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exception report E-054291 1. Competency assessments perfunned during this time period have required assessors to use this work 
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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
Annual competency reviews ami/or quality assurmce process n.views o~perators did not effectively identify steps whiob were 
not being correctly perfonned according to work instructions, package insl!lrts or opcntor's manuals. 

Specifically, 

performiltg addition ofreagents to thc-were.not following either the Work Instruction: 
the package insert, both of which direct personnel to gently invert rare reagents 

, this step was incorrectly perfoiUled for approxi.tnately 2+ years according to 

instructiou to ~ure appropriate rare reagent loading. No personnel were found to have failed the competency reviews (as indiccted by 
the failure to correctly compJe~ 1 O;r more required tasks) during this time, 

B.) Employees ofDetroit NTL the task of solution on 
~~rrectly llCCording to both 
~ser's Manual. Both of thesereferences require replacement ofthe cap 

not perform

a new 

ing 11. portion of this 
andthe 

in 
April2008, this step was incorrectly performed for approximately 2 yei!I'S a.eeording to exception report E-0796638. During this time 
period, all competency assessments completed for these personnel required assessors to use this work. instruction to ensure correct purge 
solution mixing fl.Od loading. including repl~tnont ofthe cap assembly. No personnel were fo\Uld to have failed the competency 
reviews during this time. In 2009; Q~ity ~cess· Reviews which !pecitically Included an llSses!Jllent ofthe preparation and loading of 
~urge solution to ensure the direction "Ifa new solution, add new cap and stem assembly" was being followed were completed in 
the V~~aborar.ory. Reviews indicated that this step was comploted and/or adequately understood by all employees 
opeT8tmg-

~Mocllo""' "l-1400l!P 
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OBSERVATION 2 
Failure to adequately investigate and correct a problem. 

Specifically, on 02/0S/lO review ofproficiency testing attestation forms completed between 01/01/09 and 12/31/09 was performed by a 
quality control supervisor. This review indicated that of the 23 reviewed attestations, 2 were missing signatures for employees who 
performed proficiency tests. This problem was logged as Level 1 exception E-0744002. A communication was sent to "all Detroit NTL 
supervisors ofthe VTL, APL and NAT, QC supervisor/lead and production managers/BOT stating the importance ofattestation form 
signatures and supervisors roles in verifying that signatures are captured at the time oftesting." 

During the current inspection, it was d~covered that J,here were 11n additional 13 employees who completed proficiency tests betweeh the 
dates ofOI/01/09 amll2/3l/09, but did not sign attestations. During that time period a total of93 employees completed proficiency 
testing. Exceptions E-0816805 and E-0818851 were logged on 06/03/10 and 06/08/10, respectively, in regards to these findings. Both 
exceptions are related to issue 1-0020416-FC which is currently open to doC\lment investigation ofroot oause(s) and development and 
implementation ofcorrective action plan(s). These exceptions also document the added findings during the inspection that between the 
dates of 11/01/08 and 12/31108, 7 employees completed proficiency tests, with 1 not having signed the correct attestation; and since 
OliO 1/10, a total of38 employees have completed proficiency tests, with 4 not having signed the appropriate attestation. 
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