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TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER A--GENERAL
PART 54 FINANCIAL DISCLOSURE BY CLINICAL INVESTIGATORS

Sec. 54.1 Purpose. (b)

One potential source of bias in clinical studies is a
financial interest of the clinical investigator in the
outcome of the study because of the way payment is
arranged (e.g., a royalty) or because the investigator
has a proprietary interest in the product (e.g., a
patent) or because the investigator has an equity
interest in the sponsor of the covered study. This
section and conforming regulations require an
applicant whose submission relies in part on clinical
data to disclose certain financial arrangements
between sponsor(s) of the covered studies and the
clinical investigators and certain interests of the
clinical investigators in the product under study or in
the sponsor of the covered studies. FDA will use this
information, in conjunction with information about
the design and purpose of the study, as well as
information obtained through on-site inspections, in
the agency's assessment of the reliability of the data.

Sec. 54.1 Purpose. (b)

~ME~  ERIRERBRIZISIT D3 7 A DR E 7 AL,
WFZERE R 31T D Investigator D& 4% (Financial
interest) Th b, BRER LW HE (Bl iZw A
YT 1) DEDBILTWEY | Investigator?> /i
DM EHE (B ZIXFFFF) 2B LWV . Sponsor
DR DORELFOGEDRH L6 TH D,
Ok I T a R UOES ~EHANT, ABRICEY T
Sponsor & Investigatorfi] D5 E D & 4 DIk 12
AU B 8L SRR I B Y kA ZeSponsoriZ k35
Investigator DFFE DHaE 2 NHTHZ LITk Y, 2
HEBIRERT —Z OR— MIBWTEHETE L0
ThH I EEHBEEIIRDODDLDTH D,
FDAIZ, ZDiE#H %A, szl L CTEIE®R L F
BRI, BT A L BEMICEET oM E 2 bbb T
. T2 OEEMICET 2 YR OFmIC TN D,




—REEEAN BAREEZS

Form3454 Form3455

= = Form Approved: OMB Mo. 0910-0356 DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approwed: OMB No. 0910-1356
R oa and g At Expiration Dats: ugust 31, 2012 Food and Drug Adminisiration Evpiration Diate: August 31, 2012
CERTIFICATION: FINANCIAL INTERESTS AND DISCLOSURE: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS ARRANGEMENTS OF CLINICAL INVESTIGATORS
T0 BE COMPLETED EF APPIICANT TOBE COMPLETED BY APPIICANT
With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted in The following information conceming ., who participated
support of this application, | certify to one of the statements below as appropriate. | understand that this .
f:err.i'ﬁc_:ation ?s made in compliance with 21 CFR part 54 and 'J13.'. for tl_'le- purposas ofﬂ"!is s‘jte_rr'em, & clinical as a clinical investigator in the submitted study
|nves11gahor includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d). N of

is submitted in accerdance with 21 CFR part 54. The

cltuical

| FPlease mark the appiicable checkbo.

) . ] . i ) named individual has participated in financial arrangements or holds financial interests that are
|:| (1) As the sponseor of the submitted studies. | certify that | have not entered into any financial arrangement required to be disclosed as follows:
with the listed clinical investigators (enter names of clinical investigators below or attach list of names to
this form) whereby the value of compensation to the investigator could be affected by the outcome of the
study as defined in 21 CFR 54.2(a). | also certify that each listed clinical investigator required to disclose
to the sponsor whether the investigator had a proprietary interest in this product or a significant equity in

| FPleare mark the applicable check boxex |

the spansor as defined in 21 CFR 54.2(b) did not disclose any such interests. | further certify that no [[] any financial arrangement entered into between the sponsor of the coverad study and the clinical
listed investigator was the recipient of significant payments of other sorts as defined in 21 CFR 54 2(f). investigator invelved in the conduct of the covered study, whereby the value of the compensation
to the clinical investigator for conducting the study could be influenced by the outcome of the
study:
£
&
] [[] any significant payments of other sorts made on er after February 2, 1800, from the sponsor of
_5 the covered study. such as a grant to fund ongoing research, compensation in the form of
£ equipment, retainer for cngeing consultation, or honoraria;
[] (2} As the applicant who is submitting & study or studies sponsored by a firm or party other than the [T]1 any proprietary interest in the product tested in the cowvered study held by the clinical
applicant, | certify that based on information obtained from the sponsor or from participating clinical investigator;
imvestigators, the listed clinical investigators (attach list of names to this form) did not participate in any
financial arangement with the sponsor of a covered study whereby the value of compensation to the [] any significant equity interest, as defined in 21 CFR 54.2(b), held by the clinical invastigater in

imvestigator for conducting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)) had no proprietary interest in this product or significant equity interest in the sponsor of
the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of

the sponsor of the covered study.

other sorts (as defined in 21 CFR 54.2(f)). Details of the ihdiuidual's disclosable financial arrangements and interests are attached, along with a
description of steps taken to minimize the potential bias of clinical study results by any of the
|:| (3} As the applicant who is submitting a study or studies sponsored by a firm or party other than the disclosed arrangements or interests.

applicant, | certify that | have acted with due diigence to obtain from the listed clinical investigators

(attach list of names) or from the sponsor the information required under 544 and it was not possible o MNAME TILE

da s0. The reason why this information could not be obtained is attached.
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