
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

206814Orig1s000 
 
 

OTHER REVIEW(S) 









4

Studies support the use of potassium replacement in digitalis toxicity. When alkalosis is 
present, normokalemia and hyperkalemia may obscure a total potassium deficit. The 
advisability of use of potassium replacement in the setting of hyperkalemia is uncertain.6

Pediatric Dosing
Treatment of hypokalemia:
Pediatric patients aged birth to 16 years old: 2 to 4 mEq/kg/day in divided doses; not to 
exceed 1mEq/kg as a single dose or 40 mEq whichever is lower; maximum daily doses 
should not exceed 100 mEq. If deficits are severe or ongoing losses are great, consider 
intravenous therapy.7, 8, 9,10

Maintenance, or Prophylaxis  
Pediatric patients aged birth to 16 years old: Typical dose is 1 mEq/kg/day. Do not 
exceed 3 mEq/kg/day.” 7, 8, 9, 10,

Rationale: More specific instructions on how and when to use oral products, how 
and when to monitor and additional patient care instructions were supported by 
the literature.

2.4 Drug Interactions

Addition of the following language to section 7 is proposed:

Angiotensin Receptor Blockers
Use with angiotensin receptor blockers (ARBs) produces potassium retention by 
inhibiting aldosterone production. Potassium supplements should be given to patients 
receiving ARBs only with close monitoring. 

Rationale: Literature supports this potential drug interaction.11,12

                                                
6 Brater, DC and  Morelli, HF (1977) Jl of Clin Pharm and Ther, Vol, 22: 1 , p. 21-33. 
7 Taketomo, CK et al (2014), Pediatric & Neonatal Dosage Handbook, American Pharmacists Association, 
21st edition, Lexi-Comp, p. 1708-1709

8 Tschudy M, Arcara K, editors. (2012) The Harriet Lane Handbook :a manual for pediatric house officers / 
the Harriet Lane Service, Children's Medical and Surgical Center of the Johns Hopkins Hospital. 19th ed. 
Philadelphia, PA: Elsevier Mosby; Chapter 11, Fluids and Electrolytes, p.283. Chapter 29, Drug Doses, 
p.917-918.    
9 Kliegman R, Nelson, et al, editors. Nelson textbook of pediatrics. 19th ed. Philadelphia, PA: 
Elsevier/Saunders; 2011. Chapter 52, Electrolyte and Acid-Base Disorders, 52.4 Potassium, p.219-225.  
10 Rudolph, C, editor. Rudolph's pediatrics. 22nd ed. New York: McGraw Hill Medical; 2011. Chapter 466, 
Fluid, Electrolyte, and Acid-Base Disorders, p.1677-83. 

11 Park LW, et al, (2014), Jl of Clin Pharm and Ther, Vol. 39, 61-68.
12 Raebel, M. (2012) Hyperkalemia Associated with Use of Angiotensin-Converting Enzyme Inhibitors and 
Angiotensin Receptor Blockers, Cardiovascular Therapeutics, Vol 30, e156–e166.
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2.5 Pediatric Use

The following language for section 8.3 is proposed:

The safety and effectiveness of potassium chloride has been demonstrated in children 
with diarrhea and malnutrition from birth to18 years.

Rationale: Literature supports pediatric use of oral liquid potassium chloride.7,8, 9, 

10, 13,14,15

                                                
13 Mahalanabis D et al, (1995) Hypotonic oral rehydration solution in acute diarrhoea: a controlled clinical 
trial. Acta Paediatr.;84(3):289-93. 
14 Nalin DR, et al (1980). Comparison of low and high sodium and potassium content in oral rehydration 
solutions. J Pediatr. Vol:97:5, p.848-53. 
15 Manary, MJ and Brewster (1997), Potassium Supplementation in Kwashiorkor, Jl of Ped Gastro and 
Nutr,, Vol 24, p. 194-201.
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RHPM NDA Overview
December 22, 2014

Potassium Chloride Oral Solution, 20 mEq/15 mL, 40 mEq/15 mL

NDA 206814

Applicant: Pharma-Med, Inc.

Classification: 7 (Already Marketed Drug without Approved NDA)

Review Classification: Standard (12 month review)

Proposed Indication:   treatment of hypokalemia

Date of Application: February 27, 2014

Receipt Date: February 27, 2014

User Fee Goal Date: December 27, 2014

REVIEW TEAM

Office of New Drugs, Office of Drug Evaluation I, Division of Cardiovascular and Renal Products
! Division Director

o Norman Stockbridge, M.D., Ph.D
! Medical Reviewer

o Melanie Blank, M.D.
! Regulatory Health Project Manager

o Edward Fromm, R.Ph., RAC
Office of New Drug Quality Assessment (ONDQA), Branch 1

! Cross Discipline Team Leader
o Kasturi Srinivasachar, Ph.D.

! Review Chemist
o Mohan Sapru, Ph.D.

Office of New Drug Quality Assessment (ONDQA)
Product Quality Microbiology Reviewer

o Denise Miller, Ph.D.
Biopharmaceutics Reviewer

o Sandra Suarez Sharp, Ph.D.
Office of Clinical Pharmacology

! Sreedharan Sabarinath, PhD, 

BACKGROUND

This is a 505(b)(2) NDA for potassium chloride oral solution, 20 mEq/15mL and 40 mEq/15
mL. Although potassium chloride has been previously approved in other dosage forms –
injection and extended release tablets or capsules, the oral solution is a new dosage form which
has been marketed but never approved. This filing is based upon the reference listed drug
(RLD), K-DUR, potassium chloride extended release tablets, NDA 19439 approved in 1986.

Reference ID: 3678825
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User Fee

The applicant received a small business waiver for the user fee.

Pediatrics

Literature references supplied by the applicant support use in pediatrics, from birth to 16 years of age. 
The application was reviewed by the PeRC committee on December 17, 2014. PeRC had several 
comments/recommendations:

o The PeRC agreed with the assessment presented for all pediatric patients ages for the proposed 
indications.  

o The PeRC also recommends that the dosage and administration section be modified to include 
appropriate dosing in mEq/kg for all pediatric age ranges.

Trade name

The applicant did not apply for a tradename for the product.

REGULATORY TIMELINE
! Pre-IND meeting, June 20, 2012

REVIEWS

Divisional Memorandum (dated December 22, 2014)
Dr. Stockbridge recommends approval of potassium chloride oral solution.

Cross-Discipline Team Leader (CDTL) Review (dated December 12, 2014)
Dr. Srinivasachar recommends that Potassium Chloride Oral Solution, 20mEq/15mL and 40mEq/15mL 
be approved with an expiration dating period of 24 months when stored at room temperature. The
Approval letter should include appropriate language for the Post Marketing Commitment
agreed to by the Applicant for antimicrobial preservative effectiveness testing of the 40mEq/15mL 
formulation.

Medical Reviews
Dr. Blank did not do a formal medical review, but did edit substantial sections of the labeling that were 
outdated. She did a formal determination of the proposed withdrawal of the RLD for this application, 
NDA 19439, was not due to reasons of safety or efficacy. 

! Financial – N/A, as there were no clinical studies for review.

Biostatistics Review –N/A

Clinical Pharmacology Review (dated October 9, 2014)
Dr. Sabarinath recommended approval based on the results of studies that showed that the
bioavailability of potassium chloride, as measured by the cumulative urinary excretion of K+
over a 24 hour post dose period, is comparable across the liquid formulation and various types
of modified release products. It was also concluded from these studies that the overall
gastrointestinal tolerance to potassium chloride can be considered to be at least similar for the
liquid and modified release products.

Pharmacology and Toxicology Review –N/A

Reference ID: 3678825
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Office of New Drug Quality Assessment (ONDQA)

! CMC Review (dated October 27 and December 9, 2014)
Dr. Sapru recommended approval of the NDA from a CMC perspective.
Drug Substance: The Applicant referenced DMF  for complete information on the drug
substance, potassium chloride. The reviewer states that the original DMF has been reviewed
and found to be adequate.
Drug Product: The product will be marketed in two strengths, 20 mEq/15 mL and 40
mEq/15mL. The excipients in the formulation include glycerin, propylene glycol,
methylparaben, propylparaben, sucralose, citric acid, natural and artificial orange flavor,
FD&C Yellow #6 and purified water.. The drug product is packaged in  mL white HDPE
bottles with . The specification has been revised to include a test for
pH with limits between 3.0 and 6.5 based on the reviewer’s recommendation. An expiration
dating period of 24 months has been requested by the Applicant and is granted for both
strengths based on the stability data provided.
Facilities review/inspection: The drug substance and drug product manufacturing sites were
submitted for inspection and the current overall Office of Compliance recommendation is
“Acceptable”.

! Biopharmaceutics Review (dated October 10, 2014)
Dr. Suarez recommends approval from a Biopharmaceutics perspective. She
concluded that the provided formulation and PK information support the bridging of the
proposed product and the products used in the published pharmacokinetic literature and
therefore a biowaiver for the proposed product could be granted.

! Product Quality Microbiology Review (dated October 24, 2014)
Dr. Miller recommended approval from a quality microbiology perspective but requested
that the antimicrobial preservative effectiveness testing be also performed, post approval, on
the second formulation (40mEq/mL). The Applicant has committed to conduct this testing.

! Environmental Assessment
o Categorical exclusion granted (see Dr. Sapru’s review)

CONSULTS

DMEPA Review (dated October 24 and November 19, 2014)
Dr. Stewart had labeling recommendations for the immediate container labels which the applicant agreed 
to in a submission date October 30, 2014

Office of Prescription Drug Promotion (dated December 19, 2014) 
Dr. Shah finalized her review and included a number of labeling comments in her review.

505(b)(2) Clearance
The 505(b)(2) clearance committee, in an e-mail dated November 26, 2014 said the application was 
cleared for action from a 505(b)(2) perspective with the caveat that the RLD, NDA 19439 was not being 
withdrawn for reasons of safety or effectiveness.

ADL Review
Mr. Monteleone edited substantial sections of the labeling that were outdated and also revised it to be 
PLR compliant.

Reference ID: 3678825

(b) (4)

(b) (4)

(b) (4)



NDA 206814 NDA PM Overview

CONCLUSION
An approval letter was issued for this application and signed by the Division Director, Norman 
Stockbridge, M.D., Ph.D., on December 22, 2014. The approval letter with PMC, was appended with the 
agreed-upon labeling text and immediate container labels.

___________________
Edward J. Fromm, R.Ph., RAC
Regulatory Health Project Manager

dr-ef-12/22/14
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---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

EDWARD J FROMM
12/29/2014

Reference ID: 3678825



 

C:\Users\STOCKBRIDGEN\Documents\NDA\N206814 KCl\KClSolutionDivMemo.doc Last saved 
 1  09:26 Monday, December 22, 2014 

DIVISION OF CARDIOVASCULAR AND RENAL PRODUCTS 

Divisional Memo 
 
NDA:   206814 Potassium chloride oral solution. 

Sponsor:  Pharma-Med 

Review date: 22 December 2014 

 

Reviewer: N. Stockbridge, M.D., Ph.D., HFD-110 

This memo conveys the Division’s recommendation to issue an “Approval” letter for this 
application. 

This application has been the subject of reviews of CMC (Sapru; 27 October and 9 
December 2014 2014), biopharmaceutics (Sharp; 16 October 2014), microbiology 
(Miller; 24 October 2014), and clinical pharmacology (Sabarinath; 9 October 2014). 
There is also a CDTL memo (Srinivasachar; 12 December 2014), with which I am in 
complete agreement. 

The applicant seeks to market oral solutions of KCl at 20 or 40 mEq/15 mL. The 
approval pathway is 505(b)(2), relying upon the Agency’s findings for intravenous and 
other oral dosage forms. There is neither a non-clinical nor a clinical review. 

There are no manufacturing issues and manufacturing facilities have been deemed 
satisfactory. 

Microbiology seeks information on antimicrobial effectiveness as a post-marketing 
commitment, which has been negotiated with the sponsor. 

Labeling has been fully negotiated. There are no remaining approval issues. 
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PMR/PMC Development Template

This template should be completed by the PMR/PMC Development Coordinator and included for each
PMR/PMC in the Action Package.

NDA/BLA #
Product Name:

206814
Potassium Chloride Oral Solution, 20 mEq/15 mL and 40 mEq/15 ml

PMR/PMC Description: Antimicrobial Effectiveness Testing (AET) for Potassium Chloride Oral 
Solution, 40 mEq/15ml

PMR/PMC Schedule Milestones: Final Protocol Submission: N/A
Study/Trial Completion: N/A
Final Report Submission: 03/31/2015
Other: N/A MM/DD/YYYY

1. During application review, explain why this issue is appropriate for a PMR/PMC instead of a pre-approval 
requirement. Check type below and describe.

Unmet need
Life-threatening condition 
Long-term data needed
Only feasible to conduct post-approval
Prior clinical experience indicates safety
Small subpopulation affected
Theoretical concern
Other

The finished drug product has a microbial limit specification, but the Microbiology reviewer wants 
Antimicrobial Effectiveness Testing (AET) on the 40 mEq/15 ml strength. The reviewer believes that the 
risk to the patient is minimal, and thus the testing can be done post-approval.

2. Describe the particular review issue and the goal of the study/clinical trial. If the study/clinical trial is a 
FDAAA PMR, describe the risk.  If the FDAAA PMR is created post-approval, describe the “new safety 
information.”

Antimicrobial Effectiveness Testing (AET) was completed on the 20 mEq/15 ml product but not the 40 
mEq/15 ml strength.  The testing requested by the sponsor will confirm the effectiveness of the 
preservative system.

Reference ID: 3674274



PMR/PMC Development Template Last Updated 12/17/2014    Page 2 of 3

3. If the study/clinical trial is a PMR, check the applicable regulation.
If not a PMR, skip to 4.

- Which regulation?
Accelerated Approval (subpart H/E)
Animal Efficacy Rule
Pediatric Research Equity Act
FDAAA required safety study/clinical trial

- If the PMR is a FDAAA safety study/clinical trial, does it: (check all that apply)
Assess a known serious risk related to the use of the drug?
Assess signals of serious risk related to the use of the drug?
Identify an unexpected serious risk when available data indicate the potential for a serious risk?

- If the PMR is a FDAAA safety study/clinical trial, will it be conducted as:
Analysis of spontaneous postmarketing adverse events?
Do not select the above study/clinical trial type if: such an analysis will not be sufficient to assess 
or identify a serious risk

Analysis using pharmacovigilance system?
Do not select the above study/clinical trial type if: the new pharmacovigilance system that the FDA 
is required to establish under section 505(k)(3) has not yet been established and is thus not sufficient 
to assess this known serious risk, or has been established but is nevertheless not sufficient to assess 
or identify a serious risk

Study: all other investigations, such as investigations in humans that are not clinical trials as defined 
below (e.g., observational epidemiologic studies), animal studies, and laboratory experiments?
Do not select the above study type if: a study will not be sufficient to identify or assess a serious 
risk

Clinical trial: any prospective investigation in which the sponsor or investigator determines the 
method of assigning investigational product or other interventions to one or more human subjects?

4. What type of study or clinical trial is required or agreed upon (describe and check type below)?  If the study 
or trial will be performed in a subpopulation, list here.

Antimicrobial Effectiveness Testing (AET) on the 40 mEq/15 ml strength of Potassium Chloride 
Oral Solution.

Required

Observational pharmacoepidemiologic study 
Registry studies
Primary safety study or clinical trial
Pharmacogenetic or pharmacogenomic study or clinical trial if required to further assess safety
Thorough Q-T clinical trial
Nonclinical (animal) safety study (e.g., carcinogenicity, reproductive toxicology)
Nonclinical study (laboratory resistance, receptor affinity, quality study related to safety)
Pharmacokinetic studies or clinical trials
Drug interaction or bioavailability studies or clinical trials
Dosing trials
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Continuation of Question 4

Additional data or analysis required for a previously submitted or expected study/clinical trial
(provide explanation)

Meta-analysis or pooled analysis of previous studies/clinical trials
Immunogenicity as a marker of safety
Other (provide explanation)

Antimicrobial Effectiveness Testing (AET) was completed on the 20 mEq/15 ml product but 
not the 40 mEq/15 ml strength.  The testing requested by the sponsor will confirm the 
effectiveness of the preservative system.

Agreed upon:

Quality study without a safety endpoint (e.g., manufacturing, stability)
Pharmacoepidemiologic study not related to safe drug use (e.g., natural history of disease, background 
rates of adverse events)
Clinical trials primarily designed to further define efficacy (e.g., in another condition, different disease 
severity, or subgroup) that are NOT required under Subpart H/E
Dose-response study or clinical trial performed for effectiveness
Nonclinical study, not safety-related (specify)

Other
Antimicrobial Effectiveness Testing (AET) on the 40 mEq/15 ml strength by March 31, 2015. 
The completed study is to be submitted to the Agency as a CBE-0 supplement.

5. Is the PMR/PMC clear, feasible, and appropriate?

Does the study/clinical trial meet criteria for PMRs or PMCs?
Are the objectives clear from the description of the PMR/PMC?
Has the applicant adequately justified the choice of schedule milestone dates?
Has the applicant had sufficient time to review the PMRs/PMCs, ask questions, determine feasibility, 
and contribute to the development process?

Check if this form describes a FDAAA PMR that is a randomized controlled clinical trial 

If so, does the clinical trial meet the following criteria?

There is a significant question about the public health risks of an approved drug
There is not enough existing information to assess these risks
Information cannot be gained through a different kind of investigation
The trial will be appropriately designed to answer question about a drug’s efficacy and safety, and
The trial will emphasize risk minimization for participants as the protocol is developed

PMR/PMC Development Coordinator:
This PMR/PMC has been reviewed for clarity and consistency, and is necessary to further refine the 
safety, efficacy, or optimal use of a drug, or to ensure consistency and reliability of drug quality.

_______________________________________
(signature line for BLAs)
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****Pre-decisional Agency Information****

Memorandum
Date: August 15, 2014

To: Russell Fortney
Regulatory Project Manager
Division of Cardiology and Renal Products (DCRP)

Edward Fromm
Chief, Project Management Staff, DCRP

From: Puja Shah, PharmD
Regulatory Review Officer
Office of Prescription Drug Promotion (OPDP)

Subject: NDA 206814
POTASSIUM CHLORIDE ORAL SOLUTION

Background

This consult review is in response to DCRP’s August 13, 2014, request for OPDP’s 
review of the draft package insert (PI) for POTASSIUM CHLORIDE ORAL 
SOLUTION. OPDP reviewed the substantially complete version of the draft PI provided
on December 8, 2014. Our comments on the PI are included directly on the attached 
copy of the labeling.

OPDP appreciates the opportunity to provide comments on these materials.  If you have 
any questions or concerns, please contact Puja Shah at 240-402-5040 or 
puja.shah@fda.hhs.gov

FOOD AND DRUG ADMINISTRATION
Center for Drug Evaluation and Research
Office of Prescription Drug Promotion
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LABEL AND LABELING MEMO
Division of Medication Error Prevention and Analysis (DMEPA) 

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 : November 19, 2014

Requesting Office or Division: Division of Cardiovascular & Renal Products (DCRP)

Application Type and Number: NDA 206814

Product Name and Strength: Potassium Chloride Oral Solution, USP
20 mEq per 15 mL and 40 mEq per 15 mL

Product Type: Single Ingredient Product

Rx or OTC: Rx

Applicant/Sponsor Name: Pharma-Med, Inc.

Submission Date: October 30, 2014

OSE RCM #: 2014-478-1

DMEPA Primary Reviewer: Janine Stewart, PharmD

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD

Reference ID: 3660423
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1 INTRODUCTION

This memorandum evaluates the revised container labels for Potassium Chloride Oral Solution, 
USP 20 mEq per 15 mL and 40 mEq per 15 mL, NDA 206814, submitted on October 30, 2014.  
DMEPA previously reviewed the proposed labels and labeling under OSE Review # 2014-478
dated October 24 2014.

2 MATERIAL REVIEWED

DMEPA reviewed the revised container labels submitted on October 30, 2014.  We compared 
the revised container labels against the recommendations contained in OSE Review # 2014-478 
dated October 24, 2014 (See DARRTS NDA 206814 Labeling Review dated 10/24/2014).

3 CONCLUSIONS AND RECOMMENDATIONS

The revised container labels adequately address our concerns from a medication error 
perspective.  We have no additional comments at this time.

Please copy the Division of Medication Error Prevention and Analysis on any communication to 
the Applicant with regard to this review.  If you have further questions or need clarifications, 
please contact OSE Regulatory Project Manager, Cherye Milburn, at 301-796-2084.

Reference ID: 3660423
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LABEL AND LABELING REVIEW 
Division of Medication Error Prevention and Analysis (DMEPA)  

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: October 24, 2014 

Requesting Office or Division: Division of Cardiovascular & Renal Products (DCRP) 

Application Type and Number: NDA 206814 

Product Name and Strength: Potassium Chloride Oral Solution, USP 
20 mEq per 15 mL and 40 mEq per 15 mL 

Product Type: Single Ingredient Product 

Rx or OTC: RX 

Applicant/Sponsor Name: Pharma-Med, Inc. 

Submission Date: February 27, 2014 

OSE RCM #: 2014-478 

DMEPA Primary Reviewer: Janine Stewart, PharmD 

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD 
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zero.1,2  In addition, there is product information that can be revised, removed, or relocated to 
improve the readability of product information that is important for the safe use of this 
product.  
  
DMEPA carefully reviewed the proposed container labels for Potassium Chloride Oral Solution, 
USP, 20 mEq per 15 mL and 40 mEq per 15 mL and noted the omission of a statement that 
notifies the user of an important step in the safe administration of this product.  Therefore, we 
provide recommendations in Section 4 in order to promote the safe use of this product. 
 
4 CONCLUSION & RECOMMENDATIONS 
DMEPA concludes that the proposed labels and labeling can be improved to increase clarity, 
readability, and the prominence of important information to promote the safe use of this 
product. 

4.1 RECOMMENDATIONS FOR THE DIVISION 

Based on this review, we recommend the following revisions to the proposed Prescribing 
Information (PI) as detailed below for review and consideration by DCRP.  See Appendix G for 
tracked change edits in the proposed PI. 

Prescribing Information 

1. Trailing zeroes are error-prone and can result in ten-fold error of measurement if the 
decimal is not seen (i.e. ‘1.0’ can be misinterpreted as ‘10’); thus, we recommend 
removing the use of trailing zeroes where they appear in the PI. 

2.  In the Dosage and Administration sections of the Highlights of PI and the Full PI, the 
statement “The usual dietary potassium intake by the average adult...” may be 
misinterpreted as the recommended dose for Potassium Chloride Oral Solution.  While 
we acknowledge that this exact statement appears in the same sections of the PI for the 
listed drug K-Dur, there is concern that this statement could lead to dosing errors.   

 

                                                      
1ISMP’s List of Error-Prone Abbreviations, Symbols, and Dose Designations 
[Internet].  Horsham (PA): Institute for Safe Medication Practices. 2013 [cited 
2013 Sep 16]. Available from: http://www.ismp.org/tools/errorproneabbreviations.pdf. 

2 Guidance for Industry (draft): Safety Considerations for Container Labels and Carton Labeling Design to Minimize 
Medication Errors. April 2013. Accessed online on October 23, 2014 at 
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm349009.pdf
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3. In the Dosage and Administration section of the Full Prescribing Information, the 
statement, “Important: The contents of the oral solution...” is ambiguous.  Please revise 
the statement to read similar to:  “This preparation, like all potassium supplements, 
must be properly diluted to avoid the possibility of gastrointestinal irritation.  Each dose 
should be diluted with at least 4 ounces of cold water.  The dose should also be taken 
with meals or immediately after eating.”  Consider relocating this information to a new 
sub-section  “2.1  Important Administration Instructions” to the Dosage and 
Administration section to highlight this important administration information. 

 

4.2 RECOMMENDATIONS FOR PHARMA-MED, INC. 
Container Labels 

1. Add the statement “Dilute prior to administration” to the principal display to highlight 
this important administration information for the safe use of this product. 

2. Remove the statement located on the side panel  
 

t. 

 
 

Reference ID: 3648221
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Prevention: 20 mEq once 
daily.   

Prevention: 20 mEq once 
daily. 

How Supplied 473 mL bottles 10 mEq: 100-count bottle 
20 mEq: 100-count bottle & 
1000-count bottle 

Storage Store at room temperature, 
25°C (77°F); excursions 
permitted to 15°C - 30°C 
(59°F - 86°F).  Protect from 
light. 

 Store at room temperature, 
25°C (77°F); excursions 
permitted to 15°C - 30°C 
(59°F - 86°F). 

Container Closure  White HDPE bottle 
 

 

HDPE bottle with child-
resistant closure. 

Reference ID: 3648221
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APPENDIX C. PREVIOUS DMEPA REVIEWS 
C.1 Methods 
We searched the L: Drive on October 1, 2014 using the terms, Potassium Chloride Oral Solution 
to identify reviews previously performed by DMEPA.   
 
C.2 Results 
Our search identified 0 (zero) previous reviews. 
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APPENDIX G. LABELS AND LABELING  
G.1 List of Labels and Labeling Reviewed 
Using the principles of human factors and Failure Mode and Effects Analysis,3 along with 
postmarket medication error data, we reviewed the following Potassium Chloride Oral Solution, 
USP labels and labeling submitted by Pharma-Med, Inc. on February 27, 2014. 
 

Container label 
Full Prescribing Information 

 
G.2 Label and Labeling Images 

 

                                                      
3 Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004.
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Possible combination based on cross-labeling of separate 
products

Other (drug/device/biological product)
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Version: 2/7/2014 12

Clinical Pharmacology Reviewer: Sreedharan Sabarinath Y

TL: Raj Madabushi N

Biopharmaceutics Reviewer: Sandra Suarez Y

TL: Angelica Dorantes N

Product Quality (CMC) Reviewer: Mohan Sapru N

TL: Kasturi Srinivasachar N

Quality Microbiology Reviewer: Denise Miller N

TL: Bryan Riley N

CMC Labeling Review Reviewer:

TL:

Facility Review/Inspection Reviewer: Vibhakar Shah Y

TL:

OSE/DMEPA (proprietary name) Reviewer: Jean Olumba Y

TL:

OSE/DRISK (REMS) Reviewer:

TL:

OC/OSI/DSC/PMSB (REMS) Reviewer:

TL:
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! Advisory Committee Meeting needed? 

Comments: 

If no, for an NME NDA or original BLA , include the 
reason.  For example:

o this drug/biologic is not the first in its class
o the clinical study design was acceptable
o the application did not raise significant safety 

or efficacy issues
o the application did not raise significant public 

health questions on the role of the 
drug/biologic in the diagnosis, cure, 
mitigation, treatment or prevention of a 
disease

  YES
Date if known: 

  NO
  To be determined

Reason: This is an alternate 
formulation for a drug that has been 
approved for many years.

! Abuse Liability/Potential

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

! If the application is affected by the AIP, has the 
division made a recommendation regarding whether 
or not an exception to the AIP should be granted to 
permit review based on medical necessity or public 
health significance? 

Comments: 

  Not Applicable
  YES
  NO

MICROBIOLOGY

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

CLINICAL PHARMACOLOGY

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter
BIOSTATISTICS

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

NONCLINICAL   Not Applicable
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(PHARMACOLOGY/TOXICOLOGY)

Comments: 

  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

PRODUCT QUALITY (CMC)

Comments: Include request for methods validation in 
74-day letter.

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

Environmental Assessment

! Categorical exclusion for environmental assessment 
(EA) requested? 

If no, was a complete EA submitted?

If EA submitted, consulted to EA officer (OPS)?

Comments: 

YES
  NO

YES
  NO

YES
  NO

Facility Inspection

! Establishment(s) ready for inspection?

Establishment Evaluation Request (EER/TBP-EER) 
submitted to OMPQ?

Comments: At the time of the filing meeting 2 of the 3 
manufacturing facilities have an acceptable status. The 
third facility (Lehigh Valley Technologies) has been 
assigned for inspection but not yet scheduled. 

  Not Applicable

  YES
  NO

  YES
  NO

Facility/Microbiology Review (BLAs only)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

CMC Labeling Review

Comments: 

  Review issues for 74-day letter
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3. Facility-Related Risks or Complexities (e.g., number of foreign sites, large 
number of sites involved, etc.): The facilities listed for the manufacture of the DS as 
well as the DP are all domestic.  Refer to manufacturing facility inspection status 
update chart on page 8.

Additional information on Manufacturing issues or Complexities
Drug Substance: None noteworthy. 

Drug Product: None noteworthy.
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