Obtaining Written Informed Consent for Human Subject Participation in NON-EMERGENT ResearcH

TITLE:  Obtaining Written Informed Consent for Human Subject Participation in Non-Emergent Research 

PURPOSE:  To ensure that informed consent for human research subjects at UAMS/ACRC is obtained according to federal, state and institutional regulations in order to protect the research subject and preserve the reliability and validity of data.

RESPONSIBILITIES:
1. The Primary Investigator (PI) is responsible for ensuring that proper informed consent has been obtained from the research subject before any study activity is conducted.  The PI can designate authorized members of the research team to obtain the informed consent, but the PI must sign each consent form.

2. The PI is responsible for ensuring that only a current Human Research Advisory Committee- (HRAC-) approved consent form designed specifically for the study is appropriately signed and witnessed.

DEFINITIONS:

1. Principal Investigator-an individual who conducts an investigation; under whose immediate direction research is conducted, or in the event of an investigation conducted by a team of individuals, is the responsible leader of that team. (HRAC Handbook 12/17/01 Appendix A, p.4)

2. Legally authorized representative-an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in the research.  (45CRF46.102(c))

3. Children-persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.  45CFR46.402(a).In the state of Arkansas, “children” include any persons under the age of 18 UNLESS the child has been emancipated by court order, marriage, or is on active military duty. (HRAC Handbook, 12/17/01 “Research Involving Vulnerable Populations”, p.4)

4. Assent of children-a child’s affirmative agreement to participate in research.  Mere failure to object should not be construed as assent. (HRAC Handbook, 12/17/01 “Research Involving Vulnerable Populations”, p.4; Appendix A, p.4)

5. Cognitively Impaired Individuals-those persons having a psychiatric or developmental disorder that affects cognitive or emotional functions to the extent that the capacity for judgment and reason is significantly diminished.  (HRAC Handbook, 12/17/01 Appendix A, p.2)  In determining cognitive impairment , refer to the HRAC Handbook, Appendix I:  COGNITIVE IMPAIRMENT DETERMINATION ALGORHITHM.

6. Vulnerable subjects-individuals whose willingness to volunteer in a research study may be unduly influenced or coerced and individuals with limited autonomy.  These individuals may include, but are not limited to, children, prisoners, pregnant women, and mentally disabled or economically or educationally disadvantaged persons.  (HRAC Handbook, 12/17/01 Appendix A p.6)

PROCEDURE:

1. The PI will submit the protocol-related informed consent form to the HRAC for approval. In certain cases, the HRAC may choose to waive or alter the requirements for written informed consent. This procedure applies to those studies where written informed consent is required.

2. Once the PI has an approved consent form and an approved protocol, he/she may begin enrolling subjects.

3. Informed consent may be obtained by the PI or a qualified designee who is a member of the research team.  If the person obtaining consent is not the PI, documentation must exist that the designee is competent and can answer protocol-specific questions.

4. The PI is ultimately responsible for determining whether a subject has the capacity to consent, although informed consent may be obtained by either the PI or designee.  The person obtaining consent should document the use of the “Cognitive Impairment Algorithm”  in the Investigator’s Handbook for Human Studies if the subject’s capacity to consent is uncertain.  If the subject is lacking such capacity, whether due to cognitive impairment, the suject’s age, or other causes, the PI/designee may obtain consent from a legally authorized representative.  Note that in the case of children, one or both parents may be required to sign the consent form, depending on the nature of the research.  In making these determinations, please refer to the HRAC Investigator’s Handbook for Human Studies; “Vulnerable populations”, 12/17/01 version.  Note also that if the subject is a child capable of giving assent, this assent must be obtained.  Please refer to the above handbook and section.

5. Informed consent must be obtained PRIOR to research activity.

6. If the subject is illiterate, the PI will read the consent form word-for-word to the subject in the presence of a neutral witness who will document the administration of the informed consent in the medical record an/or research case history.

7. In the case of a non-English speaking subject, the UAMS IRB approved informed consent document should be in the language readily understood by the subject.  In cases where the PI anticipates that consent interviews will be routinely conducted in a language other than English, the HRAC requires a certified translated document be submitted with the original protocol for approval.  It is the PI’s responsibility to ensure that the translation is accurate.

If a non-English speaking subject is unexpectedly encountered and investigators do not have a written translation of the informed consent form, they must rely on oral translation, keeping in mind ethical/legal ramifications when a language barrier exists.

If a PI enrolls a subject without an IRB-approved written translation, a “short form” written consent, found in the IRB Handbook, Appendix J, must be used.  The “short form” must be in the language readily understood by the subject and must be approved by the IRB before it is used.  

At the time of consent for non-English speaking subjects:

a) the short form document should be signed by the subject or the subject’s legally authorized representative;

b) the summary (ie-the English language informed consent document) should be signed by the person obtaining consent as authorized under the protocol and

c) the short form summary and document should be signed by the witness.  When a translator assists the person obtaining consent the translator may serve as the witness.

8. Informed consent may not be obtained by telephone unless that method is approved in advance by the HRAC.

9. As part of the consent process, the subject’s or his/her representative’s questions must be answered prior to consent being given and throughout the study.  The subject or his/her representative should be asked if there are any questions prior to consent being obtained and at all subsequent visits or contacts. These elements of the informed consent process should be documented in the medical record and/or research case history.

10. When giving the consent, the subject or a duly authorized legal representative needs to read, initial and date each page and sign and date the last page of the form.

11. In addition to the subject signing the consent form, it MUST be signed by a witness, an HRAC approved investigator, and the person obtaining consent.  The witness cannot be the same person as the person obtaining consent.

12. The subject or his/her duly authorized representative will receive a copy of the signed consent form.
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