
BECHTEL 
S AIC CCOMPANY LLC

QA: QA

Mark T. Peters, Manager 
Science & Engineering Testing 
Bechtel SAIC Company, LLC 
1180 Town Center Drive 
Las Vegas, NV 89144

VERIFICATION OF CORRECTIVE ACTION AND CLOSURE OF DEFICIENCY 
REPORT (DR) BSC(V)-02-D-01 1 RESULTING FROM THE BECHTEL SAIC 
COMPANY, LLC (BSC) QUALITY ASSURANCE (QA) AUDIT BSC-SA-02-032 OF 
MIDI LABS, INC.  

BSC Quality Assurance has verified implementation of corrective action for 
DR BSC(V)-02-D-01 1 and determined the results to be satisfactory. As a result, the 
DR has been closed.  

If you have any questions, please contact either Stephen D. Harris at (501) 495-2214 or 
Daniel A. Klimas at (702) 295-2665.

Donald T. Krisha, Manager 

Quality Assurance 

SDH:ml- 0221021563 

Enclosure: 
DR: BSC(V)-02-D-01 I

Date Signed

Bechtel SAIC Company, LLC * 1180 Town Center Drive ° Las Vegas, Nevada 89144
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cc:w/encl: 
L. H. Barrett, DOE/HQ (RW-2) FORS 
L. W. Bradshaw, Nye County, Pahrump, NV 
J. R. Dyer, DOE/YMSCO, Las Vegas, NV 
W. J. Glasser, NQS, Las Vegas, NV 
S. H. Horton, BSC, Las Vegas, NV 
D. A. Klimas, BSC, Las Vegas, NV 
B. R. Kornegay, BSC, Las Vegas, NV 
D. T. Krisha, BSC, Las Vegas, NV 
Robert Latta, NRC, Las Vegas, NV 
S. W. Lynch, State of Nevada, Carson City, NV 
Ram Murthy, DOE/OQA, Las Vegas, NV 
D. G. Opielowski, NQS, Las Vegas, NV 
J. M. Replogle, DOE/YMSCO, Las Vegas, NV 
N. K. Stablein, NRC, Rockville, MD 
D. D. von der Linden, BSC, Las Vegas, NV 
Engelbrecht von Tiesenhausen, Clark County, Las Vegas, NV 

cc: w/encl: 
K. 0. Gilkerson, BSC, Las Vegas, NV 
S. D. Harris, BSC, Las Vegas, NV 
N. E. Kramer, BSC, Las Vegas, NV 
Roxanna VanDillen, BSC, Las Vegas, NV
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OFFICE OF CIVILIAN F1j CORRECTIVE ACTION 
RADIOACTIIVE WASTE MANAGEMEN'I REPORI 

U.S. DEPARTMENT OF ENERGY 
WASHINGTON, D.C. NO BSC(V)-2-D-011 

PAGE 1 OF 

QA: QA 

DEFICIENCY/CORRECTIVE ACTION REPORT 

1. Controlling Document: 2. Related Report No.: 

MIDI Labs QA Manual, Rev. A BSC-SA-01-032 
3. Responsible Organization: 4. Discussed With: 

BSC S&ET/MIDI Labs, Inc. Bill Stimson.MIDI Labs, Inc./Mark Peters, BSC 

5. Requirement: 

MIDI Labs CA Manual, Rev. A, Section 1.0, para. 1.8 states in part.. .Training is provided by qualified persons related to 

the individual employee's job responsibilities and related to the regulatory requirements (e.g. quality system, current 

good manufacturing practices).  

6. Description of Condition: 

Contrary to the above requirements, evidence of training for Quality System Procedures (QSPs) and Standard 

Operating Procedures (SOPs) were not available for review

Additionally, qualification records for the quality consultant conducting the training were not available for review.  

7. In 9. Does a stop work condition exist? (Not required for a DR) 

[]Yes []No 
Date 10/18/01 If Yes, Check One: nIA B [C E ID 

10. Recommended Actions: 

1. Conduct any required training and document the results in accordance with quality system requirements.  

2. Obtain required qualification and training documentation of the quality consultant conducting the training.  

11. QA Reyie•:, 12. Response Due Date: 
,d Working Days From Issuance 

QAR :IDa•iq'-A K-- Date 10/18/01 to D)Lt,311ol 

13. DOQA Issuance Approval: 

Printed Name Donald T. Krisha Signature Date 0/ 

22. Correctve Actions Verified: 23. Closure Approved by: 

QAR: Date D,0A Date 2, .

Rev. 12/20/1999Exhibit AP-16.1Q. 1



TYPE RESPONSE TP Initial OFFICE OF CIVILIAN DRICAR NO. BSC(V)-02-D-011 

Z Complete. RADIOACTIVE WASTE MANAGEMENT PAGE 7- OF 4- 7 

F-1 Amended U.S. DEPARTMENT OF ENERGY 4*1yZ/1,/ 

WASHINGTON, D.C. QA: QA 

DEFICIENCYICORRECTIVE ACTION REPORT (RESPONSE) 

14a. Immediate Actions: 

N/A 

Compliance Date:

14. Remedial Actions:

Midi Labs employees have reviewed all Quality System and Standard Operating Procedures (OSPs and SOPs). The review has 
been documented in MIDI Lab's training records. Additionally the qualification records for the quality consultant conducting the 
training have been located and are now included in MIDI Lab's training documentation.

15. Extent of Condition: 

The current quality manual was put into effect on 10/30/00. At that time, all Rev. A procedures were reviewed by the lab personnel 
and the review was documented by the Lab Manager. Although the training document stated that all Quality Manual procedures 
were reviewed, it did not include a list of the specific procedures.  

There has been no quality-affecting work performed to date by MIDI Labs for the YMP, therefore, there is no impact asa result of 
this deficient condition.

16. Cause: (Attach results of root cause determination prepared in accordance with AP-16.4Q for a significant deficiency.) 

Inattention to requirements of the quality system and operating procedures. Additionally, the qualification documentation for the 
quality consultant was misfiled.

17. Action to Preclude Recurrence: 

Midi Labs employees have been retrained on all QSPs and SOPs.

18. Due Date: November 27, 2001 19. Response by: Mark Peters (Roxie VanDillen - Resp. Ind.) mz,_ 

[ For submittal of complete response 44 I-b l "/7 ,,0\ 
Z For completion of corrective action ' ' ' A*-

_ __ _ I-- Date: November 27, 2001 Phone: 5-3644 

20. Evaluon: tc[] rtially Accept fl Reject 21.. rece

QA j)_- . Date /•&/Z4 DOA /. ' Date

Iq

Exhibit'AP-116.11Q.11 "- - -,v IL I / Rev. 12/20/1999



OFF X DR/CAR 

OFFICE OF CIVILIAN L Stop Work Order 

RADIOACTIVE WASTE MANAGEMENT 

U.S. DEPARTMENT OF ENERGY No BSC(V)-02-D-01> 

WASHINGTON. D.C. PAGE .3 OF ?,, 
• QA:-L CIA: t/

Exhibit AP-16.1Q.2 
Rev. 06/01 /1 999
Rev. 06101/1999

DEFICIENCYICORRECTIVE ACTION REPORTISTOP WORK ORDER CONTINUATION PAGE 

The fblloxving information has been reviewed tor verificaiion of corrective action submitted by Midi Labs. Inc..  

A copy of the training log for the laboratoy personnel has been submitted. It shows that all personnel have been trained to the 
current QSP's and SOP's.  

A copy of the training consultant's qualifications has been put into the laboratorVs records and a copy sent to BSC for information.  

These two qubmittals complete the requested information to address the conditions identified in this DR. These submittals are 
acceptable to complete the corrective action required.  

2/7/02 

'/1 "A

Exhibit AP-1 6.1 Q.2



MIDI Lobs, Inc. QSP Training Record i Rev.  

QSP Training

•- Pcge

Initial and Late signifies that the ernplovee has reviewed and understocid the QSP listed below.

OSP Title Rev.

I ,- f I 

1 ofl

0.140 j Manapement Revie, !A 

0170 Quality Audit A 

0171 FDA Audit A 

0180 Personnel Functions A 

0310 Ducaunent Contrm] 

0410) FhRch•sin, Prw.. II 

0620 Equipment Calibration and I A 
I Maintenance 

0630 1 Facility Control B 

0710 0 Acceptance Process A 
Problem Reporting and A 
Corrective Action Piocess



I •5(,TV -•.- ý -1 e' 

MIDI Labs, Inc. sOP Irolning Record rev. A I Page I of 2 1 

SOP Training 

Initial and Date signifies that the employee has reviewed and understoc0d the SOPs listed below.  

QSP # Title Rev. Maggie RTehman LeAnne Gandolfo Bryan Moo 

00 1 Retigeratars and Preezers A " '- 1 C. _" 

002 Ineubators A I-/ L -/ AV/l/A __.____

SMillipore Water Purification j 
Sy3s,,,em A i• c "P i• ID ,*• c• __-______ / 

0o4 I A,,toclve I. .. "oi t 0/ 0¢ 

005 Top Loading Balance A i.. /1i 1o/S7-/bi) __, ioh 

006 Semi-automatic Pipettes q A t ,/--- " C'/ [ 1, o 
Isatety slyowet/Eyewash b 

007 1IA 
Station A i ~+ (.2: t' 

008 ThermometerS -A 1 /c I L & 

009 Bio-saf'ety Cabinets A -- "/" IQt1tl L.., 

U Gene.amp PCR ,SVýezm BB 
960019700 Thermal Cycler 06 k1._ i f!K U/i/it~ _____, __ 

011 WaterBaths A '"-- i t"/'-si Ll & _ý'J WTI 

AMI Prism 1377 DNA 
012 A '~~ c~~/~f 

S S encei [) '- t 

014 HeatBlock A., _ 

Reagent and Solution I , 

rearation 

016 qVAMIIzrdA WnisTe DiS'posal A " " tQ~ ~r /, 

017 Bio-Hazardous Waste Disposal B 10'-:516' // 0' i 1/ 

L•aboratorv Surface and 
Equipment Cleaning and B 

018 Scheduled 
MaintenaicedCalibratuio , / /' I

019 Media Preparation A 

020 Customer Sample Handling A 

021 Receipt and Handling of A 
Damaged Goods 

022 Laboratory Safety B 

023 DNA Extraction A 

024 PCR Amplification A 

025 PCR Product Purification I A 

026 1 Analysis of PCR Product A
I



MIDI Labs, inc SOP Ticining Re~cord r'Cev. P oae 2orf 

027 cycle Sequencing~ Reactior. A ____ 
__________W 

4G 

2SPurification of CyNcle A1~ ~//~~ - ___ 

Secu~ncinp Producl 
/_____ 

__ 
/___ 

~Acrvjanide Gel Plate 
029 ABI ris A I(,.______ 

03 Running the BB prs 3 CA K 
IDNA Sequencer ________ /- u' 

31 CusQtcre.t Re-port Geflerstion A __1/1___ _________ 

P032 Report Recall procedure IA 10'~O 1 (OgiQ/HOCAt''



0(7

Dec. 26. 2001 

R. VmDilUen 
Quality Compliance Support 
Bechtel SAIC CO., LLC 
1180 Town Center Drive 
Las Vegas. NV 89144 

This i- to certify LIth a1e Quuhf.cation Records for Cliff Evans, MIDI Labs 
quality consultant, have been filed i-r. MIDI Labs QA Files 

William Stimson 
QA/Complinuce ManageT 
MIDI Labs, Inc.

I Nt's 
Aw=ýTt 

ku 

MIDI LABS

=1 LABS 126 SANDY DRIVE hEWARK, DE 1 19713 USA PH 906-2-76-UGB fX 302-717-7,181 rif n-ý,mi Oita bý.Eofll fMp:;1vjww.mi61aas.coin


