CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 020772

CHEMISTRY REVIEW(S)



DIVISION OF GASTROINTESTINAL AND

Review 0f Chemistry, Manufacturing,

COAGULATION DRUG PRODUCTS MR -~ 6 1998

and Controls

NpA:# 20—-772 cHEM REVIEW # 4 REVIEW DATE: February 4, 1592
DOCUMENT TYPE DATES
DOCUMENT  CDER ASSIGNED REVIEW REV # LETTER DATE
CRIGINAL  (Cf£-May-%7 (7-May-97 20-Mav-97 (%-Sep-97 $1
BC Cl-Jul-%7 (2-Jul-%7 09-Jul-97 (0%-Sep-§7 k1 IR C7-Jul-¢7
BC 19-701-97 21-Jul-97 (S5-Aug-97 22-Sep-9%7 $2
BT 27-Rug-9%7 22-Aug-97 05-Sep-97 Z2-Sep-%7 $2
EC 1.-Zep-27 13-Sep-%7 13-Sep-%7 22-Sep-37 #2 IR 22-8er-87
38 ZZ-3ep-97 2&-Sep-%7 (E€~Oct-57 (8-0ct-%7 3 AZ LE-Nov-37
EZ 1Zz-Dec-97 15-Dec-97 22-Dec-%7 Curzent
NAME & ADDRESS OF APPLICANT:
rrhan Medical, Inc.

23%11 Ridgedale Driwve, Suite 475
DRUG_PRODUCT NAME:

Proprietary: Sucraid

Nenpropristary/USAN: sacrosidzase

Ccde Name’/#4: Code

Chem.Tyvpe/Ther Clzss: 1P V

DOSAGE FORM: Z:cuid

ROUTE OF ADMINISTRATION: Orzi

HOW DISPENSED: _X Rx

BEST POSSIBLE COPY
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DIVISION OF GASTROINTESTINAL AND
COAGULATION DRUG PRODUCTS
Review of Chemistry, Manufacturing, and Controls

NpA:# 20-772 cHEM REVIEW # 3 REVIEW DATE: October 8, 1997

DOCUMENT TYPE DATES
DOCUMENT CDER ASSIGNED
ORIGINAL 06-May-97 07-May-97 30-May-97
Amendment 01-Jul-97 02-Jul-97 09-Jul-97
IR Letter
Amendment 18-Jul-97 21-Jul-97 08-Aug-97
Amendment 20-Aug-97 22-Aug-97 05-Sep-97
Amendment 11-Sep-97 13-Sep-97 13-Sep-97
IR Letter
BL 25-Sep-97 26-Sep-97 06-0ct-97
NAME & ADDRESS OF APPLICANT:
Orphan Medical, Inc.
13911 Ridgedale Drive, Suite 475
Minnetonka, MN 55303
DRUG PRODUCT NAME :
Proprietary: Sucraid
Nonproprietarv/USAN: sacrosidase
Code Name/#: Code
Chem.Type/Ther.Class: 1P V

REVIEW
09-Sep-97
09-Sep-97

22-Sep-97
22~-Sep-97
22-Sep-97

Current

LETTER

07-Jul-97

22-Sep-97

PHARMACOLOGICAL CATEGORY Enzyme replacement therapy

INDICATION: Oral replacement therapy for CSID

DOSAGE FORM: Liqguid

ROUTE OF -ADMINISTRATION:

STRENGTH :

HOW DISPENSED: _X

Rx

OTC

Oral

8,500 IU/mL

Rev
Rev

Rev
Rev
Rev

#1
#1

#2
#2
#2



CHEMICAL NAME, STRUCTURAL FORMULA . MOLECULAR FORMULA, MOL.WT: See
Chem Review #1 '

SUPPORTING DOCUMENTS: See Chem Rev #2

RELATED DOCUMENTS: N/A

ey

CONSULTS: See Chem Review #1

REMARKS /COMMENTS : None
CONCLUSIONS & RECOMMENDATIONS: The applicant should be advised

that Proposal 1 is acceptable with suggested modifications

/S o
Arthur B. Shaw, Ph. D.
Chemist, HFD-180

s o

Eric P. Duffy, Ph.D.
Chemistry Team Leader, HFD-180

cc:
NDA 20-772

HFD-180/Division File/NDA 20-772
HFD-180/LTalarico o
HFD-820/JGibbs o
HFD-180/EDuffy o :
HFD-180/JChoudary

HFD-181/MMcNeil

R/D Init by: EDuffy 10/9/97

ABS/ABS 10/9/97/ Wp #N:\WPFILES\CHEM\FINAL\NDA\20772710.3AS



DIVISION OF GASTROINTESTINAL AND

SEP 16 Joor

COAGULATION DRUG PRODUCTS
Review of Chemistry, Manufacturing, and Controls

B
NDA:# 20-772 CHEM REVIEW § 2 REVIEW DATE: September 16, 1997

DOCUMENT TYPE

ORIGINAL
Amendment
IR Letter
Amendment
Amendment
Amendment

DOCUMENT
06-May=-97
01-Jul-97

18-Jul-97
20-Aug-97
11-Sep-97

DATES
CDER
07-May-97
02-Jul-97

21-Jul-97
22-Aug-97
12-Sep-97

NAME & ADDRESS OF APPLICANT:

Orphan Medical,

Inc.

_ASSIGNED
30-May-97
09-Jul-97
08-Aug-97

05-Sep-97
16-Sep-97

13911 Ridgedale Drive, Suite 475

Minnetonka,

DRUG PRODUCT NAME :

MN 55303

Proprietary: Sucraid
Nonproprietary/USAN: sac
Code Name/#: Code
Chem.Type/Ther.Class: 1P

rosidase

\

REVIEW

09-Sep-97 Rev #1

09-Sep-97 Rev #1
07-Jul-97

LETTER

Current
Current
Current

PHARMACOLOGICAL CATEGORY Enzyme replacement therapy

INDICATION: Oral replacement therapy for CSID

DOSAGE FORM: Liguid
ROUTE OF ADMINISTRATION:
HOW _DISPENSED:

X Rx

STRENGTH: 8,500 IU/mL

Ora

oTC

1

aray

APPEARS TH!S WA
ON DRIGIKAL
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RELATED DOCUMENTS: N/A
CONSULTS: See Chem Review #1
REMARKS/COMMENTS: There are still problems with the batch record.

CONCLUSIONS & RECOMMENDATIONS: The applicant should be sent an
Information Request (IR) letter. B

R

Arthur B. Shaw, Ph. D.
Chemist, HFD-180

o - ) %é/%z

Eric P. Duffy, Ph.D.
Chemistry Team Leader, HFD-180

cc:
NDA 20-772

HFD-180/Division File/NDA 20-772

HFD-180/LTalarico froc sy
HFD-820/JGibbs SEAE
HFD-180/EDuffy Lk
HFD-180/JChoudary

HFD-181/MMcNeil

R/D Init by: EDuffy 9/16/97

ABS/F/T abs 9/16/97 Wp #C:\WPFILES\NG\20772709.2AS



DIVISION OF GASTROINTESTINAL anp - ~© &

COAGULATION DRUG PRODUCTS
Review of Chemistry, Manufacturing, and Controls

NDA:# 20—-772 CHEM REVIEW # 1 REVIEW DATE: June 12, 1997

DOCUMENT TYPE DATES

DOCUMENT CDER ASSIGNED REVIEW
ORIGINAL 06-May-97 07-May-97730-May-97 Current
Amendment 01-Jul-97 02-Jul-97 09-Jul-97 Current

NAME & ADDRESS OF APPLICANT:
Orphan Medical, inc.
13811 Ridgedale Drive, Suite 475
Minnetonka, MN 55303 R
DRUG PRODUCT NAME: ol Lo
Proprietary: Sucraid Uy
Nerproprietary/USEN: sacrosidase
Ccde Neme/#: Code
Crem.Tvvoe/Ther.Clzss: 1P V

o e Ty
REREY H - s

PHARMACOLOGICAL CATEGORY Enzyme replacement therapy
INDICATION: Oral replacement therapy for CSID
DOSAGE FORM: Liqguid STRENGTH: 8,500 IU/mL
ROUTE OF ADMINISTRATION: Oral

HOW DISPENSED: _X_ Rx OTC




NDA 20-772
- PAGE 4

RELATED DOCUMENTS (if applicable): AT

CONSULTS: Microkiology

REMARKS /COMMENTS :

CONCLUSIONS & RECOMMENDATIONS: The application is approvable.
The applicant should be sent an Information Request Letter.

/o>
aa

b 4

Arthur B.—Shaw, Ph.
Chemist, HFD-180

/8/ %7//7?

Eric P. Duffy, Ph.D.
Chemistry Team Leader, HFD-180

cc:
NDA 20-772

HED-180/Division File/NDA 20-772
HFD-180/LTalzrico pr-

HFD-820/JGicbs
HFD-180/EDufZy
HFD-180/JChcudary
HFD-92/RLipc~
HED-181/MMclieil

R/D Init by: EDuffy 9/2/27
ABRS/F/T abs 9/5/97 Wp #N:\WPFILES\CHEM\FINAL\ND&\20772706.1AS

P e



