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This docLUnent lists observations made by the FDA represemative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detennination regarding your compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss tile objection or 
action with tl~ FDA representativc(s) during the inspection or :;ubmit this information 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 WE OBSERVED: 

OBSERVATION 1 

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically, 

A. Environmental monitoring (EM) at your firm is inadequate in that it was not performed after aseptic production runs or at 
least daily. 2014 records show that contract EM services of the IV room and anteroom last occurred • 
Additionally, you did not have established written procedures governing EM at your firm that address frequency of 
perforn1ance, sampli ng locations, and action limits for laboratory investigations. 

B. You acknowledged that personne l monitoring did not occur at your firm and no approved written procedures governing 
per~onnel monitoring were established. 

C. There were no magnahelic gauges to measure differential pressure between the cleanroorn and the anteroom . As such, no 
positive pressure was established to faciliate adequate a ir press ure between the two rooms. 

OBSERVATION 2 

Aseptic processing areas are deficient regarding the system fo r cleaning and disinfecting the equipment to produce aseptiq 
conditions. 

Specifically , 

I . Cleaning of the IS05 hood and th in the cleanroom and anteroom, respectively, was not 
doc umented. Due to the lack of records, approved written cleaning procedures, and the inability to observe aseptic 
production during the current inspection , it could not be determined that appropriate cleaning methods and sporicidal age~ts 

were used to clean the walls and work surface of the ISO 5 hood. 

(b )(4 ) 2. Lint-free wipes, , and [Q)JQM were observed in the compound ing l~
but it cannot be determined if these items were used to disinfect supplies introduced into the cleanroom since no cleaning 

b 
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OBSERVATION 3 

Time lim its are not established when app ropriate for the completion ofeach production phase to assure the quality of the ¢ rug 
product. 

Sp~cifically, 

(b)(4 ) Hol d times were not established fo in-process materi als used for th e production o f 17­
Hydroxyprogestcrone, HCG, Sodium Tetradecyl, Laureth-P, Trimix, an d other sterile drug products produced from . 
~components. There are no written proced ures governing hold times and the re is no data to support any hold li mes used 

OBSERVATION 4 

Procedu res designed to prevent mic ro biological contami nation ofdrug products purporting to he sterile do not include 
validation o f the sterili2ation process. 

Sp(lcificall y, 

firm. l n particular, you con 
non-sterile components that were la te r in"'"rn"''""''"" 
was not quailified and the process used to 

B. Media fills (process simulations) were not performed at least semi-annually inside the IS0 5 hood. As such, yo u can not 
demo nstrate that you and your staffcan perform sterile operations under conditions that closely s imulate the most 
challenging and stressful conditions e ncountered dur ing aseptic proced ures. 

C. ~harmaceutical Lab", but availab le compounding logs do riot 

D. The refri gerator in th e "Compounding Lab" used to store sterile drug products produced fro m non-sterile components is 
not real-time monitored for temperature fluctuations. On 2/ 25/ 15, the fin ished drug pro ducts Methylcobalamin I OOOmcglml 

1 (RX..BUD 7/29/ 15) and Trimix 50 mcglml BUD 7/26/ 15) were observed in the refrigerator. 
Temperature monitoring was man ually recorded only during the mo nth ofFebru ary 2015. 

E. Smoke studies were no t performed and documented for the lSO 5 hood in the cleanr(}Om. 



OBSERVATION 5 

Each batch ofd rug product purporting to be sterile and pyrogen-free is not laboratory tested to determine conformance to 
such requirements. 

Specitically, 

You did not perfonn steri lilty o r end otoxi n testing on any finished lots o f sterile drugs produced and distributed by yo ur finn. 
Fi n ished drug products prod uced at your finn tbat were prepared from included: 17­
Hydroxyprogesterone , Human Chorion ic Gonadotropin, Cyanocobalamin, Methylcobalami n, Sodium Tetradecyl Sul fate , 
La~reth-P, Trimix, Dexamethasone, and Diazepam (vet use). Other sterile drug products includ ed vanco mycin, tobramyci n, 
ancl c clos o rin vet use . 

OBSERVATION 6 

Eaoh lot o f a component liable to objectionable microbi olog ical contamination is defic iently subjected to micro bio logica l 
tests before use. 

Specifically, 

You do not have written procedures governing the acceptance o f incom ing lots and vendors of non-sterile components. 
Moreover, these components (includ ing powder drugs) are not tested prior to incorporation into finished steri le drug 
>rod ucts. 

OB SERVATION 7 

There is no v.Titten testing program designed to assess the stability characteristics of drug products. 

Specifically, 

There is no app roved stability program procedure for the establishment o f Beyond Use Dates (BUDs) assigned to steri le dfUg 
products. Sterile products received B UDs without a ppropriate justification. f or example, the labels of the fmished drug 
products Methylcobalamin IOOOmcgtml (~;produced 1129/15; BUD 7/29115) and Tr imix 50 mcg/mJ (RX..; 
produced 1/26/15 BUD 7/26/ 15) were observed in the refrigerator o f the "Compound ing Lab" on 2!2.5/1 5. 6 month B UDs 
wer~ provided for these finished sterile products . Additio nally, you acknowledged that no preservatives are used for your 
sterile produced products. 
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OIJSERVATION 8 

The now of components though the building is not designed to prevent contamination. 


Specifically, 


Cross-contamination risk is not procedura.lized and managed appropriately regardi ng the handling o f non -sterile powder drug 

components. 


I . Non-sterile powders inc ludin g (but not limited to) , • are 
scooped into plastic boats using smartSpatulas. This process occurs in an unclassi fed area of the "Com pounding Lab" . 

2. The plastic boats are then weighed in an [GJIUM balan ce t hat has rust along the inter ior metal seams and appears to h._ave 
hardened powder residue along the interior surfaces. 

balance has no documentation of routine cleanin 

OB SE RVATION 9 

Testing and release of drug produ ct for distributio n do not include appropriate laboratory determination of satisfactory 
confo rmance to the prior to release. 

Specifica lly, 

Steri le drugs produced at and distributed by your firm were not assay tested for potency. As such, there is no ass urance that 
these distributed dru roducts reduced the desired maximal effect for atients. 

OB SE RVATION 10 

Each batch ofdrug product required to be free ofobjectionable microorganisms is not tested through appropriate laboratory 
~~- ' 

Specifically, 

You did not perform stcrililty o r endotoxin testing on any finished lots ofsterile drugs produced and distributed by yo ur finm. 
Finished dmgs products p roduced at your firm that were prepared from --[QJIQM incl uded : 17- ! 

Hydroxyprogesterone, Human Chorionic Gonadotropin, Cyanocobalamin, Methy lcobalamin, Sodium Tetradecyl Sulfate, 
Laureth-P, Trimix, and Dexamethasone. 
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