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United States Pharmacopeial Convention Inc.
Compounding Expert Committee 
12601 Twinbrook Pkwy
Rockville, MD 20852

via email to  CompoundingSL@usp.org
re:		Lidocaine Hydrochloride and Epinephrine Compounded Injection

Dear Members of the Compounding Expert Committee,
On behalf of the undersigned organization representing nearly XX dermatologists, we urge members of the United States Pharmacopeial Convention (“USP”) Compounding Expert Committee to adopt the Lidocaine Hydrochloride and Epinephrine Compounded Injection Monograph but amend to permit the preparation of buffered lidocaine in a non-ISO classified space with specific restrictions. (e.g.- no carpet, no food in area, clean counters, etc.)

The monograph incorporates testing conducted by the American Academy of Dermatology Association, American College of Mohs Surgery, American Society for Dermatologic Surgery Association, and American Society of Mohs Surgery. The testing demonstrated the stability of buffered lidocaine and a beyond-use date (BUD) of 24 hours if stored at room temperature and a maximum of 7 days if refrigerated if the buffered lidocaine solution is compounded, consistent with the stability testing.  Similar to the preparation of buffered lidocaine in dermatology offices, the stability lots were prepared in a non-ISO classified laboratory space. 

Dermatologists and healthcare clinicians may rely on this testing when determining the BUD for buffered lidocaine rather than USP’s immediate-use CSP four-hour requirement. The monograph provides evidence of safe aseptic practices and will ensure valuable time is not taken away from patient interaction. Buffered lidocaine will be prepared in syringes in advance of patient visits to facilitate patient access and patient comfort. 

Lidocaine Hydrochloride and Epinephrine have been on the FDA and ASHP Shortages list since 2023 and 2015, respectively, and the proposed monograph will help provide compounders, including dermatologists and other healthcare clinicians, additional means of providing patients safe access this product.  

(personalize letter to explain how anything less than 24 hours/7-days impacts patient care) 
We greatly appreciate the work of the USP’s Monograph Development Subcommittee and USP Compounding Expert Committee. This will ensure dermatology and health care clinicians can facilitate patient access and patient comfort through the safe preparation of in-office buffered lidocaine. 
Should you have any questions, please do not hesitate to contact (add organization’s contact information). 

Sincerely, 



