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From: OC GCP Questions
To:
Subject: RE: Financial Disclosure
Date: Wednesday, October 05, 2016 1:06:19 PM


Dear Susan,


You may find the guidance document on  Financial Disclosure for Clinical Investigators to be useful
(http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM341008.pdf).  Of particular
interest would be the definitions of covered clinical study, sponsor of a clinical study and applicant (in
relation to financial disclosure).


Covered clinical study – The part 54 regulations define “covered clinical study” to mean “any study of a
drug or device in humans submitted in a marketing application or reclassification petition subject to this
part that the applicant or FDA relies on to establish that the product is effective (including studies that
show equivalence to an effective product) or any study in which a single investigator makes a significant
contribution to the demonstration of safety. This would, in general, not include phase 1 tolerance
studies or pharmacokinetic studies, most clinical pharmacology studies (unless they are critical to an
efficacy determination), large open safety studies conducted at multiple sites, treatment protocols and
parallel track protocols.” (See 21 CFR § 54.2(e).) This definition includes clinical studies submitted in
support of new drug applications (NDAs) submitted under section 505(b) of the Federal Food, Drug,
and Cosmetic Act (FD&C Act), abbreviated new drug applications (ANDAs) under section 505(j) of the
FD&C Act, premarket notification submissions under section 510(k) of the FD&C Act, reclassification
petitions under section 513 of the FD&C Act, premarket approval applications (PMAs) under section 515
of the FD&C Act, and biologics licensing applications (BLAs) submitted under section 351 of the Public
Health Services Act (PHS Act), as well as studies submitted in support of amendments or supplements
to any such applications. (See 21 CFR §§ 54.3 and 54.4(a).) Covered clinical studies would generally not
include expanded access under section 561 of the FD&C Act. If an applicant is unsure of whether a
particular study is included in this definition, it may consult with FDA as to which clinical studies
constitute “covered clinical studies” for purposes of complying with financial disclosure requirements.


Sponsor of the covered clinical study – For purposes of part 54, “sponsor of the covered clinical study”
means “a party supporting a particular study at the time it was carried out.” (See 21 CFR § 54.2(h).) A
covered clinical study may have more than one sponsor for whom financial information will need to be
collected. For example, if one party designed and conducted the covered clinical study, a second party
provided funding, and a third party provided the test product, there would be three sponsors of the
covered clinical study. However, if the third party in this example was reimbursed for the test product, it
would not be considered a sponsor of the covered clinical study and the study would be considered to
have two sponsors. Note also that the definition of “sponsor” for purposes of part 54 is different than
the definition of “sponsor” for purposes of investigational new drug applications (INDs) and
investigational device exemptions applications (IDEs) (see 21 CFR §§ 312.3(b) and 812.3(n)).


Applicant – “Applicant” means the party who submits a marketing application to FDA for approval of a
drug, device or biologic product or who submits a reclassification petition. The applicant is responsible
for submitting the required certification and disclosure statements. (See 21 CFR § 54.2(g).) Note that for
purposes of financial disclosure the term “applicant” includes “submitter” and the term “application”
includes “510(k) submission.”


As you can see from the definitions, it is possible to have more than one sponsor for a covered clinical
study.  If the studies referenced below fall under the definition of a 'covered clinical study' then the
sponsors (each one) would be responsible for collecting the financial interests of the clinical
investigators involved in those studies.  Once the study is completed, applicant would then be
responsible for submitting these interests in support of a marketing application, amendment or
supplement.


Note that for financial disclosure purposes, a clinical investigator is defined as follows:


Clinical Investigator – For purposes of part 54, “clinical investigator” means a “listed or identified







investigator or subinvestigator who is directly involved in the treatment or evaluation of research
subjects,” including the spouse and each dependent child of the investigator or subinvestigator. (See 21
CFR § 54.2(d).) See Section IV.D, Clinical Investigator, for additional information. Clinical investigators
are included in the definition even if they did not participate for the entire length of the study. If a
clinical investigator did not participate in the entire study, information collected should be for the period
of time he or she participated in the study and for one year following the end of his or her participation.


I hope that this information is helpful.


Sincerely,
Bridget A. Foltz, MS, MT(ASCP)
Policy Analyst, Office of Good Clinical Practice
Office of the Commissioner, Food and Drug 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.


-----Original Message-----
From: 
Sent: Wednesday, September 28, 2016 1:47 PM
To: OC GCP Questions
Subject: Financial Disclosure


Good Afternoon,


A Sponsor is running a clinical trial using two compounds in combination (one small molecule one a
biologic).  Each are approved in the USA for indications different from the focus of the trial.  The study
is being run under one IND (Sponsor). If the data support a line extension, each of the Companies
(Sponsor and other) wish to reference the data to support a labeling change.  Should financial
disclosure be collected for both the Sponsor of the trial as well as for the other company?
Thank you in advance for your response !


Sincerely,









