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Producer ofNon-Sterile Drug Products 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACl.ITY. THEY ARE INSPECTIONAL 
08SERVATIONS: AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE_ IF YOU HAVE AN 08JECllON REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATlON, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANYOUESTlONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND AOORESS ABOVE, 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED ,e 

Obse rvation I 
Wri tten procedures are not established and followed for the cleaning and maintenance ofequipment, including 
utensils, used in the manufac ture, processing, pack ing or hold ing ofa drug product. Specifically, written 
procedures for cleaning do not always have descriptions in sufficient detail of methods, equipment and parameters 
(s uch as volume, contact time, and temperature ofdeactivating/sanitization agent) to ens ure effective and 
reproducible cleaning results in order to prevent cross--contamination between dru g products . For example: 
A . SOP-2.40 (b) (4 ) Version 1.0, reads in part, "(b) (4) 

1 

-----.. 

l 
B. SOP-2.20 1(b) (4) (Version l.O, reads in part, "1(1>) (4) 1 

C. SOP-2.llO(b) (4) Version 1.0, reads in part, "(b) (4) 
nd also states in part, ··~(b) (4) 

Observatio n 2 
Equipment and utensi ls are not cleaned and sanitized at appropriate intervals to prevent co ntamination that would 
alter the safety, identity, strength, qua lity or purity of the drug product. Specifically, in a system where highly 
active compound (e.g. proges terone, testosterone, or estradiol) drug manufactu r ing equipment is not product 
dedicated, 
A. Equipment cleaning an d sanit ization operations have not been shown to be effective in removing unwanted 
product residues, cleaning agent residues, or other potential contaminants that co uld be introduced from equipment 
surfaces, utensils, and/or drying rags. 
B . Instructions ident ified on the cleaning age nt bottle of(b) (4) are not followed. Hold tim e instructions are 
not followed for t he approxima te ly (o) (4 ) used to clean equipment, utensils, and production 
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operating surfaces. You do not monitor or record hold time operations for your cleaning operations that are all 
(b)(4) 

Observation 3 
The responsibilities and procedures applicable to the quality control unit are not in writing. 
Specifically, your firm's procedures do not define the roles and responsibility ofa quality control unit. There are 
no written procedures detailing the authorities ofthe quality control unit to include approval and rejection of 
procedures, release ofdrug products, and maintenance ofspecifications for ingredient and finished product 
identity, strength, quality and purity. Additionally, procedures do not describe responsibilities of the quality 
control unit as it pertains to complaint investigations, root cause analysis, and corrective/preventative actions 
plans. The firm has not assigned the role ofquality unit manager to a specific individual. 
Furthermore, you stated that in approximately the past 30 days, the firm has implemented a [ (b) (4) J 

(b) (4) Prior to the establishment of the (b) (4) program, 
(b) (4) There is no documentation to support that a (b) (4) program has been 

implemented. 

Observation 4 

Laboratory controls do not include the establishment ofscientifically sound and appropriate specifications, 

standards, sampling plans, and test procedures designed to assure that drug product containers, in-process 

materials, and drug products conform to appropriate standards of identity, strength, quality and purity. 

Specifically, , 

A. Your firm does not conduct any tests to determine identity, strength, purity, and composition for at least (tl) <~>)f 
the approximately(b) <4>unique formulations that were produced between 2015 and 2017. Contract testing ofyour 
firm's products is limited tQJ(o) (4) potency analysis of(b) (4) estradiol cream, 
(b) <4~estosterone cream, (b) <4>progest~rone cream, and(b) <4 bHEA cream. 
B. Since 10/1012016, your firm has released at least <b) <4 >prescriptions without performing testing on any 
incoming components including bulk substances and containers and closures. 
C. Your firm has failed to perform qualification of raw material suppliers. The (b) (4) 

in lieu oftesting. Zero identity, strength, potency, or purity testing is performed. 
Your firm has failed to identify the manufacturer ofany raw materials. 
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Observation 5 
There are no written procedures for production and process controls designed to assure that the drug products have 
the identity, strength, quality, and purity they purport or are represented to possess. Specifically, 
A. Equipment qualifications have not been assessed for the following major manufacturing equipment used by 
pharmacists and technicians in the production ofdrug products: r (b) (4) . 

B. Process validation has not been performed in support of the approximately(b) (4} unique formulations that you 
have identified on your list ofproducts manufactured between 2015 and 2017. 

Observation 6 
Your finn failed to routinely calibrate, inspect or check according to a written program designed to assure proper 
performance and to maintain adequate written records ofcalibration checks and inspection ofautomatic, 
mechanical or electronic equipment. Calibrations have not been performed and documented for (b) (4) 

(b) (4) used in the "compounding pharmacy suite", refrigerator, and freezer. [ (b) (4) ~ 
thermometers are used in the refrigerator and freezer that hold temperature sensitive materials such as 
dimethylaminoethanol. 

Observation 7 
Drug products do not bear an expiration date determined by appropriate stability data to assure they meet 
applicable standards of identity, strength, quality and purity at the time of use. Specifically, your firm has not 
collected any data in support of beyond use dates (BUD) applied to drug products processed on site. For example, 
A. Current BUD for (b) (4) Estradiol lmg/0.1 mL cream is 180 days . This value is identified in the PK 
Logged Formula Worksheet R.x(b) (6) as "per (b) (4) ".Your firm has not executed stability 
studies in support of the 180 day BUD. 
B. Current BUD for (b) (4) omen's Testosterone lmg/O.lmL cream is 180 days . This value is identified 
in the PK Logged formula Worksheet Rx (b) (6) as "per (b) (4) I ". Your firm has not executed 
stability studies in support of the 180 day BUD. 
C. Current BUD for (b) (4) Progesterone 20mg/0.1mL cream is 180 days. This value is identified in the 
PK Logged Formula Worksheet Rx (b) (6) as " per (b) (4) '. Your firm has not executed 
stability studies in support of the 180 day BUD. 
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Observation 8 
Employees are not given training in current good manufacturing practices (GMP). Specifically, your firm has not 
performed and documented GMP training. Of the (b) (4)pharmacists and (b) (4)technicians working on site, none 
have participated in GMP training since the establishment ofthe business in 2014. 
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