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Background

No investigator may involve a human being as a participant in research without obtaining the legally effective informed consent of the individual or the individual’s legally authorized representative as set forth in the federal regulations (see 45 CFR 46.116, 38 CFR 16.116, 21 CFR 50.20) unless a waiver of consent has been approved by the IRB in accordance with section 3.2 of this policy.
The Wayne State University (WSU) Institutional Review Board (IRB) has the final authority as to the content of the informed consent document presented to the prospective study participants. In addition to the elements of consent required by the regulations, the IRB may also require additional information be  provided to prospective participants when in the IRB’s judgment the information would meaningfully add to the protection of the rights and welfare of the participants. The WSU IRB has the authority to observe, or have a third party observe, the consent process.
Related WSU IRB Policies:

· 04-6 Amendments to Research Protocols and Informed Consent 

· 4-7 Continuation/Renewal of a Protocol

· 06-1 Principal Investigator: Roles and Responsibilities

· 08-2 Vulnerable Participants: Children

· 8-3 Vulnerable Participants: with Impaired Decision Making Ability for more information
· 09-2 Informed Consent Involving Non-English Speaking Participants
· 09-3 Informed Consent Process

· 09-4 Obtaining Permission from Legally Authorized Representatives or Family Members

· 15-1 Identifying, Defining and Managing Non-Compliance in Human Research

Scope

This IRB policy procedure applies to all research personnel who are involved in writing, reviewing, or seeking/obtaininginformed consent in a research study that has been approved by WSU IRB. Personnel responsible for the informed consent process include the principal investigator (PI), co-investigator(s), key personnel, and others delegated by the investigator and approved by the IRB.

Definitions

Assent – Affirmative agreement to participate in research obtained from an individual who is not of legal age to give informed consent. Assent is obtained in conjunction with permission of the individual’s parents or legally authorized representative. Mere failure to object should not be construed as assent.
Clinical trial- A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes.
Coercion: According to the Belmont Report, coercion occurs when an overt threat of harm is intentionally presented by one person to another in order to obtain compliance.
Electronic Informed Consent- the use of electronic systems and processes that may employ multiple electronic media, including text, graphics, audio, video, podcasts, passive and interactive Web sites, biological recognition devices, and card readers, to convey information related to the study and to obtain and document informed consent.
Exculpatory Language: As it applies to informed consent, is any written or verbal communication through which a research participant (or his/her legally authorized representative) is asked to waive or appears to be asked to waive any of the participant’s legal rights or to release (or appear to release) the investigator, sponsor, or institution or its agents from liability for negligence. 
Identifiable Specimen- A biospecimen for which the identity of the participant is or may readily be ascertained by the investigator or linked to the biospecimen

Information Sheet – A document that contains all the required elements of informed consent without a signature line (waiving documentation of consent 46.117(c)). The act of participation is considered consent.

Informed Consent – An ongoing process by which a participant or his/her legal representative voluntarily confirms his/her willingness to participate in a particular research project, after having been informed of all aspects of the research that are relevant to the participant’s decision to participate.

Legally Authorized Representative (LAR) – Defined in the federal regulations as an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective participant to the participant’s participation in the procedure(s) involved in the research. If there is no applicable law addressing the issue, legally authorized representative means an individual recognized by the institutional policy as acceptable for providing consent in the non-research context on behalf of the prospective subject to the subject’s participation in the procedure(s) involved in the research.   
Oral Consent – Process of obtaining informed consent without the use of a written document [via waiving consent 46.116(d) or waiving documentation of consent 46.117(c)]
Parental Permission – The agreement of parent(s) or guardian(s) to the participation of their child or ward in research.

Short Form for Non-English Speaking Participants: A written document stating that the elements of informed consent required by regulation have been presented orally to the participant or the participant’s legally authorized representative. The short form consent document must be written in a language understandable to the subject or the subject's legally authorized representative (See section 2.3 of this policy).

Witness – A person who is independent of the research team and cannot be unfairly influenced by people involved with the research, who does not have a coercive relationship with the participant, who attests to the adequacy of the consent and the participant’s voluntary consent.
Undue Influence: Excessive or inappropriate reward or other incentive in which a person is induced to act otherwise than by his/her own free will or without adequate consideration of the consequences.

IRB Policy
Informed consent is one of the primary ethical requirements when conducting research with human participants; it reflects the Belmont Report principle of respect for persons. Informed consent seeks to ensure that prospective participants will understand the nature of the research and can knowledgeably and voluntarily decide whether or not to participate. 

1.0 Informed Consent Requirements
To many, the term informed consent is mistakenly viewed as synonymous with obtaining a participant’s
signature on the consent form; however, obtaining documentation of a participant’s informed consent is only part of the consent process. Informed consent involves providing a prospective participant, or their legally authorized representative (LAR), with adequate information to allow for an informed decision about

participation in the clinical investigation prior to enrollment. Informed consent also involves facilitating

the prospective participant’s understanding of the information, providing adequate opportunity for the

prospective participant to ask questions and to consider whether to participate, obtaining the prospective

participant’s voluntary agreement to participate prior to enrollment, and continuing to provide information as

the clinical investigation progresses or as the enrolled participant or situation requires. Please refer to IRB policy 9-3 Informed Consent Process for more information. 

Investigators conducting research that does not meet the criteria for approval of a waiver of consent in accordance with 45 CFR 46.116(e) 21 CFR 50.23, 21 CFR 50.24, and section 2.6 of this policy must not involve a human being as a participant in human research unless the investigator has obtained the legally effective informed consent of the participant or the participant’s legally authorized representative (LAR).

An investigator shall seek such consent under the following circumstances only; 
· The prospective participant or the prospective participant’s/LAR has been provided sufficient opportunity to consider whether or not to participate 
· The possibility of coercion or undue influence has been minimized.  
· The information that is given to the prospective participant or his or her LAR must be in understandable language. 
· The informed consent  presented to prospective participants or their LARwhether in oral or written form must not use any exculpatory language which is made to waive or appear to waive any of the participant’s legal rights, or release or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence 
Informed consent as a whole must present information in sufficient detail relating to the research and must be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective participant’s understanding of the reasons why one might or might not want to participate. The prospective participant or LAR must be provided with the information that a reasonable person would want to have in order to make an informed decision about whether to participate and an opportunity to discuss that information. 
The FDA considers advertising used to recruit participants into a clinical trial to be the start of the ongoing consent process, and the information provided in any online or hard copy recruitment materials should be consistent with the informed consent document. Please refer to IRB policy 7-1 Recruitment of Research Participants and 7-4 Advertising for Research Participants for more information. 
1.1 *Key Information: 
A key information section is required for all consent forms subject to the revised common rule that are greater than 3 pages in length. Informed consent forms that exceed 3 pages in length must begin with a concise and focused presentation of the key information that is most likely to assist a prospective participant or LAR in understanding the reasons why one might or might not want to participate in the research. This part of the informed consent must be organized and presented in a way that facilitates comprehension. There are 5 factors that are suggested to be included in the presentation of key information:
1. A statement that the project is research and participation is voluntary
2. A summary of the research including purpose, duration, and a list of procedures
3. Reasonable foreseeable risks or discomforts
4. Reasonable expected benefits
5. Alternative procedures or course of treatment (if any)
 
These 5 factors are simply a summary of the parts of the consent that are most important to a prospective participant provided at the beginning of the consent. They must be addressed in further detail in the body of the consent form to satisfy the required elements of consent. 
*Note: For consent forms that exceed 3 pages in length: A Key Information section is not required for research that is not subject to the revised common rule (These are studies that were initially approved on or after January 21, 2019 or studies that were initially approved before January 21, 2019 that have been transitioned to the revised common rule).
1.2 Basic Elements of Informed Consent
The elements of informed consent are mandated in 45 CFR 46.116, 38 CFR 16.116, 21 CFR 50.25 and must include the following:

1. A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the participant’s participation, a description of the procedures to be followed and identification of any procedures which are experimental;

2. A description of any reasonably foreseeable risks or discomforts to the participant;

3. A description of any benefits to the participant or to others which may reasonably be expected from the research;

4. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant;

5. A statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained;

6. For research involving more than minimal risk, an explanation as to whether any medical treatments or compensation are available if injury occurs and, if so, what they consist of or where further information may be obtained;

7. An explanation of whom to contact for answers to pertinent questions about the research and research participants’ rights, and whom to contact in the event of a research-related injury to the participant.
8. A statement that participation is voluntary and refusal to participate will not involve a penalty or loss of benefits to which the participant is otherwise entitled, that the participant may discontinue participation at any time without penalty or loss of benefits to which he/she is otherwise entitled and that the participant will receive a copy of the signed informed consent; and
9. *One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens: 
i. A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility; or 
ii. A statement that the subject's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies. 
*Note: Basic elements of informed consent statement 9 is not required for research that is not subject to the revised common rule (These are studies that were initially approved on or after January 21, 2019 or studies that were initially approved before January 21, 2019 that have been transitioned to the revised common rule).
Additional Elements of Consent: 

When appropriate, one or more of the following elements of information shall also be provided to each participant:
1. A statement that the particular treatment or procedure may involve risks to the participant (or to the embryo or fetus, if the participant is or may become pregnant) which are currently unforeseeable;
2. Anticipated circumstances under which the individual’s participation may be terminated by the investigator without regard to the participant’s consent;
3. Any additional costs to the individual that may result from participation in the research;
4. The consequences of a participant’s decision to withdraw from the research and procedures for early and orderly termination of the participant’s participation;
5. A statement that significant new findings developed during the course of the research which may relate to the participant’s willingness to continue participation will be provided to the participant; and
6. The approximate number of participants involved in the study.
7. *A statement that the participant’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the participant will or will not share in this commercial profit;
8. *A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to participants, and if so, under what conditions; and 
9. *For research involving biospecimens, whether the research will (if known) 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).
10. When seeking informed consent for applicable clinical trials, as defined in 42 U.S.C. 282(j)(1)(A), the following statement is required: A description of this clinical trial will be available on https://www.ClinicalTrials.gov, as required by U.S. Law. 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.” (21 CFR 50.25(c))

*Note: Additional elements of consent statements 7, 8 & 9 above are not required for research that is not subject to the revised common rule (These are studies that were initially approved on or after January 21, 2024 or studies that were initially approved before January 21, 2024 that have been transitioned to the revised common rule).

Note: The Wayne State IRB has opted out of the Broad Consent option in the revised Common Rule. Therefore, requirements for broad consent under 45 CFR 46.116(d) are not included in this policy.
Additional elements are required when following Good Clinical Practice (ICH-GCP (E6) requirements, for FDA regulated research, research funded by the Department of Defense, Department of Energy, Department of Justice, and research that takes place at the Veterans Administration Medical Center. See section 8 of this policy for these additional requirements. 
It is preferred that all consent forms be developed using the WSU IRB informed consent/assent templates. When the informed consent/assent is not in the WSU template, all required elements as well as required language from the IRB informed consent/assent templates must be included. Changes proposed to the standard language of the IRB consent templates must be approved by the IRB. If participants include subjects from vulnerable populations, then the following policies/procedures should also be consulted
· 07-2 The Inclusion of pregnant Women in Research
· 08-1 Research Involving Fetuses and Neonates

· 08-2 Vulnerable Participants: Children

· 08-3 Vulnerable Participants with Impaired Decision-Making Ability (Formally titled Vulnerable Participants: Cognitively Impaired and Mentally Disabled)

· 08-4 Vulnerable Participants: Prisoners

· 08-5 Vulnerable Participants: Terminally Ill
· 08-7 Vulnerable Participants: Students, Trainees and Employees

2.0 Informed Consent Options

Informed consent or waiver of informed consent must be obtained for every participant in a research study before that participant begins any aspect of participation in the research. Informed consent does not stop at the simple signing of a document but continues throughout the study. See IRB Policy/Procedure: “9-3 Informed Consent Process” for guidance on the complete process.

Common forms of signed informed consent include but are not limited to:

1. Written Informed Consent

2. Short Form Informed Consent for Non-English-Speaking Participants

3. Parental Permission
4. Assent (Written and Oral)
Common Forms of unsigned informed consent include:

5. Information Sheet

6. Oral Consent
Note: See section 2.6.2 for information about obtaining a waiver of informed consent which is required in order to obtain consent without a signature. 

2.1 Written Informed Consent
Generally, the IRB requires informed consent to be documented by a written consent form approved by the IRB. Electronic consent is permitted as long as the electronic consent contains all of the required elements, a valid signature is documented, and the participant or participant’s LAR is provided a copy of the consent form. For FDA regulated research, there are additional requirements for documentation with electronic signatures: See 21 CFR part 11, “Electronic Records; Electronic Signatures” and FDA guidance entitled, “Guidance for Industry Part 11, Electronic Records; Electronic Signatures – Scope and Application,” available at https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records- electronic-signatures-scope-and-application. The consent form should be written at 6th - 8th grade reading level in a language that is understandable to the research participant. The consent form must be reviewed with the research participant (or the research participant’s representative) as part of the consent process. Informed consent should be obtained in person unless one of the circumstances described below occurs in which case the noted alternative method of obtaining informed consent will be permitted.
2.2 Alternative Methods of Obtaining Informed Consent:

Methods other than a face-to-face consent discussion may be acceptable if those methods allow for an

adequate exchange of information and documentation, and a method to ensure that the signer of the

consent form is the person who plans to enroll as a research participant or is the participant’s LAR. For example, the consent form may be sent to the participant or the participant’s LAR by facsimile

or e-mail, and the consent discussion may then be conducted by telephone/videoconference when the

participant or the participant’s LAR can access the consent form during the discussion. 

After the consent discussion, the participant or the participant’s LAR can manually or electronically sign and date the consent form and return the document to the investigator through a secure electronic method, such as by scanning the consent form and returning it through a secure e-mail account, or by posting it to a secure internet address. Alternatively, the participant may bring the signed and dated consent form to their next visit to the research site or mail it to the clinical investigator. The signed document must be maintained in the participant’s study documents. In addition, the person signing the consent form must receive a copy of the consent form (45 CFR 46.117(a) & 21 CFR 50.27(a)). Although the regulations do not require the participant’s copy to be a signed copy, it is recommended that a copy of the signed consent form be provided whenever possible. 
In situations in which the signed document cannot be retrieved for filing in the study records (e.g., because

the participant is in strict isolation due to a highly transmissible infectious disease), and electronic consent is not available, it is acceptable to retain for the study records a photographic image of the signed consent

form along with an attestation by the person entering the photograph into the study records that states how

the photograph was obtained and that it is a photograph of the informed consent form signed by the

participant.  
2.2.1 Obtaining Written Informed Consent via Fax:
Situations may arise when obtaining informed consent from participants via fax is appropriate. The following are examples of acceptable situations: (1) it is acceptable for the informed consent process to take place in person, allow the potential participant time to take the consent document home in order to consider participation, and then have the potential participant sign and fax the informed consent document back to the research site; or (2) the informed consent process takes place over the phone; or (3) if consent is obtained from a guardian. The person obtaining the informed consent should sign the informed consent document and make appropriate notes in the participant’s records upon completion of the informed consent discussion. The participant may then fax a signed copy of the informed consent document to the research site. Upon receipt of the faxed informed consent, the investigator or appropriate designee should again sign and date the document as acknowledgement of its receipt and make appropriate notations to the participant’s record. The participant should still return the signed original informed consent document (either at the next visit or via mail) to the research site at his/her earliest opportunity. The appropriate receipt of the signed original informed consent document should sign and date it, file it with the faxed copy, and make appropriate notes to the participant’s record. The notes coinciding with the dates and signatures on the informed consent documents provide the source documentation that confirm and explain how the informed consent process occurred. All documents will be maintained in the protocol record.
2.2.2 Obtaining Informed Consent via Mail:
This option is used when it is not possible to complete the informed consent process in person. Generally, this option is used when the study is a minimal risk study or there has been a change to the informed consent that may affect the participant, and the individual is not scheduled for a study visit. Two copies of the informed consent must be mailed so that the participant has a copy to keep and another to mail back to the site. It is strongly encouraged that a follow-up phone call be placed to ensure that the research participant understands the changes in the informed consent. A witness signature is not required for the consent process. Once the signed informed consent is received it should be signed with the date it is received. Appropriate notes to file must include the changes and if a phone call was used to answer any questions about the changes the participant may have.
2.2.3 Electronic Consent:
Electronic informed consent (E-IC) may be presented and documented electronically as a part of an ongoing interactive process with all the elements of consent required by HHS (45 CFR 46.116) and FDA (21 CFR 50.25 & 21 CFR Part 11. E-IC must involve all required elements and be presented to prospective participants using the process described in WSU 09-03 Informed Consent Process. More information about E-IC requirements can also be found in the 09-03 Informed Consent Process policy. 
See FDA guidance: Part 11, Electronic Records; Electronic Signatures- Scope and Application.
2.3 Short Form for Non-English Speaking Participants
Persons who do not speak English have opportunities to join research studies using the short form informed consent option or English versions translated into the language spoken or understood by the potential participant. When an unexpected language barrier is encountered the short form option may be used to document consent from a potential participant who does not speak English and wishes to participate in the research. The WSU IRB has short form consent templates available in over 15 foreign languages on the WSU IRB website. See IRB Policy/Procedure: 9-2 Informed Consent Involving Non-English-Speaking Participants for specific requirements and instructions.
2.4 Assent 
When a participant is not able to consent on their own behalf, such as research involving children, or cognitively impaired individuals, they must be informed of the research through assent which is an affirmative agreement to take part in research. Assent from children must always be accompanied by parental permission. Assent from cognitively impaired adults must always be accompanied by an LAR signature. See IRB Policy 8-2 Vulnerable Participants: Children & 8-3 Vulnerable Participants: with Impaired Decision-Making Ability for more information. 
2.5 Parental Permission
In most circumstances in research which includes children as participants, the informed consent process requires permission of the child’s parent(s) or guardian and the assent of the child. Permission from the child’s parent(s) or guardian must be provided in accordance with and to the extent that consent is required by federal regulations [45 CFR 46.408 and/or 21 CFR 50.55] See IRB Policy 8-2 Vulnerable Participants: Children for more information. 
2.6 Waiver or Alteration of Informed Consent Requirements

The IRB can waive or alter some or all of the required elements of informed consent and the documentation of informed consent according to the following criteria provided in sections  2.6.1, 2.6.2 & 2.6.3 below. 

For information about requirements for a waiver or alteration of informed consent for planned emergency research, see WSU IRB Policy 11-6 Planned Emergency Research

Waivers of consent are prohibited for classified research under the Department of Defense (DoD) and Department of Energy (DoE). See IRB Policy 06-6 DOD Requirements for Human Subject Research Protection for more information about DOD requirements for waivers of consent. 
2.6.1 General waiver and alteration of informed consent:

In order for an IRB to waive or alter consent the IRB must find and document all of the following:
1. The research presents no more than minimal risk to the participants and is therefore considered minimal risk research. This means that the research does not add to the risks an individual would encounter in their everyday life. 

2. The research could not practicably be carried out without the requested waiver or alteration

a. If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format.
3. The waiver or alteration will not adversely affect the rights and welfare of the participants.
Whenever appropriate, the participants or Legally Authorized Representative will be provided with additional pertinent information after participation. 

2.6.2 Waiver of Documentation of Informed Consent 

An IRB may grant a full waiver of the requirement to obtain a signed informed consent form if the conditions above are present and any of the following apply:

1. The only record linking the participant and the research data would be the signed informed consent form and the principal risk would be potential harm resulting from a breach of confidentiality. If research is greater than minimal risk, then the participant must be asked if they want documentation linking them with the research.
2. The research is minimal risk and does not involve any procedures for which written consent is normally required outside of the research context.

In cases in which the documentation of consent is waived, the IRB may require the investigator to provide participants or legally authorized representatives with a written statement regarding the research (such as an information sheet). 

See section 7 of this policy for information about waiver of documentation for Veterans Administration research.
2.6.3 Waiver of Informed Consent for Screening, Recruiting and Determining Eligibility

An IRB may approve a research proposal in which an investigator will obtain information or biospecimens for the purpose of screening, recruiting, or determining the eligibility of prospective participants without the informed consent of the prospective participant, or the participant’s legally authorized representative (LAR) if either of the following conditions are met:

1. The investigator will obtain information through oral or written communication with the prospective participant or LAR, or

2. The investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens. 

2.7. Information Sheet
An information sheet is an unsigned form of passive consent in which the adult participant indicates consent by proceeding with the minimal risk task (such as participating in an anonymous interview, or completing an anonymous survey). When an information sheet is used, the IRB must approve the waiver of documentation of informed consent. 

2.8 Oral Consent
Unless otherwise approved by the IRB the informed consent process is to always be explained orally to participants. If the research meets criteria to waive written documentation of the informed consent process, consent can be obtained orally without a signature. When requesting IRB approval to obtain consent orally, a consent script must be submitted and approved by the IRB. The researcher obtaining oral consent must provide written documentation of the oral consent process. This documentation should include:

· Name of the potential participant contacted

· Name of the researcher requesting the participant’s consent orally

· Date and time the potential participant was contacted
· The participant’s decision to participate, or to decline participation
3.0 Investigator’s Responsibility for Obtaining Informed Consent

It is the Principal Investigator’s responsibility to obtain legally effective informed consent from participants or their LAR. This includes appropriately documenting informed consent using the current IRB approved version of the consent form for all participants, and ensuring that information regarding available medical care and whom to contact for further information must be clearly stated in the informed consent document.
The PI is responsible for making sure that only the most current version of the IRB-approved informed consent document bearing the IRB approval stamp be used (See section 4.1 for details about the IRB approval stamp).
3.1 Readability/Plain Language

Consent forms that are long, complex, legalistic, and have a high reading level may overwhelm prospective participants and may inhibit reading of the full document and understanding of the relevant information. Technical and scientific concepts and terms should be explained, or substituted with more commonly used terms, so that the anticipated participant population can understand all provided information. Pictures, diagrams, or other visual aids may be used to improve understanding of medical terms or how an investigational product functions.
3.2 Training Requirements

All persons designated by the PI to obtain informed consent must complete all required IRB training and be listed as key personnel on the Medical/Behavioral Protocol Summary Form via submission or added later via amendment before those designees may obtain informed consent.

The PI must confirm that he/she has trained the individuals who will obtain informed consent, and each of those trained must be knowledgeable about the study and capable of answering study-related questions posed by the potential participant. In addition, all persons listed as investigators or key personnel on the protocol must have completed the required IRB on-line training with the Collaborative Institutional Training Initiative (CITI) before they can obtain informed consent or participate in any other aspects of the study.

3.3 Documentation Requirements 
The person conducting the informed consent process must sign the informed consent document as the “person obtaining consent,” as well as obtain the signature of the participant and/or their legally authorized representative. 
Unless informed consent is waived or altered, the authorized person obtaining informed consent must ensure:  
· The participant meets all required inclusion criteria, and none of the exclusion criteria apply to the participant before beginning the process of obtaining informed consent.
· The participant understands all information in the informed consent document and is given the opportunity to ask questions and discuss with family and other support systems before signing the informed consent form. 

· The informed consent form is presented to the participant in a language they understand according to WSU IRB policy 09-2 Obtaining Informed Consent from Non-English-Speaking Participants.
· All study participants or their legal representatives sign and receive a copy of the IRB approved informed consent document. 
· The participant or (LAR) enters the date and time of signing next to their name and prints their name on the document as well. 
· The research participant or LAR must initial each page of the consent document where required.
· No human being is involved as a participant in a research study unless informed consent has been obtained and documented before entering the participant into a study and/or conducting any procedures required by protocol.

3.4 Documentation from a Witness
Witness signatures are required by federal regulations in certain circumstances and can be required by the IRB to assure an adequate informed consent process for some studies. Examples of when a witness to the informed consent process is required include:

· Informed consent is obtained using a short form consent process. 
· The participant has decision-making capacity, but cannot read, write, talk or is blind.
· The participant’s guardian/legally authorized representative cannot read, write, talk or is blind.
· If required by the IRB (e.g., the IRB may require a witness if the study involves an invasive intervention or an investigational drug or device).
A witness is required to attest to the adequacy of the consent process and to the participant’s voluntary consent. Therefore, the witness must be present during the entire consent interview, not just for signing the documents. 
The witness cannot be the person who obtained consent from the participant, but may be another member of the study team or a family member. 

For more information about the requirements of a witness see WSU IRB Policy 09-2 Informed Consent Involving Non-English Speaking Participants.
4.0 IRB Review of Informed Consent: 
IRBs must review all materials used in the informed consent process. This includes recruitment materials, such as advertisements, and information provided in addition to the informed consent form (for example, a chart explaining what to expect at each study visit or a document explaining the costs to participants). The IRB’s review is to ensure that information given to participants as part of the consent process is in accordance with the requirements of all applicable regulations. 
When reviewing clinical investigations, IRBs must ensure that the consent process minimizes the

possibility of coercion and undue influence (21 CFR 50.20 and 56.111(a)(4)). When research involves participants who are likely to be vulnerable to coercion or undue influence, IRBs must determine that additional safeguards have been included in the clinical investigation to protect their rights and welfare (21 CFR 56.111(b)).
The IRB should review the adequacy and appropriateness of all wording in the consent materials, as well as the overall length and presentation of information. Consent forms that are long, complex, legalistic, and have a high reading level may overwhelm prospective subjects and may inhibit reading of the full document and understanding of the relevant information. The IRB should ensure that technical and scientific concepts and terms are explained or substituted with common terms, so that the anticipated subject population can understand all provided information.
To approve a research protocol/proposal, the IRB must find that informed consent will be sought from each

prospective participant or the participant’s LAR and that informed consent will be appropriately documented, in accordance with and to the extent required by all applicable regulations. 

In addition to the content of the consent form, the IRB must also review the informed consent process. If procedures other than a face-to-face consent discussion are proposed, such as by telephone, the IRB should consider whether the procedures will provide effective communication and accomplish the goals of the informed consent process. Alternative procedures may be of special concern when the clinical investigation involves complex procedures or when risks may be difficult to comprehend.
4.1 IRB Approval Stamp on the Informed Consent Document 
When the IRB approves an informed consent form, an IRB approval stamp is affixed to the signature page of the informed consent document. All consent forms must have the IRB stamp of approval to be considered a valid informed consent document. An IRB approved informed consent/assent document will contain the approval and expiration dates established by the IRB. The informed consent document expires when the protocol approval period expires at midnight on the date of expiration. The dates of approval and expiration are also provided to the PI on all approval memos. Participants must sign the current IRB approved version of the informed consent within the date range indicated on the IRB approval stamp. 
4.2 Continuing Review and Renewal of the Informed Consent Form

The IRB will renew the informed consent form at the time of continuing review, at which time the IRB approval stamp date range will change to indicate the new IRB approval period. The IRB will not renew the informed consent document for studies that are permanently closed to accrual (See IRB Policy 4-7 Continuation/Renewal of a Protocol). 
4.3 Consent Form Revisions

During the course of a study, it may become necessary to change some of the information in the informed consent document.  This can be done by a consent form revision, an addendum, or notification to study participant or his or her legally authorized representative. All revisions must be submitted to the IRB as an amendment for review and approval prior to use (See IRB Policy 4-6 Amendments to the Research Protocols and Informed Consent). 
When there have been changes made to the informed consent, the correct revised version of the IRB informed consent document, stamped, “approved”, must be utilized when enrolling any new participants in the study. The version number and revision date of the consent form must be updated every time there are changes made to the informed consent form. The version number and revision date tracking is available in the footer of the WSU IRB informed consent templates. It is important that informed consent is documented using the most current version of the IRB approved consent form. Documentation of informed consent on outdated, unstamped or unapproved versions constitutes non-compliance with IRB policy. Please see IRB Policy 15-1 Identifying, Defining and Managing Non-Compliance in Human Research.
4.3.1 Consent Changes that Require Participants to Re-Consent: 

Whenever there is a protocol amendment, or new information received from the sponsor that could affect the consented participant’s future research related activities and/or their willingness to continue to participate in the research, the investigator is required to re-consent with a revised consent form or an addendum. 

In cases where participants have completed active study or follow-up procedures and new safety information is discovered that may affect a participant’s further participation or long-term risks from the treatment, the participant must be informed of this new information. The timeliness of informing participants and re-consenting will depend on the seriousness of the new information. 
Note: New safety information that indicates immediate hazards or issues of safety should be communicated to the participant upon receipt of the new information or as directed by the sponsor. The new information communicated to the participant or his or her legally authorized representative must be reported to the IRB as soon as possible. Please see IRB Policy/Procedure: 13-1 Unanticipated Problems and other Reportable Events for reporting requirements and timelines.
5. 0 Participant Withdrawal from a Clinical Trial
When participants withdraw from a clinical trial, the IRB determines:

· When a participant withdraws from a study, the data collected on the participant to the point of withdrawal remains part of the study database and may not be removed.  The consent document cannot give the participant the option of having data removed.

· A researcher may ask a participant who is withdrawing whether the participant wishes to provide continued follow-up and further data collection subsequent to their withdrawal from the interventional portion of the study. Under this circumstance, the discussion with the participant distinguishes between study-related interventions and continued follow-up of associated clinical outcome information, such as medical course or laboratory results obtained through non-invasive chart review, and addresses the maintenance of privacy and confidentiality of the participant’s information.

· The researcher must obtain the participant’s consent for this limited participation in the study (assuming such a situation was not described in the original consent document). The IRB must approve the consent document.

If a participant withdraws from the interventional portion of a study and does not consent to continued follow-up of associated clinical outcome information, the researcher must not access for purposes related to the study, the participant’s medical record or other confidential records requiring the participant’s consent. However, a researcher may review study data related to the participant collected prior to the participant’s withdrawal from the study, and may consult public records, such as those establishing survival status.
6.0 Posting Clinical Trial Consent forms on Publicly Available Website

Federally funded clinical trials approved after January 21, 2019 must follow the revised Common Rule’s requirement for each clinical trial conducted or supported by a Common Rule department or agency, one IRB approved informed consent form used to enroll subjects must be posted by the awardee or the Federal department or agency component conducting the trial on a publicly available Federal Web site established as a repository for such informed consent forms. [45 CFR 46.116(h)]

When WSU is the prime awardee for research subject to this requirement, the Principal Investigator is responsible for ensuring compliance with this requirement.  When the PI believes that it would be inappropriate to post a copy of the informed consent form, or that certain information (e.g., confidential commercial information) should be redacted, they may request an exception by contacting the Program Officer or Grants Management Specialist (or equivalent) of the Federal department or agency supporting the research. 

The posted consent form should be an IRB-approved version that was used to enroll participants, but should be blank (i.e., no subject identifying information should be included).

The informed consent form must be posted on the Federal Web site after the clinical trial is closed to recruitment, and no later than 60 days after the last study visit by any subject, as required by the protocol.

At this time, two publicly available federal websites that will satisfy the consent form posting requirement have been identified: ClinicalTrials.gov and a docket folder on Regulations.gov (Docket ID: HHS-OPHS-2018-0021).  Additional federal websites that would satisfy the revised Common Rule’s clinical trial consent form posting requirement might be identified in the future.  

More information about this requirement is available at the following website: https://www.hhs.gov/ohrp/regulations-and-policy/informed-consent-posting/index.html.
7.0 Veterans Administration Research

VA review and approval of submissions is required prior to submission to the WSU IRB. The VA Institutional Review Board Informed Consent Form templatemust be used for Veterans Administration research . If the wording of the informed consent has been initially prepared by an entity other than the principal investigator (e.g. a pharmaceutical company or a cooperative study group), then the IRB should ensure that the wording of the informed consent meets all the requirements of the IRB policy and VA policy [VHA 1200.05 31]. See section 8.4 of this policy for additional required elements of consent for VA research. 
Department of Veterans Affairs (VA) Form 10-1086, Research Consent Form, or an electronic version of VA Form 10-1086, must be used as the consent document. The only exception is that a Department of Defense (DoD) consent document may be employed for active duty military personnel participating in VA research at DoD sites when VA-specific language is not necessary.

If the consent document is amended during the protocol approval period, the consent document must reflect the approval date of the amendment rather than the date of the approved protocol. For more information about Informed Consent Revisions, see section 6.5 of this policy, and WSU IRB Policy 04-6 Amendments to the Research Protocols and Informed Consent. 

The consent document must indicate the date of IRB approval, but the date does not need to appear on each page of the consent document.

The IRB may waive the requirement for the signature of the person obtaining consent when there is no physical contact with the participant (e.g., where the only contact with the participant is through telephone or mail). 

More information about informed consent requirements is available in the VHA directive 1200.05.

8.0 Additional Elements of Consent Required when Conditions Apply:

Certain Federal agencies have additional required elements for the informed consent form based on their own individual human participant research policies. These additional elements are not included in the WSU IRB consent templates. It is the investigator’s responsibility to include all applicable elements in the informed consent form. 
8.1 Additional Elements for FDA-Regulated Research: 
One or more of the following elements of information, when appropriate shall also be provided to each prospective or LAR in the body of the consent form when the study is FDA regulated. 

1. A statement that the results of the research will be posted on clinicaltrials.gov

2. A statement that notes the possibility that the Food and Drug Administration may inspect the records. 
8.2 Additional Requirements when Following the ICH-GCP (E6) Guideline

One or more of the following elements of information, when appropriate shall also be provided to each prospective or LAR in the body of the consent form when following the ICH-GCP (E6) Guideline. 

1. The approval or favorable opinion by the IRB.
2. The probability for random assignment to each treatment.
3. The participant’s responsibilities.
4. When applicable, the reasonably foreseeable risks or inconveniences to an embryo, fetus, or nursing infant.
5. The important potential benefits and risks of the alternative procedures or courses of treatment that may be available to the participant.
6. When there is no intended clinical benefit to the participant, the participant should be made aware of this

7. A statement that the monitors, the auditors, the IRB and the regulatory authorities will be granted direct access to the participant’s original medical records for verification of clinical trial procedures and data, without violating the confidentiality of the participant, to the extent permitted by the applicable laws and regulations and that, by signing a written informed consent form, the participant or the participant’s legally authorized representative is authorizing such access.

8. If the results of the trial are published, the participant’s identity will remain confidential.
8.3 Additional Requirements for Department of Defense (DoD) Research
Both of the following additional elements are required for DoD research:

1. A statement that the DoD or a DoD organization is funding the study

2. A statement that representatives of the DoD are authorized to review research records

8.4 Additional Requirements for Department of Energy (DoE) Research

1. The identity of the sponsoring agency should be listed, unless the sponsor requests that it not be disclosed, because doing so could compromise intelligence sources or methods; the research involves no more than minimal risk to participants; and the IRB determines that by not disclosing the identity, the investigators will not adversely affect the participants. 

2. When research is classified, consent documents must state the project is classified, and what it means for the purposes of the research project. 

8.5 Additional Requirements for Department of Justice (DOJ) Research

1. When research is funded by the National Institutes of Justice(NIJ), the consent document must disclose:

a. The name(s) of the funding agency(ies);
b. The extent to which confidentiality of records identifying the participant will be maintained. For studies sponsored by NIJ the participant should be informed that private, identifiable information will be kept confidential and will only be used for research and statistical purposes. If, due to sample size or some unique feature, the identity of the individual cannot be maintained, the participants need to be explicitly informed of what information would be disclosed, under what circumstances, and to whom. The participant must be informed of any risks that might result from this disclosure and must provide explicit written consent prior to participating in the research.
2. When research is sponsored by the Bureau of Prisoners, consent documents must disclose:

· The identity of the researchers.
· Anticipated uses of the results of the research.
· A statement that participation is completely voluntary and that the participant may withdraw consent and end participation on the project any time without penalty or prejudice (The inmate will be returned to regular assignment or activity by staff as soon as practicable).

· A statement regarding the confidentiality of the research information and exceptions to any guarantees of confidentiality required by Federal or state law. For example, a researcher may not guarantee confidentiality when the participant indicates intent to commit future criminal conduct or harm himself or herself or someone else, or, if the participant is an inmate, indicates intent to leave the facility without authorization.
· A statement that participation in the research project will have no effect on the inmate participant’s release date or parole eligibility. 

8.6 Additional Requirements for VA Research

1. A statement that in the event of a research-related injury the VA has to provide necessary medical treatment to a participant injured by participation. 

2. Any payments the participant is to receive for participating in the study

3. Any real or apparent conflict of interest by the researchers where the research will be performed

4. A statement that VA will provide treatment for research related injury in accordance with applicable federal regulations. 

5. A statement that informs VA research participants that they or their insurance will not be charged for any costs related to the research

6. A statement that a veteran-participant will not be required to pay for care received as a participant in a VA research project except in accordance with Federal law and that certain veterans were required to pay co-payments for mental care and services provided by VA. 

7. Consent for research must describe any photographs, video, or audio recordings obtained for research purposes; how they will be used, and whether they will be disclosed outside the VA.
8.7 National Institutes of Health (NIH) Certificates of Confidentiality (CoC)
On October 1, 2017 the NIH changed their policy on Certificates of Confidentiality (CoC). The policy change means that CoC’s are automatically issued to all NIH funded or conducted research studies that are collecting or using identifiable, sensitive information. This policy change is retroactive to December 13, 2016. 

8.7.1 NIH suggested informed consent language for studies with a CoC. 

“This research is covered by a Certificate of Confidentiality from the National Institutes of Health. This means that the researchers cannot release or use information, documents, or samples that may identify you in any action or suit unless you say it is okay. They also cannot provide them as evidence unless you have agreed.  This protection includes federal, state, or local civil, criminal, administrative, legislative, or other proceedings. An example would be a court subpoena.
 
There are some important things that you need to know.  The Certificate DOES NOT stop reporting that federal, state or local laws require. Some examples are laws that require reporting of child or elder abuse, some communicable diseases, and threats to harm yourself or others.  The Certificate CANNOT BE USED to stop a sponsoring United States federal or state government agency from checking records or evaluating programs. The Certificate DOES NOT stop disclosures required by the federal Food and Drug Administration (FDA).  The Certificate also DOES NOT prevent your information from being used for other research if allowed by federal regulations.
 
Researchers may release information about you when you say it is okay. For example, you may give them permission to release information to insurers, medical providers or any other persons not connected with the research.  The Certificate of Confidentiality does not stop you from willingly releasing information about your involvement in this research. It also does not prevent you from having access to your own information.”
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