From: OC GCP Questions

To: ]
Subject: Investigator responsibilities - Case report forms
Date: Thursday, May 18, 2017 8:23:00 AM

Attachments: ]

Good morning —

FDA regulations do not specifically address your question. However | can offer you the following
information.

FDA's guidance on Investigator Responsibilities - Protecting the Rights, Safety, and Welfare of Study
Subjects (available at

www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM187772.pdf)

Regarding delegation of study-related tasks, the guidance document states:

The investigator should ensure that any individual to whom a task is delegated is qualified by
education, training, and experience (and state licensure where relevant) to perform the delegated task.
Appropriate delegation is primarily an issue for tasks considered to be clinical or medical in nature,
such as evaluating study subjects to assess clinical response to an investigational therapy (e.g., global
assessment scales, vital signs) or providing medical care to subjects during the course of the study.
Most clinical/medical tasks require formal medical training and may also have licensing or certification
requirements. Licensing requirements may vary by jurisdiction (e.g., states, countries). Investigators
should take such qualifications/licensing requirements into account when considering delegation of
specific tasks.

The document further states:

The investigator is responsible for conducting studies in accordance with the protocol (see 21 CFR
312.60, Form FDA-1572, 21 CFR 812.43 and 812.100). In some cases a protocol may specify the
qualifications of the individuals who are to perform certain protocol-required tasks (e.g., physician,
registered nurse), in which case the protocol must be followed even if state law permits individuals with
different qualifications to perform the task (see 21 CFR 312.23(a)(6) and 312.40(a)(1)). For example, if
the state in which the study site is located permits a nurse practitioner or physician's assistant to
perform physical examinations under the supervision of a physician, but the protocol specifies that
physical examinations must be done by a physician, a physician must perform such exams.

In addition, ICH E6, Good Clinical Practice Consolidated Guidance

(www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCMQ073122.pdf
) includes similar provisions. Regarding supervision and delegation, ICH E6 includes the following:

1.34 Investigator: A person responsible for the conduct of the clinical trial at a trial site. If a trial is
conducted by a team of individuals at a trial site, the investigator is the responsible leader of the team
and may be called the principal investigator.

See also Subinvestigator.

1.56 Subinvestigator: Any individual member of the clinical trial team designated and supervised by the
investigator at a trial site to perform critical trial-related procedures and/or to make important trial-

related decisions (e.g., associates, residents, research fellows). See also Investigator.

4.1.5 The investigator should maintain a list of appropriately qualified persons to whom the investigator
has delegated significant trial-related duties.

It is important to note that even when any trial related tasks are delegated, the clinical investigator


http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM187772.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf

remains ultimately responsible for the conduct of the study. It would be left to the study sponsor to
make a determination if the investigator you have described below is able to provide adequate
supervision of the conduct of the clinical trial in question.

The investigator (also referred to as the principal investigator or Pl) is responsible for supervising the
conduct of the clinical investigation and to protect the rights, safety, and welfare of participants in drug
and medical device clinical trials. PI's commit themselves to personally conduct or supervise the
investigation. It is common practice for investigators to delegate certain study-related tasks to
employees, colleagues, or other third parties, but the investigator remains responsible for providing
adequate supervision of those to whom tasks are delegated. Essentially, the Pl may delegate tasks on
a given study, but they may not delegate their role or responsibilities as PI.

| hope this information is helpful. Please contact us again should you have additional GCP questions.
Kind regards,

Doreen M. Kezer, MSN

Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
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ADMINISTRATION

This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is
an informal communication under 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.

From:

Sent: Thursday, May 18, 2017 4:53 AM

To: OC GCP Questions

Subject: Investigator responsibilities - Case report forms

Dear FDA

Please could you advise if a Principal Investigator may delegate the responsibility of signing each
participant’s case report form at the end of a study to a Sub-Investigator, or if this action should only
be completed by the PI.

Many thanks

Best regards





