45 BECHTEL
4§ ATC company L

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-011 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-011 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 =z / {5/ 2
Quality Assurance Date Signed

SDH:ml-0221021563

Enclosure:
DR: BSC(V)-02-D-011
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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. O. 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 correry 18 A RED ST/
RADICACTIVE WASTE MANAGEMENT REPORT
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C. : NO. BSC(VI0z-D-01F
FAGE 1 OF 78 g/ufe®]
QA: QA

i

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 QA 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.

A, ) .
7. Inifiator: 9. Does a stop work condition exist? (Not required for a DR)
[ Yes B No
n . as ’ Date 10/18/01 If Yes, Check One: [JA [B [OcCc (OdOb

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.

yA VY N I { 4
11. QA Reviey: 12. Response Due Date:
/ g M ?(ﬁNorkln Days From Issuance
QAR Darligl'A. as Date 10/18/01 10 Pliplalo t

13. DOQA Issuance Approval:

- 0y
Printed Name  Donald T. Krisha Signature Q % ,é [ vate ~ /%6/cy

22. Correctj tive Actions Verified: 23. Closure Approved by:

“ M A~ O Llimzs

QA R‘ 7( //.Z//ﬁff“/( Date 2z i DOOAC ZL Date 2//9‘/0<

Exhibit AP- 16 1Q 1 Rev. 12/20/1999




TYPE RESPONSE-

O initial OFFICE OF CIVILIAN DR/CAR NO. BSC(V)-02-D-011

[X) Complete RADIOACTIVE WASTE MANAGEMENT PAGE 2 OF é‘;’ 2 i

[] Amended U.S. DEPARTMENT OF ENERGY :
WASHINGTON, D.C. QA: QA

T

DEFICIENCY/CORRECTIVE 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 (QSPs 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 ail Quality Manual procedures
were reviewed, it did not include a list of the specific procedures.

There has been no quallty affectlng work performed to date by MIDI Labs for the YMP, therefore, there is no impact as’a 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 consuitant was misfiled.

17. Action to Preclude Recurrence:

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

(r oA

18. Due Date: November 27, 2001 19. Response by: Mark Peters (Roxie VanDIIIe%— Resp. Ind. )fﬁﬁ“&?

[ For submittal of complete response MMJ &Z@ ”/lq}oj C/WJQU ”/?7/}:4? \9\

@ For completion of corrective action
~ Date: November 27, 2001 Phone: 5-3644

he. <
-3

20. Evaluaton: [ZJAccept , [ ] Partially Accept [ ] Reject 21. %Ze}/

QA /L/d” Date //ZZS/ /0 /| pooA ) - 7/’{? }5 Date 79/} /5

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



8.
OFFICE OF CIVILIAN % S e Ot
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY 0 BSC(VY-02-D-0)
WASHINGTON, D.C. PAGE 3 OF 74,
QA: L ,//a;_
DEFICIENCY/CORRECTIVE ACTION REPORT/STOP WORK ORDER CONTINUATION PAGE

The following information has been reviewed for verificauon of corrective action submitted by Midi Labs. Inc..

A copy of the training log for the laboratoy personnel has been submitted. 1t shows that all personnel have been trained to the
current QSP's and SOP's.

A copy of the training consuitant's quaiifications has been put in1o the Jaboratory's records and a copy sent to BSC for information,

These two submittals complete the requested information 10 address the conditions identified in this DR. These submittals are
acceptable to complete the corrective action required.

e

2/7/02

- P Y g '7’1// 7—/() Z
4 /%”"é"’z““ s ) ’
O Kimas A
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A

Exhibit AP-16.1Q.2 Rev. 06/01/1999
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| MIDI Labs, Inc.

L

|
| QSP Training Record
l

irRev.£ | Foge lofi

QSP Training

Initial and Date signifies that the employee has reviewed and understood the QSP listed below.

QSP #

Thde

Rev.

Maggie Riehmar LeAnne Gendolfo Bryan Moon
0140 | Management Review A A |‘ u{l afo ! Rado] e B Lb/M(
0170 | Quality Audit A wie | Ul N /“_114/0l (e . /b/.'zs/d
0171 | FDA Audiut ‘A pal. | “)@/G.’ Wig/oi | Le B (0/ 25w
0180 | Personnel Functions A W «I}d f6! “/H[Q = Bm [0/25/ ¢
0310 Docunent Conurol ‘B T r'{"/al '\/U—-l/'oxi Cr B 1D 125 o/
0410 Purchaging Process ‘R WJZ- ; ‘—‘[ilo‘ “/H/Ol : (e M 10/35/”
oo |Esmencommwd || T T el o | o | (o
0630 | Facility Controf B W R | e b | 1Y/ Afor
0710 | Acceptance Frocess A e " e ot |0/ 1cism 1. L& B | |/ 2¢/er
0910 Efﬁﬁ?ii’fﬁigpﬁgess A i Mlele Bviasd e b | [0/ 2561
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{ MIDI Labs, Inc.

| S,

{ T g~

' SOF Tiolning Recoid

w

I

kev. A

f l

SOP Training

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

QSP#

Title

an

Rev.

|
| Page Y of 2

14

gselv)-oz-p-or/
\
]

]

Maggie Riehinan LeAnne Gandolfo Brvan Moon

001 | Refngerators and Freezers | A i oHaje T ymig | v B s
002 } Incubators A a ! u{la/o‘ 1021 /i) e M | i) 2SOl
003 lgdjgg;;)re Water Purification l A e L ome | e o | et
004 | Autoclave ‘ A A ol | Oz o =2 Am 10/2 0l |
005 _| Top Loading Balance A wi | N/l & pm | ioszvyof
006 | Semi-automatic Pipettes A e ool Lotz v p” o] 2 /o]
007 Sajgty Shower/Eyewash A ‘ : - ! 1

Stauon i | f2ie 981 fo| | By | wi2blof
008 | Thermometers I A e ifalt e e e £m w0l
009 | Bio-safety Cabinets Al b U P L omynd e | o | oz
U1 Geneamp PCR Symem. B . ' . /(4 o ’ l !

9600/9700 Thermal Cycler NS ; /z)1/p1 1 “E& B o
O11 Water Baths A o 1o : -'I/c? Jot Zv/éIYA’Jj Lé:-‘ B/ /0/2(;/0 \
012 | Senvencer oA A WA O L TR I AR
013 | Cenuifuge A wie U Y usuell e b |ro/zu/ ol
014 | Hest Block A w0 A o e fm iof2u/ 0
015 Reagent and Solution A ] | ’ '

~ | Preparation A | ’1/ 4 /‘” WA oL L add roreefur

016 | Hazardons Waste Dispasal A g Ty /// [C‘/& /A (g am o200 g
017 } Bio-Hazardous Waste Disposal | B o Ve ' I / 7/J "110/3] /(;i ! e grr Jolee!

Laboratory Surface and % B
018 ;Zg;:;gazzt Cleaning and B | 5 . |

Maintenance/Calibragon VAL ' ! ’/‘7/2'-' ‘!'/5‘/ o} ‘1 L& B 0/24/ o1
019 | Media Preparation A |t 1 /1}/6/(!,‘ Wiz J s am 1072 ol
020 | Customer Sample Handling A e o 4/’;‘ Fv iz | ke pn : Ioze/ol
021 Receipt and Handling of A ] b ) |

Damaged Goods w1 iy Wizt Lee bin I’Q/ZG o
022 | Laboratory Safety B w9 el e | 60 Taje
023 | DNA Extraction A A NECE NVEYY L& o 10/ 2her5!
024 | PCR Amplification A dr | "4 o) N ot | s o e
025 | PCR Product Purification A w1 Y Wizsol e B 0] 250
026 | Analysis of PCR Product A AR R YN B e




. - ' ’ Aot o OfF P
Bsc(v)-o~0-0 1/

r ! ‘ .
“-MlDl Labs, inC. ! $OP Trgining kecerd  lev. ~ | Foge2ofz |
L tn ! :
027 | Cycle Sequencing Keacticr. 1A _ T R Wg L= fm 6/ 2600 \
028 | Purification of Cycle A e '
| Sequencing Produci Vg & (et l\/\L{ Dni e o 4 ;v_@/é/
| : :
. Acrvlamide Gel Plate K : )
029 | prcparation A e PV o Y260
| Running the ABI prism 377 P ' '-; L
030 | DNA Sequencer B e “\“!f" VI S R B 19266 ¢
: ‘ M/ e
031 ‘ Custemer Report Generstion A P ('j& Ji: q4/14/ R b /Y:-'é/é/
032 ‘ Repert Recail procedure | A - 10 J" el Wi e ™ /70 /07
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MIDI LABS

Dec. 26. 2001

R. VanDillen

Quality Compliance Support
Bechtel SAIC CO_, LLC
1180 Town Center Drive
Las Vegas. NV §9144

Thuis is to certify thal the Qualification Records for Cliff Evans, MIDI Labs
quality consultant, have been filed ir MIDI Labs QA Files

Williamn Stimson
QA/Comphiance Manager
MIDI Labs, Inc.

. Mo LABS 12§ SANDY DRIVE NEWARK. DE 19713 USA PH 800-276-8068 £X 302-737.7781 -mfo@miditabs.com iy fwww midilans.com



