
• a>!Pl0Yt£i$) SlGW.'t\IRe -· ~·ttJS$1)(0 

Claire M Minden, InvestigatorSEE REVERSE 1 09/18/2014
OF THIS PAGE 

-'--------1 

INSPF.<.TION,\l ODSt:KVATIONSI'IIF.VtOUSL'tllriU~~ 

I

DEPAR"fMENT OF HEAUlt AND UllMAN SERVICES 
f'OOI) AND DRUG ADMINIS"tRATION 

A • ) OF""-'YIQN 

404 BNA Dr. , Bldg . 200, Ste . 500 09/09/2014 - 09/18/2014~ 

Nashville, TN 37217-2597 
{615) 3 66 -7801 Fax:{615) 366- 1602 30060H626 

ov/oc/industry 

TO: Mar·k 0. Acker, Co - OI·tne:r:· 
fi~MNMI£ 

Azalea AvenueTYPEE:STABI.lE. llO SHMENT I~SI'ECTE.-i;O,c--.:...;:.;:.;;;..;._____________1 

Fole , AL 36535 Producer of Sterile Products 

This <ktcumcnt lists nb~erviltions made by lhc fOA represcntativc(s) during the inspection of your fac il ity. They arc im;pcclional 
observations, and d{' oot represent a final Agef!cy delerminatinn resardi11g ,Y1lUl ;;cmpliatl(;c. Ifyou lulve an obj~t!oo regarding an 
observatit>n. or h11ve implemented, or pian to implement. ~urrc:cti vc octh>n in response toM observation, you may discuss the objection or 
action with the fDA rc.prcsemativc(s) during the insvc-:tion or submilthi~ inf()f'Tfllllinn to FDA aline 11ddr~s above. Ifyou have any 
questions. please contact FDA at the phone llurnber and a.ddress above. 

DURING AN INSPECTION Of YOUR ARM I OBSERVED: 

OBSERVATION 1 

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

Specifically. 

a) 

 

 

Certification of laminar flow hoods, buffer rooms and ante rooms are not conducted under dynamic conditions. 

b) You have no scientific rational or written specifications( air exc hange rates. particle counts. pressure differential) for 
the classified rooms (air exchange rates, particle counts, pressure differential) where sterile compounding continues. 

c) You also do not perfonn personnel and environmencal monitoring each day sterile products are made, 

OBSERVATION 2 

Procedures designed to prevent microbiological contamination ofdmg products purporting to be sterile do not include 
validation of the sterilization process. 

demonstrate WJIIII 
components. The 

J:ah<'lrntorv use only!' The~ is labele-d ior sterile·~ 

In additioo. media 111!s do not simulate actual production quantities and different size vials. 

OBSERVATION 3 


Drug products failing to meet esta~lished specifications arc not rejected, 


Spcciftcally, you did not take C<lrrective action for two lots of Progeliterone capsules that failed potency and were distributed. 




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 judgement, 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." 



· 

.5 

 

 

 

--,·iro'~----~---------
SEE REVERSE Clal J:e M Minden , rnv~<;l_ jgat.or ~"11tm1 I'1:)/12/2014
OF THIS PAGE I ...-·· . - -----
FORM fl) ,_ 4 113 (09/l)jl) MIM1llUS EDm<l:<QU"Ar:Th INSPt;C'rtONA l. 08:-;F.RV,\UON!S P.,(.'£ 1 Iii' l P,\01'
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OBSERVATION 4 

Each batch of drug product purporting lobe pyrogen-free is not laboratory tested to detemline c:onfonnance to such 

req uirements. 


Specifically, endotoxin testing is not conducted on each batch of injectable drug products made from non-su.~ri lc drug 

p.-oducls. 


In addition, you do not perform any growth promotion testing ofthe agar and media you use for stcrili1y analysis. 

OBSERVATION 5 

Testing and release of drug product for distribu tion do not ioclude appropr iate laboratory detcmlination of satisfactory 

conformance to the identity and st rength of each active ingredient prior to release. 


Specifically, you do not test each lotlbarch of drug product for potency for each active ingredient prior to release for 
distrib\ltion. 

OBSERVATION 6 

There are no written procedures for production and process controls designed to assure that the drug products have the 
ident ity, strenglh, quality, and purity they purport or are represemed to possess. 

Specifka lly, you have not Yalida!ed your production process to demonstrate each batc h ofdrug product meets the identity. 

strengtl1, quality and purity it purports to be. 


OBSERVATiON 7 

Written procedures describing the handling of COJl)plaints do not include provisions for review by the quality control unit of 
any complaint involvi ng the possible failure of a drug product to meet any of its specifications, a determ ination as to the need
for an investigation of any un~xplained discrepancy, and explaining the teasons for t he failure of the batch -or any of its 
components to meet specifications. 

SpcciOcalty, you do not fully investigate complaints to determine if the complaint extended to other batches of the same drug
product and other drug products tha t may have been assoc iated with t he use or the same compt)nents. 

In addition, comp laint procedures are deficient in that they do not include provisions that allow for the review to dcrerminc if
he complaints represcnl serious and unexpected adverse drug experiences LYhidl are requ ired to be repone<l to FDA, t r·..··
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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 judgement, 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." 



OEPARTMEl'cT Of IIEAl.Til AND HlJMAN SERVICf$ 
tOOO IINJ) OkUG ADMINISTRATION 

404 BNA Dr., Bldg. 200 1 Ste. 500 09/09/2014 - 09/18/2~01:;;...4;_"'__--1 
J>"CI NIJ~Bat ---·· Nashville, TN 37217-2597 

(615) 366-7801 faK: {615) 366-7802 3006014626 
Industry Information: www. fda ._g_ov/oc / iodu.str_y 

TO: Mark D. Acker, Co-Owner 
FI~MNUE ---------------------rG~~~~~~~~~~~E~~~----------------------------------~ 
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OBSERVATION 8 

Wrilten r~ords arc not made ofinvestigations into unexplained discrepanc ies and the failure of a batch or any of its 
components to meei specifications. 

Specifically, you do not document and have a wrinen procedure to investigate unexpla ined discrepancies .  IIIII samples sent 
to [ijJDJM as pan. of the Quality improvement Program did not. meet spec ifications. The investigation into these out of 
spt:cl1calions did not include documentation that extended to other drug products that may have been associated with the 
potency failures. 

OBSERVATION 9 

Clothing of personnel engaged in the manufacturing, processing. and packJng of drug products is not appropriate for the 
duties they perform. 

Specifically, employees were observed to use non-sterile cloth face masks while prooucing sterile drug products. 

OBSERVATION 10 


Routine calibration of equipment is not performed according to a written program designed to assure proper perfonnance. 


Specifically, you have not calibrated the incubator thcnnometer.s. 


" DATES OF INSPECTION : 

09/09/2014(Tue). 09/l0f2014(Wed). 09/1112014(Thu). 09/12tz0141frl). o;UJ8n.014{Thu) 




 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 judgement, 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." 




