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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT 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 (I} (WE) OBSERVED 

Observation 1 

Actionable microbial contamination was present in the ISO 5 area or in adjacent areas during aseptic production 

without adequate product evaluation and remedial action. 


Specifically, your surface sampling of the ISO 5 laminar flow hoo 'dentified the presence of Bacillus spp. on 

1/8/2018, and the environmental monitoring procedures did not require additional action such as the sanitization of 

this hood with a sporicidal agent to remove t · re forming bacteria. You continued sterile radiophannaceutical 

chug preparations in this hood. You prepared 'xed kits of radiopham1aceuticals such as sestamibi Tc99m 

lot K-20180321-035 from 1/18/2018 to 3/22/2018. 


Observation 2 

Poor aseptic practices were observed during aseptic preparations. 


Specifically, on 3/21/2018 we observed the preparation of sodium pertechnetate Tc0 4 lot E-20180321-018 

and kit preparation of sestamibi Tc99m lot K-20180321-035 which are used to prepare patient doses of sestamibi 

Tc99m lot K-20180321-035. During these operations we observed the following: 

A. Personnel were observed touching equipment or other surfaces located outside of the ISO 5 area with gloved 
hands and then proceeding with aseptic processing without changing or sanitizing gloves. Personnel failed to 
disinfect or change gloves frequently enough to prevent contamination. Sterile gloves worn by employees came in 
direct contact with non-sterile objects such as the buffer room door, lead pigs, vials, syringes, wipes, 
computer key boards and mouse, labels, label printers, and 
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These gloves were then used to perfo1m radiophaimaceutical prepai·ations in the laminar flow hoods 

B. Personnel were observed to be moving rapidly in the vicinity of open sterile units or instrnments, which 
disrnpted the airflow and increased the risk of bringing lesser quality~···to the ISO 5 area. 
Employees were observed moving quickly in front of the ISO 5 Hood u g prepai·ation area while preparing 
patient doses of sestamibi Tc99m for injection. These movements inc u eo passing single patient doses in lead 
pigs through sliding glass doors to the non-controlled room while weai·ing sterile gloves and then returning to the 
ISO 5 environment without sanitizing the gloves and to continue drawing patient doses. 

Observation 3 

Media fills were not perfo1med that closely simulate aseptic production operations incorporating, as appropriate, 
worst-case activities and conditions that provide a challenge to aseptic operations. 

Specifically, media fills were not perfo1m ed that simulate the kit prepai·ation of sestamibi Tc99m which ai·e used 
to prepare patient doses of sestamibi Tc99m pre-filled syringes. 

Observation 4 

The facility design was observed to allow the influx of poor quality air into a higher classified ai·ea . 

Specifically, the pass throug indows located in between the buffer room ISO 7 and the unclassified 
room ai·e not properly sealed to prevent the mixture of classified and unclassified air. In addition, these pass 
J.i.J.U~~:w1 indows directly open to the ISO 7 areas that are located in front of your ISO 5 laminai· flow hoods 
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Observation 5 

was not perfo1med. 

Specifi'tii!:!I........ hich are 
located 

Observation 6 

Disinfecting agents and cleaning pads or wipes used in the ISO 5 area [aseptic processing areas] are not sterile. 

Specifically on 3/2~~~~·observed that employees were ~~~w.-sterile n lint-free wipes to wipe 
down the walls an smfaces in laminar flow hood ,__..... 

Observation 7 

The scheduled use o hole room smface disinfection system i ..... rather than when 
·ough environmental monitoring. 

___
Spec· acillus spp. was recovered b smface samples taken from the ISO 5 smface area located 
in th ir flow laminar flow hoo is hood was not treated with an anb-spon c1 al as a preventative 
and coITective action to this objectionable organism. 
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