
INFORMED CONSENT OBSERVATION TOOL                       


	Employee Name:
	

	Supervisor Name:
	

	Observation Date:
	

	Observation Performed By: 
	

	Study Name/Title & IRB #:
	



INSTRUCTIONS: This worksheet can be used to assess study team member proficiency in facilitating informed consent discussions for the purposes of training, performance evaluation and professional development. As appropriate, the contents should be modified per applicable departmental, sponsor/funding agency, and/or protocol-specific requirements.  

To be effective, individuals performing the observation (hereinafter ‘observer’) should:
· Have sufficient experience in facilitating informed consent discussions to evaluate the criteria described below.
· Have access to (or be provided a copy of) the current version of the IRB-approved protocol and consent form(s). Note: Observers do not need to be IRB-approved as members of the study team, provided they do not engage in the informed consent process. Alternately, when necessary, guest access can be provided to observers by current study team members using the ‘Manage Guest List’ activity in Click IRB. A study’s guest list can be updated readily and provides read-only access to all approved study documents in Click IRB. 
· Be willing and able to step in and address general issues or questions regarding the consent process, should the need arise (as appropriate, given the observer’s role and whether or not they are part of the study team). Meeting ethical and regulatory requirements related to the informed consent process should take precedent over the needs of the observation/evaluation.
· Debrief with the team member being observed at a mutually convenient time, following the consent discussion, to review the observation findings. Both strengths and areas/components that could be improved upon should be reviewed. Remedial training and follow-up observations should be suggested/required as appropriate. Remediation resources available through the Office for Human Subject Protection’s (OHSP) Informed Consent Resources, Training Framework, on-demand UR-HRPP Educational Forums, and A-Z Resource Index.

Prior to observing a team member facilitate an informed consent discussion (hereinafter ‘team member’), the individual performing the observation and assessment should: 
· Introduce themselves to the potential study subject (hereinafter ‘subject’ including, as appropriate, the potential subject and/or the potential subject’s parent, legal guardian, or legally authorized representative); 
· Explain their role, the reason for their presence and what information they may record during the observation (i.e., written notes regarding the team member’s performance; not identifiable information about the potential subject, nor their willingness to participate in the research); and
· Confirm the subject’s agreement to allow the observation. Observations should not be performed if the subject is not in agreement.   

NOTE: Components listed with an asterisks (*) below are specifically required per regulatory requirement and/or institutional policy, i.e., 45CFR46, 21CFR50, NYS Civil Rights Law Section 79-L,  OHSP Policy 701 Informed Consent, OHSP Policy 901 Investigator Responsibilities, or as otherwise indicated. 
Observation of Consent Discussion
☐	Team member has been approved by the IRB as study staff. * 
☐	Team member has been delegated the responsibility for obtaining informed consent, as evidenced by the Delegation of Authority (DoA) log. 
*This requirement only applies when the research is FDA-regulated or when a study team voluntarily chooses to maintain a DoA log for non-FDA regulated research.
☐	Team member introduced themselves and described their role to the subject.
☐	Environment/setting was appropriate for engaging in a consent discussion.
☐	The current, IRB-approved version of the consent/permission/assent form was used to facilitate the consent discussion. *
	Elements of Consent


The following elements of consent were explained in sufficient detail. *
*Note: Required elements of consent vary by study. The elements of consent identified below are required when they appear in the current, IRB-approved version of the consent form. Prior to performing the observation, observers may wish to modify the list of consent elements below to be consistent with the contents of the current, IRB-approved version of the consent form.
☐	Study involves research
☐	Purpose of the research
☐	Study procedures
☐	Distinguish between routine procedures (standard practices/regular care) and study procedures
☐	Randomization
☐	Use of placebo and probability or assignment
☐	Blinding and conditions for breaking the blind
☐	Experimental nature of test article/procedures
☐	Description and purpose of genetic testing, the opportunity to seek genetic counseling prior to consent and the meaning of a positive result (including the level of certainty)
☐	Potential for whole genome sequencing
☐	Purpose and risk of HIV-related testing, including statements regarding the return of results, availability of anonymous testing side the context of the research, counseling and referral following positive test results, and the confidentiality of such testing under NYS law
☐	Duration of participation
☐	Number of subjects
☐	Risks and discomforts
☐	Unforeseeable risks
☐	Alternatives to participation
☐	Costs to subjects
☐	Payment, incentives & expense reimbursements
☐	Study sponsorship
☐	Conflicts of interest
☐	Commercial profit
☐	Circumstances for withdrawal by Investigator or Sponsor
☐	Consequences of subject withdrawal
☐	Disclosure of new findings
☐	Disclosure of clinically relevant research results
☐	Confidentiality of records/HIPAA authorization
☐	Compensation for injury
☐	Future use of collected information and/or biospecimens
☐	Contact persons
☐	Voluntary participation
	Subject Comprehension & Protocol Compliance


Team member…
☐	Used appropriate terms in a language understandable to the subject. *
☐	Communicated information in an organized manner (i.e., in a manner that facilitates comprehension and decision-making). *
☐	Communicated in a manner that was free of coercion and undue influence.
☐	Listened and responded to the potential subject’s questions/concerns.
☐	Modulated their tone, rate of speech and body language to facilitate the exchange of information.
☐	Assessed the subject’s comprehension and provided clarification, as appropriate.
☐	Provided sufficient opportunity for the subject to discuss their participation, read the consent form, and consider participation.
☐	Complied with the consent process described in the current version of the IRB-approved protocol.
	Additional Notes Re: Observation of Consent

	

	

	

	

	

	


Documentation of Consent
☐	The current, watermarked, IRB-approved version of the consent/permission/assent form, with the first page on letterhead, was used to document consent. *
*Note: ‘Current’ means the most up-to-date version of the document, without any handwritten revisions.
☐	Consent/permission/assent was obtained from the appropriate individual. *
☐	The subject signed and dated the form using indelible ink.
☐	The team member signed and dated the form using indelible ink.
☐	Both the subject and team member accurately dated the form.
☐	The subject completed all checkbox/initial fields.
☐	The subject was provided a copy of the entire signed consent form.
☐	The team member maintained a copy of the entire, original signed consent form.
	Additional Notes Re: Documentation of Consent

	

	

	

	

	

	


Debrief
	Date of Debrief:
	



	Areas of Strength:

	

	

	

	

	

	



	Areas in Need of Improvement:

	

	

	

	

	

	



	Suggested Remedial Actions/Training:
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