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            DEPARTMENT OF HEALTH & HUMAN SERVICES                            Public Health Service    
                                                                                                                                                                                                     
                                                                                                                   Food and Drug Administration
                                                                                                                                   Rockville  MD  20857

NDA 18-801/S-020
NDA 18-803/S-014
NDA 18-892/S-020
NDA 18-893/S-016
NDA 18-895/S-011
NDA 18-896/S-011
NDA 18-897/S-015
NDA 18-947/S-015
NDA 18-959/S-010
NDA 18-960/S-012
NDA 18-961/S-011
NDA 18-962/S-010

Abbott Laboratories
Hospital Products Division
Attention: Christine L. Henke
Specialist, Regulatory Affairs
D-389, Bldg. AP20
200 Abbott Park Road
Abbott Park, Illinois  60064-6157

Dear Ms. Henke:

Please refer to your supplemental new drug applications dated March 24, 2000, received March 27,
2000, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for the following
drug products:

NDA 18-801/S-020 Sterile Water for Injection in Plastic Vials
NDA 18-803/S-014 0.9% Sodium Chloride Injection in Plastic Vials
NDA 18-892/S-020 Sodium Phosphates Injection in Plastic Vials
NDA 18-893/S-016 Sodium Acetate Injection in Plastic Vial
NDA 18-895/S-011 TPN Electrolytes in Plastic Vials
NDA 18-896/S-011 Potassium Acetate Injection in Plastic Vials
NDA 18-897/S-015 Sodium Chloride 50 mEq & 100 mEq in Plastic Vials
NDA 18-947/S-015 Sodium Lactate Injection in Plastic Vials
NDA 18-959/S-010 Zinc Chloride Injection
NDA 18-960/S-012 Cupric Chloride Injection
NDA 18-961/S-011 Chromic Chloride Injection
NDA 18-962/S-010 Manganese Chloride Injection

We acknowledge receipt of your submissions dated October 6, 2000.  Your submission of October 6,
2000, constituted a complete response to our July 26, 2000, action letter.



NDA 18-801/S-020 + 11 others
Page 2

These supplemental new drug applications provide for modifications to the  Vial closure
system for the above referenced small volume parenteral products packaged in
plastic vials.

We have completed the review of these supplemental applications, and they are approved.

We remind you that you must comply with the requirements for an approved NDA set forth under
21 CFR 314.80 and 314.81.

If you have any questions, call Steve McCort, Regulatory Project Manager, at (301) 827-6415.

Sincerely,

{See appended electronic signature page}

Duu-Gong Wu, Ph.D.
Chemistry Team Leader II, DNDC II for the
  Division of Metabolic and
  Endocrine Drug Products, HFD-510
DNDC II, Office of New Drug Chemistry

(b) (4)

(b) (4)



 /s/ 
---------------------
Duu-gong Wu
2/16/01 03:11:44 PM
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CLINICAL MICROBIOLOGY/VIROLOGY 
REVIEW(S) 



CONSULTATIVE REVIEW FOR HFD-510
MICROBIOLOGIST’S REVIEW #2 OF NDA 18-801/S-020

OFFICE OF NEW DRUG CHEMISTRY
MICROBIOLOGY REVIEW STAFFDecember

December 27, 2000
A.  1.   NDAs:

18-801/S-020 18-897/S-015
18-803/S-014 18-947/S-015
18-892/S-020 18-959/S-010
18-893/S-016 18-960/S-012
18-895/S-011 18-961/S-011
18-896/S-011 18-962/S-010

NAME AND ADDRESS OF APPLICANT:
Abbott Laboratories
Hospital Products Division
200 Abbott Park, Illinois 60064-3537

2.   NAME OF DRUG:

NDA 18-801  Sterile Water for Injection in Plastic Vials
NDA 18-803  0.9% Sodium Chloride Injection in Plastic Vials
NDA 18-892  Sodium Phosphates Injection in Plastic Vials
NDA 18-893  Sodium Acetate Injection in Plastic vials
NDA 18-895  TPN Electrolytes in Plastic Vials

` NDA 18-896  Potassium Acetate Injection in Plastic Vials
NDA 18-897  Sodium Chloride 50 mEq & 100 mEq in Plastic Vials
NDA 18-947  Sodium Lactate Injection in Plastic Vials
NDA 18-959  Zinc Chloride Injection
NDA 18-960  Cupric Chloride Injection
NDA 18-961  Chromic Chloride Injection
NDA 18-962  Manganese Chloride Injection

3.   DOSAGE FORM AND ROUTE OF ADMINISTRATION:  Sterile small volume parenterals
for intravenous administration, supplied in 10 mL, 15 mL/20 mL and 20 mL plastic
Vials.  Rx

4.   METHOD OF STERILIZATION: 

5.   PHARMACOLOGICAL CATEGORY AND/OR PRINCIPAL INDICATION:
Small volume parenterals to be used as a drug diluent, source of sodium, or supplement for
total parenteral nutrition (TPN).

6.   DRUG PRIORITY CLASSIFICATION:  N/A

B.  1.   DATE OF INITIAL SUBMISSION:  March 24, 2000 (Review #1)

2.   AMENDMENTS:

(1) May 23, 2000 (Review #1)

(b) (4)

(b) (4)



NDA 18-801/S-20 2

(2). October 6, 2000 (Review #2)
ASSIGNED FOR REVIEW: October 31, 2000

(3) December 14, 2000 (Review #2)
(4) December 20, 2000 (Review #2)

3.   SUPPORTING DOCUMENTS: 

C.  REMARKS:

The subject supplements provide for "minor" modifications to the closure system of  plastic
vials used for the small volume parenteral drug products listed above.

The amendment of October 6, 2000 responds to the Agency's letter of July 26, 2000 in which
requests were made for additional information and data in support of sterility assurance.

The amendments of December 14 and 20, 2000 respond to requests made in a telephone conversation
held on December 8, 2000 between V. Greenman (HFD-805) and Christine Hanke, Jill Sackett and
Tom May of Abbott Laboratories.

D.  CONCLUSIONS AND RECOMMENDATIONS

Recommend approval of the supplements for sterility assurance of the plastic vials with the
modified closure system. See Review Notes.

______________________________
Vivian Greenman

cc:
Original NDA 18-801
HFD-160/Consult File
HFD-510/CSO/Steve McCort

    Chemist/David Lewis
HFD-805/V. Greenman
Drafted by: V. Greenman
R/D initialed by: P. Cooney
Filename, C:\NDA18801.S20R2

(b) (4)

4 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page

(b) (4)

(b) (4)

(b) (4)



NDA 18-801/S-20 7

and all positive
and negative controls were satisfactory. The study performed

This study supports container/closure integrity 

SATISFACTORY

APPEARS THIS WAY ON ORIGINAL

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4)



 /s/ 
---------------------
Vivian Greenman
1/9/01 03:06:25 PM
MICROBIOLOGIST

 
Peter Cooney
1/9/01 04:28:17 PM
MICROBIOLOGIST
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ADMINISTRATIVE AND CORRESPONDENCE  
DOCUMENTS 

 



M E M O R A N D U M DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE: February 5th, 2001

FROM: David B. Lewis, Ph.D., reviewer, DNDCII, ONDC

SUBJECT: Microbiology Review # 2, dated January 10th, 2001

TO: NDA 18-801/S-020 Division File.

CC the following HFD-510 Division Files:

• NDA 18-803/S-014
• NDA 18-803/S-020
• NDA 18-892/S-020
• NDA 18-893/S-016
• NDA 18-896/S-011
• NDA 18-897/S-015
• NDA 18-947/S-015
• NDA 18-959/S-010
• NDA 18-960/S-012
• NDA 18-961/S-011
• NDA 18-962/S-010

CC the following HFD-110 Division File:

• NDA 19-030/S-012

The firm responded to a list of deficiencies/information requests
from V. Greenman (Microbiology Reviewer). These responses were covered
in Microbiology Review # 2, dated 1-10-01. The application is now
approvable, from the standpoint of sterility assurance, and is now
approvable, regarding chemistry, manufacturing and controls
information. An approval letter may be issued.

Conclusion: The bundled application is now approvable, regarding
chemistry, manufacturing and controls.



 /s/ 
---------------------
David Lewis
2/9/01 03:14:00 PM
CHEMIST
CMC information  is now adequate. An approval letter may now be issued
. Summary in attached memorandum.
Here is the memo, regarding the microbiology approval for the -mo
dification bundle [Abbott]. All eleven other bundle members are includ
ed for this memo. Need your electronic concurrence.
 
Duu-gong Wu
2/9/01 03:20:34 PM
CHEMIST

 

(b) (4)




