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	PURPOSE AND APPLICABILITY	

[bookmark: _Hlk130201167]This worksheet assists researchers, IRB members, and HSD staff by providing a list of: (1) the characteristics and elements of consent required by federal regulation, state law, and UW policy; and (2) the criteria that the IRB must apply when deciding whether to grant waivers and alterations related to consent, parental permission, and documentation. Detailed information about consent characteristics, elements, and waivers can be found in the HSD guidance on Designing the Consent Process. 
For multi-institutional research, some elements may vary at non-UW sites due to UW IRB policy. In addition, non-UW sites may have additional required elements of consent due to state law or local policies.
[bookmark: _Hlk113446036]This worksheet does not address consent requirements for: (1) the emergency medicine research exception to informed consent (EFIC); (2) single patient emergency use of an investigational drug or device; (3) single patient compassionate use of a device; (4) clinical use of a Humanitarian Use Device (HUD); (5) Department of Defense (DoD) research; or (6) Department of Justice (DoJ) research. 

	CONTEXT
Consent means the process and (when there is one) the form used to obtain and document the informed consent of research participants. The characteristics and elements described below apply to consent as a whole, not just the consent form. If there is no consent form, the characteristics and elements must be present in the consent process. 

	REGULATIONS
Common Rule (CR) regulations apply to all studies, regardless of funding/support, per UW IRB policy. For studies approved prior to January 21, 2019, some of the requirements may not apply and some options may not be allowed, as indicated below.
Food and Drug Administration (FDA) regulations apply only to studies regulated by the FDA.

	CONTENTS	

General Requirements for Consent and Parental Permission
Elements of Consent and Parental Permission
Conditions for Waiving/Altering Consent/Permission and Waiving Documentation of Consent/Permission
Requirements for Written Consent Materials

1. GENERAL REQUIREMENTS FOR CONSENT AND PARENTAL PERMISSION
	The regulations do not describe any characteristics of assent from children
	Requirements
	Regulatory Citation
	Met

	1.1     Legally effective in research location(s).
	CR 46.116(a)(1)
FDA 50.20
	☐

	1.2     Consenting circumstances minimize the possibility of coercion or undue influence.
	CR 46.116(a)(2)
FDA 50.20
	☐

	1.3     Sufficient opportunity to discuss with and ask questions of the study team. Sufficient opportunity to consider whether or not to participate.
	CR 46.116(a)(2)
FDA 50.20
	☐

	1.4 Begin the consent with a concise and focused presentation of the key information that is most likely to assist a prospective subject in understanding the reasons why one might or might not want to participate. This must be organized and presented in a way that facilitates comprehension.
Not required for studies approved before 1/21/19
	CR 46.116(a)(5)(i)
FDA n/a
	☐

	1.5     Provide the information that a reasonable person would want in order to decide whether or not to participate.
Not required for studies approved before 1/21/19
	CR 46.116(a)(4)
FDA n/a
	☐

	1.6     Consent as a whole presents information in sufficient detail and in a way that facilitates understanding about why an individual may want or not want to participate. 
Not required for studies approved before 1/21/19
	CR 46.116(a)(5)(ii)
FDA n/a
	☐

	1.9     No exculpatory language through which the subject is made to waive or appear to waive any of the subject’s legal rights or releases or appears to release the researcher, sponsor, institution or its agents from liability of negligence.
	CR 46.116(a)(6)
FDA 50.20
	☐

	1.10  The information is provided in a language understandable to the prospective subject. 
	CR 46.116(a)(3)
FDA 50.20
	☐



2. ELEMENTS OF CONSENT AND PARENTAL PERMISSION
	The regulations do not describe any required elements of assent from children

	Required Common Rule/FDA Elements
These elements must be included for all research, unless waived by the IRB. 
	Regulatory Citation
	Met

	2.1     Statement that the activity is research.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	2.2     Explanation of the research purpose.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	2.3     Statement that participation is voluntary. 
	CR 46.116(b)(8)
FDA 50.25(a)(8)
	☐

	2.4     Statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled. 
	CR 46.116(b)(8)
FDA 50.25(a)(8)
	☐

	2.5     Statement that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
	CR 46.116(b)(8)
FDA 50.25(a)(8)
	☐

	2.6     Description of study procedures.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	2.7     Identification of procedures which are experimental.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	2.8     Expected duration of subject’s participation.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	2.9     Description of any reasonably foreseeable risks or discomforts to the subjects.
	CR 46.116(b)(2)
FDA 50.25(a)(2)
	☐

	2.10   Disclosure of appropriate alternative procedures or treatments, if any that might be advantageous to the subject.
	CR 46.116(b)(4)
FDA 50.25(a)(4)
	☐

	2.11   Description of any benefits to the subject or others which may reasonably be expected.
	CR 46.116(b)(3)
FDA 50.25(a)(3)
	☐

	2.12   Description of the extent, if any to which the confidentiality of records identifying the subject will be maintained.
	CR 46.116(b)(5)
FDA 50.25(a)(5)
	☐

	2.13   If the research involves the collection of identifiable private information or identifiable specimens, include one of two possible required statements about the possibility of secondary research.
Not required for studies approved before 1/21/19
	CR 46.116(b)(9)
FDA n/a
	☐

	2.14   For research with more than minimal risks, explanation as to whether any compensation and/or medical treatments are available if injury occurs, and if so, what they consist of or where further information may be obtained.  
	CR 46.116(b)(6))
FDA 50.25(a)(6)
	☐

	2.15   Who to contact for answers to questions about the research. 
	CR 46.116(b)(7)
FDA 50.25(a)(7)
	☐

	2.16   Who to contact in the event of a research-related injury.
	CR 46.116(b)(7)
FDA 50.25(a)(7)
	☐

	2.17   Who to contact with questions about subjects’ rights.
	CR 46.116(b)(7)
FDA 50.25(a)(7)
	☐



	Additional Common Rule/FDA Elements 
When applicable, these elements must be included for all research unless waived by the IRB. It is not necessary to include/waive them if they don’t apply.
	Regulatory Citation
	Met

	2.18   Information about the reasonably foreseeable impact of the research on the fetus or neonate.
UW IRB policy - applies to all research involving pregnant women
	Subpart B 46.204(f)
	☐

	2.19   Statement that the particular treatment or procedure may involve currently unforeseeable risks to the subject (or embryo/fetus).
	CR 46.116(c)(1)
FDA 50.25(b)(1)
	☐

	2.20   Each prisoner is informed, in advance, that participation in the research will have no effect on their parole. 
UW IRB policy - applies to all research involving interaction, intervention or direct observation of prisoners.
	Subpart C 46.305(a)(6)
	☐

	2.21   For FDA-regulated studies, a statement indicating that the U.S. Food and Drug Administration (FDA) may review the study data, including identifying information. 
	CR n/a
FDA 50.25(a)(5)
	☐

	2.22   Statement that significant new findings developed during the research which may relate to willingness to continue participation will be provided to the subject.
	CR 46.116(c)(5)
FDA 50.25(b)(5)
	☐

	2.23   The consequences of a subject’s decision to withdraw and the procedures for orderly termination. 
	CR 46.116(c)(4)
FDA 50.25(b)(4)
	☐

	2.24   Description of circumstances under which the subject’s participation may be terminated by the investigator.
	CR 46.116(c)(2)
FDA 50.25(b)(2)
	☐

	2.25   Statement that the subject’s biospecimens may be used for commercial profit and whether the subject will or will not share in this commercial profit.
Not required for studies approved before 1/21/19
	CR 46.116(c)(7)
FDA n/a
	☐

	2.26   For research involving biospecimens, statement whether the research will or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).
Not required for studies approved before 1/21/19
	CR 46.116(c)(9)
FDA n/a
	☐

	2.27   Statement whether clinically relevant research results, including individual research results, will be disclosed to subjects and if so, under what conditions. 
Not required for studies approved before 1/21/19
	CR 46.116(c)(8)
FDA n/a
	☐

	2.28   Any additional cost to subjects that may result from the research participation.
	CR 46.116(c)(3)
FDA 50.25(b)(3)
	☐

	2.29   ClinicalTrials.gov statement for studies that are considered by the FDA to be applicable clinical trials and for NIH-funded clinical trials.
	CR n/a
FDA 50.25(c) 
NIH condition of award
	☐

	2.30   Approximate number of subjects in the study.
	CR 46.116(c)(6)
FDA 50.25(b)(6)
	☐



	Other Regulatory Elements
Apply when particular agencies are funding/supporting the study.
	Regulatory Citation
	Met

	2.31   Description of federal Certificate of Confidentiality for the study.
	NIH, CDC, other agencies condition of the award
	☐

	2.32   Information about data sharing through NIH or other repositories.
	NIH condition of award
	☐

	2.33   Human fetal tissue obtained from elective abortion. 
UW IRB policy - applies to all research.
	NIH notice: NOT-OD-19-128
NIH notice: NOT-OD-19-137
	☐

	2.34    Electronic documentation of consent. These consent elements must be present for research conducted in the U.S. Local laws govern legal validity of a signature in international settings.
· Statement that a copy of the consent information (e.g., consent form) will be provided electronically, including a description of the hardware and software requirements necessary to access/read the document.
· Information regarding how a participant can request a paper copy of the consent form at no cost.
· Information regarding how a participant can withdraw consent.
	E-Sign Act (Electronic Signatures in Global & National Commerce)
	☐



	UW IRB Requirements
For sites led by UW investigators, these must be included unless the researcher or the IRB has a good rationale for excluding them. For multi-institutional research, review the guidance on Designing the Consent Process.
	Regulatory Citation
	Met

	2.35   The University of Washington named in the consent form/process.
	UW IRB policy
	☐

	2.36   Statement that the UW and, if applicable, the Sponsor may need to access study data. The UW IRB does not allow the consent materials to state that only the research team will have access to data/specimens.
	UW IRB policy
	☐

	2.37   Statement that information about study participation will be placed in the subject’s medical record. 
	UW IRB policy
	☐

	2.38   Source of any external funding for the research.
	UW IRB policy
	☐

	2.39   Description of payment that subjects may receive for participation (e.g., money, gift card, services, course credit).
	UW IRB policy
	☐

	2.40   Description of any financial conflicts of interest.
	UW IRB policy
	☐

	2.41   Research involving transplantation of fetal tissue.
	Consult with HSD Leadership
	☐
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3. CONDITIONS FOR WAIVING/ALTERING CONSENT/PARENTAL PERMISSION AND WAIVING DOCUMENTATION OF CONSENT/PERMISSION

[bookmark: _Hlk130201197]Assent criteria are described in the Children worksheet.  
Waiver means that consent, parental permission, or assent will not be obtained from the subjects or legally authorized representative (LAR).
Alteration means that consent or parental permission is being obtained but that one or more of the required elements will not be part of the consent process or form.
Waiver of documentation means that documentation of consent or parental permission will not be obtained from the subjects or legally authorized representatives. Note that documentation of assent from children is not required by regulations. 

	CONDITIONS FOR WAIVING/ALTERING CONSENT/PERMISSION
	Regulatory Citation
	Met

	3.1   Information/biospecimens obtained for recruiting, screening, or determination of eligibility.
At least one of the criteria listed below must be met.

This is an exception to the requirement for informed consent, but UW IRB is treating it operationally as if it were a waiver. 

Not allowed for studies approved before 1/21/19.
	RCR 46.116(g)
FDA n/a
	

	· The researcher will obtain information through oral or    written communication with the prospective subject or legally authorized representative.
	
	☐

	· The researcher will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens.
	
	☐

	3.2  Minimal Risk to Subjects
All of the criteria listed below must be met.
	RCR 46.116(f)(3)
FDA 50.22; 50.55(d) for children
	

	· The research/clinical investigation involves no more than minimal risk to subjects.
	
	☐

	· The waiver or alteration will not adversely affect the rights and welfare of the subjects.
	
	☐

	· The research/clinical investigation could not be practicably carried out without the waiver or alteration.
	
	☐

	· Whenever appropriate, the subjects/LARs will be provided with additional pertinent information after participation.
	
	☐

	· If the research/clinical investigation involves using identifiable private information/biospecimens, the research could not be practicably carried out without using such information/ biospecimens in an identifiable format. 
This criterion is not required for studies approved before 1/21/19
	
	☐

	3.3 Parental Permission is not a Reasonable Requirement
All of the criteria listed below must be met.
	Subpart D 46.408(b)
FDA n/a
	

	· Parent or guardian permission is not a reasonable requirement to protect the subjects of the research, because of the research conditions or subject population (e.g., neglected or abused children).
	
	☐

	· There is an appropriate substitute mechanism for protecting the children who will participate. 
The choice of an appropriate mechanism depends on the nature and purpose of research procedures, the risks and anticipated benefits, and the subjects’ age, maturity, status, and condition.
	
	☐

	· The waiver is not inconsistent with federal, state, or local law.
	
	☐

	3.4 Public Benefit and Service Programs
All of the criteria listed below must be met.
	RCR 46.116(e)(3) 
FDA n/a
	

	· The research must be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine:
· Public benefit or service programs
· Procedures for obtaining benefits or services under those programs;
· Possible changes in or alternatives to those programs; or
· Possible changes in methods or levels of payment for benefits or services under those programs
	
	☐

	· The research could not practicably be carried out without the waiver or alteration.
	
	☐



	CONDITIONS FOR WAIVING DOCUMENTATION OF CONSENT/PERMISSION
	Regulatory Citation
	Met

	3.5   JUSTIFICATION: Minimal Risk to Subjects
All of the criteria listed below must be met.
	CR 46.117(c)(1)(ii)
FDA 56.109(c)(1)
	

	· The research involves no more than minimal risk to subjects.
	
	☐

	· The research involves no procedures for which written consent is normally required outside of the research context.
	
	☐

	3.6   JUSTIFICATION: Breach of Confidentiality from Consent is the Principal Foreseeable Harm
All of the criteria listed below must be met.
	CR 46.117(c)(1)(i)
FDA n/a
	

	· The only record linking the subject and the research would be the consent document.
	
	☐

	· The principal risk is potential harm resulting from a breach in confidentiality.
	
	☐

	· Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.
	
	☐

	3.7  JUSTIFICATION: Members of a Distinct Cultural Group or Community
All of the criteria listed below must be met.

Not allowed for studies approved before 1/21/19.
	CR 46.117(c)(1)(iii)
FDA n/a
	

	· The subjects are members of a distinct cultural group or community in which signing forms is not the norm.
	
	☐

	· The research involves no more than minimal risk to the subjects.
	
	☐

	· There is an appropriate alternative mechanism for documenting that consent was obtained.
	
	☐
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4. REQUIREMENTS FOR WRITTEN CONSENT MATERIALS

	Requirements When Obtaining Documentation of Consent
	Regulatory Citation
	Met

	4.1     A place for the signature or mark of the subject or subject’s LAR/parent or guardian.
	CR 46.117(a)
FDA 50.27(a)
	☐

	4.2     A place for the date when the subject or LAR/parent or guardian signs or marks the form. 
	CR n/a
FDA 50.27(a)
	☐

	4.3     A written copy of the form shall be given to the person signing the form. It is best practice to provide a signed copy, though it is not required.
	CR 46.117(a)
FDA 50.27(a)
	☐

	4.4     A place for the neatly printed or typed name of the subject and (when there is one) LAR.
	UW IRB policy
	☐

	4.5     A place for the neatly typed or printed name of the person obtaining consent and the date consent was obtained.
	UW IRB policy
	☐



	UW IRB Requirements for All Written Consent Materials (unless otherwise indicated)
	Regulatory Citation
	Met

	4.6     Unique form name/title, including version number or date in header or footer.
	UW IRB policy
	☐

	4.7     Include page numbers when the document is more than 2 pages long.
	UW IRB policy
	☐

	4.8     The name and contact information for the PI and subject contact person must be included in the consent form.
	UW IRB policy
	☐

	4.9     Do not include HIPAA authorization language for studies that are solely reviewed by the UW IRB.
UW IRB members are not trained to identify and assess HIPAA language requirements.
	UW IRB policy
	☐
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	Implementation Date
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	4.2
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	Minor clarifications for waivers allowed only under Revised Common Rule.

	4.1
	02.01.2024
	02.01.2024
	Updates related to revised FDA rule regarding minimal risk consent waiver or alteration

	4.0
	06.01.2023
	10.01.2023
	Simplify worksheet; transfer content from PDF to Word; move embedded guidance to new, GUIDANCE Designing the Consent Process

	3.6
	10.08.2021
	10.08.2021
	Minor updates throughout related to revised consent suite

	3.5
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