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There are two FDA regulations that refer to subject withdrawal from a study:

50.25(a)(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.

50.25(b)(4): The consequences of a subject's decision to withdraw from the research and
procedures for orderly termination of participation by the subject.

Ordinarily, once a subject indicates (orally or in writing) that he/she no longer wishes to
participate in a study, no additional data may be collected for that subject. As you note, the
July 2014 draft guidance and information sheet for informed consent states “Subjects
should be advised in the consent document that the data collected on them up until the
point of their withdrawal remains part of the study database and may not be

removed.” When finalized, this guidance will supersede the 1998 “Guide to Informed
Consent - Information Sheet”.

The 2016 final guidance that you reference in your email is entitled “Use of Electronic
Informed Consent Questions and Answers” ; it is a companion procedural guidance
specific to the use of electronic informed consent, and is not the final guidance replacing
either the 2014 draft informed consent guidance, or the 1998 final guidance, “Guide to
Informed Consent - Information Sheet”.

As you note, the 2008 guidance document, Data Retention When Subjects Withdraw from
FDA-Regulated Clinical Trials (available at:

www.fda.gov/downloads/Regulatoryinformation/Guidances/UCM126489.pdf ), discusses
FDA's policy on this topic, which is still current:

“...already-accrued data, relating to individuals who cease participating in a study, are to
be maintained as part of the study data. This pertains to data from individuals who decide
to discontinue participation in a study, who are withdrawn by their legally authorized
representative, as applicable, or who are discontinued from participation by the clinical
investigator. This policy is supported by the statutes and regulations administered by FDA
as well as ethical and quality standards applicable to clinical research. Maintenance of
these records includes, as with all study records, safeguarding the privacy and
confidentiality of the subject’s information. *

Guidance documents represent the current thinking of the FDA on a topic. They do not



establish any rights for any person and are not binding on FDA or the public. You can use
an alternative approach if it satisfies the requirements of the applicable statutes and
regulations. The use of the word should in FDA guidances means that something is
recommended or suggested, but not required. The wording in the July 2014 draft guidance
recommends that subjects be advised in the consent document that the data collected on
them up until the point of their withdrawal remains part of the study database and may not
be removed.

Determining whether or not proposed wording in the informed consent document is
coercive/exculpatory in nature can be difficult and is typically a decision for legal
professionals to make. You may want to consult with your institution’s legal staff for this
determination. You may also wish to review the HIPAA Privacy Rule's requirement that
gives an individual the right to revoke authorization for use and disclosure of protected
health information in writing. The purpose of HIPAA privacy protection is distinct and
separate from FDA regulation that governs clinical research with FDA regulated products.
HIPAA information can be found at https://www.hhs.gov/hipaa/ .

I hope this information is helpful to you. If you need further assistance, please feel free to

contact the GCP mailbox at gcp.questions@fda.hhs.gov .
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This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an
informal communication under Title 21 CFR 10.85(k), which represents the best judgment of the employee
providing it. This information does not necessarily represent the formal position of FDA, and does not bind or
otherwise obligate or commit the agency to the views expressed.
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To Whom It May Concern,

| write in hopes of gaining clarification regarding an element of research informed consent. There



continues to be ambiguity among IRBs in informing research participants of consequences of the
subjects decision to withdraw. According to the 2008 Guidance for Sponsors, Clinical Investigators,
and IRBs Data Retention When Subjects Withdraw from FDA Regulated Clinical Trials, when a
subject withdraws from a study, the data collected on the subject to the point of withdrawal
remains part of the study database and may not be removed. This is understandable as it maintains
the integrity of the project’s data.

The July 2014 Draft Guidance and information sheet for informed consent states “Subjects should be
aadvised in the consent document that the data collected on them up until the point of their
withdrawal remains part of the study database and may not be removed.” The final guidance posted
in 2016 remained silent and excludes the statement, simply noting the element of consent “The
consequences of a subjects' decision to withdraw from the research and procedures for orderly
termination of participation by the subject”. This has resulted in debate among a group of IRBs as to
whether to include the statement that their data cannot be removed; one side saying it needs to be
done in the interest of the potential subject making an informed decision, while the other believes
including such a statement may be perceived as coercive/exculpatory language.

As a result, | am looking for a bit of guidance as we navigate the changing research and IRB
community with the goal of single IRB review and expectations. | would appreciate any insight you
may provide regarding the particular element of consent and expectations of the IRB.

Appreciative of your consideration,






