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Limitations of Use
ASCOR is not indicated for treatment of vitamin C deficiency that is not
associated with signs and symptoms of scurvy.
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72 Y U.S. FOOD & DRUG
{é .ADMINISTRATION

NDA 209112/S-009
APPROVAL LETTER

McGuff Pharmaceuticals, Inc.
Attention: Jacqueline McKay
Regulatory Affairs Manager
4040 W. Carriage Drive
Suite 141

Santa Ana, CA 92704

Dear Ms. McKay:

Please refer to your Supplemental New Drug Application (sNDA) dated September 15,
2023, and received October 5, 2023, and your amendments, pursuant to

section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act (FDCA) for Ascor
(ascorbic acid injection).

This “Changes Being Effected” supplemental new drug application provides for labeling
changes as specified in the Agency’s Supplement Request Letter dated August 01,
2023.

APPROVAL & LABELING

We have completed our review of this supplemental application, as amended. Itis
approved, effective on the date of this letter, for use as recommended in the enclosed
agreed-upon labeling.

CONTENT OF LABELING

As soon as possible, but no later than 14 days from the date of this letter, submit the
content of labeling [21 CFR 314.50(1)] in structured product labeling (SPL) format using
the FDA automated drug registration and listing system (eLIST), as described at
http://www.fda.gov/Forindustry/DataStandards/StructuredProductlL abeling/default.htm.
Content of labeling must be identical to the enclosed labeling (text for the prescribing
information) with the addition of any labeling changes in pending “Changes Being
Effected” (CBE) supplements, as well as annual reportable changes not included in the
enclosed labeling.

Information on submitting SPL files using eLIST may be found in the guidance for
industry titted SPL Standard for Content of Labeling Technical Qs and As at
http://www.fda.gov/downloads/DrugsGuidanceComplianceRegulatorylnformation/Guida
nces/UCM072392.pdf.

The SPL will be accessible via publicly available labeling repositories.

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



NDA 209112/S-009
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Also within 14 days, amend all pending supplemental applications that include labeling
changes for this NDA, including CBE supplements for which FDA has not yet issued an
action letter, with the content of labeling [21 CFR 314.50(1)(1)(i)] in MS Word format,
that includes the changes approved in this supplemental application, as well as annual
reportable changes, and annotate each change. To facilitate review of your submission,
provide a highlighted or marked-up copy that shows all changes, as well as a clean
Microsoft Word version. The marked-up copy should provide appropriate annotations,
including supplement number(s) and annual report date(s).

CARTON AND CONTAINER LABELS

Submit final printed carton and container labels that are identical to enclosed carton and
container labels, as soon as they are available, but no more than 30 days after they are
printed. Please submit these labels electronically according to the guidance for industry
Providing Regulatory Submissions in Electronic Format — Certain Human
Pharmaceutical Product Applications and Related Submissions Using the eCTD
Specifications. For administrative purposes, designate this submission “Product
Correspondence — Final Printed Carton and Container Labels for approved NDA
209112/S-009.” Approval of this submission by FDA is not required before the labeling
is used.

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 Oluwafunmike (Funke) Ajomale, Regulatory
Business Process Manager, at oluwafunmike.ajomale@fda.hhs.gov.

Sincerely,
{See appended electronic signature page}

Ramesh Raghavachari, Ph.D.

Supervisor, Division of Product Quality Assessment IV
Office of Product Quality Assessment |

Office of Pharmaceutical Quality

Center for Drug Evaluation and Research

Enclosure(s):
Content of Labeling
Carton and Container Labeling

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



Ramesh Digitally signed by Ramesh Raghavachari
Raghavacharl Date: 1/17/2024 02:40:48PM
GUID: 502d0913000029f375128b0de8c50020
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Ascorbic Acid Injection, USP Single Vial 50mL Carton
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Ascorbic Acid Injection, USP
Single Vial 50mL Carton Specifications

Area blank as received; serialization
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I 7 |
Each mL contains 500 mg of i Sterile  NDC 67157-101-50 50 mL i Warning: Pressure may
ascorbic acid (equivalent to I A ® »  develop within vial upon storage.
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130 mg of sodium bicarbonate, . g &
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Refrigerate 2°- 8°C (36°- 46°F)

Rx only
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Single Vial 50mL Carton:

MD381-0018d

Created by / Date: McGuff Pharmaceuticals, Inc.

Title:

Single Vial 50mL Carton, Ascor® Ascorbic Acid
Injection, USP (500mg/mL), 50mL Vial

Approved by / Date:
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Sterile  NDC 67157-101-50 50 mL

ASCOR*

Ascorbic Acid
Injection, USP

25,000 mg/50 mL
(500 mg/ml)

| Not forDrectinfuson |

.

ASCOR®
Ascorbic Acid
Injection, USP

25,000 mg/50 mL
(500 mgiml)
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Ascorbic Acid Injection, USP Vial Label

Each mL contains 500 mg of ascorbic Sterile  NDC67157-101-60  s0mL Warning:

acid (equivalent fo 562.5 mg of ® Pressure may develop
sodium ascorbate), 130 mg of Sodium ASCOR within vial upon storage. O
:m.oabmmgod and thdm i edetat addeed Ascorbic Acid Exercise care when __o
um. Sodium hydroxide is iecti withdrawing. —
for pH adjustment (pH range 5.6-6.6). Injection, USP e —{)
Prepare stoppers with a —
CONTAINS NO PRESERVATIVE suitable anfiseptic solution. —_8
Py From Light Use aseptic technique. ——
Must Dilute Before Use Do not use unless solution __R
Refrigerate 2°- 8°C (36°- 46°F). is clear and seal is intact. =¢—
Usual Adult Dosage: —
See package Insert for full prescribing =0
Information. —
M

Rx Only ‘
MD381-0072¢

Ascorbic Acid Injection, USP Vial Label Specifications

(b) (4)

Created by / Date: McGuff Pharmaceuticals, Inc.

Title:

Vial Label, Ascor® Ascorbic Acid Injection,
USP (500mg/mL), 50mL Vial

/ 2
Approveu by Date Size: | Document #: Rev:

DRW-0036 / MD381-0072 | C

Sheet: 10f1
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Refrigerate 2°- 8°C (36°- 46°F).
Usual Adult Dosage:

See package insert for full prescr bing
Information.

Rx Only
MD381-0072¢
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Ascorbic Acid Injection, USP 25 Tray Pack Label
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ASCOR®
Ascorbic Acid
Injection, USP

25,000 mg/50 mL
(600 ma/ml)

Buk Packoge
Not for Direct Infusion

Fumvmlbeaiy

g

25 x50 mL
Pharmacy Bulk Package Vials

Each mL contains 500 mg of 3sc0rbic ackd (equivalent 1o $62.5mg
of sodlum ascorbate) 130 mg of Sodum bicarbonate, and
0.25mg of edetate disodium. Sodlum hydroxide s added for
pH adjustment (pH range 5.6-6.6).

CONTAINS NC PRESERVATIVE

Protect From Light

Must Diute Befare Use

Refrigerate 2°- 8°C (36°- 46°F).

Usual Agult Dosage:

See package insert for full prescribing Information.

Any unused portian must be discarsed wihin & hours.

Rx Only
MD381-0079 3||Il6II7|l|||5|I7 |||1|I0|I1||!|1|| |||7

Ascorbic Acid Injection, USP 25 Tray Pack Label Specifications

(b) (4)

Area blank as received; serialization
information over-printed prior to use

L T PP SR PRSP PUSI

Created by / Date:

McGuff Pharmaceuticals, Inc.

Approved by / Date:

Title:

25 Tray Pack Label, Ascor® Ascorbic Acid Injection,

USP (500mg/mL), 50mL Vial

Size: Document #:

MD381-0079

Rev:

E

Sheet:

1 0of 1
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Office of Lifecycle Drug Products
Division of Post-Marketing Activities I
Review of Chemistry, Manufacturing, and Controls

. NDA Supplement Number: NDA-209112-SUPPL-009
sNDA Recommendation: Approval
sNDA Managed by: OPQ

. Submission(s) Being Reviewed:

Submission Type Submission| CDER Assigned PDUFA |Review
Date Stamp Date |Date Goal Date |Date

Original 10/05/2023 {10/05/2023 |10/10/2023 |04/05/2024

Supplement CBE-0 01/16/2024

IR Response SD89 11/07/2023 [11/07/2023

IR Response SD90 12/19/2023 [12/19/2023

3. Provides For:

e Labeling changes as requested in the Supplement Request Letter dated August 01,

2023.

. Review #: 01

. Clinical Review Division: OCHEN/DGE

. Name and Address of Applicant:
McGuff Pharmaceuticals, Inc.
29211 W. MacArthur Boulevard, Suite 141
Santa Ana, CA, USA, 92704

Contact: Jacqueline McKay
Phone: 714-918-7277
Email: jmckay@mcguff.com

. Drug Product:

Route of Rx or |Special |Orphan
Drug Name Dosage Form | Strength Administration OTC |Product|Designation
ASCOR (gscorblc 'S(?lu‘u'on for 1500 Intravenous Rx Yes 07-2437
acid injection) injection mg/mL

. Chemical Name and Structure of Drug Substance:

USAN: Ascorbic Acid, USP

Chemical Name: (2R)-2-[(1S)-1,2-dihydroxyethyl]-3.,4-dihydroxy-2H-

furan-5-one
Molecular Formula: CsHgOg¢
MW: 176.12 g/mol




NDA-209112-SUPPL-009 Review 01 Page 2 of 4
ASCOR (ascorbic acid injection)

9. Indication: ASCOR® is indicated for the short term (up to 1 week) treatment of scurvy in
adult and pediatric patients, age 5 months and older, for whom oral administration is not
possible, insufficient or contraindicated.

10. Supporting/Related Documents:
¢ Supplement Request Letter available on Panorama, 08/01/2023 (Funke Ajomale)

e OLDP Response to OGD Labeling Consult available on Panorama, 07/31/2023
(Sarah Zimmermann)

e OGD Labeling Consult available on Panorama, 06/15/2023 (Elizabeth Kim)

11. Disciplines/Consults:

Disciplines/Consults Recommendation Date Reviewer

DMEPA Adequate 12/12/2023 | Peggy Rahbani

12. Executive Summary:

Supplement 009 was provided in response to the supplement request letter dated Au
2023 to provide revision to the labeling and
and to list the quantity of sodium bicarbonate
submission SD86 submitted on October 05, 2023 the firm clarified that

xecuted batch records for Batches 23F0041, 23F0071, and
23F0111 were provided to support the statement tham
- as revised to list the amount of sodium bicarbonate

IR was issued to the firm on
October 31, 2023 to provide revised labeling to list sodium bicarbonate quantity pursuant to

21 CFR 201.100(b)(5)(111). A second IR was issued to mn
November 17, 2023 to provide annotated labeling changes, revised expiration dating format,

revised dosage form on the carton labels, and labeling in the SPL format. Labeling revisions
were provided in SD89 submitted on November 07, 2023 as well as SD90 submitted on
December 19, 2023.

DMEPA has found the provided labeling acceptable (12/12/2023, Peggy Rahbani).

The firm has adequately addressed the concerns issued in the Supplement Request Letter
dated August 01, 2023 and the provided labeling is acceptable from a CMC perspective.

13. Conclusions & Recommendations: This supplement is recommended for approval.
14. Comments/Deficiencies to be Conveyed to Applicant: None

15. Primary Reviewer:
Sarah C. Zimmermann, Ph.D., CMC reviewer, Branch 1, DPMAI OLDP, OPQ

16. Secondary Reviewer:
Rohit Kolhatkar, Ph.D., SPQA, Branch 1, DPMAI, OLDP, OPQ



NDA-209112-SUPPL-009 Review 01 Page 3 of 4
ASCOR (ascorbic acid injection)

17. Labeling as provided in SD90 submitted on 12/19/2023: pack, carton, and vial labeling were
revised to list the quantity of sodium bicarbonate as 130 mg.
25 x 50mL Pack Label:

|

NDC 67157-101-51
25 x 50 mL
Pharmacy Bulk Package Vials

Each mL contains 500 mg of ascorbic acid (equivalent fo 562.5 mg

1

1

1

1 = N 2
Area blank as received; serialization

ir'iformation over-printed prior to use
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0.25mg of edetate disodium. hyelroide is added for we i G e e s i o
pH adjustment (pH range 5.6-6.6). ]
CONTAINS NO PRESERVATIVE 1
Must Dilute Before Uss -
Refrigerate 7°- 8°C (36°- 46°F). "
Usual Adult Dozage: I
See package insert for full prescribing information. I
Any unused portion must be discarded within 4 hours. :
Sl T :
MD381.007% 3We7157"10151'"7 -
r

Carton Label:
ST N R |
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S0or® Ascorbic Acid
| S0mlL Vial




NDA-209112-SUPPL-009 Review 01
ASCOR (ascorbic acid injection)

Vial Label:

Each ml contains 500 mg of ascorbic Sterile NOCETANP-AOL30 ZOmL Warning:

acid (equivalent o 562.5 mg of ASCOR o Pressure may develop

sodiun ascorbaie), 130 mg of Sodium wiithin wial upon storage.

bicarbonate, and 0.25mg of edetate Ascorbic Acid Exercise carewhen

disodurn. Sodum ide is added Injection, LUSP Witharawing.

for pH adjusiment (pH range 5.6-8.6). Ry .
25,000 mg/50 mL Prepare stoppers with a

Pratect From Light

st Diute Before Use

Refrigerate 2°- 8°C (36°- 46°F).

Usual Adult Dosage:

See package Insert Tor full prescribing

Information.

R Only

MD38 1-0072c

Page 4 of 4

RN,

| Knockout area

Area blank a

rmation over-f

S receiv

USPI Sections 3, 11, and 16: There are no proposed chahges to Sections 3 and 16. Section 11
was revised to list the amount of sodium bicarbonate as 130 mg and only list sodium hydroxide

as a pH adjuster.

3 DOSAGE FORMS AND STRENGTHS

Injection: 25,000 mg /50 mL (500 mg/mL) supplied as a

Pharmacy Bulk Package (clear, colorless to pale yellow

solution)

11 DESCRIPTION
ASCOR (ascorbic acid injection) for intravenous use is
a colorless to pale yellow, preservative-free, hypertonic,
sterile, non-pyrogenic solution of ascorbic acid. ASCOR
must be dilnted with an appropriate infusion solotion (e.g..
5% Dextrose Injection. USP; Sterile Water for Injection,
USP) [see Dosage and Administration (2.1)].

Hhe S RO Pl Rk

structoral formmla:

Y OH

Pl o

HO

(0]

(o]
HA—
HO OH

Each ASCOR, 50 mlL, Pharmacy Bulk Package vial contains
25,000 mg ascorbic acid, equivalent to 28,125 mg sodinm
ascorbate.

Each ml of ASCOR. contains 500 mg of ascorbic acid
(equivalent to 562.5 mg of sodium ascorbate which amounts
to 65 mg sodivm/ml of ASCOR). 130 mg of Sodmm
bicarbonate, and 0.25mg of edetate disodium. Sodinm
hydroxide is added for pH adjustment (pH range 5.6-6.6).
It contains no bacteriostatic or antimicrobial agent.

16 HOW SUPPLIED/STORAGE AND HANDLING

ASCOR for intravenous use is a colorless to pale yellow

solution supplied as:

= NDC 67157-101-50 One 25,000 mg/50 mL (500 mg/mT.)
Pharmacy Bulk Package wial

* NDC 67157-101-51 Tray pack of twenty five
25,000 mg/50 mL (500 mg/ml) Pharmacy Bulk Package
vials

Store in a refrigerator at 2° to 8°C (36° to 46°F).

Protect from light. This product contains no preservative.
See Dosage and Administration (2.1) for detailed
instructions on preparation, dilution, and administration of
ASCOPR._ Excursions to ambient conditions for up to 30 days
during storage or shipping are acceptable.



» Sarah
) Zimmermann

—%% Ronhit
.27 Kolhatkar

Digitally signed by Sarah Zimmermann
Date: 1/17/2024 10:21:44AM
GUID: 59aeccce003ch2b7276f6582f89c37ee

Digitally signed by Rohit Kolhatkar
Date: 1/17/2024 10:23:42AM
GUID: 57bf531500b52a2eccd5395bec77ebc2

Comments: concur with the recommendation to approve from CMC
standpoint



CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:

2091120rigl1s009

OTHER REVIEW(S)




REGULATORY BUSINESS PROCESS MANAGER LABELING REVIEW

Office of Program and Regulatory Operations

Application: NDA-209112-SUPPL-9 (CBE-0)

Name of Drug: Ascor (ascorbic acid injection)
Applicant: McGuff Pharmaceuticals, Inc.

Submission and amendment(s) receipt date:
Submission Dates:

NDA-209112-SUPPL-9
October 5, 2023

Amendment Dates:

NDA-209112-SUPPL-9
November 7, 2023
December 19, 2023

Material Reviewed (as applicable):

Material Submit Date | Receipt Date | Compared to last approved
labels/labeling
Package Insert 11-07-2023 11-07-2023 07-08-2022
NDA-209112-SUPPL-7
Vial Carton 11-07-2023 11-07-2023 NDA-209112-SUPPL-5
Approved

April 01, 2022

(labels not included in
Action Letter, but referenced
n action letter and DMEPA

review)
Vial Label 11-07-2023 11-07-2023 NDA-209112-SUPPL-5
Approved
April 01, 2022

(labels not included in
Action Letter, but referenced




1n action letter and DMEPA
review)

25 Pack label 11-07-2023 11-07-2023 NDA-209112-SUPPL-5

Approved
April 01, 2022

(1abels not included in
Action Letter, but referenced
in action letter and DMEPA

review)

Background and Summary Description:

Ascor (ascorbic acid injection) was approved on October 02, 2017, for the treatment of
scurvy in adult and pediatric patients aged 5 months and older for whom oral administration
is not possible, insufficient, or contraindicated for McGuff Pharmaceuticals, Inc.

On October 5, 2023, McGuff Pharmaceuticals, Inc. submitted a CBE-0 Supplement
(Supplement 009) to NDA 209112. The supplement provides for the Labeling Changes as
requested in the Supplement Request Letter dated 01 August 2023.

As a result of a request for information sent on Oct 31, 2023, the applicant submitted draft
vial, carton, and 25ct tray pack labels and the package insert.

Per email from OND RPM (Meghna Jairath) on November 15, 2023, there are no pending
safety labeling updates or OND managed labeling supplements in house.

There were changes submitted outside of the CMC sections, on November 17, 2023, OND

RPM (Meghna Jairath), indicated that the clinical division considers these typographical
corrections, and no further comments are needed.

Labeling History

Application Date Approved Labeling
NDA-209112-SUPPL.-7 July 08, 2022 e Content of Labeling
o Prescribing Information
NDA-209112-SUPPL-5 April 01, 2022 e Content of Labeling
o Prescribing Information




e Carton and Container Labeling
(labels not included in Action
Letter, but referenced in action
letter and DMEPA review)

o Package Label
(Pharmacy Bulk
Package)

o 25 Tray Pack Label
(500 mg/ml) 50 ml
single dose vials

o Single Vial 50ml Box
Label

NDA-209112-ORIG-1 October 02, 2017 e Content of Labeling

o Prescribing Information
e Carton and Container Labeling

o Package Label
(Pharmacy Bulk
Package)

o Single Vial 50ml Box
Label

o 25 Tray Pack Label
(500 mg/ml) 50 ml
single dose vials

Consult(s)

A DMEPA consult was submitted on October 31, 2023. On December 12, 2023, Peggy
Rahbani, PharmD, BCPS and Madhuri R. Patel, PharmD from DMEPA completed a labeling
review. The evaluation did not identify areas of vulnerability that may lead to medication
errors. They have no recommendations at this time.

Information Request

An IR was sent on October 31, 2023, requesting the applicant amend the drug product
labeling to list sodium bicarbonate in a manner consistent with its stated function in the
Suppl-9 im The applicant responded on November 7, 2023, providing the
draft vial, carton, tray pack labels and package insert.

A second IR was sent on November 17, 2023, requesting the redlined/annotated labels and
labeling, addition of the lot and expiration date to the vial label, addition of the dosage
information to the carton label and the SPL format of the labeling. The applicant provided the
redlined vial, carton, 25 pack labels and the package insert in addition to the SPL format.

CMC Review
CMC Review was performed and approval was recommended by Sarah C. Zimmermann,



Ph.D., CMC reviewer and Rohit Kolhatkar, Ph.D., SPQA, on January 17, 2024.

Review

This comparison was done by visually comparing the proposed to the last submitted or
approved labeling on file.

The following are the assessments for each change identified:

Prescribing Information

1. Revised year
Comments: Revised Year will be updated to an approved Month/Year upon taking
action.

2. Section 5, WARNINGS AND PRECAUTIONS, subsection 5.3, Laboratory Test
Interference,
a. Last Approved Change (NDA-209112-SUPPI.-7. 07-08-2022):

5.3 Laboratory Test Interference

Ascorbic acid may interfere with laboratory tests based

on oxidation-reduction reactions, including blood and

urine glucose testing, pitrite and bilirubin levels, and

leucocyte count testing. If possible, laboratory tests based

on oxidation-reduction reactions should be delayed until

%4 h(;urs after infusion of ASCOR [see Drug Interactions
7.5)].

b. Proposed Change (submitted 12-19-2023):

5.3 Laboratory Test Interference

Ascorbic acid may interfere with laboratory tests based on oxidation-reduction reactions| including blood and urine glucose testing.
nitrite and bilirubin levels, and

leucocyte count testing. If possible, laboratory tests based on oxidation-reduction reactigns should be delayed until 24 hours after
infusion of ASCOR [see Drug Interactions (7.54)].

Comments: Adequate, typographical corrections per clinical division.

3. Section 11i DESCRIPTION: clarified that || 00

a. Last Approved Change (NDA-209112-SUPPL-7. 07-08-2022):




Each mL of ASCOR contains 500 mg of ascorbic acid
(equivalent to 562.5 mg of sodium ascorbate which amounts
to 65 mg sodium/mL of ASCOR), 0.25 mg of edetate
disodium, and water for injection. Sodium hydroxide and
sodium bicarbonate are added for pH adjustment (pH range
5.6 to 6.6). It contains no bacteriostatic or antimicrobial
agent.

b. Proposed Change (submitted 12-19-2023):

Comments: Adequate, Per CMC/DMEPA review and 21 CFR
201.100(b)(5)(111)

Carton Labeling and Container Label

1. USP 25 Tray Pack Label: the following changes are.
1. Addition of Sodium bicarbonate (and amount) to list of ingredients.
ii. Removal of Sodium bicarbonate as a pH adjuster.
iii. Change in internal number from ‘MD 381-0079d’ to “‘MD381-007in9%¢’.
b. Last Approved Label (NDA-209112-SUPPL-5. approved April 01, 2022, DMEPA
Review): Attach last approved

- "

NDC 67157-101-51
25 x50 mL
Pharmacy Bulk Package Vials

Eachmi comtans 500 mg of ascoric ackd (equaalant 1o 562 5 mg
of sodim ascorbate) and (.25 mg of edatme dsodum . Sodum

[0

pHange b6 66)

CONTAINS NO PRESERVATIVE
Protect From Light

Must Dilute Sefore Use

Refrgarie 2° - 8°C (36°- 46°F)

Usual Adult Dosage

See package inser 1o ful prescrbing sfonmation

Ay

o

-------------------------------------
v

b. Proposed Change (SDN 90. submitted 12-19-2023): Attach proposed




NDC 67157-101-51 |r -

25 x 50 mL I :

Pharmacy Bulk Package Vials I - Area blank as received; serialization
1P

Eﬂtml.eurh\sﬁ]) umm(wbms = . - -
130 mg of b . information over-printed prior to use

Dﬁﬂq disodium. Sodit & isaﬂs‘.lfnr
pH adjusiment (pH range 5.6-6.6).
CONTAINS NO PRESERVATIVE

Protect From Light

Must Dilute Before Use

Refrigerate 2°- 8°C (36°- 46°F).

Usual Aduit
See pack

Any

Rx Only ||

1

|

1

1

) [
insert for full p ing i i |
1

1

1

.

e S e B e s A e 1

____________________________________ p—

Comments: Adequate, Per CMC/DMEPA review, editorial changes, 21 CFR
201.100(b)(5)(1i1).

2. Single Vial 50ml Carton, Right Side Panel, the following changes are proposed:
1. Addition of Sodium bicarbonate (and amount) to list of ingredients.
ii. Removal of Sodium bicarbonate as a pH adjuster.
1. Addition of “Usual Adult Dosage: See package insert for full prescribing
information”.
iv. Change in internal number from ‘MD 381-0018¢’ to ‘MD381-0018d’

a. Last Approved Label NDA-209112-SUPPL-5. approved April 01. 2022. DMEPA
Review):

MU351-0015¢

b. Proposed Change (SDN 90. submitted 12-19-2023): Attach proposed




Each mL contains 500 mg of
ascorbic acid (equivalent 10
5625 mg of sodium ascorbate)
130mg of sodium bicarbonate,
and 0.25mg of edetate
disodium. Sodium hydroxide
is added for pH adjusiment
(pHrange5.6-6.6).

Protect from Light
Must Dilute Before Use
Refrigerate 2°- §°C (35°- 46°F)
Usual Adult Dosage: See
package Insert for full
prescribing information.

Rx only
Sternie

MD381-0018d

Comments: Adequate, Per CMC/DMEPA review, 21 CFR 201.55, editorial changes.

. Single Vial 50ml Carton, Back Panel, Change in format/layout of the phrase, “Pharmacy
Bulk Package Not for Direct Infusion”.
a. Last Approved Label (NDA-209112-SUPPL-5. approved April 01. 2022. DMEPA

Review):

+« Stelle NDC67157.10130 20mL

| Ascor

b. Proposed Change (SDN 90. submitted 12-19-2023): Attach proposed




Comments: Adequate, Per CMC/DMEPA review, formatting changes

4. Single Vial 50ml Carton, Principal Display Panel, Change in format/layout of the phrase,
“Pharmacy Bulk Package Not for Direct Infusion”.

Last Approved Label (NDA-209112-SUPPL-5. approved April 01. 2022. DMEPA
Review):




_________________

_________________

Ascorbic Acid
Injection, USP
25,000 mg/50 mL
{500 mgfmL)

Comments: Adequate, Per DMEPA review, formatting changes

5. USP Vial Label. The following changes are.

i

11.
111.
1v.

V.

Addition of Sodium bicarbonate (and amount) to list of ingredients.
Removal of Sodium bicarbonate as a pH adjuster.

Change in internal number from ‘MD 381-0072b’ to ‘MD381-0072¢’.
Change in format/layout of the phrase, “Pharmacy Bulk Package Not for
Direct Infusion”.

Addition of Lot and Expiration date

a. Last Approved Label (NDA-209112-SUPPL-5. approved April 01. 2022. DMEPA

Review):



Each mL contains 500 mg of ascorbic Sterlle NDC$7157-101-30  SOml

acid (equivalent to 562.5 mg of sodium
ascorbate) and 0.25 mg of edetats
disodium. Sodium hydroxide and
sodium bicarbonate are added for pH
adjustment (pH range 5.6-6.6).

ASCOR’

CONTAINS NO PRESERVATIVE

Protect From Light

Must Dilute Before Use

Refrigerate 2°- 8°C (36°- 46°F).
Usual Adult Dosage:

See package insert for full prescribing
information.

Rx Only
MD381-0072b

Acid

Warning:
Pressure may develop
within vial upon storage. _D
Exercise care when —
withdrawing. — O
=N
Prepare stoppers with a =g
suitable antiseptic solution, —
Use aseptic technigue. ——
Do not use unless soluton —
is clear and seal is intact. _—
—
— N
—
——
M

b. Proposed Change (SDN 90. submitted 12-19-2023): Attach proposed

Each mL contains 500 mg of ascorbic
acid (equivalent to 562.5 mg of
sodum ascorbate), 130 mg o Sodium
bicarbonate, and 0.25mg of edetate
disodium. Sodium hydroxide is added
for pH adustment (pH range 5.6-66).

CONTAINS NO PRESERVATIVE

Protect From Light
Must Dikst= Before Use

Refigerats 2°- £°C (36°- 46°F).
Usual Adult Dosage:

See package insert for full prescribing

Rx Only
MD381-0072c

Warning:

Pressure may develop
within vial upon storage.
Exercise care when
withdrawing.

Prepare stoppers with a
Use aseptic technique.
Do not use urless solution

|
|1 or xooox !
|1 X YYYY-tMm |=

| Knockout area R
Rrea blank as received; serialization
information over-printed prior to use

Comments: Adequate, Per CMC/DMEPA review, 21 CFR 201.18, 21 CFR 201.17

Recommendations
The change to the labels/labeling is acceptable. The supplement is recommended for approval.

{See appended electronic signature page}

Oluwafunmike (Funke) Ajomale, MSPH, PMP
Regulatory Business Process Manager

Office of Programs and Regulatory Operations
Office of Pharmaceutical Quality

Key:

Date
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IFU — Instructions for Use

MG — Medication Guide

USPI — United States Prescribing Information
PLR — Physician Labeling Rule

PPI - Patient Package Insert

C+C — Carton and/or Container

CMC- Chemistry, Manufacturing, and Controls
LBL- Labeling supplement

11
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ke %</ (Funke) Date: 1/17/2024 10:33:29AM
== Ajomale GUID: 6328e51d0031719¢c654b0a2822a1fb68

%% Oluwafunmike  Digitally signed by Oluwafunmike (Funke) Ajomale



LABEL AND LABELING REVIEW
Division of Medication Error Prevention and Analysis 1 (DMEPA 1)
Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: December 12, 2023
Requesting Office or Division:  Office of Pharmaceutical Quality (OPQ)
Application Type and Number: NDA 209112/S-009 R

Product Name, Dosage Form, Ascor (ascorbic acid) injection, 500 mg/mL
and Strength:

Product Type: Single Ingredient Product

Rx or OTC: Prescription (Rx)

Applicant/Sponsor Name: McGuff Pharmaceuticals, Inc.

FDA Received Date: October 5, 2023, October 10, 2023, and November 7, 2023
TTTID #: 2023-7338 and 2023-7067

DMEPA 1 Safety Evaluator: Peggy Rahbani, PharmD, BCPS

DMEPA 1 Acting Team Leader:  Madhuri R. Patel, PharmD

Reference ID: 5290927



1 REASON FOR REVIEW

McGuff Pharmaceuticals, Inc. submitted a changes being effected (CBE-0) Chemistry
Manufacturing and Controls (CMC) supplement (S-009) to provide for labeling revisions
regarding sodium bicarbonate composition in drug product (::)(:)
®@sybsequently, the Office of Pharmaceutical Quality (OPQ)
roposed Ascor prescribing information (Pl), container label,
and carton labeling for areas of vulnerability that may lead to medication errors.

2 MATERIALS REVIEWED

Table 1. Materials Considered for this Label and Labeling Review

Material Reviewed Appendix Section
(for Methods and Results)

Product Information/Prescribing Information A

Previous DMEPA Reviews B

ISMP Newsletters* C-N/A

FDA Adverse Event Reporting System (FAERS)* D—-N/A

Other E-N/A

Labels and Labeling F

N/A=not applicable for this review

*We do not typically search FAERS or ISMP Newsletters for our label and labeling reviews
unless we are aware of medication errors through our routine postmarket safety
surveillance

3 CONCLUSION AND RECOMMENDATIONS

Our evaluation of the proposed Ascor prescribing information (Pl), container label, and carton
labeling did not identify areas of vulnerability that may lead to medication errors. We have no
recommendations at this time.

Reference ID: 5290927



APPENDICES: METHODS & RESULTS FOR EACH MATERIAL REVIEWED

APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION

Table 2 presents relevant product information for Ascor that McGuff Pharmaceuticals, Inc.
submitted on October 10, 2023.

Table 2. Relevant Product Information for Ascor

Initial Approval Date 10/2/1017

Active Ingredient ascorbic acid

Indication Indicated for the short term (up to 1 week) treatment of scurvy in
adult and pediatric patients age 5 months and older for whom
oral administration is not possible, insufficient or contraindicated.

Route of intravenous infusion

Administration

Dosage Form Injection

Dose and Fre quency Table 1: Recommended Dose of ASCOR and Infusion Rate of Diluted ASCOR Solution

Ogcscc[%]illy Infusion Rate of Diluted
Patient Population Pisc ASCOR Solution
(mg/minute)
(mg)

Pediatric Patients age 5 months to less than 12 months 50 1.3
Pediatric Patients age | vear to less than 11 years 100 3.3
Adults and Pediatric Patients 11 years and older 200 33

ASCOR is intended for dispensing of single doses to multiple
patients in a pharmacy admixture program and is restricted to the
preparation of admixtures for infusion: recommended single dose
is 200 mg.

How Supplied ASCOR for intravenous use is a colorless to pale yellow solution
supplied as:

NDC 67157-101-50 One 25,000 mg/50 mL (500 mg/mL)
Pharmacy Bulk Package vial

NDC 67157-101-51 Tray pack of twenty five 25,000 mg/50 mL
(500 mg/mL)

Pharmacy Bulk Package vials

Storage Store in a refrigerator at 2° to 8°C (36° to 46°F).

Protect from light. This product contains no preservative. See
Dosage and Administration (2.1), for detailed instructions on
preparation, dilution, and administration of ASCOR. Excursions
to ambient conditions for up to 30 days during storage or

shipping are acceptable.

Container Closure Vial

Reference ID: 5290927



APPENDIX B. PREVIOUS DMEPA REVIEWS

On November 22, 2023, we searched for previous DMEPA reviews relevant to this current
review using the terms, ‘Ascor’. Our search identified once previous reviews? since the date of
our last search on February 25, 2021, and we confirmed that our previous recommendations
were implemented.

2 Fanari M. Label and Labeling Review for Ascor (NDA 209112/S-007). Silver Spring (MD): FDA, CDER, OSE, DMEPA
(US); 2022 FEB 28. OSE RCM #: 2022-212

Reference ID: 5290927



APPENDIX F. LABELS AND LABELING

F.1

List of Labels and Labeling Reviewed

Using the principles of human factors and Failure Mode and Effects Analysis,? along with
postmarket medication error experiences with similar products, we reviewed the following
Ascor labels and labeling submitted by McGuff Pharmaceuticals, Inc.

F.2

Container label received on November 7, 2023
Carton labeling received on November 7, 2023

Prescribing Information (Image not shown) received on November 7, 2023, available

from \\CDSESUB1\EVSPROD\nda209112\0091\m1\us\m1-14-labeling\pi.pdf

Label and Labeling Images

Container label

Each mL contains 500 mg of ascorbic Stefle  NDCO7157-101-50  50mL

acid (equivalent to 562 5 mg of sodium Lot

ascorbate), 130 mg of Sodium ASCOR-

g{eg;bonatg adnd U_gﬁéng l_)cfi edgtdal% Ascorbic Acid
isodium_ Sodium hydroxide adde H :

for pH adjustment(pH range 5.6-6.6) In;ec’rion., Usp

25,000 mg/50 mL
CONTAINS NO PRESERVATIVE (500 mg/m}

Protect From Light
Must Dilute Before Use
Refrigerate 2°- 8°C (36°- 46°F).

Usual Adult Dosage:
See package insert for full prescrbing
information.

Rx Only
MD381-0072b

Warning:

Pressure may develop
within vial upon storage.
Exercise care when
withdrawing.

Prepare stoppers with a

suitable antiseptic solution.

Use aseptic technique.

Do not use unless solution
is clear and seal is intact.

0

67157"10150

T

3

b Institute for Healthcare Improvement (IHI). Failure Modes and Effects Analysis. Boston. I[H1:2004.
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Carton labeling

v
1
'
Arca blank as received: sericlzation :
information over-printed price touse

T 5 B DOD'SZ
dSN “Ueyasiu
DI HQi0osy

LHOOSY

[Each L eorains 500 g of
ascombic acid [equivalent to
62 5 Frg of sodium
ascorbate). 130ma of sodurm
bicarbonate, and 0.25mg of
adelabe deodium. Sodium
iyelicxdce: i added for pH
adjustrment (pH rangs
5666

Protect from Light
Wust DLt Before Use

[Refmgerste 7 87 (367 46°F)

Realy
Sterile

ASCOR’
Aacorbec Acid
Injection, USP
25,000 mag/S0 ml

enmainy

JILI,
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Tray Labeling

NDC 67157-101-51

25 x 50 mL

Pharmacy Bulk Package Vials
Each mL contains 500 mg of ascorbic add (equivalent to 562.5 mg
of sodum ascorbate), 130 mg of Sodium bicarbonate, and

0.25 mg of edetare disodium Sodium hycroxide

is addd for pH adjustment (pH range 55 - 6.6).
CONTAINS NO PRESERVATIVE

5
I
! 1
| Area blank as re
1
|
1
Protect From Light |
1
1
|
|
|
1
[ 9

iliformation ove

S
dX3 &
1071

Must Dilute Befere Use

Refrigerate 2° - 3°C (36°- 46°F).

Usual Adult Dosage:

See package insert for full prescribing information.

Any unused portion must be discarded within 4 hours.

S T

1ID381-0079d 67157

XEXKXXX

XOOOEKAXAAX N
W - AL

T

015
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Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

s/

PEGGY M RAHBANI
12/12/2023 11:51:08 AM

MADHURI R PATEL
12/12/2023 11:53:58 AM
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