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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding your compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) during the inspection or submit this infonnation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 
OBSERVATION 1 
Each batch ofcontrolled-release dosage fom1 drug product is not laboratory tested to detemiine confom1ance to the specifications for the 
rate ofrelease for each active ingredient. 

Specifically, your fnm failed to conduct dissolution testing as part of your finished product specification 
requirements prior to batch release for all strengths of Testosterone pellets (12.5mg, 37.5mg, 50mg, 
100mg and 225mg) therefore your fnm is unable to ensure the pellets do not dissolve immediately, 
remain integral ( does not cmmble or break into pieces) and release API at a rate that is reproducible. 

The following batches were released for distribution: Testosterone Pellets I 00mg, lot ((b (4) I, 
CPD:9/6/23 BUD: 9/4/24 (QTYj(6) {4~blister packs[(b) (4~ pellets) Testosterone Pellets 37.5mg, lot 
~6) (~) L 4 CPD: 2/19/24, BUD: 2/12/25 (t>j ( bli~ter p~cks}~t:5) (4~ 

(~J_J,
phllets), ;restosterone Pellets, 

50mg lot R(6) CPD: 2/19/24 BUD: 2/12/25 ~~4 blister packs t:5) (4lpellets) and 
Testosterone Pellets, 100mg lot ( (6) (~) I, CPD: 2 19 24, BUD: 2/12/25q(b) (.21 ~blister packs~(t:5) (4)J 
pellets). 

OBSERVATION 2 
Each batch of dmg product required to be free of objectionable niicroorganisms is not tested tlu·ough appropriate laborato,y testing. 

Specifically, your fnm's control testing lab utilizes the Sterility Testing Method (STM No. M109) which 
is inadequate as it only accounts for the testing of the exterior po1iion of the pellets by direct inoculation 
rather than cmshing the pellets or requiring them to dissolve prior to testing. In addition, your control 
testing labs, Assistance Microbiology Manager, stated that the pellets do not dissolve completely during 
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testing and are still observed at the 14-day inspection for growth therefore illustrating the interior 
po1iion of the pellet is not being tested. 

The following batches were released for distribution: Testosterone Pellets 100mg, lot #(6) (,4:0, 
CPD:9/6/23 BUD: 9/4/24 (QTY ~6) (4 ' blister packs (D) (4)pellets Testosterone Pellets 37.5mg, lot 
(b (4 CPD: 2/19/24, BUD: 2/12/25 ~ "<4.] blister packs (b) (4) pellets Testosterone Pellets, 

50mg lot b (4 , CPD: 2/19/24, BUD: 2 12/25 ~(l:5) (4lblister packs b) (4 ~ellets) and 
Testosterone Pellets, 100mg lot il(6) (,4) , CPD: 2/19/24, BUD: 2/12/25 b) (4) blister packs 6) (4) 
pellets). 

OBSERVATION 3 
Laboratory controls do not include the establishment of scientifically sound and appropriate specifications and test procedm·es designed to 
assm·e that dmg products confom1 to appropriate standards of identity, strength, quality and pm-ity. 

Specifically, your fnm failed to conduct testing for impurities as pali ofyour finished product 
specification requirements prior to batch release for all strengths of Testosterone pellets (12.5mg, 
37.5mg, 50mg, 100mg and 225mg) therefore your fnm is unable to ensure degradants such as 
Androstenedione (Androst-4-ene-3,17-dione), unknown and unspecified related substances can be 
detected. 

The following batches were released for distribution: Testosterone Pellets 100mg, lot #(6) (4[], 
CPD:9/6/23, BUD: 9/4/24 (QTY ~6) (4 ' blister ~acks)(6) (4 J pellets , Testosterone Pellets 37.5mg, lot 

6 ,4 CPD: 2/19/24, BUD: 2/12/25 ~6) rl~blister packs D) (4) pellets Testosterone Pellets, 
50mg lot b) (4 , 6CPD: 2/19/24 BUD: 2/12/25 1 ~'.J blister packs (b) (4 pellets) and 
Testosterone Pel ets, 100mg lot il(6) (,4) , CPD: 2 19 24, BUD: 2/12/25 b) (4~ blister packs/(6) (4) 
pellets). 

OBSERVATION 4 
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Aseptic processing areas are deficient regarding air supply that is filtered through high-efficiency particulate air filters tu1der positive 
pressm·e. 

Specifi<;aJ,lY. your fnm failed to,ce1tifv the following !:~duction rooms: Room ~6lT
4j {(6 ) (4) I, 

Room (6f< ·• 11(b ) (4)t Room ~)l-l)( 1(6~ (4 •), Room >ll LJ(6) (4) ) and 
Room(bH4 1[(b) (4) ) wher1e b U 4 sterilized (vi~ (4)) Testosterone Pellets (12.5mg, 37.5mg, 
50mg, I00mg and 225mg) are produced under ISO-8 or etter air quality as dete1mined under dynamic 
conditions. In addition, air exchanges conducted0C6 ) (4)l for the production rooms do not meet ISO 8 

D SQecifi,cations, non-viable pa1t icle counts and HEPA filter integrity testing are only perfo1med every □
rather than bi-annually. 

OBSERVATION 5 
The labels ofyom· outsourcing facility's dmg products do not include information required by section 503B(a)(IO)(A) ofthe Federal Food, 
Dmg, and Cosmetic Act (FD&C Act). 

Specifically, the following info1mation is not found on your diug product labels: 

a)The statement "This is a compounded diug"; 

b)The phone number of the outsourcing facility; 

c)The storage and handling instructions; 

Examples ofyour diug product labels that do not contain this info1mation: 
Testosterone Pellets 37.5mg 
Testosterone Pellets 50mg 
Testosterone Pellets I00mg 
Testosterone Pellets 225mg 
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OBSERVATION 6 
Your outsourcing facility has not submitted a report to FDA identifying a product compollllded during the previous six months as required 
by section 503B(b )(2)(A) ofthe Federal Food, Dmg, and Cosmetic Act (FD&C Act). 

Specifically, the following product was compounded and not identified on yow- repo1i dated December 
2023 (2023-2). 
Testosterone Pellets, I 00mg 

*DATES OF INSPECTION 
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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." 




