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1. 
Purpose
The purpose of this policy is to provide guidance regarding the requirements for documentation of informed consent and circumstances under which a waiver of documentation may be granted by the IRB. Details regarding obtaining a waiver of informed consent may be found in IRB Policy IC 702 – Waiver of Informed consent.
2. 
policy

The ethical conduct of research on human subjects is based upon the voluntary consent of the subject who has been appropriately informed of the study’s risks and benefits. Informed consent is an ongoing process that provides 1) the prospective subject or the subject’s legally authorized representative with adequate information pertaining to the research study; 2) sufficient opportunity to consider aspects of the research, including the risks and benefits, and whether or not to participate; and 3) the opportunity for the subject to ask questions and receive answers to those questions; thus, minimizing the possibility of coercion or undue influence. 

Unless specifically waived by the IRB, all subjects or their legally authorized representatives, must document that they are consenting to participate in any research project conducted by an Avera Facility.

3. PROCEDURE

A.
General
Each subject or his/her legally authorized representative must sign and date a copy of the current IRB-approved consent form prior to enrollment or any participation in any phase of the study, unless the requirement is waived by the IRB. The subject must also be given a copy of the signed document.

The IRB may approve procedures for documentation of informed consent that involve (a) a written consent form signed by the subject; (b) a short form written consent form with oral presentation; or (c) in limited circumstances, waiver of signed written consent form. Each of these three options is described in detail below. It is the responsibility of the IRB to determine which of the procedures described below is appropriate for documenting informed consent in protocols that it reviews.  


B.
Written Consent form Signed by the Subject

In most circumstances, informed consent is documented by the use of a written consent form approved by the IRB and signed by the subject or the subject’s legally authorized representative. The Investigator should allow the subject or the legally authorized representative adequate opportunity to read the consent document before it is signed. A signed copy of the document must be given to the person signing the form.
1.
The written informed consent document should embody, in language understandable to the subject, all the elements necessary for legally effective informed consent (see above).  

2.
Subjects who do not understand English should be presented with an informed consent document written in a language understandable to them.   See SOP RR 401, section 1.6.3. 

C.
Oral Presentation Using Short Form 

As an alternative to standard written informed consent documents, oral presentation of informed consent information may be used.

In such cases, the subject must be provided with both:

· A short form written informed consent document stating that the elements of informed consent have been presented orally to the subject or the subject’s legally authorized representative; and 

· A written summary of the information that is presented orally.

1.
A witness to the oral presentation is required. The witness must sign both the short form written informed consent document and a copy of the written summary.  

2.
The subject or the legally authorized representative must sign the short form written consent document.  

3.
The person obtaining consent (e.g., the Investigator) must sign a copy of the written summary of the information that is presented orally. The person obtaining consent may not be the witness to the consent.  

4.
Subjects who do not speak English: Where informed consent is documented using this short form procedure for non-English speaking subjects, the written informed consent document should embody, in language understandable to the subject, all the elements necessary for legally effective informed consent. When this procedure is used with subjects who do not speak English, (a) the oral presentation and the short form written informed consent document should be in a language understandable to the subject; (b) the IRB-approved English language informed consent document may serve as the summary; and (c) the witness should be fluent in both English and the language of the subject. 

5.
The IRB must receive all foreign language versions of the short form document as a condition of approval. 

Expedited review of these versions is acceptable if the convened full IRB has already approved the protocol, the full English language informed consent document, and the English version of the short form document.

D.
Waiver of Documentation
The IRB may waive the requirement for the Investigator to obtain a signed consent form for some or all subjects if the IRB finds either:

1.
That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality;

Note:  When the IRB waives the requirement for documentation under this condition, each subject must be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.

Or
2.
That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

In cases in which the documentation requirement is waived, the IRB may require the Investigator to provide subjects with a written statement regarding the research.
E. Informed Consent Procedures via Telephone
There may be situations when obtaining informed consent from subjects over the telephone is appropriate. In these situations, the person obtaining consent must document that the informed consent process took place by making appropriate notation regarding the process in the proper files. 

Informed consent may only be obtained via telephone when written documentation of informed consent has been waived by the IRB. Alternatively, if subjects will be signing the informed consent document after having discussed the research study with a member of the research team over the telephone, a waiver of written documentation of the informed consent is not required. In this case, the person discussing the research study with the potential subject should sign and date the consent document prior to mailing or faxing it to the potential subject. Appropriate notation should be made in the subject’s records indicating that the process took place. Once the subject receives, signs, and returns the informed consent document to the study site, the document should again be signed and dated by the appropriate member of the research team who receives the document. Before implementing either of these processes, the PI must first obtain appropriate IRB approval to do so. 
E.
Use of Facsimile or Mail to Document Informed Consent
There may also be situations when obtaining informed consent from subjects via fax is appropriate. This is acceptable in situations where the informed consent process has already been appropriately conducted in person. For example, it is acceptable for the informed consent process to take place in person, to allow the potential subject time to take the consent document home in order to consider participation, and then have the subject sign and fax the informed consent document back to the research site. In this case, the consenter should sign the informed consent document and make appropriate notes to the subject’s records upon completion of the informed consent discussion. The subject may then fax a signed copy of the informed consent document to the research site (preferably to the consenter and/or investigator). Upon receipt, the PI or appropriate designee should again sign and date the document as acknowledgement of receipt and make appropriate notations to the subject’s record. The subject should still return the signed original informed consent document (either at the next visit or via mail) to the research site as his/her earliest opportunity. The appropriate recipient of the signed original informed consent document should sign and date it, file it with the faxed copy, and make appropriate notes to the subject’s record. The notes to file coinciding with the dates and signatures on the informed consent documents provide the source documentation that confirm and explain how the process occurred.

The IRB may also approve a process that allows the informed consent document to be delivered by mail or facsimile to the potential subject or the potential subject’s legally authorized representative and to conduct the consent interview by telephone when the subject or the legally authorized representative can read the consent document as it is discussed. All other applicable conditions for documentation of informed consent must also be met when using this procedure.

4.
scope

These policies and procedures apply to all research submitted to the Avera IRB.

5.
responsibility

The Principle investigator is responsible for submitting all informed consent documents (full written documents, oral scripts, short forms, and assent forms) to the IRB with the new study submission.
IRB Chair, IRB Members are responsible for determining circumstances when the IRB may waive the requirement to document informed consent.
The IRB recommends that the informed consent documents apply to the following division of target populations:

· Age 18 or older utilizing the adult informed consent document;

· Ages 13 to 17 utilizing an assent form, which may be in the same language as the adult informed consent document;

· Ages 7 to 12 utilizing an assent form written simply and at a comprehension level appropriate for a 7 year old.
IRB Members will assure all elements of consent as required by the Federal regulations, as well as any appropriate additional elements are incorporated into the documents

6.
applicable regulations and guidelines

21 CFR 50.23, 50.24
21 CFR 56.109(c), 56.109(d)

45 CFR 46.116

7.
references to other applicable sops

This SOP affects all other SOPs.


8.
attachments


Request for Waiver of Informed Consent 

Informed Consent Template


Assent (Ages 7-12)


Assent (Ages 13-17)

9.
procedures employed to implement this policy

	Who 
	Task
	Tool

	Chair, IRB Member
	 Review proposed informed consent(s) upon submission and confirm that all required elements are present based on Code of Federal regulations (45 CFR 46.116 or 21 CFR 50 Subpart B).
	

	
	If elements are missing, return consent documents to investigator with request for revision and suggested language (where appropriate)
	

	IRB Members, IRB Manager
	Consent documents approved by the IRB, are issued an approval and expiration date These IRB-approved versions must be used during the consent process, as they are the only versions considered valid. The protocol approval period expires at midnight on the date of expiration and therefore, the consent form expires then as well. The dates of approval and expiration are also provided to the Protocol PI on all approval memoranda.
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