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November 8, 2022 

IMPORTANT DRUG WARNING 

Subject: Elevated Lead Content in Certain Lots of Potassium Chloride for Injection 
Concentrate USP 500 mEq/250 mL (2 mEq/mL), Pharmacy Bulk Package 

Dear Healthcare Provider: 

The purpose of this letter is to inform you of important safety information for certain lots of Potassium 
Chloride for Injection Concentrate USP 500 mEq/250 mL (2 mEq/mL), Pharmacy Bulk Package.   To address 
the current drug shortage, B. Braun Medical Inc. is coordinating with the United States Food Drug and 
Administration (FDA) to release the five (5) lots listed below with Lead (Pb) concentrations that exceed the 
upper specification limit of Not More Than (NMT) 25 mcg/L established in the FDA-approved drug 
application.  Specifically, the following lots are impacted with their respective concentrations of Lead 
identified: 

Product 
Code 

NDC Description Lot Number Specification Result 

P9402 0264-1944-
20 

Potassium Chloride for Inj. 
Concentrate USP (2 mEq/mL) 

J2J124 NMT 25 mcg/L 26 mcg/L 

P9402 0264-1944-
20 

 Potassium Chloride for Inj. 
Concentrate USP (2 mEq/mL) 

J2K025 NMT 25 mcg/L 29 mcg/L 

P9402 0264-1944-
20 

Potassium Chloride for Inj. 
Concentrate USP (2 mEq/mL) 

J2K074 NMT 25 mcg/L 29 mcg/L 

P9402 0264-1944-
20 

Potassium Chloride for Inj. 
Concentrate USP (2 mEq/mL) 

J2K219 NMT 25 mcg/L 26 mcg/L 

P9402 0264-1944-
20 

Potassium Chloride for Inj. 
Concentrate USP (2 mEq/mL) 

J2K284 NMT 25 mcg/L 28 mcg/L 

Risks Associated with Use of the Impacted Product 

A Health Hazard Analysis has been conducted by B. Braun to determine the safety impact of clinical use of 
the product. The analysis concluded that the presence of up to 4 mcg/L more of lead in this product 
compared to approved limit does not represent a significant increase in risks to human health if the drug is 
prescribed in accordance with the product labeling. Please refer to the enclosed FDA-approved prescribing 
information. 

Sensitivity to lead toxicity is greater in children compared to adults and any exposure to lead, even in small 
concentrations, may cause adverse neurological, reproductive, developmental, immune, cardiovascular and 
renal health effects. Because of the life threating health consequences associated with untreated 
hypokalemia and the current drug shortages of Potassium Chloride (KCl) for Injection Concentrate, FDA 
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evaluated the expected lead exposure following treatment of acute severe hypokalemia or maintenance 
treatment of potassium, as an additive in parental nutrition, under the worst-case scenarios for when 
maximum intravenous KCl may be need to be administered and based on the highest tested lead content of 
affected lots (29 mcg/L). Although there is no established safe blood lead level in children, FDA relied on the 
permitted daily exposure (PDE) of 5 mcg/day, for both adults and children, set by the International Council 
for Harmonization (ICH) Guidance Q3D as the basis for the risk assessment.1 FDA concluded that the lead 
exposure after treatment with the affected lots will not exceed the PDE of 5 mcg/day for pediatric patients 
and there is a favorable benefit-risk for releasing batches of B. Braun’s approved Potassium Chloride for 
Injection product for use in pediatric patients.  

 

Prescriber Action 

• Product must be diluted prior to injection (Fatal if given by direct infusion). For preparation of 
intravenous admixtures only. 
 

Reporting Adverse Events 

Health care providers and patients are encouraged to report adverse events in patients taking Potassium 
Chloride for Injection Concentrate USP to B. Braun at 1-833-425-1464.  

Adverse reactions or quality problems experienced with the use of this product may be reported to the FDA's 
MedWatch Adverse Event Reporting program either online, by regular mail or by fax.  

Complete and submit the report Online: www.fda.gov/medwatch/report.htm  

Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm or call 1-800-332-1088 to 
request a reporting form, then complete and return to the address on the pre-addressed form, or submit by 
fax to 1-800-FDA-0178 (1-800-332-0178). 

You may also contact our Medical Affairs Department at 1-800-854-6851 if you have any questions about 
the information contained in this letter for the safe and effective use of Potassium Chloride for Injection 
Concentrate USP. 

Sincerely,  

 

 

Jonathan Severino 
Director, Postmarket Surveillance 
B. Braun Medical Inc. 

 

 

 
1 ICH guideline Q3D (R1) on elemental impurities, 28 March 2019. 
https://www.ema.europa.eu/en/documents/scientific-guideline/international-conference-harmonisation-technical-
requirements-registration-pharmaceuticals-human-use_en-32.pdf 
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Enclosure(s):  Potassium Chloride for Injection Concentrate USP 500 mEq /250 mL (2 mEq /mL) Full 
Prescribing Information 
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