Department of Energy
Office of Civilian Radioactive Waste Management
Yucca Mountain Site Characterization Office
P.O. Box 98608 ) QA: L
Las Vegas, NV 891983-8608

AUG 2 5 1994

Julie A. Canepa
Technical Project Officer

for Yucca Mountain

Site Characterization Project
Los Alamos National Laboratory
University of California
EES-13, Mail Stop J521
P.O. Box 1663
Los Alamos, NM 87545

" ISSUANCE OF CORRECTIVE ACTION REQUEST (CAR) YM-94-078 THROUGH

YMP-5

YM-94-082 RESULTING FROM YUCCA MOUNTAIN QUALITY ASSURANCE
DIVISION (YMQAD) AUDIT YMP-94-08 OF LOS ALAMOS NATIONAL
LABORATORY (SCPB: N/A)

Enclosed are CARs YM-94-078 through YM-94-082 generated as a
result of YMQOAD Audit YMP-94-08.

Please identify the corrective actions to be taken and
implemented to correct the deficiencies. CAR Continuation Sheets
and instructions for completion have been provided. Send the
originals of your responses to Deborah G. Sult, YMQAD/QATSS,

101 Convention Center Drive, Suite 640, Las Vegas, Nevada 89109.
Responses to the CARs are due 20 working days from the date of
this letter. Extensions to due dates must be requested in
writing, with appropriate justification, prior to the due dates.

If you have any questions, please contact either Robert B.
Constable at (702) 794-7945 or Stephen R. Maslar at (702)

794-7762. c

Richard E. Spence, Director
YMQAD:RBC-4813 Yucca Mountain Quality Assurance Division
Enclosures:

CARs YM-94-078
through YM-94-082
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~ CRISINAL

N/ THIS 1S A RED STAMP

PAGE: 1 OF 2
QA

OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST

1 Controlling Document 2 Related Report No.
QARD DOE/RW-0333P, Revision 0 NP-54=-08

3 Responsible Organization 4 Discussed With
LANL-YMP M. Clevenger/S, Martine:z

& Requirement:

QARD Subsection 17.2.2B requires that individuals c:eating QA records shall
ensure that QA records are legible, accurate, and complete.

€ Adverse Condition:
Contrary to the above requirement, the following deficiency was noted:

A. The record package for LANL-YMP-QP-06.1, Rem:.on 7 contains errors in
pege number count, dates, identification of reviewing organization, and
copies of the complete procedure.

B. The record package for LANL-CST-DP-€6, Revision 2 was missing DP Action
Request Form, the even pages of the f£inal spproved procedure, and the
review criterie sheet,

C. Record package for LANL-LS2-DP-404, Revision 0 was missing the DP Action
Request Form. Record package has been microfilmed.

D. The microfilmed record package for LANL-EES13-DP-6€09, Revision 1 did nmot
contain DP review sheets or DP review criteria.

E. The record source’s copy file for LANL~YMP-QP-0€.1, Revision 7 was missing
: the Reviev Criteriz form.

F. The record source’s copy file for LANL-CST-DP-63, Revision 4 was missing
DP Review Criteria form.

® Does a Significant Condition 19 Does & stop work condition exist? 13 Response Due Date:
Adverse to Quality exist? Yes____ Nox Yes__ Nox ;Hf Yes - Attach copy of SWO 20 Working Days
if Yes, Check One:TJADIBOCODE| K Yes,CheckOne: OA O DOc From Issuance

1 Required Actions: [X) Remedial [3] Extent of Deficiency Preclude Recurrence  [J Root Cause Determination

12 Recommended Actions:
1) geoénzhouse copy of the record package was corrected on 8/15/94 for

2) Obteain copy from records center and make appropriate corrections.

(Ccnt:.nued on next page)

7 Initiator %F,{W\/ 14 |ssua d by:
¥Walter R, Cout:.er 18/94 f&‘/ 1 { fﬁ)
a0 A\ WO Q st §-84-Gh
18 Response Accepted 16 Response Accepted

QAR Date QADD Date
17 Amended Response Accepted 18 Amended Response Accepted

QAR Date QADD Date
18 Corrective Actions Verified 20 Closure Approved by:

QAR Date QADD Date
Exhbit QAP-16.1.1 EHCLOSURE REV. 06/27/94




OFFICE OF CIVILIAN Myl mz:'oz 2
RADIOACTIVE WASTE MANAGEMENT ; oA
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST (CONTINUATION PAGE)

13 Recommended Action(s) (continued)

3) Provide remedial actions to correct the specific deficiencies noted and
conduct evaluation to determine extent of deficiencies in other record
packages and provide corrective action to preclude recurrence.

Exhibit QAP-16.1.2 REV. 2114/94



OFFICE OF CIVILIAN -
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY

~ WASHINGTON, D.C.

INSTRUCTIONS FOR CORRECTIVE ACTION

You are requested 10 provide a response to a Corrective Action Request (CAR) by the due date identified in
block 13 of the CAR. If this due date cannot be met, provide a written request for extension to the identified
CAR Coordinator. This request must include justification for the delay and must be provided to the CAR
Coordinator prior to the due date.

in order to develop the CAR response, perform investigative action (if required in block 11 of the CAR) to
determine the extent of the deficiency and to identify root cause. Next, determine the actions required to
correct the adverse condition. These actions include remedial action, and in the case of CARs that identify
significant conditions adverse o quality, corrective action to preclude recurrence. Areview of the recommended
actions (if any) provided in block 12 of the CAR may assist in this determination. The response must include
the following information:

1.  Corrective Action Response for CAR #

A. Remedi2l Action - Describe actions required to comrect the specific conditions noted.
(Requlred for all CARs)

B. Extent of the Deficlency - Describe the investigative actions performed to determine the extent
of the condition and the results of the determination. (Required for all Significant Conditlons
Adverse to Quality or for any Condition Adverse to Quality if requested by OQA)

C. Root Cause Determination - Identify the root cause of the condition as determined ihmugh
investigative action. (Required for all Significant Conditlons Adverse to Quality or for any
Condition Adverse to Quality if requested by OQA)

D. Corrective Actlon to Preclude Recurrence - Identify the actions required to address the root
cause of the condition in order to preclude recurrence. (Required for all Significant Conditlons
Adverse to Quality or for any Condition Adverse to Quality if requested by OQA)

2.  For each action above, identify the name of the individua! assigned responsibility for completion of the
action and the anticipated (or actual, f complete) completion dats.

If it becomes apparent that any of the corrective action due dates cannot be met, a wrilten request for
extension must be provided to the identified CAR Coordinator. This request must include justification
for the delay and must be provided to the CAR Coordinator prior to the due date.

3. The response must include the dated signature of the Responsible Individual.

Exhibit QAP-16.1.3 Rev. 06727/
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2RICINAL

THIS IS A RED STAMP
g . _YM-94-079
OFFICE OF CIVILIAN e
RADIOACTIVE WASTE MANAGEMENT ' oA
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
CORRECTIVE ACTION REQUEST
1 Centroliing Document ' 2 Related Report No.
LANL-INC-DP~35, REVISION 2 P=-94-08
3 Responsible Organization 4 Discussed With
LANL-YMP C, Drew/C. Tait
& Requirement:
INC~DP-35, Revisicn 2, Paragraph 6.22, third sentence requires at least two
buffers that have Ph values surrounding the expected Ph of the solution to be
measured, be selected for calibration of the Ph meter.
€ Adverse Cendition:
Contrary to the sbove requirement, buffers of Ph 7 and Ph 10 were slways selected
regardless of the expected Ph. Five examples of this condition were noted
in scientific notebook TWS~INC-01-93-12, Pages 10, 13, 14, 21, and 88, where
the zctual Ph value was notably ocutside of the 7 to 10 Ph range.
¢ Does & Significant Condition 10Does & stop work condition exist? i3 Response Due Date:
Adverse to Quality exist? Yes___ NoXx Yes___NoXx ;H Yes - Attach copy of SWO 20 Working Days
If Yes, Check One:JADIBIICIOD [JE| ¥ Yes,CheckOne: JA OB [Oc From Issuance
11 Required Actions: ﬂ Remedial [ Extent of Deficiency [0 Preclude Recurrence [J Root Cause Determination
12 Recommended Actions:
1) Cbhange procedure to more clearly specify buffers to be used.
7 Inltiator ) 14 Issuan oved bﬁ Qm
Paul L. Cloke, )
&/J,Cér& $/93/94 | aaop _ pee$.2k
16 Response Accepted 16 Response Accepted
QAR Date QADD Date
17 Amended Response Accepted 18 Amended Responss Accepted
QAR Date QADD Date
18 Corrective Actions Verified 20 Closure Approved by:
QAR Date QADD Date

Exhbit QAP-16.1.1 REV. 08/27/94



~ OFFICE OF CIVILIAN -/
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

INSTRUCTIONS FOR CORRECTIVE ACTION

You are requested to provide a response to a Corrective Action Request (CAR) by the due date identified in
block 13 of the CAR. {f this due date cannot be met, provide a writien request for extension to the identified
CAR Coordinator. This request must include justification for the delay and must be provided to the CAR
Coordinator prior to the due date.

In order 1o develop the CAR response, perform investigative action (if required in block 11 of the CAR) to
determine the exient of the deficiency and to identify root cause. Next, determine the actions required to
correct the adverse condition. These actions include remedial action, and in the case of CARs that identify
significant conditions adverse to quality, corrective action to preclude recumrence. A review of the recommended
actions (if any) provided in block 12 of the CAR may assist in this determination. The response must include
the following information:

1.  Corrective Action Response for CAR# ___

A. Remedial Action - Describe actions required to comrect the specific conditions noted.
(Requlred for all CARs)

B. Extent of the Deficloncy - Describe the investigative actions performed to determine the extent
of the condition and the results of the determination. (Required for all Significant Conditions
Adverse to Quality or for any Condition Adverse to Quality If requested by OQA)

C. Root Cause Determination - Identify the root cause of the condition as determined through
investigative action. (Required for all Significant Conditions Adverse to Quality or for any
Condition Adverse to Quality if requested by OQA)

D. Corrective Action to Preclude Recurrence - Identify the actions required to address the root
cause of the condition in order to preclude recurrence. (Required for all Significant Conditions
Adverse to Quality or for any Conditlon Adverse to Quality if requested by OQA)

2.  For each action above, identify the name of the individual assigned responsibility for completion of the
action and the anticipated (or actual, f complete) completion date.

If it becomes apparent that any of the corrective action due dates cannot be met, 8 written request for
extension must be provided to the identified CAR Coordinator. This request must include justification
for the delay and must be provided to the CAR Coordinator prior to the due date.

3. The response must include the dated signature of the Responsible Individual.

Exhibit QAP-16.1.3 Rev. 06/27K
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ORIGINAL

THIS IS A RED STAMP
OFFICE OF CIVILIAN ® cARNo: f”‘—’ﬁ;‘-‘%‘l—
RADIOACTIVE WASTE MANAGEMENT : el

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST

1 Controliing Document 2 Related Report No.
QARD DOE/RW-0333F nP=-94=-08

3 Responsible Organization 4 Discussed With

LENL Y™™ QA M. Clevenger/P. Gillespie
§ Requirement:
1) Section 2.0, Quality Assurance P am Documents, Subsection 2.2.2, Step B .
’ Affected o:'ganintigns 2ball estabiish QA / L ice

to their scope of work that translates QARD requiremsnts into work

processes. .
{Continued on next page)

implementing documents applicable

& Adverse Condition:

Contrary to the sbove requirements, LANL-YMP~QP-04.6, Revigion 1, Procurement

procedure, in some instances only reiterates the QARD requirements with no

metbodology on how to satisfy the requirements and mo provisiens or mechanism
Parsgraphs 6.1.6,

to demonstrate the requirements were satisfied, examples gre:
6.3, 6.4 and 6.5.

NOTE: LANL-YMP-QP-04

.€, Revision 1, Procurement, has not been implemented
of August 19, 198

4.

10 poes & stop work condition exist?
Adverse to Quality exist? Yes___ NoX Yes__NoX ;I Yes - Attach copy of SWO
i Yes, Check One:JACIBLICTOID CIE| 1 Yes,CheckOne: A OB Dc

® Does a Significant Condition

13 Response Due Date:

20 Working Days
From lssuance

1 Required Actions: [X] Remedial [J Extent of Deficiency  [X] Preclude Recurrence

O Root Cause Determination

12 Recommended Actions: ‘

7 Initiator &Q , 14 Iss! Ve l

Donald J. Barris 8/17/9%4 ¢ w QA La

QADD K Date¥-2k 4

15 Response Accepted 1€ Response Accepted

QAR Date QADD Date
17 Amended Response Accepted 18 Amended Response Accepted

QAR Date QADD Date
18 Corrective Actions Verified 20 Closure Approved by:

QAR Date QADD Date

Frhihit QAP-16 1 ¢

REV. 06/27/94



OFFICE OF CIVILIAN s carNo; TH-93-080
RADIOACTIVE WASTE MANAGEMENT | ™°% o
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

»

CORRECTIVE ACTION REQUEST (CONTINUATION PAGE)

5 Requirements (continued)

2) Section 5.0, Implementing Documents, Subsecta.on 5.2.2, Content of
Implementing Documents, Step C :equires in part, "...a sequential
description of work to be performed. '

3) Step D requires quantitative or litative acceptancs c:itern suffic:.ent
) £o:p deternining Ee activities wgg: satisfactorily accomplished.

4) Step G requires methods for demonstrating the work was performed as
required, such as for provisions for recording mspectxon angd test
results, check off lists or sign off blocks.

Evhiht OAP-18 12 REV. 2114/94
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" OFFICE OF CIVILIAN -~
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

INSTRUCTIONS FOR CORRECTIVE ACTION

You are requested to provide a response o a Corrective Action Request (CAR) by the due date identified in
block 13 of the CAR. [f this due date cannot be met, provide a written request for extension to the identified
CAR Coordinator. This request must include justification for the delay and must be provided to the CAR
Coordinator prior to the due date,

in order to develop the CAR response, perform investigative action (if required in block 11 of the CAR) to
determine the exient of the deficiency and to identify root cause. Next, determine the actions required to

-correct the adverse condition. These actions include remedial action, and in the case of CARs that identify
significant conditions adverse to quality, corrective action to preclude recumence. A review of the recommended
actions (if any) provided in block 12 of the CAR may assist in this determination. The response must include
the following information:

1.  Corrective Action Response for CAR #

A. Remedial Action - Describe actions required to correct the specific conditions noted.
(Required for all CARs)

B. Extent of the Deficlency - Describe the investigative actions performed to determine the extent
of the condition and the results of the determination. (Required for all Significant Conditions
Adverse to Quality or for any Conditlon Adverse to Quality if requested by OQA)

C. Root Cause Determlination - Identify the root cause of the condition as determined through
investigative action. (Required for afl Significant Conditions Adverse to Quality or for any
Condition Adverse to Quality if requested by OQA)

D. Corrective Action to Preclude Recurrence - Identify the actions required to address the root
cause of the condition in order to preclude recurrence. (Required for all Signtficant Conditions
Adverse to Quality or for any Condition Adverse to Quality if requested by OQA)

2. For each action above, identify the name of the individua) assigned responsibllity for completion of the
action and the anticipaled (or actual, f complete) completion date.

If it becomes apparent that any of the corrective action due dates cannot be met, 8 written request for
extension must be provided to the identified CAR Coordinator. This request must include justification
for the delay and must be provided to the CAR Coordinator prior to the due date.

3.  The response must include the dated signature of the Responsible Individual.

Exhibit QAP-16.1.3 Rev. 06727/
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ORIGINAL
THIS IS A RED STAMP
No.- YH-94-081
OFFICE OF CIVILIAN B AN ———
RADIOACTIVE WASTE MANAGEMENT ' on
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST

1 Controlling Document

LANL-YMP=-0P=~03.5, Reviszion 2

nr-94

2 Related Report No.

-08

8 Responsible Organization
LARL-TMP

4 Discussed With
C. Tait/M. Clank

& Requirement:

Paragraph €.6.1 of QP=-03.5, Revision 2 requires that date be evaluated and &

statement is entere
of the data.

into the notebook explaining the acceptance or rejection -

€ Adverse Condition:

COntx:uI‘to the above requivement, data recorded in the following scientific
00

noteb

TRS-INC-01-93-12
TWS-CST-02-94~03
LA-C51~03-94-013
TWS-INC-06-93-09
THS=-INC-01-93-10

* % % %%

had no evidence of any such evaluatien.

® Does a Significant Condition

Adverse to Quality exist? Yes___
¥ Yes, Check One:lJADNB O0c DD OE

10 poes a stop work condition exist?
Yes___NoXx ;¥ Yes - Attach copy of SWO
lf Yes,CheckOne: OOA OB 0Oc¢

Nox

13 Response Due Date:

20 Working Days
from Issuance

M Required Actions: [} Remedial [ Extent of Deficiency [ Preclude Recurrence [ Root Cause Determination

12 Recommended Actions:
*

Comply with existing procedures.

y/

7 Initiator 3 14 iss pRroved by: ,

Thomas ¥omifs

WZ% S-25-§4 mmn %7 1)0“ Date §-

15 Response Accepted/ / 16 Response Accepted

QAR Date QADD Date
17 Amended Response Accepisd 18 Amended Response Accepted

QAR Date QADD Date
18 Corrective Actions Verified 20 Closure Approved by:

QAR Date QADD Date




OFFICE OF CIVILIAN ™~
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

INSTRUCTIONS FOR CORRECTIVE ACTION

You are requested to provide & response to a Corrective Action Request (CAR) by the due date identified in
block 13 of the CAR. If this due date cannot be met, provide a written request for extension to the identified
CAR Coordinator. This request must include justification for the delay and must be provided to the CAR
Coordinator prior to the due date.

In order to develop the CAR response, perform investigative action (if required in block 11 of the CAR) to
determine the exient of the deficiency and to identify root cause. Next, delermine the actions required to
correct the adverse condition. These actions include remedial action, and in the case of CARs that identify
significant conditions adverse to quality, comective action to preclude recurrence. A review of the recommended
actions (if any) provided in block 12 of the CAR may assist in this determination. The response must include
the fofiowing information:

1.  Cormective Action Response for CAR #

A. Remedial Action - Describe actions required to correct the specific conditions noted.
(Required for all CARs)

B. Extent of the Deficlency - Describe the investigative actions performed to determine the extent
of the condition and the results of the determination. (Required for all Significant Conditions
Adverse to Quality or for any Condition Adverse to Quality if requested by OQA)

C. Root Cause Determination - Identify the root cause of the condition as determined through
investigative action. (Required for all Significant Conditions Adverse to Quality or for any
Condlition Adverse to Quality If requested by OQA)

D. Corrective Action to Preclude Recurrence - identify the actions required to address the root
cause of the condition in order to preclude recurrence. (Required for afl Significant Conditions
Adverse to Quality or for any Condition Adverse to Quality if requested by OQA)

2.  For each action above, identify the name of the individua! assigned responsibility for completion of the
action and the anticipated (or actual, f complete) completion date.

If it becomes apparent that any of the corrective action due dates cannot be met, 8 written request for
extension must be provided to the identified CAR Coordinator. This request must include justification
for the delay and must be provided to the CAR Coordinator prior to the due date.

3.  The response must include the dated signature of the Responsible Individual.

Exhibit QAP-16.1.3 Rev. 06/27.
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~ OBISINAL

THIS IS A RED STAMP

& CARNO.: YH-94-082
1 oF 2
QA

OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT | PACE:
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C. ,

CORRECTIVE ACTION REQUEST

1 Controlling Document 2 Related Report No.
0p-03.26, Revision 1 MP-94-08

3 Responsible Organization 4 Discussed With
LARL-¥F B. Gundlach

& Regquirement:

The third paragraph of QP=03.26, Revisicn 1, Section 6,1.2.1b. requires that
during the design phase, ttaceaﬁility of software requirements into the
software design be demonstrated as follows:

Specify (in the requirements traceability ssctien of each source-code
documentation~prolog) the identifying mumber of each software requirement

€ Adverse Condition:

Contr to the above requi t, the source code for TRACRN, requirements
trace:glity gection, m *None . " !

® Does & Significant Condition 0 Does & stop work condition exist? 13 Response Due Date:
Adverse to Quality exist? Yes___NoX | Yes___ NoX_ ;I Yes - Attach copy of SWO 20 ¥Working Days
f Yes, Check One:CJALIB OCOID OJE| # Yes, CheckOne: [0A 08 [Oc From 1ssuance

11 Required Actions: ﬂ'\ﬂemedial 3 Extert of Deficiency [ Preclude Recurrence {TJ Root Cause Determination

12 Recommended Actions:

0(7)-4/ (

QADD JA

7 Inttiator $2/ WL ﬁ‘d%’(ﬂ- 14 {ssuan ved by:
Stephen D. n(u-:i; 8/16/94 m‘{y q

_ pate 24 Q%
16 Response Accepted 1€ Response Accepted
QAR Date QADD Date

17 Amended Response Accepted 18 Amended Response Accepted
QAR Date QADD Date

19 Corrective Actions Verified 20 Closure Approved by:
QAR Date QADD Date




8 CARNo.; TM=94-082

OFFICE OF CIVILIAN oace 2o 2

RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY a4

WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST (CONTINUATION PAGE)

5 Requirements (continued)
satisfied by the module, Ensure that each requirement in the Software
Requirements Specification is implemented within one or more modules of the
software design (as embodied in the documentation prolog of esach software
modula) . o

s



OFFICE OF CIVILIAN =~
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

INSTRUCTIONS FOR CORRECTIVE ACTION

You are requested {0 provide a response to a8 Corrective Action Request (CAR) by the due date identified in
block 13 of the CAR. (f this due date cannot be met, provide a written request for extension to the identified
CAR Coordinator. This request must include justification for the delay and must be provided to the CAR
Coordinator prior to the due date.

In order to develop the CAR response, perform investigative action (if required in block 11 of the CAR) to
determine the extent of the deficiency and to identify root cause. Next, determine the actions required to
correct the adverse condition. These actions include remedial action, and in the case of CARs that identify
significant conditions adverse o quality, comrective action to preclude recurrence. A review of the recommended
actions (if any) provided in block 12 of the CAR may assist in this determination. The response must include
the following information:

1.  Corrective Action Response for CAR #

A.  Remediat Actlon - Describe actions required to correct the specific conditions noted.
(Roquired for all CARs) -

8. Extent of the Deficlency - Describe the investigative actions performed to determine the extent
of the condition and the results of the determination. {(Required for all Significant Conditions
Adverse to Quality or for any Condition Adverse to Quality { requested by OQA)

C. Root Cause Determination - Identify the root cause of the condition as determined through
investigative action. (Required for all Significant Conditions Adverse to Quality or for any
Condition Adverse to Quality If requested by OQA)

D. Corrective Action to Preclude Recurrence - Identify the actions required to address the root
cause of the condition in order to preciude recurrence. (Required for all Significant Conditions
Adverse to Quality or for any Conditlon Adverse to Quality if requested by OQA)

2.  For each action above, identify the name of the individual assigned responsibility for completion of the
action and the anticipated (or actual, if complete) completion date.

If it becomes apparent that any of the corrective action due dates cannot be met, & writien request for
extension must be provided to the identified CAR Coordinator. This request must include justification
for the delay and must be provided to the CAR Coordinator prior to the due date.

3. The response must include the dated signature of the Responsible Individual.

Exhibit QAP-16.1.3 Rev. 06727/
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