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1.
PURPOSE
To provide guidance regarding the required elements of informed consents and the manner in which informed consent may be provided.
2.  POLICY

Informed consent to be legally effective must be prospectively obtained. Except as described in SOP IC 702, no Investigator may involve a human being as a research subject unless he or she has obtained legally effective informed consent of the subject or the subject’s legally authorized representative. Consent shall be sought only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to participate in advance, and that minimize the possibility of coercion or undue influence.
The informed consent of a subject is a privilege freely granted by the subject. S/he is under no obligation to participate in the research study and may discontinue their consent for ongoing participation at any time during the study, without penalty or injury.
The IRB requires documentation of informed consent by use of a written informed consent document approved by the IRB and signed and dated by the subject or the subject’s legally authorized representative. In studies involving children, the legally authorized representative is the parent or court-appointed guardian (See SOP IC 704 Assent). In studies involving cognitively impaired adults, the legally authorized representative is a designated proxy (ex. Durable power of attorney for Health Care), court appointed guardian, spouse, adult child, parent, or adult sibling, in that order.
3.
SPECIFIC POLICIES
The Consent Document may be either of the following:

1. A written consent document that embodies the elements of informed consent described in 21 CFR 50.25 and 45 CFR 46.116(a). This document may be read to the subject or the subject’s legally authorized representative, but, in any event, the Investigator shall give either the subject or the representative adequate opportunity to read it before it is signed. The subject must also be given a copy of the signed document.

2. A “short form” written consent document stating that the elements of informed consent as required above have been presented orally to the subject or the subject’s legally authorized representative. When this method is used, there shall be an impartial witness to the oral presentation. The IRB must approve a written summary of what is to be said to the subject or representative. The subject or the representative signs only the short form itself. However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining the consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the representative in addition to a copy of the short form. 

A. Required Elements of Informed Consent

1.
A statement that the study involves research, an explanation of the purposes of the research, the expected duration of the subject’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 subject. 

3.
A description of any benefits to the subject or to others that may reasonably be expected from the research. 

4.
A disclosure of appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the subject. 

5.
A statement describing the extent to which, if any, confidentiality of records identifying the subject will be maintained and that notes the possibility that the FDA may inspect the records. 

6.
For research involving more than minimal risk, an explanation as to whether any compensation is provided and an explanation as to whether any medical treatments 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 subjects’ rights, and whom to contact in the event of a research-related injury to the subject. 

8.
A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled. 

B.
Additional Elements

When appropriate, one or more of the following elements of information shall also be provided to each subject:

1.
A statement that the particular treatment or procedure may involve risks to the subject (or to the unborn child if the subject is or may become pregnant), which are currently unforeseeable. 

2.
Anticipated circumstances under which the Investigator, without regard to the subject’s consent, may terminate the subject’s participation. 

3.
Any additional costs to the subject that may result from participation in the research.

4.
The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject. 

5.
A statement that significant new findings developed during the course of the research, which may relate to the subject’s willingness to continue participation, will be provided to the subject. 

6.
The approximate number of subjects involved in the study.

C.
Other Requirements

1.
Second person: The language of the consent document should be in the second person style so the consent form conveys a dialogue with information being provided and that there is a choice to be made by the subject rather than presumption of the subject’s consent with the use of the first person style.

2.
Language should be simple: The information provided in the informed consent documents must be in language understandable to the subject. The informed consent document should not include complex language that would not be understandable to all subjects. Technical and scientific terms should be adequately explained using common or lay terminology.  

3.
Exculpatory language: Informed consent documents may not contain any exculpatory language through which the subject is made to waive or appear to waive legal rights, or releases or appears to release the Investigator, the Sponsor, or Avera Facilities from liability for negligence. 

4.
FDA-regulated test articles: For all research involving test articles regulated by the FDA, informed consent documents must include a statement that the purpose of the study includes evaluation of both the safety and the effectiveness of the test article.  The consent document must also include a statement that the FDA has access to the subject’s medical records.
5.
Questions and Concerns: The informed consent needs to contain contact numbers for the local investigator and IRB to ensure that the subject can contact the appropriate people with questions, concerns or complaints.
6.
Reproductive Risks: Avera Facilities are guided by The Religious and Ethical Directives of Catholic Health Facilities. In recognition of these principals, the Avera IRB requires the following verbiage on informed consent documents that include sections on reproductive risks:

a.
Females: Due to the unknown effects of this study’s drugs on a human unborn child, you understand that it is very important that you do not get pregnant during this study. Avoiding sexual activity is the only certain method to prevent pregnancy. However, if you choose to be sexually active, you must agree to use acceptable methods of birth control while in this research study. Your doctor will explain these methods to you and help you decide which might be best for you. 


b.
Males: Due to the unknown effects of this study’s drugs on a human unborn child, you understand the risk of birth defects if your partner becomes pregnant during this study. Avoiding sexual activity is the only certain method to prevent pregnancy. However, if you choose to be sexually active, you must agree to use acceptable methods of birth control while in this research study. Inform your study doctor if you think for any reason that your partner might be pregnant.
c.
Language for studies involving investigational devices: Although there are no known risks of this device/study procedure on pregnant women or an unborn child, and the device manufacturer has not (has excluded) participation by pregnant women participating in this study, there is a possibility of yet undiscovered pregnancy related risks and a pregnancy test may be made available to women of child-bear potential to help them make an informed decision whether or not to participate in this study.

Additional language if needed:

In addition, it is recommended that you do not get pregnant for [insert number of days/weeks] after your procedure (use of this device). Avoiding sexual activity is the only certain method to prevent pregnancy. If you choose to be sexually active, you must agree to use an acceptable method(s) of birth control during the above noted time period. Your doctor can explain these methods to you and help you decide which method may be best for you.
D. Documentation of Informed Consent
Informed consent must be documented by the use of a written consent document approved by the IRB and signed and dated by:
· The subject or the subject’s legally authorized representatives,

· A witness whose role is to witness the subject’s legally authorized representative’s  signatures, and
· The person obtaining the informed consent.

E. 
Oral Presentation Using Short Form 

1.
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.

2.
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, (i) the oral presentation and the short form written informed consent document should be in a language understandable to the subject; (ii) the IRB-approved English language informed consent document may serve as the summary; and (iii) the witness should be fluent in both English and the language of the subject.

3.
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.

G.
Cognitively Impaired Subjects 

Studies involving subjects who are decisionally-impaired may take place over extended periods. The IRB should consider whether periodic re-consenting of individuals should be required to ensure that a subject’s continued involvement is voluntary. The IRB may require that Investigators re-consent subjects after taking into account the study’s anticipated length and the condition of the individuals to be included (e.g., subjects with progressive neurological disorders). Additionally, the IRB should consider whether, and when, it should require a reassessment of decision-making capacity. 

4.
SCOPE

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

5.
RESPONSIBILITY

IRB Manager is responsible for reviewing all incoming informed consent documents and for communicating with Investigators to bring documents into compliance.
IRB Members are responsible for review of informed consent documents prior to the IRB meeting.
6.
APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 50

45 CFR 46.116, 46.117

FDA Information Sheets, 1998

7.
REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.
ATTACHMENTS

IC 701-A
Informed Consent Checklist

IC 701-B
Informed Consent Document Template

IC 701-C
Glossary of Medical to Lay Terms

9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager
	Review proposed ICDs upon receipt of study, and confirm that all required elements are present.  
	Informed Consent Checklist

	
	If elements are missing, return consent document to Investigator with request for revision and suggested language (where appropriate).
	Informed Consent Document Template
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