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8§ 46.116 General requirements for informed consent.
(a) General. General requirements for informed consent, whether written or oral, are set forth > X

in this paragraph and apply to consent obtained in accordance with the requirements set forth
in paragraphs (b) through (d) of this section. Broad consent may be obtained in lieu of informed
consent obtained in accordance with paragraphs (b) and (c) of this section only with respect to

(2) An investigator shall seek informed consent only under circumstances that provide the N Ads by Goog|e
prospective subject or the legally authorized representative sufficient opportunity to discuss
and consider whether or not to participate and that minimize the possibility of coercion or

undue influence. Why this ad? [>

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.

(i) Informed consent must begin with a concise and focused presentation of the key SPONSORED LISTINGS
information that is most likely to assist a prospective subject or legally authorized
representative in understanding the reasons why one might or might not want to participate Jack D. Lebowitz

way that facilitates comprehension.

(800) 654-1949

Baltimore, MD

.- . . . .. . . Personal Injury, Medical Malpractic...
(ii) Informed consent as a whole must present information in sufficient detail relating to S g

the research, and must be organized and presented in a way that does not merely provide ’

PREMIUM

participate.

(6) No informed consent may include any exculpatory language through which the subject or
(800) 553-8082

Baltimore, MD
Personal Injury, Medical Malpractic...

its agents from liability for negligence.

(b) Basic elements of informed consent. Except as provided in paragraph (d), (e), or (f) of

this section, in seeking informed consent the following information shall be provided to each D
subject or the legally authorized representative: [ Website ] m [ Profile
(1) A statement that the study involves research, an explanation of the purposes of the

research and the expected duration of the subject's participation, a description of the Alexandra Miller

procedures to be followed, and identification of any procedures that are experimental; (443) 213-0345
Towson, MD

(2) A description of any reasonably foreseeable risks or discomforts to the subject;
Elder Law, Medical Malpractice, Per...

(3) A description of any benefits to the subject or to others that may reasonably be expected
from the research; r—

(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that [ Website ] m [ Profile ]
might be advantageous to the subject;

(5) A statement describing the extent, if any, to which confidentiality of records identifying Brian G. Thompson
the subject will be maintained; (800) 385-2243

Baltimore, MD
Communications & Internet Law, C...

compensation 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;

PREMIUM

and research subjects' rights, and whom to contact in the event of a research-related injury [ Website ] m [ Profile ]

to the subject;

Aryeh M. Rabinowitz
m (410) 539-6633

Baltimore, MD
Personal Injury, Medical Malpractic...

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

.................................. PREMIUM

identifiable private information or identifiable biospecimens:
[ Website ]m[ Profile ]

Ryan S. Perlin
Y (410) 539-6633

Baltimore, MD
Personal Injury, Medical Malpractic...

...................................................................... PREMIUM

studies.
[ Website ]m[ Profile

(c) Additional elements of informed consent. Except as provided in paragraph (d), (e), or
(f) of this section, one or more of the following elements of information, when appropriate,
shall also be provided to each subject or the legally authorized representative:

(1) A statement that the particular treatment or procedure may involve risks to the subject
(or to the embryo or fetus, if the subject is or may become pregnant) that are currently
unforeseeable;

(2) Anticipated circumstances under which the subject's participation may be terminated by

that 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;

(7) A statement that the subject's biospecimens (even if identifiers are removed) may be
used for commercial profit and whether the subject will or will not share in this commercial
profit;

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).

(d) Elements of broad consent for the storage, maintenance, and secondary research
use of identifiable private information or identifiable biospecimens. Broad consent for

subject or the subject's legally authorized representative:

(1) The information required in paragraphs (b)(2), (b)(3), (b)(5), and (b)(8) and, when
appropriate, (c¢)(7) and (9) of this section;

results, will be disclosed to the subject in all circumstances, a statement that such results
may not be disclosed to the subject; and

(7) An explanation of whom to contact for answers to questions about the subject's rights

(e) Waiver or alteration of consent in research involving public benefit and service
programs conducted by or subject to the approval of state or local officials -

examine:
(A) Public benefit or service programs;
(B) Procedures for obtaining benefits or services under those programs;
(C) Possible changes in or alternatives to those programs or procedures; or

(D) Possible changes in methods or levels of payment for benefits or services under those
programs; and

information or biospecimens in an identifiable format;

(iv) The waiver or alteration will not adversely affect the rights and welfare of the subjects;
and

(v) Whenever appropriate, the subjects or legally authorized representatives will be
provided with additional pertinent information after participation.

proposal in which an investigator will obtain information or biospecimens for the purpose of
screening, recruiting, or determining the eligibility of prospective subjects without the informed

the following conditions are met:

(1) The investigator will obtain information through oral or written communication with the

accessing records or stored identifiable biospecimens.

(h) Posting of clinical trial consent form.

is closed to recruitment, and no later than 60 days after the last study visit by any subject, as
required by the protocol.

(i) Preemption. The informed consent requirements in this policy are not intended to preempt

body of an American Indian or Alaska Native tribe) that require additional information to be
disclosed in order for informed consent to be legally effective.

(j) Emergency medical care. Nothing in this policy is intended to limit the authority of a
physician to provide emergency medical care, to the extent the physician is permitted to do so

body of an American Indian or Alaska Native tribe).

(Approved by the Office of Management and Budget under Control Number 0990-0260)
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