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SUMMARY & PURPOSE:
Informed Consent Procedure for Clinical Investigations

POLICY:

It is the policy of BHSF that, except for emergency research - legally effective informed consent will be
sought prospectively from each human subject of BHSF clinical research or the subject's legally
authorized representative.

SCOPE/APPLICABILITY:
This policy applies to all clinical investigations involving human subjects performed at BHSF.

PROCEDURES TO ENSURE COMPLIANCE:
1. Definitions;
a. Assent. An agreement with a statement or proposal. In Department of Health and Human
Services (HHS) and Food and Drug Administration (FDA) regulations, refers to a clear sign of
agreement to participate as a human subject in research,
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b. Attestation: A declaration of being correct, true, or genuine.

Child: a person younger than 18 years of age.

Clinical Research: In the context of this policy, Research involving Human Subjects. For the

purpose of this policy, the terms Research, Study, Clinical Research, and Clinical Investigation

are used interchangeably.

e. Clinical Investigation. Any experiment that involves a test article and one or more human
subjects.

f.  Human Subject (HHS Definition): A living individual about whom an investigator conducting
research collects data through intervention or interaction with the individual or obtains identifiable
information.

g. Human Subject (FDA Definition): An individual who is or becomes a participant in research, either
as a recipient of the test article or as a control. A subject may be either a healthy human or a
patient.

h. Research (HHS definition): A systematic investigation, including research development, testing,
and evaluation, designed to develop or contribute to generalizable knowledge.

i.  Study: Clinical Research governed by a specific protocol or a set of uniquely designed steps or
procedures.

j.  Test Article: Any drug for human use, biological product for human use, medical device for human
use or any other article subject to regulation under the Food, Drug, and Cosmetics Act.

k. Impartial Witness: A person who is independent of and cannot be unduly influenced by people
involved with the study.

|.  Informed Consent. an educated and affirmative indication by a person - or his/her Legally
Authorized Representative (LAR) - of willingness to participate in clinical research.

m. Institutional Review Board (IRB): a body providing oversight for and safeguarding the rights and
well-being of human subjects.

n. Legally Authorized Representative (LAR): an individual, judicial, or other body authorized under
applicable law to consent - on behalf of a prospective subject - to the subject's participation in the
research.

o. Principal Investigator (P1); a person responsible for the conduct of a study.

p. Pl Designee: a person authorized prospectively in writing by the P! to perform certain tasks on his
or her behalf in association with a specific study.

ao

General:

a. The informed consent process begins upon initial contact with the prospective subject or his/her
LAR about research.

b. Only the Pl or designee may obtain consent from prospective subjects or their LARs.

¢. The Consenter will obtain consent before any research-related procedure.

d. The Consenter must assure that the subject does not relinquish his or her rights, or release the
investigator, the sponsor, BHSF or its hospitals, clinics, or agents from liability for negligence.

[nitial Contact:

a. The Consenter will first obtain the permission of the potential subject’s physician to approach the
potential subject or his/her LAR.

b. After obtaining permission as described above, the Consenter will obtain permission from the
prospective subject or his/her LAR to discuss potential participation in the study.

Setting:
a. The consent process will take place under circumstances where:

i. The privacy and confidentiality of the subject can be reasonably maintained.
ii. The potential for coercion or undue influence is minimized.
ili. The subject or his/her LAR can reasonably comprehend, consider, and respond to new
information.

Special Circumstances:
a. Research involving children:
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i. Research involving an emancipated minor: the Consenter will conduct the informed consent
process as required for adults.

ii. Special IRB Requirements:

1) Research requiring permission of the parents or the guardians:

a) Unless otherwise allowed by the IRB, permission from both parents/guardians will be
sought.

b) The Consenter will advise the parent(s) or guardian(s) of his/her/their role and
responsibilities in serving as healthcare decision-maker(s) for the child.

c) The Consenter will explain the proposed research to the child even when the
parent(s) or guardian(s) give(s) permission.

2) Research requiring an Assent: the Consenter will give the child an explanation, at a level
appropriate to his/her age and condition, of the general purpose of the research and of
the required procedures including their meaning in terms of discomfort and
inconvenience.

ii. Research involving an unwed pregnant minor: unless otherwise allowed by the IRB,
permission of the mother for own or fetus’ participation in research is insufficient to allow for
her or the fetus participation in the study.

iv. Research involving a minor —of an unwed minor mother:

3) Unless otherwise allowed by the IRB, permission of the mother for her child’'s
participation in research is insufficient to allow for the child’s participation in the study.

4) Participation of the mother in research is subject to pertinent requirements about
consent.

Research involving decision-impaired adults:

i. The Consenter will advise the LAR of his/her role and responsibilities in serving as the
healthcare decision-maker for the subject.

ii. When feasible, the Consenter will explain the proposed research to the prospective subject,
in a fanguage and at a level appropriate to his/her condition, even when the LAR gives
consent.

ii. If an Assent is required by the IRB, the Consenter will give the prospective subject an
explanation, in a language and at a level appropriate to his/her condition, of the general
purpose of the research and of the required procedures including their meaning in terms of
discomfort and inconvenience.

Research involving a subject or LAR who is blind or deaf: If allowed by the IRB, the Consenter
will

i. Have an impartial witness that can see or hear present during the entire consent procedure,
and

ii. Follow the IRB’s requirements for the consent procedure.

Research involving a subject or LAR that cannot read, write or speak English: the Consenter will
conduct the consent process in accordance with BHSF IRB Policy No; 833.00, Consent and Its
Understanding. ‘

6. Discussion between the Consenter and Potential Subject or his/her LAR:

a.

b.

The Consenter will provide the potential subject and/or his/her LAR with a copy of the consent
documents for his/her review.
Using Attachment A, Checklist for the Consent Discussion and Process as a guide, the
Consenter will do the following:
i. Present and discuss the study with the potential subject and/or his/her LAR.
ii. Formally request the prospective subject or his/her LAR to choose whether to participate.
iii. Provide an opportunity for questions and answers (Q&A):
5) Ask the prospective subject or his/her LAR if he/she understands the information and if
he/she has questions about the study.
6) Answer all questions fully and at a level understandable to the prospective subject or
his/her LAR.
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7) Acknowledge that the potential subject and/or his/her LAR verbalizes understanding of
the research and research related procedures.

If necessary, the Consenter will request permission from the prospective subject or his/her LAR to

contact him/her about his/her participation in the study until he/she chooses whether to participate.

8. Documentation and Signatures:

a. The Consenter will follow Policy No.: BHSF-1340.1x, Documentation of Informed Consent for

clinical investigations.
b. In addition, the Consenter will:
i. Complete and sign Attachment A, Checklist for the Consent Discussion and Process,
ii. Retain the completed and signed Attachment A on record.

9. Copies:

The subject and/or his/her LAR will be provided a copy of the signed informed consent for his/her

personal records.

SUPPORTING/REFERENCE DOCUMENTATION:

e 21CRF50

e 21CFR56

e 45CFR 46

e  Sections 505(i) and 520(g) of the Food, Drug, and Cosmetics Act
e Good Clinical Practice Guidelines

RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:
Policies:
e BHSF Administrative Policy: 832.09 Emergency Use of a Drug, Device or Biological Product —
IRB

e BHSF Administrative Policy: 833.00 Consent and Its Understanding ~ IRB

o BHSF Administrative Policy: 833.01 General Requirements of Informed Consent — IRB
Attachments:

e Attachment A — Checklist for the Consent Discussion and Process

e Attachment B — Guidance on the Term Legally Authorized Representative (LAR)

e  Attachment C — Guidance of the Consent of Children

e Attachment D — Guidance on the Consent of Decision-Impaired Adults

ENFORCEMENT & SANCTIONS:

Violations of this policy may lead to revocation of system privileges and/or disciplinary action including
termination. Anyone willfully violating this policy will be subject to disciplinary action up to and including

termination.
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