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By Signing Form 1572...

The Investigator is agreeing that he or she will
personally conduct or supervise the described
investigations

To do this, the Investigator must be intimately
involved with the study. Depending on the size of
the staff, the qualifications of the staff members,
and the complexity of the protocol(s), this
involvement may vary according to the site and
protocol

The Investigator must have a full understanding of
the protocol, as well as stay informed of all
participant and site issues

The Investigator should ensure procedures are
established to escalate issues quickly when needed



FDA Form 1572:
Eight Investigator Commitments

* Maintain protocol adherence

e Personally conduct or supervise

* Ensure informed consent of subjects
* Report adverse experiences




FDA Form 1572:
Eight Investigator Commitments

~{contd)

* Provide training to sub-investigators

* Ensure adequate and accurate recordkeeping
e Ensure proper IRB/IEC review and reporting
 Comply with all regulatory requirements




Who Should be Listed as a
Sub-Investigator on the 15727

* The decision to list an individual as a sub-
investigator depends on his/her level of
responsibility-- whether he/she is performing
significant clinical, investigation-related duties

* Ingeneral, if an individual is directly involved in the
performance of procedures required by the
protocol, and the collection of data, that person
should be listed on the 1572

* Itis not necessary to include someone with only an
occasional or ancillary role




When to Update the 1572
(U.S. Federal Regulation)

* According to U.S. federal regulation, the FDA Form
1572 must only be updated when a new protocol
has been added to the IND or a new Investigator is
added to the study. However, ...




When to Update the 1572

e Within 30 days of any change in information,
such as:
— The Investigator of Record changes
— A sub-investigator is added to the study or removed

— At the time of continuing IRB/IEC review
(if required by the local IRB/IEC)

— A laboratory is added, removed or changed
— Site location added, removed or changed







Reporting Financial Interests

* Goal: preserve objectivity of clinical research and
the protection of human subjects

* Regulation: 21 CFR 54

* Requirement: each clinical investigator must
disclose any financial interests that may be affected
by the outcome of the research or attest to the
absence of relevant significant financial interests




Specific Requirement

Per 21 CFR 54, each clinical research Investigator
and sub-investigator (anyone listed on the FDA Form
1572 for the study) is required to disclose the
aggregated financial interests of themselves, their
spouse and dependent children, as they relate to
the study sponsor and/or study product(s).

Per 21 CFR 312.53, financial disclosures must be
completed prior to study involvement.



Demonstrating Compliance

* Individual FD forms must be completed, signed and
dated before the relevant1572 form, to which the
investigator/sub-investigator is being added, is
finalized, signed and dated.

e The 1572 must be finalized, signed, and dated
before the Investigator or sub-investigator adds
their signature and start date to the DoA.

Note: The Investigator’s or sub-investigator’s DoA start date must be no
sooner than the signature dates on their FD and corresponding 1572




When to Report: 4 Time Points

* Before an Investigator or sub-Investigator begins
study activities (i.e., before final sign off by the IoR
on the 1572 or DAIDS loR Form).

e Within thirty (30) days of discovering that relevant
changes to their significant financial interests have
occurred (during their study involvement and for
one year following the end of their study
involvement).



- When to Report: 4 Time Points
| ~ (contd)

 When an Investigator or Sub-Investigator is removed
from the FDA Form 1572 prior to study completion.

e At the completion of all study-specific activities, that
is, the date of the last follow-up for the study at that
Site.




How to Report Financial Disclosure

* A study-specific,
Financial Disclosure
Form can be found on
the FDA website

e Definition of reportable
financial interests (as
per 21 CFR 54) and
instructions for
completion of the form
will appear with the
form.
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Steps to Report Financial Disclosure

Print the study-specific, Financial Disclosure Form
from

Complete the form — remember to sign and (hand)
date it

File the original, completed, sighed and dated form
in the study binder with the associated 1572 form



