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EXCLUSIVITY SUMMARY FOR NDA # 2.0- 386 SUPPL #

Trade Name Pa_nre'}."n Generic Name [Lln+r¢+ano,}| gg_/ G 1%
ApplicantNameLl%MJ Plurmacw_h eals HFD# | 5

Approval Date If Known 0? ~=d- (7 (7 ‘ <
PART] IS AN EXCLUSIVITY DETERMINATION NEEDED?

1. An exclusivity determination will be made for all original applications, but only for certain
supplements. Complete PARTS IT 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 / X/ No/

b) Is it an effectiveness supplement?

eligible for exclusivity, EXPLAIN why itisa bioavailability study, including your reasons for
disagreeing with any arguments made by the applicant that the study was not simply a
bioavailability study., :

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-
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d) Did the applicant request exclusivity?

YES/ X/ NO/___/
Request fororphm dcs‘ijnaﬁbnra]mm-}:d

If the answer to (d) is "yes," how many years of exclusivity did th¢ applicant uest?

:} ’
X3

€) Has pediatric exclusivity been grarited for this Active Moiety?
No

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO
THE SIGNATURE BLOCKS ON PAGE 8. -

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 indicate as such)

YES/_/ No/ Xy

——

If yes, NDA # . Drug Name

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

3. Is this drug product or indication a DESI upgrade?

YES/__/ No/X/

e

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

PART I1 FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES

(Answer either #1 or #2 as appropriate)

1. Single active ingredient product,

Has FDA previously approved under section 505 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 (such as complex, chelate, or clathrate) has not been
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If "yes," identify the approved drug product(s) containing the active moiety, and, if knouﬁ, the NDA
#(s). ~

NDA#

NDA#

NDA#

2. Combination product. ~

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 ope 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 moiety, answer "yes." (An active moiety that is marketed under an OTC
monograph, but that was never approved under an NDA, is considered not previously approved.)

YES/__/ No/X/
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA
#(s).
NDA#

s i,

NDA#

i,

NDA#

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

PART Il THREE-YEAR EXCLUSIVITY FOR NDA'S AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or supplement must contain "reports of new
clinical investigations (other than bioavailability studies) essential to the approval of the application and
conducted or sponsored by the applicant." This section should be completed only if the answer to
PART 11, Question 1 or 2 was "yes."
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YES / NO/_ v

i Y iiiamieng!

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

P

YES/_/ NO/_J

————

(; » 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:
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(1) If the answer to 2(b) is "yes," do you personally know of any reason 1o disagree with
the applicant's conclusion? If not applicable, answer NO.

YES/ _/ NO/

i

If yes, explain:

If yes, explain:

(c) 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:

Studies comparing two prdducts with the same ingredient(s) are considered to be bioavailability 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
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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 previously approved drug product?
(If the investigation was relied on only to support the safety of a previously approved drug,
answer "no.")

Investigation #1 - YES/_ ¢ NO/__/
Investigation #2 YES/ / NO/_ /

i, —————

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 support the
effectiveness of a previously approved drug product?

Investigation #1 YES/__/ NO/__/
Investigation #2 YES/__/ NO/__/

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

¢) 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"):
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a) For each investigation identified in Tesponse to question 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 ——

IND # YES/_/ 1No/ / Explain:
: !

Investigation #2 !

Investigation #1 !
]

YES/___/Explain ! NO/___/ Explain
!

i

!
!

Investigation #2 !
1

YES/__/Explain 1 NO/__/ Explain

————

!
!
!
]
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il (©) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that the
applicant should not be credited with having "conducted or Sponsored" the study? (Purchased

ity. However, if a]] rights to the drug are
purchased (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.)
YES/_ ¢ NO/_
If yes, explain:
i - 22-94
" Signatyre Da .
. Title:h&ry\.ﬂ\ /SA-fLﬁLla %u&
. - \ ‘\ : ’[ !, (‘
| CyeA e L 27194
( Signature of Office/ | Date
Division Director
cc: Original NDA Division File  HFD-93 Mary Ann Holovac
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(‘ 13. PATENT INFORMATION ON ANY PATENT WHICH CLAIMS THE DRUG

In the opinion and to the best knowledge of Ligand Pharmaceuticals Incorporated,
there are no relevant patents which claim the drug of the drug product or which
claim the method dfusing the drug product upon which a claim of paten
infringement could reasonably be asserted i IS a person not licensed by the owner of
the paten engaged in the manufacture, use, or sale of the drug product that is the
subject of the current application.

We certify that to the best of our knowledge the information above is correct.
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~— - Pediatric Page Printout for AMY CHAPMAN Page 1 of |
PEDIATRIC PAGE
(Complete for alj original application and al] efficacy supplements)
! ﬁmﬁf“ 20886 Trade Name: PANRETIN (ALIPERETINATE) 0,15 TOP GEL

Supplement Generic 5
Number: ’ Name: ALIPERETINA
.?.';,gg .lement Dosage Form: GEL

Panretin gel js indicated for first-line topical treatment of
‘l:egula.tow AP ;’nr :1) i]::::ie:n' cutaneous lesions in patients with AIDS.related Kaposi's

ction: * sarcoma.

IS THERE PEDIATRIC CONTENT IN THIS SUBMISSION? NO

What are the INTENDED Pediatric Age Groups for this submission?
NeoNates (0-30 Days ) Children (25 Months-12 years)
Infants (1-24 Months) Adolescents (13-16 Years)

Label Status i
Formulation Status _

Studies Needed
Study Status

e Cui\_ NoA 20-8R ¢,
? HF”O:- ISO IDiv. Rle

HA- )0 /[’/&(M\
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16. DEBARMENT STATEMENT




DEBARMENT STATEMENT

~5

In compliance with the Generic Drug Enforcement Act of 1892, Section 306(k)( 1)

of the act (21 USC 335a(k)(1)), we, Ligand Phamaceuticals Inc., certify the
following with respect to this new drug application:

The applicant did not and will not use in any capacity the services of any
person debarred under subsections (a) or (b) (sections 306(a) or (b) of the

Federal Food, Drug, and Cosmetic Act), in connection with this application
for approval of a drug product.

‘L‘\:u-u.m.a.&\r Mﬂ\m Al WN\Now ¢

Howard T. Holden, Ph.D. Date |
Vice President

Regulatory Affairs and Compliance

Ligand Phamaceuticals Inc.

San Diego, California
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Y pHARMACEUTICALS Kegulatory Affairs and Compliance

January 29, 1999

RE: NDA 20-886
- Panrelin® (alitretinoin) gel 0.1%

General Correspondence:
Response to FDA Communication
of 1/29/99

Ms. Dotti Pease

Chief, Project Management Staff
Food and Drug Administration
CDER/Oncology HFD-150
Attention: Document Control Room
1451 Rockville Pike

Rockuville, Maryland 20852

Dear Ms. Pease:

Reference is made to pending NDA 20-886 for Panretin® gel 0.1%. This letter
refers to your telephone call of January 29, 1999 regarding patents. There are no
patents granted at this time for Panretin® gel.

If you have any additional Questions, please contact the undersigned or
Howard T. Holden, Ph.D., at 619-550-7600 (fax 619-550-1827).

Regulatory Affairs angd Compliance

DCF/ime

#25442 v1 - NDA 20-888: #52: 4729199
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