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Printed by Olga Cintron

ElectronicyMail Message

5 Iity: COMPANY CONFIDENTIAL Date: 06-Apr-1999 03:05pm
From: Patricia Tuegel

TUEGELP

Dept HFD-805 PKLN 18808
TelNo: 301-827-7340 FAX 301-443—9281

“3:019a Cintron ( CINTRONO )

Subject: NDA 20- 965

(out consult request for the above application has been assigned to
Review Microbiologist Bryan Riley on 4/5/99 Please make sure the COMIS
assignment for microbiology is updated with the correct reviewer.

dicrobiology Staff, RFD-805
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””‘melufifl'éfi'flm 52 3'22 ”Es REQUEST FOR CONSULTATION
FOOD AND DRUG ADMINISTRATION

’o " ' Hon/Office)
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.44,” C00 0 FD 'A40 0/ 4 0/1 79777 W” "‘54)
51-1. NDA NO. TYPE 0/DOCUMENT DATE F DOCUMENT
s/a-m/er I 947%

IA E 'F D ' G PRION'TY CONSIDERATION CLASSIFICATION OF DRUG DESI“; COMPLETION DATE
, Lu .« KM'ch—--—

NAME OF FIRM

D (/Lffl FWMU—Ca w- _- L.--
REASON FOR REQUEST

 

 

. GENERAL

D NEW PROTOCOL D PRE-NDA MEETING D RESPONSE TO DEFICIENCY LETTER

D PROGRESS REPORT D END OF PHASE II MEETING . D FINAL PRINTED LABELING
D NEW CORRESPONDENCE D RESUBMISSION - D LABELING REVISION
D DRUG ADVERTISING . D SAFETY/EFFICACY D ORIGINAL NEW CORRESPONDENCE
D ADVERSE REACTION REPORT D PAPER NDA D FORMULATIVE REVIEW

D MANUFACTURING CHANGE/ADDITION D CONTROL SUPPLEMENT WHERmpu-ij below)
D MEETING PLANNED Bv

_ ‘ UM?
II. BIOMETRIcs -— - -

STATISTICAL EVALUATION BRANCH STATISTICAL APPLICATION BRANCH

D TYPE A OR B NDA REVIEW D CHEMISTRY

D END OF PHASE II MEETING ,,__-. D PHARMACOLOGY

D CONTROLLED STUDIES D BIOPHARMACEUTIOS
D PROTOCOL REVIEW D OTHER
D OTHER

' ' ' ' ' ’III. BIOPHARMACEUTICS ' ’ ,,,.__

C— LUTION D DEFICIENCY LETTER RESPONSE
D JAILABILITY STUDIES ——-—- — A » ~ » ._ D PROTOCOL; BIOPHAHMACEUTICS ” ‘
D PHASE IV STUDIES D IN—VIVO WAIVER REOUEST

» ——~ ~ IV. DRUG EXPERIENCE

D PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL "" “ D REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY
I] DRUG USE 0.9. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES D SUMMARY OF ADVERSE EXPERIENCE
3 CASE REPORTS OF SPECIFIC HEACTIONSILLT! below) .-.., . . .V .V D POISON msx ANALYSIS
3 COMPARATIVE RISK ASSESSEMENT ON'GENERIC DRUG GROUP

V. SCIENTIFIC INVESTIGATIONS

D CLINICAL D PRECLINICA

:OMMENTS/SPECIALINSTRUCTIONSMmL-II difiomlshemffnecmry) _‘ _~ ma /gm MM / I C M 3- 252934 25
I AM .wow U04 6’”: mac-W

flu aLCM—Ct—Ms 
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5mm ' '
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Printed by Olga Cintron

ElectronicyMail Message

s. .vity: COMPANY CONFIDENTIAL Date: 16--Sep- 19_9__8___g<_1_:20pm
From: Olga Cintron

CINTRONO -

Dept RFD-540 CRPZ N248
TelNo: 301-827-2023 FAX 301-827-2075

TO: Steve Hathaway ( HATHAWAYSV.)

CC: Wilson DeCamp ‘ ( DECAMP )'“’ " """" ‘
Subject: NDA 20-965 Levulan ' '-'—-- “--

Steve: ‘" hA ‘_*

Please advise if a CMC micro consult is needed for this.NDA. If

that's the case, then we should send the consult as soon as possible.

Thanks, Olga

APPEARS THIS WAY” , ..
0N ORIGINAL

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Printed by Olga Cintron

ElectronicyMail Message
1. my: COMPANY CONFIDENTLAL» M. Date: 23--Apr--1999 02:51pm

_ From: _‘_Mar_tin O_kun__
- ,1 1' ".--.1 I L— > ~. -. n OKUW ,‘ —— ~

Qgpt: . HFD-_5_4_o‘ CRPZ N241
TelNo: 301- 827— 2021 FAX"301- 827- 2075

 

0: Olga Cintron ( CINTRONCET_—

abject: Re: NBA 20-965 Levulan

0 concerns V V N1 ~—_* .,_______1_.-_ __ ‘"'_ 7.1.. _ 1. .. 7. .1 E

arty .
Marty: ~ > 5- - * --—-*-—----—--—~—--—r -, ~~-

Dr. Carrera's, from the 081, informed me that no inspections will be
issued for this NDA. Do you have any concerns?—— ,_ »- .. .___‘,

Olga

APPEARS THIS WAY
0N ORIGINAL

.~ A sham: . V _- ~ ~ '1' :r—«m—tm-r-I‘nw-g -.« — w"w"‘ --- "rm .
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