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° A performance copy of the rocedure is readily available

J The activity is being conducted exactly as stated in the procedure.
However, the procedure w  be open and in continuous use if:

. A trainee is performing the activity

° Supervision or management :s directed the user to do so

o The activity being conducted is nonroutine, complicated, or infrequent

o There is evidence, in the form of incidents or observations, that show a general
weakness in procedural knowledge

J The procedure contains signoffs

. An error in performance co | cause significant adverse impact on the facility

. The procedure contains an  ‘:rational Safety Limit.

Laboratory personnel shall be capable of performing the immediate action steps of 'emergency
procedures without reference to the procedure.

Activities shall be conducted in a deliberate, methodical manner. In addition to strict
adherence to procedures, the individual shall continuously evaluate the activity based on their own
logical approach. Before performing any procedure, personnel must think about what could go
wrong, what should occur as various st s are performed, and what they should do if expected events
do not occur. There are very few problems where the personnel do not have a few moments to plan
their actions, consult procedures, an then act. :

The.requirements for personnel to  llow procedures do not relieve them of their respomlblhty
to think and to ensure that their actions maintain the laboratory in a safe condition. If doubt exists in
a person’s mind about what will happen they do a certain step of a procedure, the person shall not
perform that step. Instead, the person shall stop and notify appropriate management and obtain
clarification. Similarly, if 2 person believes a procedure to be incorrect, that person shall stop and
notify management of the discrepz y. The person shall not proceed with the evolution until the
procedure is changed and correct in accordance with Section 3.9, "Laboratory Procedures.”

1.2 Safety w be the first priority in all areas of activity.
1.3  Safety is a condition of employment.

1.4 Personnel w observe all Master Safety Rules.
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2.0 RECORDS

Any records generated as a result  activities described in this section will be managed in
accordance with applicable Records Inventory an Disposition Schedules.

3.0 DESIGNATED REVIEWERS

Designated Reviev~~_Organizations CMPOC
222-S Operations (Champion) T6-16
W . ' S3

4.0 REFERENCES
| LAP-111-000, Laboratory Procedure P. =55, Hanford Analytical Services, Richland, Washington.
WHC-CM-3-5, Document Control and Records Management Manual.

WHC-CM-5-4, Laboratories Administration.
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1.0 PURPOSE

This section implements the requ  nents of WHC-CM-3-5, Document Control and Records
Management Manual, Section 12.5, "T  aical Procedure Standard,” as applied to the Hanford
Analytical Services (HAS) tec iical and edministrative procedures process. The HAS procedure

process is implemented by the Proc Administration (PA) function of the HAS Records
organization. Specific assignment ¢ process responsibilities, and format and content guidance,
are presented in Laboratory Admin . Procedure, LAP-111-000, Laborarory Procedure Process.
2.0 SCOPE

This section applies to all activitic involved in processing the following HAS procedures:

o Laboratory Admi :ive Procedures (LAPs)
. Laboratory Analy >rocedures (LLAs)
e Laboratory Computer Procedures (LCs)
e Laboratory Esse Materials Procedures (LEs)
o Laboratory Oper: ©  ?rocedures (LOs)
e Laboratory Quali ntrol Procedures (LQs)
o Laboratory Reference Material Procedures (LRs)
e Laboratory adiolc il Control Procedures (LRCs)
. Laboratory specific  intenance procedures
o Laboratory specific  :ventative maintenance procedures
o Laboratory Techno 7 Procedures (LTs)
. Laboratory User T  (Blue Users)
This section does not apply to instructions, other sections of this manual, or to work
packages.
For the purposes of this sectio .term "procedure” is synonymous with "technic and
administrative procedure”, unless spe lly designated otherwise. See this manual, Section 1.1, for
the HAS policy regarding ¢ ity prio ind proce ire use and compliance.

Deviations from the r iireme f this section are documented and approved by waiver as
identified in WHC-CM-1-3, Manage Requirements and Procedures, MRP 2.21, "Controlled
Manual Waiver Process.” :

2.1 Implementation

2.1.1 Existing procedures are br  3ht into compliance with this process as they are revised.

2.1.2 New procedures are deve  :d in compliance with this process.
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4.0 TRAINING
4.1 Procedure Process Training

All personnel participating in  :cedure development, review, approval, and processing are
trained and qualified, and have atter | e HAS procedure process training. Training requirements,
methods, and documentation are establi: d by the Manager, Hanford Analytical Services, and are
available in this manual, Section 4.0.
4.2 Training Requirements

Training requirements create by a procedure change or development of a new procedure are
determined by the technical authority ar locumented on the PRAF. ‘Training options include full
training (or retraining), review of the p;  :dure before performance (read-through), or no training
required. These training options must be designated on the PRAF by the technical authority and
approved by the approval authority before the procedure can be released.
5.0 RESPONSIBILITIES
5.1 Manager, Hanford Analytical Services (or designee)

. Establishes the procedure -ocess defined herein by approval of this manual section

. Issues, on a periodict , an approval authority memo that assigns authority and
establishes accountabil ~ ‘or HAS procedures

L Sets the policy for procedure use and compliance (see this manual, Section 1.1)

. Determines training requlremems for procedure writers, technical authorltles and
- _rev1ewers , -

. Ensures personnel particip 1g  procedure development, review, and approval are

trained and qualified to do

Specific responsibilities for all activities are assigned in LAP-111-000, Laboratory
Procedure Process.

%

K
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6.3 Use of Controlled Copy Procedures

Approved procedures are readily available in controlled locations throughout HAS facilities.
Normally, they are maintained in notebooks or electronically, via the Laboratory Procedure network
rectory. Normally, only PA personn > authorized to make changes to goldenrod procedures in
ese contrt  ed locations; however, exceptions do exist and are documented.

Goldenrod procedures are contri  ed performance copies. They are identified as valid by a
triangular release stamp and notebook number on page 1, and by being issued on goldenrod paper.
They are kept current by inserting PCAs by issuing updated copies.

Goldenrods are normally the only valid performance copies used to perform an activity;
however, use of verified white copy procedures is permitted; for example when a goldenrod is
neither practical or desirable:

. To avoid contamination

] To perform a procedure r 1iring signatures, such as for hold points, etc.

White copies are single-use copies, valid for a one-time activity. White copie§ must be verified
before use to be the most recent revision and documented as such by:

1. Comparing the procedure page-by-page with the same goldenrod in the laboratory
2. Contacting PA to verify the procedure is indeed the latest revision before use, then
3. Printing and signing the user name and date in the "approved for use” block in the lower

right-hand corner with user name and date.

Upon completion of the activity, the white copy is destroyed or included as part of the work
package, surveillance, shift log or activity for which it was used.

White copies are obtained ele onically on the Lab Procedure network directory or i hard
copy from PA.

6.4 User Test ("Blue User")

A user test is a procedure norn ritten for one-of-a-kind, nonrepetitive activities. In
addition, it may be performed to doct a peer review ar to qualify a method. It can also
evaluate a new or changing procedure¢ * controlled conditions.

User tests are accompani¢ by a PRAF and all appropriate approval signatures required for any
procedure release. User tests are p ted 1 blue paper for unique identification.

The user test is controlled by the TA. Chan;  during performance are handled as
modifications or revisions, depending on :ir impact to the actual test. Modifications of approval
designator "NA" are documented by marking up, initialing, and dating the hard copy. The changes
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are also noted in the shift log, and approved by the TA and approval authority or the Shift Manager-
or designee. All other changes (including revisions) are handled via the PCA process described
herein.

Any active procedure being converted to a blue user is inactivated during the blue user test
period.

7.0 PROCEDURE CHANGE CONTROL, REVIEW, AND APPROVAL
7.1 Procedure Review and Approval Form (PRAF)

The PRAF form authorizes and documents the processing of permanent procedure changes or
approvals of a new procedure. It acts as the authorization for procedure development or changes. It
documents basis for changes and justification for new procedures, reviews and approvals, and
disposition of comments. The PRAF becomes a permanent part of the procedure history file. All
procedure approvals are obtained and documented on the PRAF.

The requestor of procedure changes or new procedures provides information in the shaded
areas of the PRAF to PA to initiate and implement the change process. The most current PRAF is
available from PA or electronically on the Lab Procedure network directory. See Attachments 2 and
3.

7.2. Change Control

Procedure changes are nécessary to ensure procedures reflect current practices, equipment
changes, and new requirements. When need for a  ange to an approved procedure is identified, the
change is initiated and processed in accordance with this section. The review and approval process
for each procedure change is documented on a PRAF.

Changes to laboratory technical procedures are considered either modifications or revisions.

7.2.1 Modifications (or Field Changes)

Modifications are approved on a PRAF and in accordance with this section.

Modifications are limited to:

. Alterations that do not change the procedure’s intent, quality, safety, or process
o Format changes that do NOT alter the technical content of the procedure

o Correction of grammatical, typographical, or spelling errors that do NOT affect:

—  numbers ther than page, step, table, figure title numbers, or gt--*--
typographical errors) : ‘

»



WHC-CM-5-4, Laboratories Administrarion - o c g '." ' L 3.9

Laboratory Procedures Page 8 of 15

— units of measure, including updates to metric configuration

—  nameplate information/data
—  acceptance QC criteria, detection limit, accuracy, and precision

. Update of position or organizational names or titles, if the change does not alter
responsibilities with regard to HAS laboratory procedure functions

. Update of references, unless there has been a change in the reference that affects
the technical content of the procedure

o Pagination, table, or figure title number changes.
7.2.2 Revisions

Revisions include any change that  2s not meet the criteria of a modification, including
modification of a regulatory method. Typical revisions include changing the technical content of a
procedure, altering results, or affecting the approval designation. A technical change is also initiated
when a procedure is determined to be dif ult to follow. Normally, no more than five modifications
are incorporated before a procedure revision is required; however, exceptions do exist, based on
extent of changes and procedure flow. A chnical change to a procedure is approved on a PRAF.
Technical changes made and incorporated into the procedure conform to criteria set forth in this
section.

7.2.3 Incorporation of Changes

Approved changes are incorporated in accordance with this section. Pen and ink changes are
not allowed on performance copies. The use of tape or obliterating agents in a procedure is also not
allowed. A procedure revision is initiated when a procedure has been affected by changes to the
point the procedure is difficult to follow. .

[y

724 'Terhporary Changes (PCAs)

Temporary changes are issued via Procedure Change Authorization (PCA) to immediately
implement a temporary change or permit a temporary departure from an existing procedure for a 90-
day period of time or for the duration of an event. Extensions up to 30 days may be obtained by
contacting PA, who extend the expiration date and issue new copies. PCAs are issued on pink paper
and considered controlled documents. The most current PCA form is available from PA or on the
Lab Procedures network directory. See : i it 1.

Only one PCA is allowed on any ¢ . procedure at any given time. Any outstanding A that
exists against a procedure is incorporated into the new revision or canceled upon issuance of a new
revision. A: v PCA is issued if needed.
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Procedure Change Authorizations are required to be reviewed and approved per the approval
designator assigned by the TA (refer to WHC-CM-3-5, Section 12.7, Table 1). The fi owing also

apply:

J The requestor (normally te nical authority) submits an approved PCA to PA at the time
of the change.

. A PCA number (for example, SL-XXXXX) is assigned by PA.

o The PCA number is placed on each page of the procedure that is changed by the PCA,
and on each PCA continuation page.

o PCA format can be any of 2 following:

— PCA continuation pages. A new PCA continuation page is used for each page of
the procedure that is changed. Changes on multiple pages of a procedure cannot
be combined onto one PCA continuation sheet.

— Annotated pages. If PCA changes allow, a marked-up copy of procedure pages
are attached to the PCA. If this method is used, each changed page sh | be
identified on p: . 1 of the PCA.

— Annotated document. A marked up copy of the entire procedure is attached to the
PCA.

If a deviation from a procedure is :quired and a PCA number cannot be « air  from PA in
a reasonable period of time (such as during a weekend), a mark-up copy of the procedure is made and
documented on a PCA form, approved in accordance with the approval designator, and submitted to
PA on the next business day for processing.

If a PCA is written that applies'o1 -’ for a specific time period or for specific activities, that
PCA may_be canceled upon completion of the work activity or time period. Cancellation of a PCA is
accom] shed by obtaining the original ¢ y of the PCA from PA and ac¢ iring the required dated
approvals in the "Work Completion/Cancellation” block.

"
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7.2.5 Inactivations and Voids

When procedures are temporarily or no longer required, they are removed from active status.
The following are us¢ to remove an active procedure to an inactive (hold) or void (canceled) status.

1. Technical authorities and/or approval authorities notify PA that a procedure needs to be
removed from active status. The notification to be inactiva  or voided, and the
effective date for change of status is included. Normally, a PRAF is used for this
notification.

2. Procedures Administration enters the inactive or void notification into the tracking
system, removes the procedure from the controlled location(s), stamps the original
procedure "Inactive” or "Void," and files the notification in the procedure history file in
the Laboratory Technical Information Center (LTIC). ‘

.

7.2.6 Reactivations

Reactivation of an inactive procedure is initiated and documented on a PRAF. Normally,
reactivati ; result from a renewed need r a procedure or to restore a procedure that has passed its
periodic review. An inactive document can be reactivated and placed back into use without a review
if the periodic review date has not passed. However, if the periodic review date has passed, the
procedure requires a full review by thet nical authority, approval authority, and those required by
the approval designator before reissue. Void procedures cannot be reactivated.

7.3 Review

All organizations and personnel that formally request or are required to review a procedure are
provided an opportunity for such review. Each reviewer icuments comments in black ink and signs
the PRAF after comment resolution ar :orporation is complete. ‘In such instances when one
reviewer marks up a change after othe  ve signed for their review, the procedure and/or change-
will be rereviewed and new signatures ined as determined by the TA. Comments received during
such reviews are facilitated by PA, and resolved in total between the technical authority and the
reviewers. Normal review time is five v king days.  eviations in review periods are negotiated
between the technical authority and reviewer, and PA is notified.

Minimum review and approval requirements for new or revised procedures, modifications, and
PCAs include the technical authority, approval authority, = ise required by the approval designator, -
and PA. '

The approval signator of the PRAF indicates - impact of the ange being approved, not
that of the original procedure (unless the ocedure is new). The approval designator of the
procedure and the PRAF are not always . same.

Cross-disciplinary reviews are perfo .ed whenever any of the |lowing conditions apply.
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Procedures are tracked by PA to determine when periodic reviews are required. Technical
authorities are notified to ensure periodic review and any required changes are completed as
scheduled. The review is documented on the PRAF and submitted to PA for processing.

Any procedure that has not been reviewed, and/or had changes completed, and been released
by its required periodic review date is considered invalid for use. It will be inactivated on the day
following the periodic review due date.  iese procedures will be removed from controlled locations
and remain in inactive status until review is completed or notice of reactivation is processed.

7.3.4 Final Administrative Review
Before release for use, a final administrative review is performed by PA to ensure the

p edure is accurate and consistent with the procedure process defined herein. The fi owing are
addressed in the fini review. ’

. The procedure meets guidance for format and content.

. References specified in the procedure are current and applicable.

. Reviews are performed by  identified reviewers. ~

. Any change made after initial reviewer signature has been rereviewed and approved (as

determined by the TA.

. Comments are dispositioned and incorporated, as applicable,

7.4 Approval and Telecon Approval

A procedure is approved, at a minimum, by the TA, approval authority, and PA in accordance
with the assigned approval designator. Procedure approval is obtained on the PRAF and can be in
written form with signature or initials, by documented telephone conversation (telecon), or sent
electronically via cc:Mail or telefax. Signatures are required in black ink only.

The person called to perform the review and grant an approval accepts full responsibility
for ensuring that the review rform¢ is adequate for the approval granted.

. su€ person requesting a  oval documents the  jrov. on the PRAF or procedure by
printing the date and the me of the person cailed near the change made and approved;
then signs and prints their name near the name of : perst giving approval and
indicates the approval was  r telecon.”
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7.5 ecords
Procedure Review and Approv. 'ms and associated procedure process documentation
become quality records. Use care to ¢ readability and comprehension. Use black ink only.
7.5.1 Indexes and Files

The fc wing indexes and files are maintained by PA. Most hard-copy and istory files are
maintained in the LTIC. .

] A master database of proce .res

. A master file containing a controlled master of the most current version of the procedure
generating goldenrods. :

. The back-up electronic (computer based) procedure master file
. .mergency operating proce .res are maintained in both hard-copy and electronic format.
7.5.2 History File
A history file is established and maintained for each procedure. It contains a record of
procedure reviews, approvals, and comt 1ts and their disposition. It may also include basis
documents such as developmental refere 35 as provided by the TA. The file is available in
hard-copy or via other archival media.
7.5.3 Disposition
Any records generated as a res! ‘employing HAS procedures will be processed through data
package, work control, or other laboratory activities and dispositioned in accordance with applicable

sections of WHC-CM-3-5, Document Control and Records Management Manual and ap] cable .
Records Inventory and Disposition Sche es. T

8.0 DESIGNATED REVIEWERS

" Designated Reviewing Organizations MSIN
Procedures Administration ( a ion) T6-03
222-S Procedures Conduct of Operations Champion T6-20
Quality Systems T6-16
Operations Support : | T6-51
WS( . S3-28
222-S Operations T6-12
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9.0 REFERENCES

LAP-106-100, Waste Stream Fact Sheet Development and Issuance (Predesignation of Waste),
Hanford Analytical Services, Richland, Washington.

LAP-111-000, Laboratory Procedure . cess, Hanford An tical Services, Richland, Washington.
WHC-CM-3-5, Document Control and = ords Management Manual.
WHC-CM-7-5, Environmental Comp nce Manual.

WHC-SP-0708, Westinghouse Hanford Company Conduct of Operations Manual.




WHC-CM-5-4, Laboratories Administration o o o

Laboratory Procedures

ATTACHMENT 1

HANFORD ANALYTICAL SERVICES
PROCE URE CHANGE AUTHORIZATION
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PROCEDU! EVIEW AND APPROVAL FORM
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Attachment 2. Procedure Review and Approval Form (Sheet 1 of 2)

ANALYTICAL SERVICES
Proce ‘s Review and Approval Form Page )| of

[ ] rericOK REVIEW OF LABORATORY PROCEDURE

Procedurs Review Dits

O#ts Due to Proosdures Adeninietrston

()] This laboratory procedurs has been ryviewsd as
required and found 1o be sativfactory for conmtinued
safe operstion.

D Change Recuirad

(Technical Authority) {Date)

(Approval Authority)

Procedure Review
(plosse sipn In black ink ordy)

With Add’l NOT ACCEPTABLE
Asle Changes (see pape 2)
{eve page 2)

( ( ]

(Technical Authority Sipnaeture) {Print Name} (Date)
{1 [1 (1]

(Validutor Signaturs) I ] walk-through [ ) reference [ ) siwdation { ) table-top (Dats)
() [1 {1 ‘ — 2t

- =T (Operatons Signature) {Primt Name) (Date}

{1 [] (]

{Safwty Signature} (Print Narma) Dsta}
[ [ [1]

{Environmaental Signature) {Prirt Name) Data)
(1] [1 []

{QA Signatare) {Print Name) Mo
{1 [1 (1]

{Other Signature) . ~TRS (Prirt Name) (Data}
[] (] [1]

{Other Signature) {OrgJ {Print Nama) [Date]
[1] (1] [1

{Other Sipnrture) {Org.} (Print Nama} (Ooa}

PRAF.FRM 12/16/95

»
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Attachment 3. Maintenance )cedure Review and Approval Form (Sheet 2 of 2)

Review and Comment

Srpnature Thte/Org Date

Review and Comment

Signature Tria/Org Dats

APPROVAL AUTHORITY
1) ALL OBJECTIONS RESOLVED
{ ) UNRESOLVED ISSUE EXISTS

“TEonature] Wate]

‘For F.__adures Administration Usa . Onl

PROCEDURES ADMINISTRATION (review for WHC-CM-§—4 complance, insert rele ses dots, move t hetwork, notity work control, fils masterd Dist. Inftdsle

PRAFMAN FRM 08/22/96
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. Detailed enough to allow performznce without interpretation? [___] Yes D No D N/A
L4 Too dctai]cd? D Yes D No D N/A
8. Are notes, cautions, or warnings placed directly ahead of the
’ ’ Y \ \
steps to which they apply? D ° D No [ A
9. Does procedure include signoff spaces for independent verifications? [___] Yes D No D N/A
10. Are graphs, charts, and tables adequate for readability and use? [:] Yes D No [:l N/A
o Are they compatible with the procedure? D Yes D No D N/A
. Can values be extracted or interpolated easily? [___] Yes L] No [:] N/A
J Are units of scale and measurement useable? OYes No [ wa
. Are titles descriptive of contents I use? ’ [:] Yes D No ['_‘ VA

11 Do included worksheets or data sheets provide sufficient space to record data or ,
perform necessary calculations? D Yes D Ne [:] NIA

12, If any folow-up action, test, or procedure must be performed, is that action clearly [___] Yes D No ]N/A

identified?
o Are correct personnel specified? [ yes [ No IN/A
* Are reporting chains specified correctly? [:] Yes D No [:] N/A
. Are actions or referenced procedures specified correctly? [:] Yes D No ] N/A
13. Is the procedure updated to current guidelines? [:l Yes D No ] N/A
. Technical guidelines (such as Tech Specs) O ves [T No TN/
° Format editorial rcquirehacnts D Yes D No ] N/A
Reviewed By: - ] , .-
Print Name Signature Date





