
, x.

We consider all the information contained in this application proprietary and
confidential. Please be advised that the confidentiality of all enclosed information
is provided for under 18 USC, Section 1905 and/or USC. Section 331].

Sincerely yours.

Samuel D. Swetland

Vice President. Regulatory Affairs and Compliance

SDSIsds
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Olga Cintron, Project Manager

Division of Dermatologic and Dental Drug Products (HFD-540)
Center for Drug Evaluation and Research

Food and Drug Administration
2"“ Floor North .

9201 Corporate Boulevard

Rockville, MD 20850 -

REFERENCE: New Drug Application for Levulan® (aminolevulinic acid HCl)
KerastickTM for Topical Solution, 20% - NDA No. 20-965

Dear Olga:

Attached please find copies of two correspondences submitted regarding the
above application. This information was provided directly to the requesting
parties as a result of a telephone correspondence. In each case, no new
information has been provided that was not available in the original NDA
submission. These correspondences are being provided to you for informational
purposes and to maintain a record of the NDA correspondence. Please feel free
to call me if you have any questions regarding either of these correspondences.

Sincerely yours

gawqbféfi
Samuel D. Swetland

Vice President, Regulatory Affairs and Compliance

SDS/sds
DUSAWOAWLoo-v6.69:

i0320 USA Today Way. Miramar. FL 33025. USA ' 954-433-7480 ° Fax: 954-432-905 0 E-mail: gis@gate.net
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND onus ADMINISTRATION

PPLICATION TO MARKET A NEW DRUG, BIOLOGIC, on AN mam
ANTIBIOTIC DRUG FOR HUMAN USE W110” "was ‘ 3 I \V(771/9 27, Code olFedera/Regulations, 314 I: 601) mI

—IM\
NAMEOFAPPUCANT nusossusmssm ‘ ‘

Q. MEGADISAPhamaceuticaIs Inc. w -. -- 30 1998 \ _ DOOR” /
"151"?$4192; “a“ m““3“?“ "m”" ”W

- APPLICANT ADDRESS (Name Shut Cary. sane, Canny, ZPCcde WWI/Coda, - AUTHORIZED U.S. AGENT NAME a ADDRESS (N -“- ‘“~ ' “State,
(1.5. MWIWM: , ZPCadaJalephaanAXmmbad IFAPPIJCABLE

400 Cqurbus Avenue Gu‘IdeI Ines, Inc.
ValhaIIa, NY 10595 10320 USA Today Nay

Miranar, FL 33025
(954) 433-7480

 

  
 

  
 
 

    
 
 

 
 

  

  
FAX: (954) 432-9015

 ' i ' ' '1 ' i ' I 0 A

NEW DRUG OH ANTIBIOTIC APPLICATION NUMBER. OFI BIOLOGICS UCENSE APPLICATION NUMBER (II My issued) 20.965

ESTAEUSHED NAME (0. "OPIWIIIMO, USP/USAanma) PROPRIETARWE (“do )IF ANYAmnolevuhmc 1d I~CI - .7 .. Keraflckwl
mnmmamcmo PRODUCT NAME may) cope NAME (lazy)

5-arn1'no-4-oantanoic . . k - - - -

—m mm...mSqut1on 20% T. . 1.
(PROPOSED) INDICATIONS) FOR USE:

Treatrent of{ g actinic keratoses of the face and scaIp
'IJCA‘ITON INFORMATION

APPIJCATION TYPE
(M on.) m NEW DRUG APPIJCATION (21 CFR 314.50) CI ABBREVIATED APPIJCATION (ANM MBA 21 CFR 314.94)

0 BIOIDGICSUCBISEAPPUCATIONQ1CFHMM)

IF AN NOA IDENflI-Y THE APPROPRIATE TYPE m 55 (b) (1) U 505 (b) (2) D 507
IFANANDA. OR AADA. IDENTIFYfl-IEREFERENCEUSTEDDRUGPRODUCTTHATISTHE BASISFORTHESUBMISSION
deDmg HmaAppvwodAppIW

TYPE OF SUBMISSION
(ch-chem) Domemmmmou Umronaommm

UPRESIMISSION BMW UESTWWW

aason Foa suamssuou

GeneraI Cares-- T-erloe

PHOPossoMAmNGSTAmem) ammm Dmmmmm

mwmm mm. DWMW am

ESTABUSHMENT INFORMATION '

‘ may y).mmmdumumwmw

 

m.muwmomm.ngtmm
Modalmomo. antemmmmb 

See Attadment to Form FDA 3581 '

Mu 1:113?an (Ilst related License Appllcaflom. lNDs. NDAs. PMAs. 510003. IDEs. BMFs. and DMFI Morenced In the currentIce on .

See Attadmnt to Form FDA 35191

FORM FDA 356:: («7) ,, 7 , 5“
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GUIDELINES
INCORPORATED 

September 30, 1998

Richard Felten, PhD
Division of General and Restorative Devices

Office of Device Evaluation

Center for Device and Radiological Health

Food and Drug Administration
HFZ-410, Room 310K

9200 Corporate Boulevard

Rockville, MD 20850

REFERENCE: DESK COPY—

New Drug Application for Levulan® (aminolevulinic acid HCI)

-. WvWWWVWWWWKerastickI!rfmIopicaLSommmWNDANorms—WWAW..

Dear Dr. Felten:

On behalf of our client, DUSA Pharmaceuticals, Inc., and pursuant to our phone

conversation yesterday regarding the above referenced NDA, attached please

find additional copies of the following NDA volumes:

1. Volume1.1.1

2. Volume1.10.1

3. Volume1.10.2

If you require any further information please feel free to call me.

Sincerely yours.

Samuel D. Swetland

Vice President, Regulatory Affairs and Compliance

CC: NDA 20-965
SDSlsds
DUSAWDAWLM-llu

l0320 USA Today Way, Miramar. FL 33025. USA ' 954—433-7480 ° Fax: 954-432-905 ' E-mail: gis@gate.net
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seaside so 
September 18, 1998 ,

Jose Carreras, MD

Division of Scientific Investigations (HFD-344)
Center for Drug Evaluation and Research

Food and Drug Administration _ _,

Metro Park North 1, Room 125 ’
7520 Standish Place

Rockville, MD 20855

REFERENCE: New Drug Application for _Lev_ulanQ(aminolevulinic acid HCl)
KerastickTM for Topical Solution, 20% - NDA No. 20-965

Dear Dr. Carreras: - - .j_...:.:.
 

(F béhalf can? client, DUSA Pharmaceuticals, inc, and pursuant to our phone
conversation yesterday/"regarding the above-’referenCed NDA, attached please
find the requested information as outlined below.

1. A list of the names and addresses of the clinical investigators who
participated in thePhase-lllclinidirialsfimiocols ALA-018 and ALA-O19).

2. The number of patients enrolled ineach center (Protocols ALA-018 and ALA-
019) by treatment arm.

3. A list of all seriousadversereactIonsforProtocols ALA-O18 and ALA-O19.

Please note that the page numbers on the bottom right comer of each page
reference the location of this dataIn the original NDA submission. If you require

any further information please feelfree to call me.

Sincerely yours,. W
Samuel D. Swetland

Vice President, Regulatory Affairs and Compliance

SOS/eds
DUSAWOAWLeaving:

l0320 USA Today Way. Hiramar. FL 33025. USA ° 954-433-7480 ' Fax1954-432-90l5 ° E-mail: gis@gate.net
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