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FOURNIER

DIRECTION GENERALE

Exclusivity Certification

Investigational Product: Fenofibrate

I hereby certify that Laboratoires Fournier ("Foumier”) has performed a thorough
search of the existing literature and to the best of Fournier's knowledge, the literature
search is exhaustive and does not provide sufficient basis for the approval of an
indication in Type |l dyslipidemic patients for the above-cited active moiety.

Furthermore, the studies submitted herein meet the requirements of "new clinical
investigations” as defined under 21 CFR.314.108(a). Clinical Study CFEN 8104 was
previously submitted to NDA 19-304 however, this study was not used to
demonstrate substantial evidence of effectiveness for the approval of the original
application in the indication of Type VIV’ dysl:pndem:a

| also certify that Foumnier provided "substantial support” as defined under 21 CFR
314.108(a) for the clinicai mvestsgatlon(s) submitted herein and performed under US

IND #

‘The rights to the drug have been purchased by Abbott Laboratones. Chicago, IL
USA.

A. Munoz, A M D.
Vice President, Pharmaceutlcal DIVISIOn B
Groupe Foumier - -

i

BRANCHE PHARMACIE : 50, RUE DE DJON - F 21121 DAIX - TEL (331 03 90 44 76 33 - FAX (33) 03 30 44 75 10 - £.mail : amuncz@fourmier.fr.
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Trade Name ZRI( 512

EXCLUSIVITY SUMMARY FOR .NDA # /G-3p4 . SUPPL# 005

Applicant -Neimé Abbarr wrp s SO

Approval Date If Known

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.

An exclusivity determination will be made for all original

applications, but only for certain supplements. Complete PARTS II
and III of this Exclusivity Summary only if you answer "yes" to one
or more of the following question about the submission.

a) Is it an original NDA?— /
YES /___/ NO /v /

b) Is it an effectiveness supplement?
-5 o

- ' ves /) mo/_

&

If yes, what type? (SE1, SE2, etc.) -- S€E/

¢} Did it require the review of clinical data: c;t}rer than to
support a safety claim or change in labeling related to
safety? (If it required review only of bicavailability or

bicequivalence data, answer "no.")

ves /Y / wo/_

If your answer is "no" because you believe the study is a

“bicavailability study and, therefore, not eligible for

exclusivity, EXPLAIN why it is a bicavailability study,
including your reasons for disagreeing with any arguments made
by the applicant that the study was not simply a
bicavailability study. - - -

k")

T

If it is a supplement requiring the review of clinical data
but it—is not an effectiveness supplement, describe the change
or claim that is supported by the clinical data: -

Form OGD-011347 Revised 10/13/98

cc: Original NDA

Division File HFD-;3 Mary Ann Holovac

=.

=
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d) Did the applicant request exclusivity?
- YES///; NO /__ /

If the answer to {d) is "yes," how many years of exclusivity
” did the applicant request? j; -
ycm

e) Has pediatric exclusivity been granted for this Active

Moiety? —
B %

IF YOU HAVE ANSWERED “"NO" TO ALL OF THE ABOVE QUESTIONS, GO
DIRECTLY_?O THE SIGNATURE BLOCKS ON PAGE 8. B

2. Has a product with the same active ingredient (s), dosage form,
strength, route of administration, and dosing schedule, previously
been- approved by FDA for the same use? (Rx to OTC switches should
be answered NO-please indicaté as such)

b , YES /__/ . NO /__l(_/

- If yes, NDA # . Drug Name

I1F THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE
T BLOCKS ON PAGE 8. -

3. Is this drug product or indication a DESI upgrade? v//
YES /__ / NO /_V /

IF THE ANSWER TO QUESTION 3 IS "YES,"™ GO DIRECTLY TO THE SIGNATURE
BLOCKS ON PAGE 8 (even if a study was-required for the upgrade) .

PART II PIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES

(Answgr—eitﬂéf-#l or #2 as appf&priate) o

1. Single active ;’gg;gv dient product. )

1
Has FDA previously approved under section S05 of the Act any drug
product containing the same active moiety as the drug under
consideration? Answer “yes" if the active moiety (including other
esterified forms, salts, complexes, chelates or clathrates) has
been previously approved, but this particular form of the active
moiety, e.g., this particular ester or salt (including salts with
hydrogen or coordination bonding) or other non-covalent derivative

-

Page 2

(such as a complex, chelate, or clathrate) has not been approved.



Answer "no" if the compound requires metabolic. conversion (other
than deesterification of an esterified form of the drug) to produce

an already approved active moie y.

) g A
YES /___/ NO /__ /

A ——
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I1f "yes," identify the approved drug product (s) containing the
active moiety, and, _if known, the NDA #({s). - T

NDA#

NDA# —

NDA#

2. Combination product. /V/A

If the product contains more than one active moiety(as defined in
Part II, #1), has FDA previously approved an application under
section 505 containing any one of the active moieties in the -drug
product?- If, for example, the combination contains one never-
before-approved active moiety and one previously. approved active
moiéty, answer "yes." (An active moiety that is marketed under an
OTC wonograph, but that was never approved under an NDaA, is
considered ‘not previously approved.)
YES /__/ NO /__ /

If "yes," identify the approved drug product (s) containing the
active moiety, and, if known, the NDA #(s). o

—

NDA#

NDA#

NDA#

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II 1S "NO," GO DIRECTLY
TO THE SIGNATURE BLOCKS ON PAGE 8. IF "YES" GO TO PART III.

PART III THREE-YEAR EXCLUSIVITY POR NDA’S AND SUPPLEMENTS

To qualify- for three yeaxrs of exclusivity, an application or
supplement must contain "reports of new clinical -investigations
(other than bioavailability studies) essential to th# approval of
the application and conducted or sponsored by the applicant.™ This
section should be completed only if the answer to PART II, Question

1 or 2 was "yes."® -

Page 4



1. Does the application contain reports of cliniecal
investigations? (The Agency ‘interprets "clinical investigations” -

to medn investigations conducted on humans other than
biocavailability studies.) If the application contains clinical
investigations only by virtue of a right of reference to clinical
investigations in another application, answer "yes," then skip to
question 3(a). If the answer to 3(a) is "yes* for any
investigation referred to in another application, do not complete
remainder of summary for that investigation.-

YES / v/ NO/
IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.

2. A clinical investigation is "essential to the approval® if the
Agency could not have approved the application or supplement
without relying on that investigation. Thus, the .investigation is
not essential to the approval if 1) no clinical investigation is
necessary to support the supplement or application in light of
previously - approved applications (i.e., information other than
clinical trials, such as bioavailability data, would be sufficient
to provide a basis for approval as an ANDA or 505(b) (2} application
because of what is- already known about a previously approved
product), or 2) there are published reports of studies {other thanp
those conducted or sponsored by the applicant) or other publicly
available data that independently would have been sufficient to
support approval of the application, without reference to the
clinical investigation submitted in the application.

(a) In light . of .previously approved applications, is a
clinical investigation (either conducted by the applicant or
available from some other  source, including the published
literature) necessary to support approval of the application-

Oor supplement? .
YES /_v7 NO /—_/

If "no," state the basis for your conclusion that a clinical
trial - is not necessary- for approval AND GO DIRECTLY TO

SIGNATURE BLOCK ON PAGE 8: . -

(b) Did the applicant submit a list of published studies
relevant to the safety and effectiveness of this drug product
and a statement that the publicly available data would not
independently support approval of the application? _

YES / ¥ / NOo /_._/

Page 5



(1) If the answer to 2(b) is "yes,” do you personally
know of any reason to disagree with the applicant’s
conclusion? If not applicabie, answer NO. '

. YES /__/ No / v/

If yes, explain: -

(2) If the answer to 2(b) is "no," are you aware of
published studies not conducted or sponscred by the
applicant or other publicly available data that could

" independently demonstrate the safety and effectiveness of
this drug product? . N

YES / / No /__/ HF

If yes, explain:

(e} If the answers to (b){(1) and (b) (2) were both "no, "
identify the clinical investigations submitted in the
application that are essential to the approval:

cre ?/{9‘/{, 2302, Y802 (/e - :

Studies comparing two products with the same ingredient (s) are
considered to be biocavailability studies for the purpose’ of this

section.

3. In addition to being essential, investigations must be "new" to
support exclusivity. ~ The-_agency interprets —*new clinical
investigation® to mean an investigation that 1) has not been relied.
on by the agency to demonstrate the effectiveness of a previously

‘approved drug for any indication and 2) does not duplicate the

results of another investigation that was relied on by the agency

to demonstrate the éffectiveness of a previously approved drug
product,- i.e., does not redemonstrate something the agency
considers to have been demonstrated in an already approved

application. B . -
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a) For each investigation identified as "essential to the
approval,™ has the investigation been relied on by the agency
to demonstrate the effectiveness of a Previcusly approved drug
product? (If the investigation was relied on only to support
the safety of a previously approved drug, . answer "no.")

fInvqstigation #1 . YBS /__/ T NO [_::7.

- #
Investigation #2,??? yes /__/ NO /_!:7

If you have answered "yes" for one or more investigations,
identify each such investigation and the NDA in which each was
relied upon: - » ”

b) For each investigation identified as "essential to the
- approval®, does the investigation duplicate the results of
another investigation that was relied on' by the agency to
supporti, the effectiveness. of a previously - approved drug
product? -

Investigaﬁion #1 L - YBS /___/ NO /__37/
Investigation #2, (% # YES /__/ NO- / “<7
) r 3{ — —

If you have answered "yes" for one or more investigation,
identify the NDA in which a similar investigation was relied

on:

c) If the-answers to 3(a) -and 3(b) are no, identify.each "new"
investigation in the. application or supplement that is
essential to the approval (i.e., the investigations listed in
#2(c}, “less any that are not "new”): -

Ceed thoy - g802_

ki
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4. To be eligible for exclusivity, a new investigation that is
essential to approval must also have been conducted or sponsored by
the applicant. - An investigatic. was "conducted or sponsored by"
the applicant if, before or during the conduct of the
investigation, 1) the applicant was the sponsor of the IND named in
"the form FDA 1571 filed with the Agency, or 2) the applicant {or
its predecessor in interest) provided substantial support for the
study. Ordinarily, substantial support will mean providing 50
percent or more of the cost of the study.

a) For each investigation identified in response to'question
7 3(c): if the investigation was carried out under an IND, was
the applicant identified on the FDA 1571 as the sponsor?

Investigation #1 I

NO / / Explain:

r—

IND # ~——  YES /_:f?

e ———_————.

Invéstigation #2 (*'g .QY
2

sam e o

'NO /__/ Explain:

e ———

_IND § ———— YES / V7

£
-

(b) For each investigation not carried out under -an IND or for
which the applicant was not identified as the sponsor, did the
applicant certify that it or the applicant’s predecessor in
interest provided substantial support for the study?

Investigation #1

NO /- /- Explain

YES / / Explain

™= = tm b = b -
1

e

Investigation #2

YES /___ / Explain NO - /___/ Explain

FER A S et b b b e
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(c) Notwithstanding an answer of "yes" to .(a} or (b), are
there other reasons to believe that the applicant should not
be credite’ with having *conducted or sponsored” the study?
(Purchased studies may not ‘be used as the basis for
exclusivity. However, if all rights to the drug are pirchased
(not just studies on the drug)., the applicant may be
considered to have sponsored or conducted the studies
sponsored or conducted by its predecessor in interest.)

7 No /_f

YES /

If yes, explain:

S/  Yfeay

S

cc: Original NDA - Division File HFD-85 Mary Ann Holovac

Signaturé)y © . Date
Title:. Jas o Warens

/s . %]/@

grdat of offiée/ Date
Divisi ir or . —
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PEDIATRIC PAGE

o {Complete for all original apphications and al efficacy sipplements)
“E: A new Pediatric Page must be completed at the tizie of each action even though one was pregared at the time of the last action.

noaBLAZ _JG-30Y Sapplement £ 005 Ciﬂ:le—om@ SE2 SEI SE¢ SE5 SE6 .z

- . Biens e Py
/75
HER5'¢. Trade and generic namesfdosage form: Trrcer é" ol byefe 4P 'Aéuon(@ AE NA

Applicant Hﬁboﬁ- - Therapeutic Class i?w'o AL réving Iqénu is .
 Tveatment ? Aduiis (774"" 4,;4;,,:,,4,,*”;&)01 risx nf,ﬂnw-.«m":fu
Indicationis) previousty approved __ . a - .
Padiatric information in {abefing of approved indicationis) is adequate __ inadequate __ ’
. Propesed indication in this appication Addhm g # N Sudsech s yndey fhe Tooictivr; ¢ 45A6E Sechon _end liay .
'ﬁ(a‘/mjnf Eg“{;’ wvedofestercltrmea ', TEdeet "yﬂw‘- L 7ctatc, 7€ amar oo § o Gebankdy = .
[

+

FOR SUPPLEMENTS, ANSWER THE FOLLOWING QU IN RELATION TO THE PAGPOSED INDICATION.  Arman 5. smr e e hop et o
IS THE DRUG NEEDED IN ANY PEDIATRIC AGE GROUPS? __ Yes (Continve with questions) Y_Na (Sign and retum the form} ., T r L)
WHAT PEDIATRIC AGE GROUPS IS THE DRUG NEEDED? (Check all that apply) i

—Neonates (Birth-Tmonthl __ lnfants (Tmonth-2yrs} __Children (2-12yrs) __ Adolecents{12-16yrs)

1 PEDlAﬁllé LABELING IS ADEQUATE FOR ALL PETIATRIC AGE GROUPS. Apprapriate information has been submitted in this or previous
mwwmm&mmmuﬁgmnmﬂuﬁsﬁmmhbﬁnl’nrdpetiatricagegmp:. Further information is not -
required. - ..

—_2 PEDIATRIC LABELING IS AnEnUAﬁ FOR CERTAIN AGE GROUPS. Appropriate ilfémmion as been submitted in this or previous applications and

has been adequately summarized in the labefing to permit satisfactory labefing for certain pediatric age groups {e.g., infants, children, and adolescents
bt not neonates). Further infarmation is not required. : .

3. PEDIATRIC STUDIES ARE NEEDED. There is potential for use i children, and further nformation is required to permit adequate tabefing for this use.

J—

— % Anew dosing formufation is needed, and appBicant has agreed to provide the appropriate formulation.
—b. Anew dosing formdation is needed, however the sponsar is githier not willing to provide it or is in negotiatior’s with FDA.

L. The applicant has committed to doing such studies as wil be required.
- (1) Studies ars ongoing, )

{2 Protocols wers submitted and approved.

{31 Protocols were submitted and are under review. -

(4) if no protocol has been submitted, attach memo destribing status of discussions.

- lfﬁnspomrismwiingtodnuﬁmicswﬁu.MmphdmA'smmmtmmuMaiﬂumfs

written respanse to that request.
:_d PEDIATRIC STUDIES ARENOT NEEDED. The drugibiologic product bas it potential for usa i pediatrc patioits. Attach memo explaing why
pediatric studies are not needed. o - .
-5 llmofthnbmlppiv.:mnhmuplmﬁmamy. -

ARE THERE ANY PEDIATRIC PHASE IV COMMITMENTS [N THE ACTION LETTER? ___ Yes _J_ﬂ
ATTACH AN EXPLANATION FOR ANY OF THE FOREGOING ITEMS, AS NECESSARY. )

nismmuww;ummmm e Tm. Lete f0.0. medical review, medical 6¥icer, team leader]
/S - 43 5
(‘ ture of Preparer'and Title ; ' Date ]
. A0 - =
oigasmaa s/ 9-3Y ,
BFD Sip__fOiv Fie. ) '
NDATELA Action Package L.
HFO-006/ KRoberts S - T uvised e
-~ FORQUESTIONS ON COMPLETING THIS FORM CONTACT, KHYAT! ROSERTS, KFD-8 OBERTSK), -




— ' DEBARMENT STATEMENT

in compliance with the generic Drug Enforcement of 1992, Section 306(k)(1) of the act (21 USC
355a(k)(1), we, Abbott Laboratories, certify the following with respect to this Suppiementa) New
Drug Application:
The applicant did not and will not use in any capacity the services of any person debarred
under subsection (a) or (b) (sections-306(a) or (b) of the Federal, Food, Drug, and
- Cosmetic Act), in connection with this supplemental application for approval of a new
indication of a drug product.

e l/aupwfw_o(, (-/30/4? ’ )
Mar{ou Reed, Asgociate Director o Date '
PPD\Regulatory Affairs
D-491,-AP6B/1
Abbott Laboratories
100 Abbott Park Road .7
Abbott Park, lllinois 60064-3500 X s
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r DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0396

Public Health Service - Expiration Date: /3
Food and Drug Administration - w,z

" CERTIFICATION: FINANCIAL INTERESTS AND -
ARRANGEMENTS OF CLINICAL INVESTIGATORS - :

— T0 BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed beiow (if appropriate)) submitted | .
in support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d).

L Please mark the applicable checkbox. ]

[J (1) As the sponsor of the submitted studies, | certify that | have not entered into any financial
arrangement 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 invastigator 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 the sponsor as defined in 21 CFR 54.2(b) did not disclose any -
such interests. | further certify that no listed investigator was the recipient of significant payments of
other sorts as .defined in 21 CFR 54.2(f). -

Clinical Invil-.xliglton

X @ As the applicant who is submitting a study or studies sponsored by a firm or party other than the
- applicant, | certify that based on information obtained from the sponsor or from participating clinical
investigators, the listed clinical investigators (attach list of names to this form) did not participate in
any financial arrangement with the sponsor of a covered study whereby the value of compensation to
the investigator 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 other sorts (as defined in 21 CFR 54.2(f)). - )

[J (3) As the applicant who-is—submitting a study or studies-sponsored by a fim or party other than the
applicant, 1 certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possibie
to do so. The reason why this information could not be obtained is attached. -

——

NAYE Roland T. Catherall "Mice President, Regulatory Affairs and
T Research Quality Assurance”
FIRM/ORGANIZATION - -
Abbott Laboratories/Pharmaceutical Products Division |
N 1YY
Lo/ Btst) 14

Paperwork Raduction Act Statement

Ag agercy may not conduct or sponsor, and a person is not requined to respond 50, & collection of = - A
information unless it displays & cumrently valid OMB cotrol aumber, Public reparting burcien for this m“wﬂﬂmm P 3
collecton of information is estimated 1 sverage | bowr per response., including time for reviewing D“""'mm‘c
completing and reviewing the colloction of imformation. Send commests regarding this burden mmm_
estimate or any other aspact of this colloction of iaformation o the address to the right:

:;: FORM FDA 3454 (399) _ B e e—————rera
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o FOURNIER

DIRECTION GENERALE  imancial Disclosure Certification

Investigational Product: Fenofibrate
With respect to the clinical studies C FEN 8104, C FEN 8502, C FEN 8802, C FEN 9116
for the above referenced product that were conducted for Laboratoires Fournier

- (“Fournier”), I hereby certify to the truth and accuracy of the following statements in
comgliance with 21 CFR part 54 with the understandifig tat I am certifying on behalf of
all clinical investigators, and also for their respective spouses and dependent children,
who conducted clinical investigations referenced herein. ’
I certify that no investigator, has entered into any financial arrangement with Foumnier . ..
(e.g., bonus, royalty or other financial incentive) whereby the outcome of the clinical
study they participated in could affect their compensation. .- .

In addition, I certify that no investigator has any proprietary interest (e.g.. patent,
trademark, copyright, licensing agreement, etc.) in the product tested in the clinical study.

A. Munoz
Vice President, Pharmaceutical Division

——
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