.gov.au/toolbox/standardised-forms 
Templates are designed to be a starting point and jurisdiction-specific and trial-specific information should be added as necessary and sections that are not applicable may be removed as needed.  The contents should always be reviewed with the elements in Appendix A.
For a multi-site submission, the lead site will consult with the other sites to review the ICF which will be the master ICF. 
The PI will be responsible for reviewing the ICF and if required, ensure a review by the sponsor.  The PI or designee will complete the ICF checklist in Appendix A to document their review of the ICF. 
Formatting and other requirements
When developing the ICF from the standardised templates the ICF should contain all elements as detailed to ensure that research subjects have sufficient information to make a fully informed and free decision about whether to participate in the research clinical trial. 
The following formatting should also be applied:
Use of 12 point font is recommended.  Larger type may be necessary for elderly or visually compromised Subjects.  Avoid italics or ornate type.
Use of questions or headings to highlight the various elements is strongly recommended. 
Use of bullets, tables, and charts is also recommended. 
Use of ‘white space’ makes the document easier to read.
 HREC Approval of ICFs
After the PI has completed their documented review of the ICF, the ICF may be submitted to the HREC for approval as per SOP: Human Research Ethics Committee Submission and Approval.
If the HREC requests revisions to the ICF, the PI will ensure that the ICF and version date of the document are revised accordingly prior to resubmission to the HREC for approval.
Any modification to the protocol or investigator’s brochure which affects the subject’s safety or welfare or may influence the subject’s decision to remain in the trial necessitates a revision to the ICF.  The revised ICF must be submitted to the HREC for approval as per sections 6.3.1.
Quality Control
An ICF checklist will be completed for the master ICF prior to HREC submission.  
A new ICF checklist will only be used to review amended ICFs (previously HREC approved) if deemed required by the PI.
Site specific ICF checklists will be used where the changes are more than administrative (i.e. site specific information).  These must be completed prior to HREC submission.  Where the only change to the site specific ICF is to include site specific information, the site name and ICF version will be listed on the master ICF checklist under the “Checklist Applicable To” section.
Completed ICF checklists will be filed as per SOP: Essential Trial Documents and Trial Master File.
Version Control and Filing of ICFs
All versions of an ICF must be uniquely identifiable through a version date which should be detailed on each page of the ICF.  The following process should be applied: 
All ICFs will contain at a minimum the protocol number and version date in the footer of each page. 
All site-specific ICFs will contain the investigator name in the document. 
All site specific ICFs that are based on the reviewing HREC approved master ICF should contain the following statement “Based upon <insert HREC name> approved master ICF Version dated DD-MMM-YYY> or similar reference.
If required, an ICF tracking system will be developed, implemented and maintained by the PI or designee.  
Paper copies of each final HREC/Research Governance Office approved ICF(s) and the respective completed ICF checklist(s) will be filed in trial master file (TMF) as per SOP: Essential Trial Documents and Trial Master File.
Signature of Witness to Consent Interview 
A witness signature is not required by law, but may be required by the site.  The signature should be prefaced by a statement indicating what is being witnessed.  An example is provided in Appendix B.
Conducting Informed Consent 
Prior to the beginning of the trial, the investigator must have the HREC’s written and dated approval for the submitted ICF to be provided to subjects. 
Any revisions to the ICF must be approved in writing by the HREC before they are provided to subjects.
Neither the investigator nor trial staff will coerce or unduly influence a subject to participate or continue participation in a trial.
Language used in the oral and written informed consent should be non technical where possible and easily understood by lay persons.
The investigator or designee will provide the subject or subject’s legally acceptable representative with sufficient time and opportunity to enquire about details of the trial and to decide whether or not to participate.
The investigator or designee will answer all questions raised to the satisfaction of the subject, or subject’s legally acceptable representative.
The ICF must be personally signed and dated by the subject, or subject’s legally acceptable representative and by the person conducting the informed consent.
If the subject or subject’s legally acceptable representative is unable to read, an impartial witness should be present during the entire consent process and after their oral consent, the witness should sign and date the ICF.
The investigator will provide the subject with a copy of the completed ICF.
When a clinical trial includes subjects who can only be enrolled with the consent of the subject’s legally acceptable representative (e.g. minors, patients with dementia, etc.), the subject should be informed of the trial to the extent compatible with their development and knowledge and if capable, the subject should sign and personally date the written ICF.
Filing
Final Versions of the ICF will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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	Sponsor:


	Protocol No.:


	Master ICF (please circle) :	Yes	No

	If no: Principal Investigator: 			Site No / Name: 

	Version Date of ICF being reviewed:


	
	Section 4.8 of ICH-GCP
	Yes
	No
	N/A

	1. 
	Trial involves research
	
	
	

	2. 
	Purpose of the trial 
	
	
	

	3. 
	Trial treatments and probability for random assignment
	
	
	

	4. 
	Trial procedures including all invasive procedures and possible discomforts
	
	
	

	5. 
	Subject’s responsibilities (demands of the trial)
	
	
	

	6. 
	Aspects of the trial that are experimental
	
	
	

	7. 
	Foreseeable risks or inconveniences to subject and, when applicable to an embryo, foetus or nursing infant
	
	
	

	8. 
	Benefits.  If none, subject should be made aware
	
	
	

	9. 
	Alternative procedures or courses of treatment & their benefits/risks
	
	
	

	10. 
	Compensation and/or treatment in event of trial related injury (Medicines Australia Guidelines for Compensation statement)
	
	
	

	11. 
	Anticipated prorated payment to the subject – if any
	
	
	

	12. 
	Anticipated expenses to the subject – if any
	
	
	

	13. 
	Participation is voluntary and that the subject may refuse to participate or withdraw from the trial at any time without penalty or loss of benefits to which the subject is otherwise entitled
	
	
	

	14. 
	Monitors, auditors, HREC, regulatory authorities, etc granted direct access to records & by signing consent access is authorised
	
	
	

	15. 
	Confidential records, subject’s identity confidential
	
	
	

	16. 
	Subject informed if new information available
	
	
	

	17. 
	Person to contact for further information or in event of trial related injury
	
	
	

	18. 
	Circumstances/reasons for subjects participation in trial terminated
	
	
	

	19. 
	Duration of trial participation
	
	
	

	20. 
	Approximate number of subjects in trial
	
	
	

	21. 
	None of the oral and written information concerning the trial, including the written informed consent form, should 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 for negligence
	
	
	

	22. 
	The language used in the oral and written information about the trial, including the written informed consent form, should be as non-technical as practical. It should be understood by the subject or the subjects legally acceptable representative/the impartial witness where applicable (i.e. written at Grade 8 reading level or below) and include Australian spelling of words.
	
	
	

	
	General
	Yes
	No
	N/A

	1. 
	There is a statement in the ICF stating that details of the clinical trials are on a publically accessible database. 
For example: “A description of this clinical trial will be available on www.anzctr.org.au. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time”
	
	
	

	2. 
	All ICFs - header or footer – typed in and not an automatic field, no file path in the footer. Must contain at minimum protocol number and version date on every page. 
If site specific, the document must contain the Investigator’s name.
If site specific and based on a master HREC approved template should contain “Based upon <insert HREC name> approved Master Subject Information/Informed Consent Form Version X, dated DD-MMM-YYY” or similar
	
	
	

	3. 
	All information is identical to the protocol requirements e.g. visit schedule, procedures, treatment
	
	
	

	4. 
	Print the information sheet and consent form on appropriate site letterhead (if site requirement) OR identify the name of the site on the top of the first page
	
	
	

	5. 
	Title of the trial and trial number, page 1
	
	
	

	6. 
	Name of principal investigator, page 1
	
	
	

	7. 
	Name of trial sponsor, page 1. 
	
	
	

	8. 
	Pages numbered appropriately (page X of Y) in the footer
	
	
	

	9. 
	Ensure the proper use of names of institutions, sites; sponsor, etc avoid using acronyms or abbreviations.
	
	
	

	10. 
	Ensure the Information sheet is written consistently in the second person (“you” /“your”)
	
	
	

	11. 
	The consent portion should be written in the first person singular (“I”, “me”, “my”) and should indicate that the subject understands and agrees to participate in the research.
	
	
	

	12. 
	Ensure that a thorough check for spelling, punctuation, and grammar (including consistency in the use of “you/I”). 
	
	
	

	13. 
	Research subjects must be informed if their physician will receive a fee for enrolling them in a trial
	
	
	

	14. 
	Ensure sufficient space is provided for both the printed name and signature of each person completing the consent forms, together with the date of each signature
	
	
	

	15. 
	Include a sentence in the consent form stating that I will receive a signed copy of this form
	
	
	

	16. 
	Include a sentence in the consent form stating that I have read or have had read to me & understood information and had the opportunity to ask questions
	
	
	

	17. 
	Signature section adequate for type of trial
	
	
	

	18. 
	Possible outcomes of the research (including the likelihood and form of publication of research results) as per NHMRC template
	
	
	

	19. 
	Able to choose not to participate in a sub-study, genetic testing etc. 
	
	
	

	
	Confidentiality
	Yes
	No
	N/A

	1. 
	Describe procedures to ensure confidentiality of data and anonymity of Subjects.  Provide information on length of retention and security of data.  If information will be released to any other party for any reason, state the person/agency to whom the information will be released, the nature of the information, and the purpose of the disclosure.
	
	
	

	2. 
	Data protection statement included in line with country law
	
	
	

	
	Genetics and Tissue Banking
	Yes
	No
	N/A

	1. 
	For studies involving genetic research or banking of tissue, inform the subject how long the sample will be stored; explain that the sample will be used for genetic research; explain who has control and ownership of the sample (e.g. “The analysis of your DNA sample may contribute to the creation of commercial products from which you will receive no financial benefit.”); inform subject whether they will  have access to genetic information; and indicate whether there may be a future secondary use of sample.
	
	
	

	2. 
	For protocols containing sub-studies involving genetic research or banking of tissue, a separate consent is required, either as a separate section following the main trial consent form, or as a stand-alone consent form.
	
	
	


	Informed consent form prepared by (author):

	Name:
	Title:

	Signed:

	Date:

	Checklist completed by:

	Name:
	Title:

	Signed:

	Date:

	Final Version Date of Informed Consent Form approved:
Site name, ICF Version


	Checklist Applicable To:
Site name, ICF Version 
Site name, ICF Version 
Site name, ICF Version etc.



	
Comments:
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Signature of Witness to Consent Interview:

My signature as witness certifies that I witnessed the “Consent Interview” for the research trial named above in this document.  I attest that the information in this information sheet and consent form was explained to, and apparently understood by, the Subject (or the Subject’s legally authorized representative). The subject has had sufficient time to ask questions. 

	______________________________________
	Full name of witness (printed)

	_______________________________________	____________________
	Signature							Date

Signature of Witness to Subject’s Signature:

My signature as witness certifies that I witnessed the subject (or the subject’s legally authorized representative) voluntarily sign this consent form in my presence. The subject has had sufficient time to ask questions.

______________________________________
	Name of witness (printed)

	_____________________________________			_______________
	Signature							Date

Signature of Investigator:

In my judgement, the subject is voluntarily and knowingly giving informed consent and possesses the legal capacity to give informed consent to participate in this research trial. The subject has had sufficient time to ask questions.

______________________________________
	Full name of Investigator (printed)

	______________________________________			_______________
	Signature of Investigator					Date
NOTE:  The signature must be a Medical Doctor if the trial involves a medical act.






	Informed Consent: Appendix B Example Witness Signature Block
[bookmark: _GoBack]_ Sept 2019  developed by Clinical Network Services (CNS) Pty Ltd
	Page 9 of 9



