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PURPOSE
This Worksheet provides support to researchers, the UW IRB, and the Human Subjects Division staff by:
Identifying characteristics and elements of consent and consent documentation that are required and in what circumstances.Listing the criteria that the IRB must apply when deciding whether to grant waivers related to consent, parental permission, assent, and documentation. 
This Worksheet does not address the consent requirements for:
The emergency medicine research exception to informed consent
Single Patient Emergency Use of an investigational drug or device
Single Patient Compassionate Use of a Device
Clinical use of a Humanitarian Use Device
Department of Defense 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.
REGULATORY CITATIONS
OCR means the Original Common Rule. Applies to studies approved prior to January 21, 2019. Per HSD policy, OCR requirements are applied to all studies approved prior to January 21, 2019 except for studies that have been specifically switched over to the Revised Common Rule.
RCR means the Revised Common Rule, implemented January 21, 2019. Per HSD policy, these requirements are applied to all studies approved on or after January 21, 2019.
FDA means Food and Drug Administration. Applies only to studies regulated by the FDA.
CONTENTS
1. CHARACTERISTICS OF CONSENT AND PARENTAL PERMISSION
Note that regulations do not describe any characteristics of assent from children.
Regulatory Required CHARACTERISTICS
These cannot be waived by the IRB (RCR 116(e)(2), (f)(2)).
Regulatory citation
HSD policy for all research?
OCR CR 46.116
YES
RCR 46.116(a)(1)
FDA 50.20
OCR 46.116
YES
RCR 46.116(a)(2)
FDA 50.20
OCR 46.116
YES
RCR 46.116(a)(2)
FDA 50.20
OCR Not applicable
YES, RCR studies
questions.
RCR 46.116(a)(2, 4)
FDA Not applicable
OCR Not applicable
YES, RCR studies
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.
RCR 46.116(a)(5)(i)
FDA Not applicable
OCR Not applicable
YES, RCR studies
decide whether or not to participate.
 
RCR 46.116(a)(4)
FDA Not applicable
OCR Not applicable
YES, RCR studies
RCR 46.116(a)(5)(ii)
FDA Not applicable
OCR Not applicable
YES, RCR studies
of isolated facts but that facilitates understanding of the reasons why one might or might not want to participate.
 
The consent form should make use of reader-friendly formatting, including sufficient margins and line spacing, readable font of adequate size, and the use of sub-headings, bullets, tables, flow charts, etc. to break up dense text.
RCR 46.116(a)(5)(ii)
FDA Not applicable
OCR 46.116
YES
waive any of the subject's legal rights, or releases or appears to release the researcher, the sponsor, the institution or its agents from liability for negligence.
RCR 46.116(a)(6)
FDA 50.20
OCR 46.116
YES
subject.
 
This means the specific language (for example, English) but also refers to the reading level of the language and (when written consent is obtained) the general readability, font size and color, and formatting of the forms.
RCR 46.116(a)(3)
FDA 50.20
2. ELEMENTS OF CONSENT AND PARENTAL PERMISSION
Note that regulations do not describe any required elements of assent from children
Regulatory Required ELEMENTS
Any of these can be waived by the IRB, under the waiver or alteration of consent regulation.
Regulatory citation
HSD policy for all research?
OCR 46.116(a)(1)
YES
RCR 46.116(b)(1)
FDA 50.25(a)(1)
OCR 46.116(a)(1)
YES
RCR 46.116(b)(1)
FDA 50.25(a)(1)
OCR 46.116(a)(1)
YES
RCR 46.116(b)(1)
FDA 50.25(a)(1)
OCR 46.116(a)(1)
YES
RCR 46.116(b)(1)
FDA 50.25(a)(1)
OCR 46.116(a)(1)
YES
RCR 46.116(b)(1)
FDA 50.25(a)(1)
OCR 46.116(a)(2)
YES
RCR 46.116(b)(2)
FDA 50.25(a)(2)
OCR 46.116(a)(3)
YES
expected.
RCR 46.116(b)(3)
FDA 50.25(a)(3)
OCR 46.116(a)(4)
YES
be advantageous to the subject.
RCR 46.116(b)(4)
FDA 50.25(a)(4)
OCR 46.116(a)(5)
YES
the subject will be maintained.
RCR 46.116(b)(5)
FDA 50.25(a)(5)
OCR 46.116(a)(6)
YES
compensation is available if injury occurs, and, if so, what it consists of, or where further information may be obtained.
Does not apply to minimal risk research. 
The language in the UW template is required for UW studies involving more than minimal risk.
RCR 46.116(b)(6)
FDA 50.25(a)(6)
OCR 46.116(a)(6)
YES
treatments are available if injury occurs, and, if so, what they consist of, or where further information may be obtained.
Does not apply to minimal risk research.
RCR 46.116(b)(6)
FDA 50.25(a)(6)
OCR 46.116(a)(7)
YES
RCR 46.116(b)(7)
FDA 50.25(a)(7)
OCR 46.116(a)(7)
YES
RCR 46.116(b)(7)
FDA 50.25(a)(7)
OCR 46.116(a)(7)
YES
RCR 46.116(b)(7)
FDA 50.25(a)(7)
OCR 46.116(a)(8)
YES
RCR 46.116(b)(8)
FDA 50.25(a)(8)
OCR 46.116(a)(8)
YES
which the subject is otherwise entitled.
RCR 46.116(b)(8)
FDA 50.25(a)(8)
OCR 46.116(a)(8)
YES
penalty or loss of benefits to which the subject is otherwise entitled.
RCR 46.116(b)(8)
FDA 50.25(a)(8)
OCR Not applicable
YES, RCR studies
identifiable biospecimens: One of two possible required statements about the possibility of secondary research.
 
RCR 46.116(b)(9)
FDA Not applicable
Regulatory Additional ELEMENTS (when appropriate)
If any of these are appropriate for a study, they must be included or waived (waiver of consent). If they are not appropriate, it is not necessary to include them and a waiver is not required.            
Regulatory citation
HSD policy for all research?
OCR 46.116(b)(1)
YES
unforeseeable risks to the subject (or embryo or fetus).
RCR 46.116(c)(1)
FDA 50.25(b)(1)
OCR 46.116(b)(2)
YES
terminated by the investigator.
RCR 46.116(c)(2)
FDA 50.25(b)(2)
OCR 46.116(b)(3)
YES
RCR 46.116(c)(3)
FDA 50.25(b)(3)
OCR 46.116(b)(4)
YES
orderly termination.
RCR 46.116(c)(4)
FDA 50.25(b)(4)
OCR 46.116(b)(5)
YES
relate to willingness to continue participation will be provided to the subject.
RCR 46.116(c)(5)
FDA 50.25(b)(5)
OCR 46.116(b)(6)
YES
RCR 46.116(c)(6)
FDA 50.25(b)(6)
OCR Not applicable
YES, RCR studies
whether the subject will or will not share in this commercial profit.
 
RCR 46.116(c)(7)
FDA Not applicable
OCR Not applicable
YES, RCR studies
research results, will be disclosed to subjects, and if so, under what conditions.
 
RCR 46.116(c)(8)
FDA Not applicable
OCR Not applicable
YES, RCR studies
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).
 
RCR 46.116(c)(9)
FDA Not applicable
OCR Not applicable
NO
FDA's required statement that describes the trial's registration at ClinicalTrials.gov.
Applies only to FDA-regulated applicable clinical trials.
RCR Not applicable
FDA 50.25(c)
OCR Not applicable
NO
Administration (FDA) may review the study data, including identifying information.
RCR Not applicable
FDA 50.25(a)(5)
Regulatory Requirements for Protected Populations
These cannot be waived.            
Regulatory citation
HSD policy for all research?
46.305(a)(6)
YES
will have no effect on their parole.
This applies only to research that involves interactions, interventions, or direct observation of prisoners.
46.204(f)
YES
research on the fetus or neonate.
Consult with a HSD Manager.
YES
Funding Agency Requirements
These cannot be waived.            
Regulatory citation	
HSD policy for all research?
Required by NIH, CDC, and
YES
Required for almost all studies funded by NIH or the CDC. Also required if the study has applied for and received a Certificate.
other COC-granting federal agencies.
NIH condition of grant.
NO
Required for studies that are considered by the FDA to be "applicable clinical trials" and required for NIH-funded clinical trials.
DOJ condition of award.
NO
See WORKSHEET Department of Justice
NIH Notice: NOT-OD-19-128
YES
abortions.
NIH Notice: NOT-OD-19-137
Required for research supported by competitive NIH grants and cooperative agreements submitted on or after 9/25/2019. It is UW policy to apply these requirements to all research. “Requirements About Your Decision” section in TEMPLATE Consent Form, Standard must be inserted verbatim. Also includes requirements about the consent process (e.g., who obtains consent and when) and who signs the consent form which researchers must attest to in the Consent section of the IRB Protocol. None of the requirements can be waived.
Genomic Data Sharing in Federally-Designated Data Repositories 
(For example, the NIH dbGaP repository.)            
Regulatory citation
HSD policy for all research?
NIH condition of grant.
YES
Genomic, phenotypic, and other relevant study data may be used for future research and broad sharingCircumstances in which the information will be shared (who, whether identifiable or not, for any purpose or restricted to a few purposes)Risks and benefits associated with broad sharingWhether results will be returned to subjectsWhether the data can be withdrawn from the repositoryNIH has recommended specific language to satisfactorily address these requirements. It is in the UW consent template.
Electronic Documentation of Consent Requirements
These requirements also apply to e-signature for HIPAA authorizations.            
Regulatory citation
HSD policy for all research?
Electronic Signatures in
YES for research 
provided electronically, including a description of the hardware and software requirements necessary to access/read the document.
Global and National Commerce (E-Sign) Act
conducted in the US. For international research, local laws will govern the legal validity of the signature.      
Electronic Signatures in
YES for research 
form at no cost.
Global and National Commerce (E-Sign) Act
conducted in the US. For international research, local laws will govern the legal validity of the signature.      
Electronic Signatures in
YES for research 
Global and National Commerce (E-Sign) Act
conducted in the US. For international research, local laws will govern the legal validity of the signature.      
HSD Requirements
These must be included unless the researcher or the IRB has a good rationale.            
Regulatory citation
HSD policy for all research?
To help subjects identify
YES
Required for studies for which there is no other institution involved, or for which the UW is one of the sites in a multi-site study where each site is conducting the protocol.
Optional: Collaborative studies involving another institution, when it and the UW are dividing up the procedures/roles, and studies occurring at a site other than UW campus, UW Medicine facility, or SCCA and that involve other institutions.
the organization responsible for the conduct of the research.
To inform subjects who is
YES
No specific language requirements except as noted here.
 
Device clinical trials: Some device clinical trials approved prior to 2015 may have a letter from the FDA specifying particular required consent language. This language cannot be edited.
paying for the study.
To meet the stipulations
YES
 
When this is a condition in the individual's Financial Conflict Management Plan. The specific language in the consent template is required.
of individual management plans issued to investigators, which almost always require disclosure to subjects.
For patient safety and to
YES
medical record.
 
When the research involves the use of clinical services, items, or tests through UW Medicine, UW Physicians (UWP), or the Seattle Cancer Care Alliance (SCCA). This includes most uses of the UW Translational Research Unit (TRU).
facilitate billing under The Medicare Clinical Trials Policy (CTP).
 
Also, because of the required Common Rule and FDA consent element about confidentiality. 
To address a common
YES
(examples: money, gift card, services, course credit).
 
See the subject payment question in the IRB Protocol for details about what should be in the consent form. See GUIDANCE Subject Payment for full details.
 
If it is possible or likely that a subject will earn $600 or more in payments for all UW studies in which they participate during the calendar year, the consent form must include a statement that the University is required to report subject payments of $600 or more as miscellaneous income to the IRS.
subject question.
This cannot be
YES
and/or specimens.   
guaranteed, because of the many possible secondary uses and the many organizations and offices that have the right to monitor or audit the study.
3. CONSENT AND PARENTAL PERMISSION DOCUMENTS
Regulatory Requirements
Regulatory citation
HSD policy for all research?
OCR 46.117(a)
YES
representative.
RCR 46.117(a)
FDA 50.27(a)
OCR Not applicable
YES
marks the form.
 
Required for studies regulated by the Food and Drug Administration but applied as UW policy to all studies.
RCR Not applicable
FDA 50.27(a)
OCR 46.117(a)
YES
It is not a regulatory requirement to provide a copy SIGNED by the subject, although that is considered a best practice.
RCR 46.117(a)
FDA 50.27(a)
HSD Requirements            
Regulatory citation
HSD policy for all research?
Many signatures are
YES
subject's legally authorized representative.
illegible. This requirement ensures that the consent form is appropriately linked to the correct individuals.
Best practice for
YES, for greater
the date consent was obtained.
 
The printed name may be added prior to the consent interaction. It is best practice to date the form at the time consent is obtained.
documenting the consent process.
than minimal risk research.
To avoid confusion when
YES
For example, consider a study whose subjects are children, their parents, and their teachers. There should be a unique name for each of the different forms that will be used.
 
It is required that the consent form contain a version number or version date in the header or footer.
discussing forms, and to enable accurate revision and tracking as needed.
To improve 
YES
communication between researchers and the subjects and the IRB.
Required to enable
YES
accurate tracking and revision as needed. 
To ensure subjects know 
YES
included in the consent form.
who to contact with questions about the study.
UW IRB members are not
YES
IRB.
trained to identify and assess the required HIPAA authorization elements.
Assent is obtained from children, in circumstances and for populations for which the IRB has determined that the children are capable of providing assent. A waiver of assent is not required when the IRB determines that the capability of some or all of the children is so limited that they cannot reasonably be consulted or that the intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research.
 
Waiver means that consent, parental permission or assent will not be obtained from the subjects or legally authorized representatives.
 
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.
JUSTIFICATIONS for Waiver or Alteration           
Regulatory citation
4.1 JUSTIFICATION: Public Benefit and Service Programs
 
It is HSD policy to allow the use of this justification with all research?
Yes, except when not allowed by regulation (for example, it is not allowed with FDA-regulated research).                
OCR 46.116(c)
RCR 46.116(e)(3)
FDA Not applicable
All of these conditions must be met:
  
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 alternative to those programs or procedures; or Possible changes in methods or levels of payment for benefits or services under those programs.
  
  
4.2 JUSTIFICATION: Minimal Risk to Subjects
 
Is it HSD policy to allow the use of this justification with all research?
Yes.
OCR 46.116(d)
RCR 46.116(f)(3)
FDA Guidance July 2017 in general; 50.55(d) for children.
All of these conditions must be met:
participation.
research could not practicable be carried out without using such information or biospecimens in an identifiable format.
Applies only to RCR studies.
4.3 JUSTIFICATION: Parental Permission is not a Reasonable Requirement
This waiver applies only to the requirement to obtain parental permission.
 
Is it HSD Policy to allow the use of this justification with all research? 
Yes, except when not allowed by regulation (for example, it is not allowed with FDA-regulated research).       
45 CFR 46.408(b) FDA Not applicable
All of these conditions must be met:
research, because of the research conditions or subject population (example: neglected or abused children).
The choice of an appropriate mechanism depends upon the nature and purpose of the research procedures, the risks and anticipated benefits, and the subjects' age, maturity, status, and condition.
4.4 JUSTIFICATION: Information and/or biospecimens obtained for recruiting, screening or determination of eligibility
This is actually an exception to the requirement for informed consent, but the UW IRB is treating it operationally as if it were a waiver. This creates alignment with Washington State laws RCW 70.02 and RCW 42.48.
 
Is it HSD Policy to allow the use of this justification with all research?
Yes, except when not allowed by regulation. For example, it is not allowed for research governed by the original Common Rule or the FDA.
RCR 46.116(g)
One or both of these conditions must be met:
subject or legally authorized representative, OR
accessing records or stored identifiable biospecimens.
This 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.
JUSTIFICATIONS for Waiver of Documentation 
Regulatory citation
5.1 JUSTIFICATION: Breach of Confidentiality from Consent is the Principal Foreseeable Harm
 
Is it HSD Policy to allow the use of this justification with all research?
Yes, except when not allowed by regulation (for example, it is not allowed with FDA-regulated research).
OCR 46.117(c)(1)
RCR 46.117(c)(1)(i)
FDA Not applicable
 
All of these criteria must be met:
  
  
  
  
research, and the subject's wishes will govern.
  
5.2 JUSTIFICATION: Minimal Risk to Subjects
 
Is it HSD Policy to allow the use of this justification with all research?
Yes.
OCR 46.117(c)(1)
RCR 46.117(c)(1)(ii)
FDA 56.109(c)(1)
All of these criteria must be met:
  
  
research context.
5.3 JUSTIFICATION: Members of a Distinct Cultural Group or Community
 
Is it HSD Policy to allow the use of this justification with all research?
Yes, except when not allowed by regulation (for example, it is not allowed with FDA-regulated research or with research that is conducted in compliance with the original Common Rule. This justification was implemented on January 21, 2019, as part of the revised Common Rule.)
OCR Not applicable
RCR 46.117(c)(1)(iii)
FDA Not applicable
All of these criteria must be met:
the norm.
 Keyword: Consent
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