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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS ANO PHONE NUMBER 

60 Eighth Street NE 
Atlanta, GA 30309 
(4 0 4) 253 - 1161 Fax: (4 0 4) 253 - 1202 
ORAPHARM2 _RESPONSES@fda . hhs . gov 

OATE(S) OF INSPECTION 

9/20/2021- 10/1/2021* 
FEJNUMBER 

3012184662 

NAME AND mLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

Doug R Yoch , Pharmacist In Charge 
F IRM NAME 

Stanley Specialty Pharmacy Compounding 
and Wellness Center 

STREET ADDRESS 

3120 Latrobe Dr Ste 200 

CITY. STATE. ZIP CODE. COUITTRY 

Charlotte, NC 28211- 2185 

TYPE ESTABUSHMENT INSPECTED 

Producer o f sterile and nonsterile drugs 

This document lists observations made by the FDA representative(s) during the inspection of yotu· facility. They are inspectional 
observations, and do not represent a final Agency determination regarding yom· compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, co1Tective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) during the inspection or submit this info,mation to FDA at the address above. If you have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 
Procedures designed to prevent microbiological contamination of diug products purporting to be sterile 
did not include adequate validation of the aseptic process. 

Specifically, 

1. Your firm failed to conduct media fills that closely simulate aseptic production operations that 
incorporate worse-case, most challenging, and stressful conditions. For example, your current media fill 
qual ification procedure simulates a maximum fi ll of [(5) (4 )] vials, and [(5) (4 ~ vials; however, your 
Lidocaine eye drops formulation (formula# 18491) is filled into 1-ml syringes in quantities between (b) (if1 

tt>n 4r units over an extended duration. 

*DATES OF INSPECTION 
9/20/2021(Mon), 9/21/2021(Tue), 9/22/2021(Wed), 9/23/2021(Thu), 9/24/2021(Fri), 10/01/2021(Fri) 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE(S) SIGNATURE 

Bonita S Chester, Investigato r 
DATE ISSUED 

10/1/2021 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 
2. To assist firms inspected in complying with the Acts and regulations enforced by the 

Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices observed by him which, in his 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has 
been prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 




