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SECTION 1 - PREPARATION OF TECESICAL PROCEDURES

1.
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PURPOSE. As a logical progression of an approved Study Plan (AP-1.10Q) (or
Scientific Investigation Plan (SIP), QMP-3.06, if applicable), this procedure
defines the requirements to identify, prepare, review, approve, and modify
technical pracedures raquired to conduct quality-affecting technical activ-
ities i{n support of the Yucca Mountain Project (YMP).

. This procedure applies to all USGS and contractor per-
sonnel who are assigned to perform the vork described by the procedures for
QA graded technical activicies that produce data, maps, recommendations, or
other bases for the YMP sits characterization. It is applicable zo activi-
ties conducted as established and/or standard practices, including activicies
involving data reduction; and vhen it i{s not permissible to deviate from a
prescribed sequence of actions without endangerinz the validity of cthe re-
sults that will be o’ tained from the work. Technical activities or msthods
not sufficiently advanced to permit the preparation of a technical procedure
shall be conducted under the controls of QMP-5.05, Scientific Notebook Con-
trol of Techniual Activities.

DEFINITIONS. For the purposas of this procedure, the following definitions
apply:

3.1 Zontributing Investigators are scientists with part- or full-cime res-
ponsibilities who lend their areas of expertise to the resolution of
the various tasks under the supervision of a Principal Investigator.

3.2 Technical Procedurs is a document prepared prior to beginning a techni-
cal acctivity that is to be conducted as standard, routine, and/or
industry accepted practice and that may include interpretive or data
reduction components.

3.3 Scientific Notebook System (SNS) is the flexible documentation of tech-
nical activities used In lieu of & technical procedure. The SNS is used
to provide a written record of the methodology and results of sciencific
investigations and experiments when the vork involvas significant pro-
fessional judgement, trial-and-error methods, or accommodates emerging
technologies devaloped as an investigative activity progresses (refer
to QMP-5.05). ’

RESPONSIBILITIES .

4.1 The Principal Investigator (PI), is responsible for identifying the need
for a technical procedure, preparing the appropriate procedure(s) in
compliance with this QMP, determining and documenting the need for
revision or modification to procedures. and coordinating the review
and approval process. The Pl may delegate tasks as needed, but the PI
paintains ultimate responsibility for tha task.
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4.2 The Contributing Invescigagor, as applicable, 1is responsible for the
performance of duties designated by the Pl i{n preparation and implemen-
tation of the technical procedurs.

4.3 The Technical Reviewer selected by the GD Branch/NHP Chief, or delegate,
as described in QMP-3.07, {s responsible for an independsnt technical
reviev of the procedurs, in accordance with the requirements presented
herein and for documenting this reviev.

4.4 The GD Branch/NHP Chief, or delegate, is responsible for reaching con-
currence vith the decisions of the PI in the {dentification of need,
preparation, and change of technical procedures. This concurrence is
documented by approval signature on the procedurs. The GD Branch/NHP
Chief, or delegate, also assigns the technical reviever(s).

4.5 The YMP-USGS QA Managex, or delegate, is responsible for reviewing and

approving tho technical procedure(s) in sccordance vith Pars. 5.5 of

this procedure and YMP-USGS-QMP-3.07, YMP-USGS Reviewv Procedurs.

4.6 The Technical Project Officer (TPQ), or delegate, has overall respon-
sibility for ensuring that ctechnical procedures are identified and
documented, for approval of the procedure, and for monitoring their use
in compliance vith this QMP.

EROCEDURE: Ome of two basic kinds of documents shall be used for the quality
assurance, documentation, and control of scientific work: 1) A scientific
notebook system, az described in QMP-5.05; or 2) a technical procedurs
systea. This QNP concerns tiie technical proceducrs system, and how the
decision is made for the applicability of < : resulting technical procedure.

5.1 Selection of Procedure Approach: Prier to beginning technical work on
QA gradad technical activicies che PI shall evaluate the nature of the
activity to determine which of two kinds of documentation should be used
for the quality assurance, documentation, and control of the scientific
work. 1f the sethodology required for conduct of the subject activity
{s 1) beyond the state of the art, requiring development and experimen-
tation; 2) largely requires professional judgaent; or 3) requires trial-
and-error sethods then the scientific notebook system described in QMP-
5.05 is applicable. When none of the sbove criteria apply, then the
directives of this QMP shall be followad.

5.2 Unigue Identifying Number: As controlled documents, technical proce-
dures shall comply with the identification requireaentcs of QMP-6.01.
The identifying number is obtained from the QA Office during the initial
draft preparation stage and displayed on the draft technical procedure
as required using Rev. 0 for the original issue.

5.3 Technical Detalls: Technical procedures shall provide sufficient des-
cription of the activities such that qualified personnel performing
the task at a later date under the same conditions could reproduce the
work using the described procedures.

5.3.1 Technical procedures shall contain all necessary information
required to achieve full compliance with the YMP-USGS QAPP requirements

ve
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for sits {nvestigation control. Attachment 1 incorporates the minimua
required topics {n a format that guldes the preparer through the neces-
sary input requirements. Mandatory hold points should be considered
in the technical procedure when necessary, to initlate the conduct of
a verification activity (QMP-3.10).

5.3.2 Software used to perform data-acquisition, data-reduction, or
other technical functions as part of the activity covered by the proce-
dure shall be identified in Para. 4.7 of the procedure. 1f software
{s documented in Para. 4.7 of the procedure, this documentation shall
include, at a minimum:

o Specification of the purpose and functionsl capsbilities of the
softvare

o Description of the data-manipulation, analytie, or numerical methods
used

o Instructions for invoking the softwvare

o Tast dats and results (statse vhen the corrzect operacion of the soft-
vare can be demonstrated through calibration, and describe it in
Para. 5.2.1 of the procedure)

o A source-code listing, 1€ available, for softwars coded in & high-
level prograsming language such as Basic, Fortran, Pascal, or C.

Source code listings, sample test dats, and test results shall be pro-
vided sither as attachaents and liste” in Para. 10.0 of the procedure,
or as s part of the support documents per Para. 6.2.

5.3.3 Attachmentl, an annotated format for a YMP-USGS technical proce-
dure, includes pre-worded sections of requirements that are common to
most technical procedures. To accommodate the special needs of an in-
dividual technical procedurs, the preparer may modify the pre-wording
as required; however, no topic listed shall be omitted. For example,
{f there are no limitations involved vwith the procedure, "NA" or *None"
would bs indicated in Para. 4.6 of the technical procedure outline.
As a minimum, °NA® shall be used to indicate recognition and non-ap-
plicabilicy of the section. :

Wﬂl_h!ﬂ!: A tschnical reviev of the technical procedure and
ics revisions shall be performed and docunmented in accordance wvith QMP-
3.07 and Para. 5.4.1 of this QMP. This reviev shall be performed by
a subject matter expert selected by the GD Branch/NHP Chief. The
reviewer shall be someons other than a persocn {amediately responsible
for the procedure’s content, supplying details to the preparer/ author
concerning the methods described in the procedure, or performance of
the procedure’'s activities.

5.4.1 At a oinimum, the technical reviev shall show evidence that the
following criteria have been considered in the review.
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o 1Is there sufficient information to support mesting the objective
and purpose?

o Ars special qualification/training needs adequately addressed?

o Were appropriate concepts, pethods, or techniques used?

o Arse materials, equipment, and calibration requirements adsquately
addressed?

o Are limitations, qmlitntivo/qunntintivo criteria, accuracy, sources
of error and/or holdpoints addressed?

o Are data output and handling {nformation sacisfactory?

o Was consideration given to repeatability, impact on waste {solation
capability and interference vith other activities, wvhen applicable?

$.4.2 The reviev comments, docunented and resolved per QMP-3.07, shall
be submitted to the PI, or delegate. Each major technical reviewv com-
sent, shall be evaluated and resolved by the procedurs’s preparer(s)
{n coordination with the Reviever. Upon completion of comment resolu-
tion, all documentation of reviewer comments and thefir resolution shall
be attached to the original reviewed copy and subaitted to the PI1, or
delegate, along with the corrected drait.

mnm;m_&exm: A QA review of the technical procedurs shall
be performed by a QA 0ffice represantative for compliance with applic-
able QA requirements per para 5.5.1 and documented in accordance with

QMP-3.07.

5.5.1 At a minimum, the quality assurance reviev shall show evidence
that the following criteria have been considered in the review.

o Are the purpose, objective, and --ope included?

o Are personnel responsibilicies and training addressed?

o s the methodology complete enough to allow understandable scientific
vork to be repeated without further verbal instruction?

o Are assumsptions and limications described?

o 1s there a description of the required naterials/equipment?

o Uhen needed, are calibration {nstructions addressed to the satisfac-
tion of QMP-12.017

o 1s sasple handling and control addressed to the satisfaction of Q4P-
8.01 and Sample Management Facility procedures?

o Are data information and quantitative /qualitative criteria addressed?

o Are QA records listed?

o Are attachments included and do referenced technical procedures add-
ress the required function?

o 1s technical review documented, including any attached comments and/
or responses?

5.5.2 Each major QA review comment, disagreemenc, or remark shall be
evaluated and resolved by the procedure’s preparer(s) in coordination
with the YMP-USGS QA Office. Upon completion of comment resolution,
all documentation of reviewer comments and their resolution shall be
attached to the original revieved copy and submitted to the PI, or
delegate, for concurrence.

vals: The final draft of the techni-
cal procedure along with the review documentation shall be subaitted
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| for approving signatures to che Principal Investigator, the technical

reviever(s), the Branch/NHP Chief, the Technical Project Officer, and

the YMP-USGS QA Manager. The procedurs shall be returned to the prepar-

er with appropriate explanation and suggestions for remedial action if

| further changes are identified during the approval process. This review

process shall bs repeated &s necessary vith all documentation being

| included with the initial reviews as part of the procedure record until

| concurrence is achieved. Each signature shall indicate accsptance
according to responsibilities as designated in Para. 4 above.

Effective Date and Distribution Upon full approval of & technical
procsdure, the QA Office shall assign an effective date to the technical
procedure and subait it for controlled distribution according to Qi{P-
§.01. The effective date oay be any date subsequent to full approval
that allows for personnel training, as necessary, and controlled discri-
bution.

5.7

5.8 Change Control: Minor or editerial changes to a technical procedure
shall be made in accordance with the provisions of QMP-6.01. Major
changes that result in a procedure modification or revision are made
as described below. Any revisions to the technical proceduras shall be
developed, revieved, approved, distributed, and controlled in the same
manner as the original procedurs.

5.8.1 The latest revision of a technical procsdure shall remain in
effect until it is revised or rescinded.

5.8.2 Modifications mey ba made to the technical aspects of technical
procedures by the individual utilizing the procedure to allow the tech-
nical vork to continue uninterrupted or to accommodate an expedited
procedural change. Docunentation of a justification for the modifica-
tion, and a determination of the need to revise the technical procedurs
shall be prepared and subaitted vith the Modification at the time of
review and approval. The Modification shall not be used as a permanent
change to a technical procedure. 1f it is determined that the Modifica-
tion is a permanent change and that a procedure revision is required,
the revision shall be completed vithin 90 calendar days of the Modifica-
tion. If the determination is that no procesdure revision is required,
the Modification shall oxpire after 90 calendar days folloving approval,
or sooner if the special reason for its existence no longer exists.

5.8.2.1 Modification documentation shall be revieved for both
technical and QA content within 30 days of the change by the
original revievers if possible, or by equally qualified revievers
ethervise, in accordance with the criceria of Paras. 5.4 and 5.5.

1f the change or modification is not within the scope of the
Study Plan and the investigation is not repeatable, or the change
could potentially impact the waste isolation capability of the
site or interfere with other site characterizacion activities,
| approval shall be obtained from a subject-arsa reviewer at the
] work site, qualified and directed by the PI of the Study Plan
to address these specific issuss. :

—
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$.8.2.2 1If the technical reviev, or QA review, of the modifica-
tion reveals changes that potentially impact the quality of the
data, the modification shall automatically result in issuance
of a Nonconformance Resport (QP-15.01). Conduct of an activity
changed by the modification may revert to the previcus approved
technical procedure as deemed appropriate by the respons ible PI.
In this cass, the scope of the NCR shall be limiced to ths
1ifespan of the modification.

5.8.2.3 Modifications require only the approval of the QA Mana-
ger and the Technical Project Officer. They are & controlled
document requiring assignment of a unique identifying nunber,
incorporating the control number of the procedurs being changed,
and controlled distribution, per QiP-6.01. The Modification
shall contain the approval signatures, an sffective dats, and
a description of the changes.

5.8.3 Rescission of & technical procedure shall be accomplished by a
vritten request to the QA Office, Document Control, including a brief
justification or explanation and concurrence by signature of all ap-
proval authorities except for the technical reviewer(s).

6. RECORDS MANAGEMENT:

6.2

controlisd Documents All technical procedures and associated field
modifications are YMP-USGS controlled documents and shall be distributed
{n accordance with QuP-6.01. The USGS shall provide the YMPO PQM and
the SAIC/T&MSS Project Quality Assurance Department Manager with con-
trolled discribution of all {nplenenring procedures used for QA graded
technical activities.

mm_c_msu_mm&!: Records associated vith this procedure shall
be submitted to the YMP-USGS local Records Center as individual QA
records or as a QA Record Package in accordance with QMP-17.01, as
follows:

Technical Procedure Record Package:
o The fully approved procedure and related support documents
o Technical Review documentation :
o Quality Assurance Review documentation

Technical Procedure Modification Record:

o Field -odl!l.cati’oni
o Revisv comments and comment resolution

Individual QA' Record:

o Rescission documentation
o Requests for revision
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7. RELATED DOCUMENIS.

7.1 Superseded Documents: This QMP supersedes YMP-USGS-QMP-5.01, R3,
Preparation of Technical Procedures.

7.2 Rafsrences Cited:

AP-1.10Q, Preparation, Review, and Approval of SCP Study Plans
YMP-USGS-QAPP-01, Quality Assurance Prograa Plan
YMP-USGS-QMP-3.03, Scientific and Engineering Software
YMP-USCS-QMP-3.06, Scientific Investigation Plans
YMP-USGS-QMP-3.07, Technical Raview Procedurs
YMP-USGS-QMP-3.10, Verification of Scientific Investigacions
YMP-USGS-QMP-5.02, Preparation and Control of Drawings
YMP-USCS-QMP-5.05, Scientific Notebook Control of Technical
Activities

YMP-USGS-QMP-6.01, Document Control

YMP-USCS-QMP-8.01, Identification and Control of Samples
YMP-USGS-QMP-12.01, Instrument Calibration

YMP-USGS-QMP-13.01, Handling, Storage, and Shippingof Instruments
YMP-USCS-QMP-15.01, Control of Nonconforming Items
YMP-USGS-QMP-17.01, YMP-USGS Records Management

©00000O0C0

00000

8. ATTACHMENIS.

Attachaent 1: Annotated outline for preparation of technical procedures for
the YMP-USGS Quality Assurance Progras

9. ARPROVALS AND EFFECTIVE DATE.

EFFECTIVE DATE: September 4, 1990
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Eff. Dats:

. R

USGS TECHNICAL PROCEDURE <1> ., Rey <2>

(Desument No.) (Ocigimal - Rev Q)

Title <3>

1.0 PURPOSK.

2.0

3.0

1.1 To assure the accuracy, validity, and applicability of the methods used
to <4> .
(Cive & briaf werk description)

this procedure i{s s guide for U.S. Ceological Survey (USGS) personnel and
contractors performing the described activity.

1.2 This procedure describes the components of the work, the principles of the
methods used, and their limits. It also describes ths detailed methods
to be used for calibration, operation, snd performance verification of any
squipment, 1f needed. In addition, it defines the requirements for data
acceptance, documentation, and control; and it provides a means of data
traceability.

SCOPE OF COMPLIANCE.

2.1 This procedure applies to all YMP-USGS ,srsonnel and their contracters who
nay perform work referred to in Para. 1.1, or use data obtained from this
procedure.

2.2 For all technical activities, data collected from using this procedure and
any equipment calibrations or recalibrations that may be required shall
be in accordance with this technical procedure. Variations are allowed
only if and vhen this procedure is formally revised, or othervise modifled,
as described i{n Para. 8.

PERSONNEL RESPONSIBILITIES. The Principal Investigator (P1) is responsible
for assuring full compliance with this procedure. The PI shall require that
all personnel assigned to work to this procedure shall have the necessary qual-
{fications and training to adequately perform the procedure; and they shall
have a vorking knowledge of the YMP-USGS QA Program. Responsibilities of others
including the reviewer(s), contributing investigators, Geologic Division (GD)
Branch/Nuclear Fydrology Program (NHP) Chief, QA Office, and the Technical
Project Officer are as described in Para. 4, YMP-USGS-QMP-5.01. When procedure-
specific responsibilities are to be delegated to contributing investigators or
other personnel, the detalls of these responsibilities are as stated in this
procedure. Special qualifications and/or training unique to the conduct of this
procedure (chosse sae) <5> are not required. <5> are as follows:

All ongoing investigations shall be identified, at the location of the
scientific investigation, to preclude inadvertent interruption and to ensure
conpatibilicy of the investigations.
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(latroduce the werk by relating hew it ssntributes te the D Preject.)

4.1
(a4
4.2
\\‘/
™~
- 4.3
= [
|
|
4.4

Obiscxive: <7>

(Vhat speeifically will de scoemplished by the sstivities daserided ia the

teshnical preesdure?)

Methods Used: <8>

{Organise sad summarise the sstheds te be used, referemeing isput vhere

possidle. Be cemplete and add as sany pages and subbesdings as mesessary.)

: (No special handling, storage and/or ship-
ping is required unless otherwise noted.) <9>

(List imstrument systems, equipment

and saterials meeded Lnzluding spesaisl or unique items. State manufscturer’s epesstional range ef

squipmeat plus sseurssy required or operating range and any handling, sterage and shipping requirements

per VP-DICS-QPO-12.01 and 13.01.)

Assumptions Affecting the Procedurs: <10>

(Detail sssumptisns sencerning deslign,

pezformance and iaterpretatien: te be referenced vhea possible.)
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4.5 Data Informatiocn: <11>

(What type of data somes frem this precedurs snd ia wvhat form 19 It

recordad?)

4.5.1 QUANTITATIVE/QUALITATIVE CRITERIA: <12>
l (Spesify quantitative sriteria; e.§..

| epezetional vange, telerances, and limtts) and qualitative eriteris; e.g., cemparstive ssmples, as

l apprepriste, sgslast whieh job performance or sempleticn ssa be evaluated.)

»”
'Af‘
4.6 Limitations: <13>
- (Lilst any semstralats that sight affest the results ebtsined Lneluding (1)
= these of squipment - freq y respense, P Lisits, dril)l sccurasy, flew rstes, depth liaits,
otc., (2) physiesl barrisrs - sscessibilicy, depth Limits, elsstrenis nelse, eata., ond (3) emerging
'\/.
techmaleogy, ¢.5., stote of the art of equipment.)
<
~ 4.7 Qther: <14

(Detall anything pertiment te the activity but not covered sbeve, ¢.g. interfaces,

vith ether sctivities or Preject szgaaisatiens, held peints, special precess requiremsats, seftvare

| spplicatisns, drevings per NGP-USGS-G@-3.02, ete.)

5.0 CALIBRATION REQUIREMENTS. Calibration (chesss see) <15> is <15> is mot required
| as a part of this technical procedurs. All {nstrumeats and/or instrument
] systens shall be calibrated in compliance with the YMP-USGS-QMP-12.01, Instru-

| ment Calibration for producing data under graded QA controls. (vhea tha ansver
indlsstes ne salidbratiees are required, skip te Sestiea §.0.)

5.1 Calibration Responsibility: The PI is responsible for calibrations
required by this procedures. Calibration shall be in accordanca with
procedures described or referenced in Para. 5.2. Maintenance of all
calibration racords described in Para. 5.3 may be done by a contributing
{nvestigator under the direct supervision of the PIL.
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s.2 Calibration Procedures: All calibrations, unless othervise specified,
shall be performed according to sanufacturer’'s range and accuracy specifi-
cations. <16>

(Liat the instruments lastrument systems that require ealibretien.)

5.2.1 Calibration of the <17>

13 1se tha preesdure(s) fer sash Lastrment and

. d

1astrument system listed La Pags. 5.2. Raference msauf s p or tha appllieadle USCS

technisal precedurs, vhen possible. 3State ealibration precedure(s) used: taterval: standard used,

insluding tracesbllity; accuracy, and range.)

5.3 Calibration Records: In compliance with YMP-USGS-QMP-12.01, callbration
data will be entered, signed and dated, into a notebook or other organized
documentation. Computer software used in calibration exercises shall meet
the requireaments stipulated in YMP-USCS-QMP-3.03. Notebooks and other
docunents shall be protacted and suba’ - ~ed to the LRC in accordance with
YMP-USGS-QHP-17.01 (YMP-USGS Records Management).

5.4 3 : Labeling of equipment shall be
in compliance with YMP-USGS-QMP-12.01.

Samples (choese sne) <18> will be <18> will

not be collectad or handled as part of this procedure. (If ss ssspies, skip to secticn
7.0.,

6.1 : As part of the data records and documentation and
in complisnce with YMP-USGS-QMP-8.01, all samples shall be identified as
follows: <19> -

(State hov samples are marked.)

5.2 : In compliance with YMP-USGS-QMP-8.01, the collected

control and Storage
and identified samples shall reside in the custody of <20>
(aspmsidle individal.)

who shall atore them <21>

(State whers samples are stered, thaly evestual dlspesitien, axd

vhat asystes Ls used te track them, per P-8.01. Do the requiremants of DOR AP-0.3Q and AP-6.4Q spply?)
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6.3 Special Treatment: <22>

(ldantify and explais any specisl treatment/precessing that Lo

required dus te time, molsture, tempersture, esidatiea, dehydration. eta.)

Documents and data vill be prepared and subaitted
per appropriate governing project procedures.

7.1 Anticipated documents and data generated from implementation of this
procedurs aay include the following: <23>

(List all ferme, sslidratien secerds, besks, paper ot magneciu data recording tapes, ste. that sre

antieipated to be preduced.)

7.2 Notebooks, forms, or other organized documentation shall be prepared, as
appropriate, by the Pl or a contributing investigator to record data from
this procedure and shall include any information considered by the origina-
tor to be pertinent. When in loose-leaf form, each page shall ve numbered
consecutively and chronologically. All documents shall be signed (or
{nitialed) and dated by the investigator as entries are made. Any revi-
sions shall be lined out, initialed, and dated. Notations by pencil shall
be submitted in legible photocopy for.

Uhen modifications become necessary, per Para. 5.8.2 of YMP-
USGS-QMP-5.01, the PI shall fully document the changes, subait the documentation
for the same review signature and distribution process as for the original
procedure, and indicate wvhether the change should result in a subsequent
revision to the technical procedure.

RERZRENCES CITED-

<24>

(Use USCS fermat. Isslude any precedures vritten according to NO-USCS-PP-5.05 that preceded this

preceduss.)

10.0 ATTACHMENTS.

<25>

(List all ettsched data forma, softvars listisgs. cheeklists, squipment brecbures, ets.}
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12.0

W. This technical procedure
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supersedes NWM-USGS- <26>

(hmber and title of superseded

APPROVALS AND EFFECTIVE DAIE.

EFFECTIVE DATE:

docussnt, insluding revisiem oaumber . )

Principal Investigator: <27> Date YMP-USGS QA Menager Date
Technical Reviawer: <28> Dats Technical Project Officer Date
GD Branch/NHP Chief: <29> Date
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SECTION 5 - Scientific Notebook Systea

1.

PURPOSE. This procedurs defines the requiresents to f{dentify, reviev,
approve, modify, and document planned experimental and research work, through
the development of a Scientific Notebook Plan and the maintenance of a
scientific notebook, to produce data in support of the Yucca Mountain

Project.

SCOPE OF COMPLIANCE. This QMP applies to all USGS and contractor personnel
assigned to perform the vork related to QA graded technical activities that
produse data, maps, or Supports any other product that is a basis for the
YMP site characterization or licensing. This procedure applies to experi-
msental or research activities such as those largely requiring professional
judgement, trial-snd-error methods, or daveloping methodology. Activities
conducted under established and/or standard practices require technical
procedures described in QMP-5.01.

DEFPINITIONS. The following definicions are applicable to this procedure.

3.1 cContributing  Invescigators are scientists with parc- or full-time
responsibilicies who lend their areas of expertise to the resolution
of the various tasks under the super. 3ion of a Principal Investigator.

3.2 Experiments are operations carzied out under known conditions to es-
tablish characteriszics or values not previously known.

3.3 Resesrch is a systematic imquiry or extensive investigation into a
subject area in order to discover or revise theories, knowledge, etc.
Research often requires the developaent of new methodology.

3.4 Selencific Notebook is a QA record maintained by an investigator to
record tha details of the events, activities, and pertinent assessments
of the investigation as it progresses, in accordance with the
requirements of this procedure.

3.5 Sciencific Notebook Plan (Attachmentc 1) i{s a controlled document that
describes the experimencal/research approach and requirements that are
applicable.

3.6 mms_mm_mmu is the flexible documentation of
techmical activities used In lieu of a technical procedure. The SNS
{s used to provide a written record of the methodology and results of
scientific investigations and experiments when che work involves
professional judgment, trial-and-ezror methods, or accommodates emerging
technologies devaloped as an investigative activity progresses.

2200°601016° VNN
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3.7 Iechnical Procedures are procedurss, prepared prior to beginning' a

| technical activity, that describe standard, routine, and/or industry

accepted practices. They may include interpretive or data reduction
coaponents.

4. RESPONSIBILITIES.

gy

4.1 Tha Principal Investigator (PI) is responsible for identifying the need
for using the Scientific Notebook System, preparing the appropriate
Scientific Notebook Plan in compliance with this QMP, determining and
documenting the need for revision of or modification to the Scientific
Notsbook Plan, and coordinating the review and approval process. The
PI may dalegate tasks as needed, but the PI maintains ultimate respon-
sibilicy for the task.

4.2 Ihe Contributing Investigatox is responsible for full compliance with
~ | this procedure when performing duties designated by the PI or when
! vorking on an activity using the Scientific Notebook Systenm.

4.3 The Technical Reviewer is responsible for an independent technical
review of the Scientific Notebook Plan, the scientific notebook, and
the final entries in accordance with the requirements presented herein.

i 4.4 The GD Branch/NHP Chief, or delegate, is responsible for reaching
concurrence vith the decisions of the PI for the approach to be used
to control and document the technical activity and for signing the
Scientific Notebook Plan. The GD pranch/NHP Chief also assigns the
technical reviewer of both the Scientific Notebook Plan and the final
entries wvhen the investigation has been completed.

4.5 The YMP-USGS QA Mansger is responsible for reviewing and spproving the

Scientific Notebook Plan for completeness in meeting applicable quality

~ i assurance requirements and for documenting this review in accordance
| with QMP-3.07.

4.6 The Technical Project Officer (IPO) has overall responsibility for
ensuring that scientific notebooks ars identified, documented, and
monitored in compliance with this procedure, and for approval of the
Scientific Notebook Plan.

S. PROCEDURE. One of two basic methods shall be used for the quality assurance,
] docunmentation, and control of scientific work: 1) The Scientific Notebook
{ System; or 2) the technical procedure as described in QMP-5.01. This QMP
concerns the Scientific Notebook System, and how the decision is made whether

to use this procedurs or to use a technical procedure.

5.1 Selection of Procedure Apvroach: Prior to beginning technical work on
technical activities, the PI shall evaluate the nature of the activity
to determine which documentation should be used for the quality
assurance documentation and control of the technical work. The
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Sclentific Notebook System shall be applied when the methodology
] necessary for conduct of a scientifie activity 1) largely requires
professional judgment; 2) requires trial-and-error methods; or 1) is
beyond the state of the art, requiring development and experimentation.
When one or more of the above criteria applies, then the directives of
this QP shall be followed.

— —

5.2 { When it has been detsrmined that the
Scientific Notsbook System is to be used, the Study Plan shall be the
controlling document used to describe the proposed approach for
accomplishing the work. (A Scientific Botebook Plan, to ba described
later, is required as part of the scientific notebook to expand upon
the detalls from the Study Plan that ars pertinent to the scientific
notebook activities.) All further details concerning conduct of the
vork shall be maintained in a bound notebook in accordance with thigs
procedure. The content of the notebook shall be sufficfent to the
extent that another qualified scientist can use the notebook to retrace
or repeat the investigation or experiment to confirm the resulcs, {f

[~ o3 feasible, without recourse to the PI.
o= 5.3 : As controlled documents, the Sclentific
-— Notebook System shall comply with the identification requirements of

QMP-6.01. To distinguish the identification of the scientific notebook

-— from a technical procedurs, a "T" shall be Placed after the document

identification number of the scientific notebook. For example, a

hydrologic sciencific notebook night be designated as NWM-USGS-HP-18B1T,

RO. The {dentifying number is obtained froa the QA Office during drafc

preparation of the Scientific Notebook Plan and ghown as Revision 0

during review, approval and use. 1f the sclentific notebook {s

subsequently changed to a technical procedvre, the "T" shall be removed X

} from the scienctific notebook nuaber but the revision number shall be T od

~— | increaented by one. The above example would become NWM-USCS-HP-181, 3
™~ Rl for a technical procedure.

5.4 sy : Documentation requirements are mer by fully
—- | completing the three steps of the Sci.ntific Notebook System: 1) Initial
) entry, 2) in-process entries, and 3) final entries.

5.4.1 INITIAL ENTRY - The preparation of a Scientific Notebook Plan
is required to initiate the Sclentific Motebook System. This scep
produces a controlled document that provides both technical and Qa
Banagenment vith a means to approve and track res2arch and experimental
activities, and to provide other Project participants wich information
regarding the activity(ies). As eppropriate, the following required
topics shall be addressed to initiate and Justify che scientific note-
book procedure:

i o Title of the experiment or research

] © Description of the experiment’s objectives
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Description of the proposed approach or procedurs. (This may be
sccomplished by refesrence to the appropriate Study Plan.)

Nane of qualified individual(s) performing the work activity
Special personnel qualification or training requiresents

Equipment and materials to be eaployed during the experiment or
research, including any necessary fabrication of experimental
squipment and any needed characterization of starting msterial

Calibration requireaments
Potential sources of uncertainty and error

Input data that is suspect or whose quality is beyond the control
of the performing organization

Documentation of suitable and controlled environmental conditions
Required levels of precision and accuracy
Dated signature of the individual(s) making the initial entry.

$.4.1.1 A Scientific Notebook Plan, Attachaent 1, which incor-
porates the above requiresents shall be completed and entered
into the official record prior to commencing technical wvork (see
Para. 6). A controlled copv of the approved Scientific Notebook
Plan shall be permanently attached at the front of the scientific
notebook.

5.4.1.2 Modifications to the described approach may be made by
the individual performing the investigation while the investiga-
tion is in progress. Full details of this modification shall
be recorded in the scientific notebook. I1f this in-process
modification is mot within the scope of the Study Plan and the
investigation is not repeatable, or if the change could
potentially impact the waste i{solation capability of the site,
or interfere with other site characterization activities, appro-
val shall be obtained from a reviewer who is qualified and
directed by the PI of the Study Plan before the modification can
be put into effect. All modifications affecting Sections 1, 2
and 3 of the Scientific Notebook Plan (Purpose, Objectives, or
Proposed Work Plan) shall be prepared in accordance with the
review and approval requirements of this procedure. The PI shall
deternine if a modification affscting Sections 1, 2, or 3 is to
be permanent. If affirmacive, the Scientific Notebook Plan shall
be revised within 90 calendar days of making the modification.

1€ it is determined that the modification has a potential impact
on the quality of the data, then the modification shall automa-
tically result in jssuance of & Nonconformance Report (QMP-
15.01). Conduct of an activicy changed by the modification may
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| Tevert to the previous approved Scient{fic Notebook Plan as
deemed appropriate by the responsible PI.. In this case, the
scops of the NCR shall be limited to the life span of the modifi-
catfon.

SRR e

5.4.2 IN-PROCESS ENTRIES - The Scientific Notebook is used to record
the vork as it occurs. Activities shall be noted in sufficient detail
to allow another ressarcher to repeat the work without recourss to the
PI. In-process entries shall provids the following information, as
appropriate:

© Date and name of ind{vidual making the entry

© Description of the experiment or research attempted, {ncluding
datailed step-by-step process followed; either by reference to
implementing procedurs or by actual entry into the notebook

) ) © Provisions for assuring that prerequisites have been met (e.g.,
- commitments specified {n the Sciencific Notebook Plan)
o~
- | o Conditions vhich may adversely affect the results of the experi-
Bent or research investigation
- } o Idencification of samples collected and/or used and any addition- Rl
al equipment and materials not included as part of the initial * T
sntriss
| o Entry of data or refersnce -o identification and location of
| data record(s), including notation of any unaccepted rasults
S~ | © Any deviations from the Planned experiment or research ’
™~
- o Computer software invokaed
o o Interim conclusions reached, as appropriate, and

| © Final disposicion of facilities.

5.4.2.1 Computer software invoked in scient{fic notebook proce-
dures and used to collect, Teduce, analyze, or interpret data
shall be subject to the software quality assurance and controls
set forth in QMP-3.03. .

5.4.2.2 The scientific notebook shall be permanently pre-bound
with the pages consecutively numbered up to the last page used,
A control number for each notebook shall be assigned by the QA
Office. This nunber and the title shall be displayed on the
first page of each volume. Any changes to entries in the
notebook shall be made as described in QMP-17.01; however, no
| further entries may be made on any portion of the scientific
) notebook previously submitted to the YMP-USGS Local Records
| Center (see Para. 5.9). Ongoing entries shall be made continuous

— ——— —
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on the page with no open spaces left forfluhuquun: entries.
i Such open spaces as might inadvertently occur shall have black
lines drawn diagonally across theam tc indicate that no further

entries are to be incorporated. ” » 5

5.4.3 FINAL ENTRIES: When the work described in accordance with the
Scientific Notebook Plan has been coapleted, the notebook shall be
closed out. This could entail a VI&p-up statesent, a brief summary of
the vork, or a statement that °this is the end of the record*, for the
scientific notebook. The date and signature of the experimenter and
a technical reviever (Para. 5.5) is required.

5.4,4 FIRAL RESULTS and a summary of the outcome of the experiment or
[ research shall be documented, such as by a statement in the scientific
| notebook or inclusion in a technical Teport, satc. As appropriate, this
documentation shall include a discussion of vhather the experiment's
objectives as outlined in the initial entries wers achieved. This
docunentation shall becoms part of the QA records of the activity.

3.5 Technical Review: Two different technical revievs ars required by this
procedurs. First, the Scientific Notebook Plan and any subsequent
revisions are to be reviewed. Later, vhen the scientific notebook is
coapleted and the final entries are made the second reviev is performed

- and documented in accordance with QMP-3.07.

{ 5.5.1 The Scientific Notebook Plan shall be revieved by a subject
| Batter expert wvho is not immediately responsible for either the proce-
dure’s content or for supplying details to the preparer (author)
concerning the mechods described. The supervisor may serve as a review-
er. At a ainimum, the Sciencific Notebook Plan review shall show
evidence that the contents of Para. 5.4.1 have been appropriately
addressed.

5.5.2 A colleague of the PI shall perform the subssquent review of a
completed scientific notebook itself, which is done to confira the
adequacy of the technical methods used, and to show concurrence that
the notebook adequately documents the technical investigations as
required by the procedure and as specified in the Scientific Notebook
Plan. This reviewer shall be independent of the work performed. At
& ainimum, the scientific notebook entries review shall show evidence
that the contents of Para. 5.4.2 have been appropriately addressed.
The reviever signature is required to be a part of the final entry in
the sciencific notebook. '

'-)'17( A

5.6 Quality Assurance Review: A QA review of the Scientific Notebook Plan
shall be performed by a QA Office Tepresentative for compliance with
applicable QA requirements of this procedure and documented in
accordance with QMP-3.07.

| 5.6.1 Each major QA review coznent, shall be evaluated and resolved
| by the Pl in coordination with the YMP-USGS QA Office. Upon completion
| of comment resolution, all documentation of revisver comments and their

N T §
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11 be attached to the original reviewed copy and returned

“to the PI by the person responsible for the comsent rssolution. The

Pl forwards this information to the LRC in accordance with QMP-17.01.

$.6.2 REVIDZ CRITERIA: At a minimum, the QA Teview shall show evidence
that the following criteria have been considered in the review of a
Scientific Notebook Plan (SNP).

o Ars the purpose, objective, and scope included?

o 1s the proposed Work Plan complete snough to give undsrstanding
to others?

o Are special personnel qualification and training requirements
addressed?

o 1s thers a description of the required uu:inh]fﬁﬂpqmt?

o VWhen needed, ars calibration instructions addressed to the
satisfaction of QMP-12.017

o Is sample handling and control addressed to the satisfaction of
QMP-8.01 and Sample Management Facility Procedurss?

o Are data information and quantitative/qualitative criteria
addressed?

o Are wvork environmental issuss addressed as appropriate?
o Has a Notebook No. been issued?

vals: The final draft of the Scien-
tific Notebook Plan shall become effective after receiving, in sequencs,
the signatures of the PI. technical reviewer(s), GD Branch/NHP Chief,
the YMP-USCS QA Manager, and the YMP-USGS Technical Project Officer.
The Scientific Notebook Plan shal: be returned, if needed, with ap-
propriate explanation and suggestions, for remedial action to the PI
(bypassing the reviever(s)) 1f problems are encountered at this stage.
Documentation of comments and resolutions shall be included as part of
the procedure’s record. Bach signature shall signify acceptance
according to responsibilities as designated in Para. 4 above.

Conversion From the Scientific Notsbook System: The Scientific Betebook
Systea may be used throughout the activity or, vhen it has reached a
mature stage and the methods vwill be in continuad uss, this systen can
be converted to a technical procedure in accordance vith Qr-5.88. The
Pl shall detsrmine the stage at vhich the scientific notebook can be
converted to a technical procedurs. Upon conversion the nev technical
procedure (QMP-5.01) shall contain a refsrence to the supsrseded
scientific wotebook.

L
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Technical Data Record Protection: A copy of scientific notebook entries
shall be made by the PI, or delegats, semi-annually following the first
entry, or more frequently vhen required by the Project’s data managesent
procedures. The copies shall be sent to the QA Office for QA records
compliance review and subsequently sent by the QA Office to the YMP-
USGS LRC to satisfy duplicate records requirements. No changes shall
be made thereafter in the scientific notebook to that portion copied.
Should thare bs no entries during the preceding period, or if there is
soms extenuated reason vhy no transmittal can be made at the required
tntervals, this information shall bs subaitted directly to the LRC.

Effective Data: The effactive date shall bs recorded on the Scientific
Notebook Plan following its approval. This date shall be either the
latest date of approval or some later date as =may be required for
personnsl training or document control purposes.

RECORDS MANAGEMENT.

6.1

6.2

controlled Documents: The Scientific Notebook Plan is a controlled
document and shall be distributed in accordsnce with the specifications
of QMP-6.01.

Records Center Documents: Records associated with this procedure shall
be submitted to the YMP-USGS Local Records Center at intervals in accor-

dance with QMP-17.01 and this procedure. A QA Record package shall be
compiled by the PI, or delegats, vhich will include:

Scientific Notebook Record Fackage:

o Approved Scientific Notebook Plan
o Technical Review documentation
o Quality Assurance Review docurentation

Individual Recorxds:

o Semi-annual submittal of sciencific notebook entries
o The statement of final results and summary of the outcome of the
experiment (see Para. 5.4.4).

RELATED DOCUMENTS.

7.1

7.2

Superseded Documents: This QMP supersedes YHP-USGS-QMP-5.05, Rl,
Scientific Notebook Control of Technical Activities, and QMP-5.05-
Mod.01,RO. .

Refarences Cited:

YMP-USGS-QAPP-01, YMP-USCS Quality Assurance Program Plan
YMP-USGS-QMP-3.03, Softwars Quality Assurance
YMP-USGS-QMP-3.07, YMP-USGS Review Procedurs
YMP-USCS-QMP-5.01, Preparaticn of Technical Procedures
YMP-USGS-QMP-6.01, Document Control

000O0O0
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ATTACHMENTIS .-
Attachment 1: Scientifle Notebook Plan

ARPROVALS AND EFFECTIVE DATE-

EFFECTIVE DATE: November 5, 1990

4-0868 Qull:y%auramo Manager
YHP~USGS,chhnical Piojoc: officer

primtasn_ I, Ghemgmsrida—’

Chief, Office of Regional Geology

Y A _

Assistant Chief/Hydrologist for Program
Coordination and Technical Support

: i o
YMP-USGS-QMP-8.01; Identificat
YMP-USGS-QiP-12.01, Instrument
YMP-USGS-QMP-15.01, Control of Non-Conforming Items
YMP-USCS-QMP-17.01, YMP-USGS Records Managesent

Wwv\f‘é’b

Assistant Director for Engineering
Geology

"‘P. 3 ‘ A
ifon and Control of Samples
Calibration i

Ltofafo0r

/ Date

jofoe /a8

© Date

{0-11-90

Dats

Jo/iz/5e

Date

19/1>/10

Date
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i Eff. Date
SCIENTIFIC NOTEBOOK PLAN
<>

Title

1.0 KURPOSE: This Scientific Notebook Work Plan has been Prepared to meet the
Tsquirements of YMP-USGS-QMP-5.05 for doct-encing activities conducted under

. Study Plan No. <3> » Title: <4>
» for the purpose of
<5>
w Modifications to the activities introduced here shall be documented, in accor-
-~ dance with Q<P-5,05, Para. 5.4.1.2, and controlled in the notebook specifically
assigned to the PI responsible for conduct of this work.
. 2.0 ORJECTIVE: The planned cbjective is <6>
- . {Sivesufficient dets’) topermit reviewsrs andothers
to understand what the work is intended to accomplish. )
3.0 mm_"QBK_M: In summary, che activity shall be conducted as follows:
<7>
= } (Describe proposed 4pproach including procedures and sethods for achieving the objectives. Include eny

| Rsndatory hold-points thet cen be identified at this stage of the procedure. Add sdditional pages as

| 4.0 RERSONNEL: Persons responsible for the work are <8> .

Principal Investigator and other contributing investigators who may be delegated

responsibilities appropriate to their qualifications and training. Key contri-

} buting investigators and other pPersomnel include <9>
. (List posttions such as tech-

) - Special qualifications and training required are as follow:
nicians when possible.)

¢ = iy
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- <10>
f (Stats the special requiresents for sach position.)
S.0 [EQUIPMENT: &
5.1 Essential Equipment and Materials: <i1>
v ) {List of meterials/equipment planned for the
b= | conduct of the sctivity: including any design or fabrication or experimenta) equipment. special handling,
.’., .
- | shipping, and storage requirements for equipment )
5.2 Calibration Requirements: All instruments and methods or systems shall
be calibrated in asccordance with YMP-USGS-QHP-12.01, Instrument Calibration,
| for quality affecting activities.
- 5.2.1 Equipment requiring calibration includss <12>
- (List equipment requiring
N
N
| calibration.)
- { 5.2.2 Calibration procedure is <13>
H List & calibration procedure for each item in Para. 5.2.1.)

6.0 POTERTIAL LIMITATIONS: <14>

{Describe potential sources of uncertainty/error which must be con-

trolled and measured, input data that is suspect, and any other Vimitationr.)



 NWM-USGS-
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7.0 QUANTITATIVE/QUALITATIVE CRITERIA: <15>

{specify quantitstive criteris, {.8., tolerances,

| oparating limits; and qualitative criteria, 1.e.. cosparative samples, as appropriats, agaimat which job

| performence may be svaluatad.)

. o

(Discuss any special work envirormmnt conditions that might

8.0 IMPACTS ON OTHER ACTIVITIES: <16>

~
- be spplicable, including impects this sctivity might have on other sctivities, and vice verss.)
-— |1 9.0 SUPERSEDED DOCUMENTS: This scientific notebook suparsedes NWM-USGS- <17
| .
I {number of superseded document, including revision namber, or atats "no document is superseded .)
D 10.0 APPROVAL: The above itens are subject to review and control in accordance with
~ QMP-5.05. All subsequent activities will be detailed in USGS Scientific Note-

| book No.: USGS-<18> , of which this documentation becones a

part. The following signatures authorize starting the described work following

the effective date.

| Principal Investigator <19> Date YMP-USGS QA Manager Date

| Technical Reviewer: <20> Date Technical Project Officer Date

GD Branch/NHP Chief: <21>
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YMP-USGS REVIEV/COMMENT RESOLUTION FORM

. Document No. and Title: _QMP-5.05, R2 Scientific Notebook System 3

Reviever Name(s): _Ajdzﬁq,_&hau Coverning Procedure: _QMP-5.03,

Reviewer Signature(s):

Date: _;
] Technical Reviev K] QA Review O other:
’ =
o REVIEVER'S COMMENTS RESPONSE
- coeaxt
»o. race
— | masomsmwcm | wo. coeaxTs accxrr | amsmcr JOSTIVICATION
N/A N/A| This QMP has been reviewed for compliance with
the reviev criteria in QMP-5.03, R5 Para. 5.3.1
- and has been found to meet the following:
~_ 1) Complies with (MP-5.03 x
~N 2) Complies with requirements of the NAPP x
3) Interfaces with other pertinent documents
- and presents no appareat conflicts x
..F‘_
M CDMMM'I"-'.

w» Justification(s) for rejection of reviewer’s comment(s) is/are found to be juciﬁ._«l:

GD Branch/NH 1ef£/TPO/QA Manager Date




THP-USGS REVIEV/COMMENT RESOLUTION FORM wB:

Document No. and Title: QMP-5.05, R2 Scientific Notebook Control of Technical Activities

Reviever Name(s): Tont 8. wleeiventasl

Reviewer Signature(s): _ # 0. el K.

Date: _ /2

REVIEVER'S COMNMENTS RESOLUTION
COMOENT -

. rasx
o RAJOR /NINOR -,

coarTS ACCEPT | AgJUCY REASORING 9
taradom " | 1 panra. 2 m"sumuvﬂ;m‘-' x |1. The QA Office has determined
- that this QMP wil) undergo
Lmasen A;rll para. 5 Ase  Sraciai mamering, swireiis, & immediate revision and review

. . and this ¢ n | -
SToRAL REPOIRIAMENTS FeR EPuisamsNT, ered at thmi:efi 1 be consid

3na A . . .
asen ‘:.z pass. S.2 = Cac.santied GuiIsLINGS x |See response to comment f#1.

ARE SPARSE. N CAv. mEsDS To Bg PERFeRmEd t
OUER THE RANGE ©F OPEAATIN) FoR §.....

.. EQuirMENT I T6AA SR PATA SoiiecTin) TySvua,
h - H CALIBRAT oA ACLURACIES SHeves BE STATED.
H RESERENCE To MANVPACTUREAR'S €ALISRATIeN

- PRecesuALS VENPORS CAi. PRecsPURES AEEP
To B& sSTATID,

"

W STANIARDS UISED NEEP Yo B& STATE:.

¥ Accvrsey or STAnPARSS USED NESPS TS BE
STATSS.

y 2.3 ” ' Ar" USRD Te AEASURS, |
Kf masen ATr. ] ABe sgeTien S5.2.3 “gpuirma - aa # x See response to c ot 1.
P-T| snet, ETc, THAT 15 EXEMPTE® FR0n REPUIRIS omme
CavionaTian (LIZT Cosmmtrcire. PEVICES VSED Yo smgasuat,
BASE, 27 wHEAS THE OPERATIIAL VARIASIITY Do8S

NOT EXCED AGURALY REQUIRIMENTS KoR THE PURPosES|
Brenets . TniearE sdworacr omEn s Acevmney WRSUS

ALEUANtY REPVIAEMENTS FoR THE WaRN B8NS NRWIA).

-

NA

* Rejection of resolution is found to be justified:

GD Branch/NHP Chief/TPO/QA Manager Date
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REVIEVER'S COMMENTS

pasa, 7.0 = £HANGS ! ToieRanes, OreRAving simivs

. ’ See response to
vo u Raneg oF ”lanﬂod, Acdunnsiss “'u;‘.’. p comment 'l'

A9S = OVERALL Quaurivativg Acsvancy Repuiass

FOR 8Acn Typs oF MaASuURSMENT,

s e, .
PARA. 8.0 Tamoacrs sl sTAER ActinivisS 18 smsy
PAAT oF WHAT AEEIE Te DS ASragssar
nuon.-’u‘ To UPLING PosvargnTS (1.€ Im 'acY
SN wASYE iSecavied, ETe.)

See response to comment #1

'
!
!
;
!
!

overaie, Ponvions op F. 05 ANEEP Te 98 pmenl
N ALISNMEArT WiTH 5.8] - Fon THE SANE
or c»»o::vuu)c.

-?:'_'_J

squitment 4 MATERIALS SECTIoN Snevss STATE See response to
THE MANWPACTURER'S GPERATING RANGE 1NawwPiié .

RecvBacy FOR EAn B QuirmaNT I TEA o onr,
RAnes ',Quunacy Pea A Pava CollacTion
Sysarsr Eneul® 8P APPREssts IN AA] svBRALM

SINSE (X APPLicanLt).

NA

GD Branch/NHP Chlef/TPO/QA Hanager

* Rejection of resolution is found to be justitied:

.
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Reviever Name(s): K.H. Causseaux, A. Riggps, M. Ciesnik,T. Mendez-ViRro
W, Wilcoxon,, C Peters
Reviewver Signature(s):

Coverning Procedure: _ QHP-5.03, R4

Date: 3/28/90

D Technical Reviev D QA Review E Other: NHP Comments

REVIEVER'S COMMENTS

CoNENTS JUSTIPICATION

Change Title to "Scientific Notebook Documentatio The QARD, R3 lists the require-
£ Technical Activities”. The purpose of the ment for this procedurs under

clentific Notebook is to document technical “CONTROL OF SCIENTIFIC INVESTI-
ctivities, not contGrl them. CATIONS". Under para. (b) it
furthar states "...two approachepg
that will be uyed to control -

scientific ‘investigations I B
activities,” Ve need to lea

ve s
the title as 1-.5&,,4/%'5 =
Para. 1: Line 1, delete prepare. This procedure hs e cviud_ text. A f

little to do with the preparation of work- vhat- '
aver that means. > Bt

Para. 1: Line &, change to "of a Scientific Note- The Sclentific Notebook, includ- y
lbook as a record in support of the Yucca Mountain M ing the scientific notsbook pla
»m{

The Notebook is used to record data, not produce is used to control, including dop=-."

umentation of, the scientific e
activity in order to produce
data. THis procedure is intended] *
to do more than provide a means

to document tlz collec ed data.
addud (ownert dbﬁ .

] - = d ‘
* Justificstion(s) for rejesction of reviever’s comment(s) ;a/‘u tound to bo "“‘t%ﬁ.t'ﬁ"“-“"‘vézhﬂ f AT Aoy Ao R

CD Branch/NHP Chief/TPO/QA Manager Date
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Reviever Name(s): See page |

Reviewer Signature(s):; Date: _3/28/90
A D Technical Review E] QA Review [x] other: _NHP_ Comments
REVIEVER'S COMMENTS RESPONSE DISPOSITION POR
MAJIR CONENTS
coeENt
wo. racg
RAJOR/MINOR | wO. coeenTs accery | agsece JUSTIPICATION accery
4-major 1 | Para.2: Line 2, what “YMP-USCS procedures"? ﬁﬂ: See revised text, Aol
Procedures need to te unambiguously identified. 4

S-major 1 | Para 2: Line 3, Is "QA Level I and II" applic- x See revised text. \
able to graded QA? QA Levels are inappropriate 1

the age of graded QA.

6-major 1 | Para 3.2: Linel, “Controllid Conditions"- aany x% Sea revised text.
experiments will be carried out under conditions

that are only partially controlled at best. Real

world experiments can almost never be carried

out under controlled conditions. (E

7-minor 2 | Para 3.3: Second line delete "item or" x

See revised text.
8~major 2 | Para 3.3: Line 2, "revise facts" if they are t-cés

s X See revised text.

they're not subject to revision. '
9-minor 2 | Para 3.4: Move "considerations" line 3 to follow] x See revised text.

"{nvestigation” in line4. Also, delete "of" in

line 3 replace it with "to".
10~-major 2 | Para 3.5: The meaning of this pavagraph is unclegr x See vevised text. !‘
11-minor Para 3.7: Needs editing to more clearly state itd x See revised text.

message. Change to "Technical Procedures are pro

cedures, prepared prior to beginning a technical

activity, that describe standard, routine, and/o

industry accepted practices. They may include...'

[4 .
» )
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Reviever Name(s): See page Governing Procedurs: QMP-5.03, R4
Roviever Signature(s): Date: 3/28/90

D Technical Review D QA Review E Other: __ NHP Comments

0ol .

REVIRVER'S COMMENTS ‘ RESPOMSE

covmnrs ) A, Jsye msuricarsos
Para 4.1: PI needs to be defined in the defint- PI is defined in several other
tion section. PlanCes 1in the QA Program, and
is not worthy of restatement in
this procedure. It is a coamonly
used term i{n the management and
conduct of the YMP program.

Para 4.1: Line 2, “controll:d" is inappro-riate In many respects even the perfor
Technical Activity should be documented, .sut con- mance of judgement calls are
trol is inappropriate in work requiring judge- done in a controlled setting, an
ment as in SNS. under guidelines. Controlled is
used in a wide sense in this prot
gram, and {s not to be taken as
negative or necessarily restric-
tive. See comment 1 above for
further information.

l4-minor Para 4.1: Insert ":" after the “for" in line | See reviged text.
15-ainor 3 |Para 4.1: Line 7, insert a comma after “that: See revised text.

16-major 3 | Para 4.2: Line 2, change to "this procedure when See revised text.
performing duties in an investigation covered by
the SNS." A contributing investigator may pecfor
important duties not designated by PI-important

part is that duties performed, for vhatever b
reason, conforme to SNS. ”
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Document No. and Title: QHP-5.05, R2 Scientific Notebook Control of Technical Activities Page & of 16

Reviewer Name(s): See page ! Governing Procedure: _®P-5.03, R4

Reviawer Signature(s): Date: 3/28/90

D Technical Review D QA Review EI Other: _NHP Comments

REVIEVER'S COMMENTS

coeaxt
w0.
MAJOR/HINOR . CoNaNTS o) JsTIrICATION
17-major Para 4.3: Linekt, Need to specify qualifications The qualifications of technical
for technicsl reviewers. revievers vary vith the assigned
review, and are therefore diffi-
cult to specify, and probably -
unduly restrictive. The require-
ment for reviaws, and reviewers
appear in QMP-13.07.

18-minor Para &4.4: Line 3, change to "...Chief, o delcgaTa, See revised text.
vees" for.consistency with QMP-5.05.

19-ainor Sec. $: Lines 3-S5, change to "...otr 2) a Tech- See revised text.
nical Procedure system. THis QMP concerns the

the Scientific Notebook System, and how the deci
sion is made for the Technical Procedure System.

20-minor Pars $: 2nd line, insert "of" following "assur-
ance”. Delete "implemencing” in line 3. ‘of" is a part of the sentence
t the appropriate place. "Impley
nting" vas deleted as part of
omment 19.

Para 5.1: line 2, Reference to NA Levels is inap- e revised text.
propriate now that graded QA is in place.

Para 5.1: Suggest to replace the sentence e ¢4 th% e revised text.
methodology required for conduct of the subject

shall be followed" by "The scientific notebook
system shall be applied when the methodology
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Document No. and Title: (MP-5.05, R2 Scientific Notebook Control of Technical Activities Page 3 om |
- -

:Fwﬁm Reviever Name(s): See page | Governing Procedure: QMP-3,03, R4 Ji{
- i
o Reviever Signature(s): Date: 3/28/90 ik

[:] Technical Review (0 oA Review

REVIEVER’S COMMENTS

CONENT
uo.
HAJOR/MINOR N coNarts _ JstiIFicasios

22-cont'd. necessary for conduct of a sclentilic activity:
1) largely requires professional judgenent; 2)
requires trisl-and-error methods; 1) is beyond
the state of the art, requiring development and
experimentation. %

23-minor Para 5.2: Line 2 and 4, uprer case should be use 20 be consistent, the lowver case
for "Scientific Notebook Plan" and *Scie tific will be used throughout this
Investigation Planaing”. rocedure for scientific note-
ook system.

24-major Para 5.2: This entire paragraph needs to be ee revised text.
clarified.

25-uajor Para 5.2: What defines "qualified”? o general qualifications can be
pecified. This cosmunicates that
in order to independently repeat
the experiment, the vorker needs
o have the capability to per-~
orm the work.

Para 5.2: Line 3, “Achieve the same results'-~ ts hard to srgues tha point here
In many cases, even the sane procedure exactly e project uses this terminolog)
will yelld different results. to communicate that within the
ontext of the given science, ond
hould bs able to ratrace as bes
s possible hov the dats werei
btained and té get equivaleit
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Reviever Name(s): See page |

Governing Procedure: QMP-5.03, R4

Date: 3/28/90

D Technical Review [J QA Review

REVIEVER’S COMMENTS

Coemnt
»O.
MAJOR/NINOR

26~-cont'd.

Para 5.3; Numerous editorial changes needed to
make this section say what !t apparently ie sup-
posed to mean. Change to read "As control led
documents,. scientific notebooks shall comply with
the identification requirements of. QMP-6.01. To
distinquish a scientific notebook from a tech-
nical procedure, a "T" shall be placed after the
docurent identification number of the scientific
notebook. For example, a hydrologic scientific
notebook might be designated as NWM-USGS-HP-181T,
RO. The identifying number is obtained from the
QA Office during preparation of the Scientific
Notebook Plan and shown as Revision O during
review, approval, and use. If the scientific
notebook is subsequently upgraded to a technical
procedure, the "T" shall be removed from the
scientific notebook number but the revision num-
bers shall be incremented by one. The above exam-|
ple would become NWM-USGS-HP-181, R] as a tech-
nical procedure.

results in the end. Judgement on
Fquivnlcncy obviously is a part

in the case of some earth sciencq
investigations.

{See revised text.
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Document No. and Titla: _OMP-5.05, R2 _ Scientific Notebook Control of Technical Activities Page 7 of 16

”l"l'ﬁ Reviever Name(s): See page 1 Coverning Procedurs: _QMP-5.03, R4
]

Reviever Signature(s): See page | Date; 3/28/90

D Technical Reviaw D QA Review

REVIRVER’S COMMENTS

¥

CONENTS . JISTITICATION

Para 5.4.1: "Initial Entry"” needs to be defined nitial entry is de ‘t'qed in the
in the definition section. xt describin ‘“ow 0 accomp-
sh the first ‘step of the proce;

Para 5.4.1: Does "Initial Entry" mean an entry QARD states "Prior to initi-|
in the notebook? If so, how can it be a controlleﬁ tion of the experiment or resea chw
document? Should this really say "As Initial the following entries..." The g

3
v

NP A S

Step?" USGS has packaged all the "fol-
lowing entries” into a required-
ontent format to be completed,

evieved, and approved as a firs
tep. This could have been put

irectly into the notebook. In-
tead, the form completed by thig g
rocedure is put into the. notebogk:
fter it has besen completed,”and ]
pprovad. This approach was takenqi
o help assure compliance with -
he requirements of the QARD, whi
ot unduly burdening the PI with
urther research on the require-

nts in thie area.

Para 5.4.1: Line 4, Change to management with a ee revised text.
document to ..." Document is a more appropriate
term than mechanisms in this context.
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Reviever Name(s):
Reviever Signature(s):

[0 Technical Review

See page |

Governing Procedurs: OMP-5.03, R4™¥
¥ Date; 3/28/90 *

E] QA Review

b ocher: _wup coments

REVIEVER’S COMMENTS

CoregNys

Justirscarion

32-minor

33-major

J4-uinor
35-minor
J6-minor
37-major

38-major

ara 5.4.1: Line ) and 2, change to "...following
nformation shall be provided in the Scientific

tebook Plan to imitiate...". Say vhat s meant
® requiring f1lling out SNP completely,

ara 5.4.1: Delete "and tole-ances” In S5th bullet

ara 5.4.1: Line 11, Suitable work environmental
onditions is a meaningless hodge podge of words-
ay what is meant- better, say "Impacts on other

tivities", & section heading in the SNP like nlﬁ
he other bullets.

ara 5.4.1.1: Linel, change to "A SNP shall..."

ara 5.4.1.1: Line 4, change to “...shall be
ermanently sttached..." Permanently is a much
re efficient way of comuunicating what is needed

ara 5.4.1.2: Lines 3 and 4, Study Plan and
cientific Investigation Plan should be upper CIIJ.
O

ara 5.4.1.2: 2nd sentence change to read “...fr
reviever, who 18 qualified...”.

ara 5.4.1.2: Line 1,"reviewer qualificd and
irected by the PI" meaning is unclear in this
ontext.

A

-

{hcrc are several vays to presenf
the requirements of this procedu
To change the wording of this
para. would necessitate a change
in the way the procedure flows.

See revised text.

>‘Suitahle work environmsental
conditions” are words taken from

the QARD.

revisad text.
revised text.
revised text.
revised text.

revised text.
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Reviever Name(s): See page 1 Governing Procedure;: QMP-5.03, R4

Reviever Signature(s): Date: 3/28/90

[ Technical Review 0] o Review k] other: NHP Comments

REVIEVER'S COMMENTS RESPONSE

coeayy
"0,

HAJOR/MEwoR Coeanys JUSTIFICATION

39-minor Para 5.4.1.2: 2pd line, through the 4th 1line ¢ vevised text,
should read "All changes affecting Sections 1,2,
and 3 of the Scienti’fc Notebook Plan (Purpose,

Objectives, or Proposed Work Plan) shall be made
in sccordance with the review and approval req-

uvirements of thig procedure,

40-najor Para 5.4.1,2: 4¢h sentence rhange “Proposs 4 Work pee revised text.
Plan" to "Tentative" to be consistent w/ Ace. |,

%l--&jor Para 5,4.1.2: Line S, state section ¢ of review
and approval requirements,

42-major Para 5.4.2: Line 1, Change to "$.4,2 IN PROCESS
ENTRILS - The..." and In Process entries needs to
be defined,

R N A S e v

3~minor Para 5.4.2: Line 2, "in-process" and "as they
oceur" are redundant.

4~major Para 5.4.2: Activities covered by the SNS may be
much more extensive than experiment/research -
"work" would be Bore appropriate here (3 occuranc

S-ainor Para 5.4.2: Lines 4 and 5, change to "As approp~-
riate, in-process entries shall provide..."

46-major Pars 5.4.2: Line 9, unclear - what prerequisite is refers to Project prerequi-
What provisions? ites, whichitendito change:and ¥

herafore are not fixed for iden

fication 1in o QMP,
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Reviewer Naume(s): Semng Coverning Procedure: QMP-5.03, R4 . E
u-"--';:"ii Reviewer Signature(s): Date: 3/28/90
0
i D Technical Review D QA Review [x] other: mmp Comaents
RN
. . REVIRVER'SG COMMENTS RESPONSK
comeny
#0, race
Matom/urmon | mo. coeants accars | axsecr JUsTIPICaTION
47-major 7 | Para 5.4.2: Line 12, n science, samples are mor See revised text.
often collected than used; what does ysed mean {
this context? :
48-minor 8 | Para 5.4.2.1: Linel, change to "...invoked in See revised text,
sclentific...",
49-minor 8 | Para 5.4.2.2: Add the referunce of the para- t would not be wise to identify
graph from the Q4P-17.01. pplicable paras from other pro-] - -
) edures because of subsequent
hanges that would have to be
arried into the referencing
) rocedure,
50-major 8 |Para 5.4.2.2: 1a¢ line insert "assigned by the QA See revised text. )
Office” after the word "be". Also, in the 10th i
line the statement "No open space shall be lefc",
This 1s not possible unless al) Pages are entirel)
blacked in. This doesn't achieve 1ts purpose, as B
there 1s alvays a Vay to add, into margins, etc. Tael
if somecne wanted to. ) perd O b
Sl-major | 8 |Para 5.4.2.2: Sentence 2 makes no sense he entire contents fo this para k{h\
re requirements. Some editing wqsP
one to help with the communicatfion
f these requirements.
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Ly

be in accordance with QMP-3.07, then gives the

minimum review criteria
£to _ar "

in para 5.5.2. Changpe 5.5

Reviever Name(s): See page | Coverning Procedure: QMP-5.03, R4 ' s
'Oﬂm o Ll
Reviewer Signature(s): Date: 3/28/90 = ~%
m':'. 23
] Technical Review [ QA Review B] other: __WHP Comments . BE AR
REVIEVER'S COMMEMTS Resronsx orsrosition o |
coemnt
»o. race *
KAJOR/MINoR [ wo. Covemuts senct JUSTIFICATION Accert | agecy
52-major 3 | Para 5.4.2.2: Sentence 3, at vhat point s bote ee revised text. M *
of page disgonalized off? ) 4
53-major 8 |Para 5.4.2.3: Is this mandatory hold point veri- his requirement will be deleted
fied by any document? Is it stated {n the SNP? from this procedure. The require
Who establishes it? nt for including hold points 1g
upposed to be addressed in the
ontrolling document, which in
this case 1s the Study Plan, as
xplained earlier in this pProceds "M i
54-major 8 |Para 5.4.3: “Final Entries" needs to he defined e final entries were introducec J -
in definition section, n the firsc Para. of this procedure.
55-major Para 5.4.3: When are final entries made? ee revised text. /
56~-major Para 5.4.3: 2nd 1ine "and the signature of & quall technical review of the note- 0""
ified technical reviewer.” I don't feel that thi ook is probably not as straight ':.“ Perst
is necessary. A Technical Report will be revieved orvard as & review of other on /ﬂ
echnical docusents. However, it |9,
8 requircd by the QAPP and what
t entaila ie indicated later in
his procedure.
57-major Para 5.4.4: Last line, delete Parentheses. ee revised text. HQ
58-major Para 5.5: 1ine3, states the technical review will ee revised text. %

section 5.5.2 of this QMP."

'3 L]
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[T [0 Technical Review O QA Review (x] other: __ NHP Comments

REVIEVER'S COMMENTS

comeExts . Jstiricattos
First line, substitute "vork” for "experiment" revised text.

Para 5.5.1: last sentence, unclear that technical revised text.
review is always appropriate. Why have a technics :
review of an entry that wmay be nothing more than
two signatures.

Para 5.5.2: line 1, specify what 1s being reviews revised text.

accary
Para 5.5.1: Timing of SN revicw not stated. revised text. l
-

el g 7&1..;@:_

Para 5.5.2: lat bullet with this statement the revised text.
reviewer is required to know the content of the
SP or the SIP. THis requirement may be impractics
or impossible to comply with. This should be the

responsibility of the PI, Section Chief, Program
Chief, or the QA Manager.
x he procedures referred to here

Para 5.5.2: 4th bullet-How can you reference
procedures for a Scientific Notebook Plan? Sup- are those independent proceduresi
posedly, the procedure has not been determined yq that might cover portions of the
work being done.

TS, P I

65-major Para 5.5.2: 8th bullet-change to "environmental® See revised text.

66-najor Para 5.5: lst line- the word "entries" may uis- See revised text.
lead an auditor into thinking the notebook itsel
is reviewed. This would be a data yreview, and
should not be described here.
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D Technical Review D QA Review [x] other: _NHP Comments

REVIEVER’S COMMENTS

Pars 5.6: How 1s the (A representative "quullflc e QA Program has definite traig-
This term is vory vague and subject to wide inte ing requiresents to perform work
pretation. under the auspices of the QA Off
Becauss the requirements for
reviewing vary with the review,

tter of reviewer qualification
is left to the QA Manager. To
specify the qualifications in th
procedure wouldbe unnecessarily
restrictive,

Earlier comments re "Work environment conditions' "y revised text.
Line 4, not an appropriate part of SNP & revised text.

Line 5, Impacts to natural barriers very spaci- revisad text.
alized consideration. Inappropriate to most stud

Para. 5.6, line 4 states the technical review be revised text.
in accordance with QMP-3.07 then gives the mini-
sum review criteria in section 5.6.2. Change 5.6
to state ".,.in accordance with QMP~3.07 and
section 5.5.2 of this QMP".

Para 5.6.1: Line 2, Change to "...by the preparer ' revised text.
in cooperation with the YMP-USGS..." Resolution 3
of problems should be s cooperative effort.

Para 2.6.1: Responsibility for assembling review revised text.
materials i3 unspecified.

, ;.,,..‘.«_‘(,.u.’qlQf""}:r.-‘e‘ T
.
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REVIEVER’S COMMENTS

CONENTS ACCEPTY, JUSTIFICATION

Para 5.6.2: Line 7, Its not stated vhat is being See revised text.

eds to be said is that reviev needs to assure
that the SHP is filled out completely and approp-
riately.

76-major | 10IflPara 5.6.2 is maintained largely in ies present
form it requires much editing for clarity to say
What it apparently is supposed to say.

77-major | 10 I:au 5.6.2: 3rd bullet; further define “others”. | See revised text.

78-major | 10 [Para 5.9: Why 45 day intervals? Why not 90 day or ; z Ws“ revised text for most of thi

180 day intervals? Why not at the conclusion of commant, The last sentence con-
of the research? Last sentence of the request 1is cerning further entries after
junreasonable and unnecessary. the record is submitted is
79-major Line 1, earlier co-en::. *Work Environment Cond- deemed necessary to preserve the

ftions” apply her teo. X'nfi‘ﬂor“iojocu for same accuracy of the record that has

See revised text.

revieved. %
Para 3.6.2: is a waste of time and space. All that % See revised text.

See revised text.

80-major ara 5.7: Line 2, delete "be used and"

81-major ara 5.7: Line 5, insert "if needed" before "with
ppropriate...”, otharwise it implies that as one
an ever do an acceptable job the first time arourd. )

reason that was given to Comment # 33.e——— g already been submitted to the LR¢

See revised text.

. |82-major ara 5.8: State clearly the qualities that make The word “appropriate" does not
echnical procedures appropriate. appear in this paragraph,
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[) Technical Review ] aqa Review

NHP Comments

Date: 3/28/90

CoNENt
90.
MAJOR/MINOR

JOSIIrICATION

R

83-minor

84-major
85-major

86-major
87-major
88-major

89~ainor
90-major

91-major

Para 5.8: Lines 3, 4, and 5, several items
be in upper case.

Para 5.8, Line 5, delete "implementing'.

Para 5.9, Linel, Specify type of notebook,
scientific notebook”.

Para 5.6: Investigators should not have tc
fy lack of activity at end of 45 days just
that there was none.

Para 5.10, Line 1, specify what document.

Para 5.10: Lire 2, Editing clarifies meaning,
“,..shall either be the date of approval..."

Para 6.2: Line 2, specify the time period.

Para 6.2: Line &4, Who will compile QA Record
Package?
Para 6.2: Line 1, delete "Individual Records: “;
Line 3, change to "letter stating there are no
ntriee"; line 5 change "experiment" to "work".
se editorial changes have previously been
ustified.

ara 6.2: delete 4th bullet; see previous comment

revised text.

revised text.

re&t-ed text.
revised text.
revised text.
revised text.

revised text.
revised text.

revised text.

revised
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REVIEVER'S COMMENTS AEsrouse

CoemNts JISTIPICATION

el
Para 4.0: If the author must include all person- No change needed here, because
nel does the SNP aeed revision each time & new this procedure allows the type o
person gives input to the method. This would be change mentioned to be noted as
be very impractical and unnecessary, an in-process entry. Except for
the PI, rarely would a person's

ame ba used,
Para 4.0: Lines 2 and 3, place a period aft:r In- The intent here is to comsunicat

vestigator and delete the rest of the sentence. the scope of the workers and vhal

type of workers are expected to
be finvolved.

Para 5.2: This is inappropriate in an environment
here the vork is to set up equipment and develop
procedures. The equipment should be calibrated

See revised text.

niques-in this case the requirements can't be

. stated or complied wiht beforehand.
96~minor Para 5.2.2: Change to "Calibration procedure is % See revised text.

(13).." to tmprove wmeaning.

97-major Para 8.0: Totally unclear what "work environment
conditions"weans.
98-major Para 9.0: SNP 1s not a technical procedure.

See reviged text.

See revised text.

99-major Para 9.0: Insert “no document superseded” option
in this paragraph.

See revised text.
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A:
i Reviever Name: __ virginia M, Clanzme "
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Reviewer Signature:
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Date: _12/7/89

* mvinen
REVIEVER’S coMMENTS RESOLUTION DIsresITiON FOB
R amemirs
caesnt
»0, race
MAOR/NINGR | wo. coeants accery | nescer REASONI NG Accert | axmcr
l- all | This qQMp 14 confusing, The text svitches back and
t wil k
forth betveen descripeions of the Scientifie M :1;:: ::-f::ur: t:‘,::“::t.::
! Notebook Plan and the Scientific Notebook ftself, made,
) It fs doubtful that someone newly assigned to

work on the Yucea Mountain project would be able -
to read through thig procedurs and know whe to d

,.
2-edic. |2 To make the firge sentence grammatically correce,
& comms should be inserted following "basis" in SQ

first 1ine; “and 15" should be inserted before

"used" in the second line.

l:'\
&
e
3
3-major Section S and throughout the procedure: Change x Rejected becauss of OA Office >
“technical implementing procedure" to "technicsl determination that this procedu v"1 .
procedure”. The two terms are used interchangeabl} will immediately undergo another 4
throughout this procedure, which may be confus~ revision requiring a reaview at ®
ing to new personnel assigned to YMP work, Sectio vhich time this comment will be R
5 twice refers to the "technical implement ing considered ©
" ®
procedure”, The definition under Section 3,7
defines "technical procedure”, ~.
4-minor 's.ectlon 5.2; Add *

«soin this procedure” following )
»++88 described” at the end of the third sentenc M
Delete comma following "results" in last sentence

* Rejection of resolution is found to be justitied:

GD Branch/NHP Chief/TPO/QA Hanager Datce




5

s

“",n"ml‘! ) )

"miulm !

Lol

[
N

Tt
O

Hovnmithe
A

o

YHP-USGS REVIEW/COMMENT RESOLUTION FORM Page 2 of &

Document Title:

Reviewer Name:
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QMP-5.05, R2 Scientiffic Notebook Control of Technical Activities

Virginia M. Glanzman

123 /ps

WBS#: 1.2.9.3
QA: QA

REVIEVER'S COMMENTS

RESOLUTION

coEnts

ACCErY

Section 5.4.1,2: Second sentence states that -odﬁ
fications will be approved by a reviewer “ees
qualified and directed by the PI...", This state-
ment conficts with Sections 4.4 and 5.5, which
assign responsibility for certification aud
direction of reviewers to the D Branch/NHP Chief|

Section 5,4.2: Second line, change the word
“procedure” to “experiment /research”. The note-
book records activities of the experiment not thel
procedure, Seventh bullet, add “interim" pre-
ceding the word location., The in-process entry
will only show the interim location of the data
prior to final submittal of the data to the LRC,

Section 5.4.2,2: This section 1a very confusing.
The second sentence (ninth line of paragraph)
implies that the experiment will be signed off on
& daily basis, however, section 5.4.2 does not
discuss daily signoff of entries, If daily eign-
off is to be required it should be stated under

g

5.4.2. The subject sentence 1s made additienslly

* Rejoction of

$0°

See response to Comment /3.

Seea cosment response
PR

rosolution 1y found to bu Justitied:

NA

GD Branch/NHP Chief/TPO/QA Hansger Date
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W”Tﬁi Roviewer Name: _Virginia M. Clanzman
i, ‘
st Reviewer Signature: See pq(},\ /o{) v Dace: /2)72 /P

S

REVIEVER'S COMMENTS RESOLUTION

COMMENT
"o,
RAJOR/MINOR . CONENTS

T-cont'd One can underetand the restriction to changes
after the quarterly subaittal to the LRC as out-
lined in Section 5.9, however, the sentence ia
anbiguous as to whether changes can be made aftay
daily signoff. Furthersore, Section 5.9 riquires
submittal of copies to the LRC every 90 days,
but does not specify that entries must be signed
off for an on-going experiment. The last sentenc
does not belong in this section. It should be T
moved to sectfon 5.4.3 PINAL ENTRIES.

Section 5.4.4: The parenthetical statement "(or We had previously worded this
included in a techntcal report)” should be Paragraph to avoid any inter-
deleted. The statement can be misinterpreted to pretation that such documenta-
require discussion as outlined in the following tion might have to be done ia
sentence of the procedure to be included in a technical report. How can this
technical report (i.e., publication). Such parenthetical statement beginni
discussion may not be appropriate in the publica- with "or" be interpreted as .
tion, especially page restrictive journsl articlep. tequiring details of the final

Section 5.5: This paragraph is also very confusi entry be put in a technical repprt?
It appears to be mixing technical reviev of the

M
* Rejection of resolution is found to be justilied:
GD Branch/NHP Chief/TPO/QA Manager Date
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REVIEVER'S COMMENTS RESOLUTION

CoNENTS

plan and technical review of the notebook. The
firet sentence refers to Scientific Notebook Plan
final entries. The plan 1s signed off before the
start of work, thus, there are no final entries
to the plan. If "finsl entrfes” is deletel froa
the first sentence, the entire paragraph with the
exception of the last sentence would apply to the
plan. However, 1f "plan" s deleted from the
sentence, the paragraph appears to go back and
forth between discussing the plan and the noteboo
As in my previous comments regarding this oMP
(April 1989), I am disturbed by the requirment of
a technical review for the notebook. In essencs,
a reviever {s being asked to review raw data., The
verification activity required under section
5.4.2.3 vill review the notebook "...to demons-
trate that (1) the tecnical objectives of the
investigation are being or have been adequately
addressed by the work performed and (2) the
investigation complies with all approprisate and
applicable QA documenation requirements.” {quote

from OMP-3.10). To require and additional technical
revtﬁv of t!les n&t‘shfotk s redundant NA

* I!cjuctton of vesolution 0 he Juntifiad:
GD Branch/NItP Chief/TPO/QA Manager Date
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