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PRODUCT QUALITY REVIEW(S) 
 



 

 

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

Review of Chemistry, Manufacturing, and Controls 
 
1. NDA Supplement Number: NDA-209112-SUPPL-009 

sNDA Recommendation: Approval 
sNDA Managed by: OPQ 

 
2. Submission(s) Being Reviewed:   

Submission  Type Submission 
Date 

CDER 
Stamp Date 

Assigned 
Date 

PDUFA  
Goal Date 

Review 
Date 

Original 
Supplement CBE-0 

10/05/2023 10/05/2023 10/10/2023 04/05/2024 
01/16/2024 IR Response SD89 11/07/2023 11/07/2023   

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

3. Provides For: 
 Labeling changes as requested in the Supplement Request Letter dated August 01, 

2023.  
 
4. Review #: 01 

 
5. Clinical Review Division: OCHEN/DGE 

 
6. 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 
 
7. Drug Product:  

Drug Name Dosage Form Strength Route of 
Administration 

Rx or 
OTC 

Special 
Product 

Orphan 
Designation 

ASCOR (ascorbic 
acid injection) 

Solution for 
injection 

500 
mg/mL Intravenous Rx Yes 07-2437 

 
8. 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: C6H8O6 
MW: 176.12 g/mol 
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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:  

 
 
Carton Label:  
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Vial Label:  

 
USPI Sections 3, 11, and 16: There are no proposed changes 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.  
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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 

Product Name, Dosage Form, 
and Strength:

Ascor (ascorbic acid) injection, 500 mg/mL

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

TTT ID #: 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

(b) (4)
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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

Subsequently, the Office of Pharmaceutical Quality (OPQ) 
roposed Ascor prescribing information (PI), 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 (PI), 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

(b) (4)

(b) (4)

(b) (4)
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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 
Administration

intravenous infusion

Dosage Form injection

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

Dose and Frequency

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
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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 reviewsa since the date of 
our last search on February 25, 2021, and we confirmed that our previous recommendations 
were implemented. 

a 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
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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,b along with 
postmarket medication error experiences with similar products, we reviewed the following 
Ascor labels and labeling submitted by McGuff Pharmaceuticals, Inc.

• 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

F.2 Label and Labeling Images

Container label

b Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004. 

Reference ID: 5290927
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Carton labeling

 

Reference ID: 5290927
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Tray Labeling

Reference ID: 5290927
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