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Pha rmac 

Inc . 

Kansas Cit , MO 6 4 1 1 1 - 3 130 Producer of Steril e Dru 

Tnis d oeu ment I isiS observa tio ns made by 1he FDA r epresentativ e(s) dwi.ng the inspection of your faci li ty. They are inspectional 
observations, and do not represent a fin al Agency determina tion regarding your compliance. lfyo u have an objection regarding an 
observation, or have implemented, or plan to implement, corr ective action in response to an obse rvation, you may diseuss the objection or 
action with the FDA representative(s) during the inspection o r submi1 lhis in fonnati on to FDA at the address abo ve. Ifyou have an)' 
questions, pl ease contact fDA at th e phone numbe r and add re ss above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED : 

Fot tbe as eptic processin g of over. ster ile injectab le radiopharmaceu tical drug products sucb as Technetium-99m sestamibi, 
Tacbnetium-99 medronate, Tachnet ium-99 Iodine I-131 Sodium Chloride and Merri ade (MAG-3) Tc-99ru (e .g. 
Lot-20 l 50 106-004 and 

OBSERVATION 1 

Clothing of personnel engaged in the manufacturing, processing, packing, and holding of dr11g products is not appropriate for 
tbe duties they perform. 

Speci fically, your firm is aseptically manipulating sterile ingredients and sterile components during the processing of sterile 
injectable radiophannaceuticals in an ISO 5 laminar flow hood . Your firm lacks adequate data to support that the following 
conditions a re not compromising the sterili ty of your injectable drug produces . 

Your operators put on noo-steriJe gloves and non-sterile forearm cove rs, in an unclassified area that is no t suppli ed by HEPA 
a ltered air, tbey spray the ir gloves withwmGJ) and tben begin to aseptical ly process sterile dmg products and sterile 
components in the ISO 5 laminar flow hood. 

OBSERVATION 2 

Separate or defined areas to prevent contamination or mix-ups are deficient regarding operations related to asep tic processing 
of drug products. 

Specifically : 

L Your fum Jacks adequate environmental monitoring data to support tbat your aseptic manipnlation of sterile drugs and 
~erile components in the IS0-5 boods does not comproU1ise the steri licy of injectable drug products . You are performing 
these operations~ and you are currently monitoring 
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A. Viable orgauisms in your IS0-5 hoods, (b )(4) . Since you missed your testing schedule in 9/20 l 4, your 

most recent assessment was on 3/1 5/20 14. 


B. Operator gloved finger tips, ( b)(4) 

2. Your ISO 5 lami.nar flow h.oods used to process sterile drug products are deficient. The inside working area ofyour hoods 
were modjfied to accommodateill permanently mounted that a re below the H.EPA filters and above and 
to the left and right ofthe critical ISO 5 working area where sterile drugs and sterile components are processed. Tb e improper 
installation ofthett:JWM equipment compro mised the original des ign and effectiveness of the unidirectional airflow and 
created a condirion ofdisrepair that precludes the proper cleaning and sanitizat ion of the hood . More specifically: 

A Th.e origina l o verhead covers inside your hoods were removed, appa ren tly to allow for tbe install atio n of an electric outlet 
just below tbe HEPA filters, cen tered oo the back inside wall of the hood . Your are plugged into that 
outlet. This modification created insanitary condjtions above the critical ISO 5 work areas. In addit io n to the suspended 
power cords, in ooe of your hood the two overhead florescent light bul bs are completely exposed and i.o the other hood they 
were partially covered by rwo parts of a broken, waffle-style wbite plastic grate. 

B. The loosely fitting plastic covers designed to protect the (b)(4) fro m the sanitizing agents controls is not 
o f appropri ate desigu to facilitate cleaning. 

C. There a re no magnehellic gauges installed on yourill primary JSO 5 laminar flow hoods to allow you to evaluate 
whether the hoods are operating properly oo a - basis. 

OBSERVATION 3 

Laboratory contro ls do not include the establi shment of sc ientifically sound and appropriate test procedures designed to 
assure that drug products conform tO appropriate standards of identity, s trength, quality and purity. 

Specifically, you use annual Uledia fi lls to simulate the processing of sterile injectable drug products in an ISO 5 Laminar 
flow hoo d and to evaluate the asept ic technique used by the operators. Your personnel are following an improperly worded 
procedure and their filled media ch allenge samples are being incubated for [GDIJI at approximately . These 
temperatm"es a re below the optimum temperatm'e range (25 C and 35 C) for p romoting microbial growth. This can result in 
fa lse negatives for .oo detected microbial growth and incorrect co nclu s ions about tbe abi lity of your opera tors to aseptically 
process ~rile drug products. 
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TO: Joe Huber, RPh, BCN P, Pharmacy Manager 
FIRM NAME ISTRE£T AOORESS 

Triad Isotopes Inc. 712 West ::::. ~;rt Rd 
CITY. STATE. ZIP COOE.. COU.mrr , TYPE ESTA9~1SHMENT I»SPECTEO 

Kansas City, MO 64111-3130 Producer of Ster~:e Drug s 

OBSERVATION 4 

The responsibilities aod procedures applicable to the quality contro l unit are not in writing and fully followed. 

For example: 

A. You are not com plying with your procedw-e No: ll.a.05.797, Version 3, effec tive 2/l l/20 14, in that signature approvals 
for verifying equipment cleaning Jogs are missing oo all your records dating back to at least 21201 4. 

B. Your vast array of au-line corporate procedures bave not been differentiated to site specific procedures, so that all of your 
personnel can clearly ident ify and understand what procedures are applicable to lbeir respo nsibilities. One [GID) QC 
personnel questioned could not identify what or where the y could find procedures specifically re lated to their job function. 

Russell Glapion, :!: nvr~ :::: igator t2...../V~/ ~-t7~
James G. Flahive, ::: nvestigato.r /(;.0 fli-12 ~:../09/2015
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