CENTER FOR DRUG EVALUATION AND RESEARCH

Approval Package for:

APPLICATION NUMBER:
0188920rigls037
Trade Name: SODIUM PHOSPHATES
Generic or Proper  (Disodium Hydrogen Phosphate (Dibasic Sodium Phosphate) and
Name: Monosodium Phosphate Monohydrate (Monobasic Sodium Phosphate)
Sponsor: HOSPIRA INC.

Approval Date: July 17, 2023

Indication: Sodium Phosphates Injection, USP, 3 mM P/mL is
indicated as a source of phosphorus, for addition to large
volume intravenous fluids, to prevent or correct
hypophosphatemia in patients with restricted or no oral
intake.

It is also useful as an additive for preparing specific
parenteral fluid formulas when the needs of the patient
cannot be met by standard electrolyte or nutrient
solutions.

The concomitant amount of sodium (Na+ 4 mEg/mL)
must be calculated into total electrolyte dose of such
prepared solutions.
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APPROVAL LETTER

Hospira Inc

Attention: Nicole Botimer

Manager, Pfizer Global Regulatory Affairs
275 North Field Drive

Bldg H1

Lake Forest, IL 60045

Dear Nicole Botimer:

Please refer to your supplemental New Drug Application(s) (SNDA) submitted under
section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for the following

products:

Supplemental . . FDA .
Applicati Product Information Submit Date | Received
pplication Date

NDA 018800/S-038 Bacteriostatic Sodium February 17, | February 17,
Chloride Injection, USP, 0.9% | 2023 2023

NDA 018802/S-040 Bacteriostatic Water for February 17, | February 17,
Injection 2023 2023

NDA 018803/S-059 Sodium Chloride Injection, February 17, | February 17,
USP, 0.9% 2023 2023

NDA 018892/S-037 Sodium Phosphates Injection, | February 17, | February 17,
USP, 3 mM/mL 2023 2023

NDA 018897/S-039 Sodium Chloride Injection, February 17, | February 17,
USP, 14.6% 2023 2023

These “Changes Being Effected in 30 days” supplemental new drug applications

provide for:

Revisions to the environmental monitoring program fo
products at Hospira’s Rocky Mount, NC Manufacturing facilit

U.S. Food & Drug Administration
Silver Spring, MD 20993
www.fda.gov



See List of Applications

Page 2
e Updating of table column headers and other minor updates in the
description of the program or updates to terminology are editorial, improve
clarity of the information being provided, and align with the site SOP.
APPROVAL

We have completed our review of these supplemental applications. These supplements
are approved.

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

If you have any questions, contact Megan Nguyen, Regulatory Business Process
Manager, at Megan.Nguyen@fda.hhs.gov or (301) 796 - 7826.

Sincerely,
{See appended electronic signature page}

David B. Lewis, Ph.D.

Branch Chief, B2

Division of Post-Marketing Activities |
Office of Lifecycle Drug Products

Office of Pharmaceutical Quality

Center for Drug Evaluation and Research

U.S. Food & Drug Administration
Silver Spring, MD 20993
www.fda.gov



David Digitally signed by David Lewis
Lewis Date: 7/17/2023 03:17:39PM
GUID: 508da72000029f287fa31e664741b577

Comments: concur; recommend approval from the standpoint of
CMC
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PRODUCT QUALITY REVIEW(S)




CBE Microbiology Review Form

24 FEB 2023
Applicant: Hospira, Inc. Type of Supplement: CBE-30
NDA/Supplement #: Drug Product Name:
018800/ S-038 (lead) Bacteriostatic Sodium Chloride Injection, USP
018802/ S-040 Bacteriostatic Water for Injection, USP
018803/ S-059 Sodium Chloride Injection, USP
018892/ S-037 Sodium Phosphates Injection, USP
018897/ S-039 Sodium Chloride Injection, USP

Receipt Date: 2/17/2023
Manufacturing Site: Hospira, Inc. Highway 301 North, Rocky Mount, NC 27801
Method of Sterilization ®) @)

Dosage Form, Route of Administration and Strength/Potency: Sterile injectable solutions; see
individual NDAs for strength information

File Name N0O18800S038MRO01.docx

Proposed Change(s): Changes to the microbiological monitoring program for the () (4)
manufacturing environment

Supporting/Related Documents: None
Conclusion:

DX The supplement is recommended for approval

[] Information requested (deficiencies to be conveyed to the applicant are listed at the end of the
review)

Template: CBE Review Form.doc



Review Notes: The irouped supplement provides for changes to the microbiological monitoring

program at the Hospira Rocky Mount, NC manufacturing facility. The impacted
products ar The changes includ u
. Specifically

. The proposed
monitoring program is appropriate @@ Changes to [0 @@
iare also proposed; however these are outside the scope of DMA review. No other
changes to the manufacturing process, specifications, test methods, or stability protocol are
proposed.

Adequate

Primary Reviewer: Jesse Wells, Ph.D.

Secondary Reviewer: Koushik Paul, Ph.D.



Jesse Digitally signed by Jesse Wells
Wells Date: 2/24/2023 10:21:52AM
GUID: 508da70b00028ea901ac6652677f7d00

Koushik Digitally signed by Koushik Paul
Paul Date: 2/24/2023 10:22:47AM
GUID: 5600522e0069b02f59¢7bd85b6b54742



Office of Lifecycle Drug Products
Division of Post-Marketing Activities I
Review of Chemistry, Manufacturing, and Controls

. NDA Supplement Number: NDA-018800-SUPPL-38 (Lead), NDA 018802-SUPPL-40,

NDA-018803-SUPPL-59, NDA-018897-SUPPL-39, and NDA-018892-SUPPL-37. Group
ID 1948378

sNDA Recommendation: Approval

sNDA Managed by: OPQ

. Submission(s) Being Reviewed:

. . Submission |[CDER . PDUFA .
Submission Type Date Stamp Date Assigned Date Goal Date Review Date
Original CBE-30 02/17/2023  02/17/2023  |02/22/2023 08/17/2023  |07/17/2023
Supplement

Group 1948378 includes NDA-018800-SUPPL-38 (lead), NDA 018802-SUPPL-40, NDA-
018803-SUPPL-59, NDA-018897-SUPPL-39, and NDA-018892-SUPPL-37

. Provides For:

Revisions to the environmental monitoring program
Hospira’s Rocky Mount, NC Manufacturing facilit

e e

Updating of table column headers and other minor updates in the description of the
program or updates to terminology are editorial, improve clarity of the information being
provided, and align with the site SOP.

. Review #: 1

. Clinical Review Division: CDER/OND/OII/DHN

. Name and Address of Applicant:

Hospira, Inc.

275 North Field Drive
Bldg. H1

Lake Forest, IL 60045
USA



NDA-018800-SUPPL-38 grouped Review # 1 Page 2 of 6
Bacteriostatic 0.9% Sodium Chloride Injection, USP

7. Drug Product:

Route of Rx or Special
Drug Name Dosage Form |Strength Administration |OTC Product
Bacteriostatic 0.9% Sodium . Injection (L.V.,
Chloride Injection, USP Injectable 19 mg/mL 1,y 7q - ) Rx No

8. Chemical Name and Structure of Drug Substance:

USAN: Sodium chloride, USP
Chemical name: Sodium chloride
NaCl Molecular formula: NaCl
Molecular weight: 58.44 g/mol
CAS No.: 7647-14-5

9. Indication: This parenteral preparation is indicated only for diluting or dissolving drugs for
intravenous, intramuscular or subcutaneous injection, according to instructions of the
manufacturer of the drug to be administered.

10. Supporting/Relating Documents: Page 4-6

11. Consults:
e Request a Microbiology (DMA) Review to evaluate the proposed change.

The submission is recommended for approval on the basis of sterility assurance by Jesse
Wells, Ph.D., dated 02/24/2023.

12. Executive Summary:
This grouped Changes Being Effected in 30 Days Supplement (CBE-30) provides for
Revisions to the environmental monitoring program #products at
Hospira’s Rocky Mount, NC Manufacturing facility or the purpose of this
drug product review, NDA-018800-SUPPL-38 is severing as the lead supplement for Group
1948378, which also includes NDA 018802-SUPPL-40, NDA-018803-SUPPL-59, NDA-
018897-SUPPL-39, and NDA-018892-SUPPL-37.

The submission is recommended for approval on the basis of sterility assurance by Jesse
Wells, Ph.D., dated 02/24/2023.

The grouped supplement provides for changes to the microbiological monitoring program -
at the Hospira Rocky Mount, NC manufacturing facility. The impacted products are
The changes includ [0

. Specifically o]




NDA-018800-SUPPL-38 grouped Review # 1 Page 3 of 6
Bacteriostatic 0.9% Sodium Chloride Injection, USP

13.

14.

15.

16.

[ he proposed monitoring program is appropriat _

[ ®®@ Changes to @@ are also proposed; however, these are outside the
scope of DMA review. No other changes to the manufacturing process, specifications, test

methods, or stability protocol are proposed. The proposed updated environmental monitoring
program is adequate from the CMC standpoint.

Conclusions & Recommendations:
This grouped supplement is recommended for approval.

Comments/Deficiencies to be Conveyed to Applicant:
None

Primary Reviewer:
Le Zhang, Ph.D., CMC reviewer, Branch 2, Division of Post-Marketing Activities I, Office
of Lifecycle Drug Products, Office of Pharmaceutical Quality (OPQ)

Secondary Reviewer:

David B. Lewis, Branch Chief, Branch 2, Division of Post-Marketing Activities I, Office of
Lifecycle Drug Products, OPQ




Le
Zhang

David
Lewis

Digitally signed by Le Zhang
Date: 7/17/2023 10:56:51AM
GUID: 594abf46003a4cb7cc12cf6cfd6d8751

Digitally signed by David Lewis
Date: 7/17/2023 11:31:06AM
GUID: 508da72000029f287fa31e664741b577

Comments: concur; recommend approval from the standpoint of
CMC
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CBE SUPPLEMENT -
ACKNOWLEDGEMENT

Hospira Inc

Attention: Nicole Botimer

Manager, Pfizer Global Regulatory Affairs
275 North Field Drive

Bldg. H1-3S

Lake Forest, IL 60045

Dear Nicole Botimer:

We have received your supplemental new drug applications (SNDAs) submitted under
section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA or the Act) for the

following:

Sodium Chloride
Injection, USP,
0.9%

Supplemental Product Submit Date FDA Received

Application Information Date

NDA 018800/S-038 | Sodium Chloride February 17, 2023 | February 17, 2023
Injection

NDA 018800/S-038 | Bacteriostatic February 17, 2023 | February 17, 2023

NDA 018892/S-037

Sodium
Phosphates
Injection, USP

February 17, 2023

February 17, 2023

NDA 018802/S-040

Bacteriostatic
Water for Injection,
USP

February 17, 2023

February 17, 2023

NDA 018897/S-039

Sodium Chloride
Injection, USP

February 17, 2023

February 17, 2023

NDA 018803/S-059

Sodium Chloride
Injection, USP,
0.9%

February 17, 2023

February 17, 2023

These supplemental applications, submitted as "Changes Being Effected in 30 Days"

supplements, propose the following change:

Revisions to the environmental monitoring fo

manufactured

(b) (4)

U.S. Food & Drug Administration

Silver Spring, MD 20993
www.fda.gov

() (4)
products

at Hospira’s Rocky Mount, NC Manufacturing facility.
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Unless we notify you within 60 days of the receipt date that the applications are not
sufficiently complete to permit a substantive review, we will file the applications on April
18, 2023, in accordance with 21 CFR 314.101(a).

If the applications are filed, the user fee goal date will be August 17, 2023.

Cite the application number listed above at the top of the first page of all submissions to
this application.

If you have any questions, please contact me at (301) 796 - 2497.
Sincerely,

{See appended electronic signature page}

Oluwafunmike (Funke) Ajomale, MSPH, PMP

Regulatory Business Process Manager

Division of Regulatory and Business Process
Management Ill (DRBPMIII)

Office of Program and Regulatory Operations

Office of Pharmaceutical Quality

Center for Drug Evaluation and Research

U.S. Food & Drug Administration
Silver Spring, MD 20993
www.fda.gov



Oluwafunmike Digitally signed by Oluwafunmike (Funke) Ajomale
(Funke) Date: 3/01/2023 08:57:06AM
Ajomale GUID: 6328e51d0031719c654b0a2822a1fb68





