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PREPARATION OF PROCEDURES

1.0
Scope
This document applies to the preparation and revision of all Battelle Columbus Laboratories Decommissioning Project (BCLDP) procedures that affect the quality of the Decontamination and Decommissioning Operations (DDO) program. Procedures that are issued more than 60 days after issuance of Revision 8 to this procedure shall comply with the requirements of this procedure. Procedures issued earlier may comply with Revision 7 or 8 of this procedure. All procedures must comply with Revision 8 of this procedure within two years of issuance of Revision 8.

2.0
Purpose
The purpose of this document is to establish requirements and methods for the preparation and revision of procedures within the DDO.  This procedure, in conjunction with Procedure QD‑AP-6.1 (Reference 3.1.1), implements the requirements of DDO Quality Manual, Section 5.0 (Reference 3.1.2).

3.0
References, Definitions, and Developmental Resources
3.1
References
3.1.1
QD-AP-6.1, Document Control 

3.1.2
DD-MN-01, DDO Quality Manual 


3.1.3
TD-AP-3.0, Qualification for Critical Procedures



3.2
Definitions
Refer to the BCLDP Procedure Dictionary for definitions of the following terms.
Advance Copy

Field Change



Quality Affecting
Critical Procedure
Functional Manager


Responsible Manager
Deviation

Procedure Qualification Packet
Waiver
3.3 Developmental Resources

Not applicable.
4.0
General
Not applicable.










5.0
Procedure
5.1
Procedure Authorship
5.1.1
Anyone may notify or advise the responsible manager (consult the latest Procedure Index for assistance in identifying the appropriate manager) of the need for preparing a procedure or its revision.
5.1.2
The Responsible Manager shall decide whether a new or revised procedure is needed, and if so, shall assign a person (author) to prepare the new or revised procedure.

5.1.3
The Author will draft the new or revised procedure in accordance with this procedure and coordinate the review of the document in accordance with Procedure QD-AP-6.1 (Reference 3.1.1). 
5.2
General Requirements
The Author shall ensure that the procedure meets the following requirements.
5.2.1
The procedure, including all revisions, shall follow the established organization and format requirements set forth in Section 5.3 and the format and contents requirements set forth in Exhibit 1.

5.2.2
The procedure shall contain sufficient information and step-by-step instructions to adequately guide qualified users in the performance of the activity without direct step-by-step supervision.

5.2.3
The procedure shall be as detailed as necessary to control the activity or process.  Detail level will be based on process complexity, importance, and risk. When other documents contain details that are not included in the procedure, appropriate references shall be provided. Referenced documents shall be readily available (on-site) to the reader.
5.2.4
If it involves activities with specified qualitative or quantitative limits on the proper performance, results, or other characteristics of a process or item, the procedure shall include acceptance criteria for determining that these prescribed activities have been satisfactorily completed.  The acceptance criteria can take the form of a numerical value or a reference standard.

5.2.5
Unique health and safety activities shall be incorporated within the procedure text. The procedure, as appropriate, shall also include the following information: prerequisites, limits, precautions, process parameters, and environmental conditions.

5.2.6
Titles of the individuals required to sign records, such as completed forms or data sheets, shall be identified on the records themselves, or in the corresponding procedures.

5.2.7 Test procedures shall be written to include and meet applicable responsibilities and requirements in Section 11.0, Test Control, of the DDO Quality Manual (Reference 3.1.2).

5.3 Organization and Format

The Author shall ensure compliance with the following requirements.
5.3.1
Each document shall consist of the following:

(a)
Title page including the Battelle logo, document identification, revision number, Decontamination and Decommissioning Operations or Transuranic (TRU) Waste Certification Program, type of procedure, title, and Battelle address.  The procedure status (whether it is a critical or non-critical procedure) shall also be designated on this title (cover) page. The format is shown in Exhibit 2.  The responsible managers concur with this designation by signing and dating the approval page of the procedure.

(b) Revision Record Indicating Latest Document Revision (Form DDO-009) with title, document number (No.), Page (generally  i  of xx), Index of Page Revisions (a page-by-page listing of revision numbers), and Revision Record (with Rev. No. and Date). The Document Control Manager or designee shall provide the Current Revision (including Rev. No., Issue Date, and Issued By). 
(c)
Procedure Approval Page containing the document number, revision number, page number, author’s signature and date, and approval signatures and dates.  Required approvals are stated in Procedure QD-AP-6.1 (Reference 3.1.1). An example is shown in Exhibit 3. Note that both name and title of approvers should be typed on this page.

(c) Procedure text in format set forth in Exhibit 1.
5.3.2 The alpha-numeric identification system for documents shall conform to the


system described in Exhibit 4.

5.3.3
Each page listed on Form DDO-009 (located at the beginning of the procedure) shall have a document number, revision number, and page number presented in the upper right corner.  Beginning with the first page of text, these pages, including forms and exhibits, shall be numbered consecutively in the Page 1 of  “X,” Page 2 of “X,” through Page “X” of “X” format.

5.3.4

Forms and exhibits shall be placed at the end of the procedure on pages numbered consecutively in the document as illustrated in Paragraph 5.3.3. Blank forms (such as Non-Conformance Reports, Radiological Work Permits) that are controlled by their own procedures, but also referred to in other procedures, shall not be reproduced in the other procedures.  Rather, the controlling procedure shall be referenced in the Forms section of the referencing procedure.      

5.3.4 
5.3.5 
5.3.6 When attachments are used, each attachment shall be listed in the last section of the procedure, “Forms, Exhibits, and Attachments.”  Also, each attachment shall continue with the page numbering format outlined in the paragraph 5.3.3, and include page and revision numbers on Form DDO-009. Attachments shall be placed after forms and exhibits

5.3.7 Unique health and safety concerns shall be placed within the procedural steps and introduced by the following, or some similar, identifiers:

(a)
WARNING: for personnel and property safety

(b)
CAUTION: for equipment safety

(c)
NOTE: for important information.

5.4
Advance Copy
5.4.1
The Author shall transmit the Advance Copy to the Document Control Manager. Each page shall have the “ADVANCE COPY” notation prominently applied.  (See QD-AP-6.1 for further discussion of Advance Copy.)
5.4.2 The Document Control Manager shall issue the procedure as Revision A on white paper for a two-month limit.
5.5
Field Changes and Waivers


See Procedure QD-AP-6.1.
5.6
Revisions
5.6.1
The Responsible Manager shall determine the need for a procedure revision.  If a revision is needed, the Responsible Manager shall assign an individual (author) to revise the document and coordinate the procedure review.  Additionally, the Responsible Manager shall re-evaluate the need for a PQP or PQP revision at this time (see Procedure TD-AP-3.0 [Reference 3.1.3]).
5.6.2
The Author shall prepare the procedure revision in accordance with the requirements of Sections 5.2 and 5.3 and Paragraphs 5.6.4 and 5.6.5.
5.6.3
The Author shall ensure that the review, approval, and distribution of revisions are performed in accordance with the requirements of Procedure QD-AP-6.1 (Reference 3.1.1).

5.6.4
Revisions may be made to single pages or the entire procedure.

5.6.5
Revision numbers shall be identified on Form DDO-009.  Changes in the procedure shall be denoted by a black vertical side bar in the right margin that corresponds to the locations (lines) of specific document changes.  
5.7     Definitions
5.7.1
The Document Control Manager shall maintain a dictionary of specialized
terms used in procedures. The dictionary shall be maintained electronically 
and made available on the intranet. Each page of the dictionary shall have the revision number and the date of last revision indicated in the upper right corner.
5.7.2 The Author should prepare new and revised procedures using already-

defined terms and standard English definitions to the maximum extent

practicable. The use of specialized terms should be minimized. Definitions shall not contain requirements, directives, or information used to meet requirements.
5.7.3 The Author shall include any new, revised, or deleted definitions in the 

draft procedure issued for review and shall disposition any comments received as part of implementation of Procedure QD-AP-6.1. The Author shall assure that the managers signing the procedure approval page are aware of the new, revised, or deleted definitions associated with the procedure being approved; this may be accomplished by leaving the definitions in the procedure until it has been approved or providing the definitions on a separate page, with the definitions removed from the procedure. The Author shall remove the definitions from the final procedure prior to forwarding it to Document Control.
5.7.4 When submitting an approved new or revised procedure to the Document Control Manager for distribution, the Author shall provide the Document Control Manager with any new or revised definitions associated with the procedure in electronic format, separate from the procedure itself. 

5.7.5 The Document Control Manager shall update the electronic dictionary using input received from the author.
5.8
Forms

Refer to Procedure QD-AP-6.1 for requirements regarding forms.
6.0
Records

Approved distributed procedures and revised procedures, and advance copies, are project records resulting from the implementation of this procedure. Authors and responsible managers shall assure timely transmittal of all appropriate documents to Document Control. BCLDP Procedures and Forms Indexes and the BCLDP Procedure Dictionary are generated from this information by the Document Control Manager or designee.

7.0
Forms, Exhibits, and Attachments
7.1
Forms
· DDO-009, Revision Record Indicating Latest Document Revision (see 
Reference 3.1.1)
7.2.
Exhibits

· Exhibit 1, Format and Content Requirements for Procedures

· Exhibit 2, Procedure Title Page

· Exhibit 3, Procedure/Plan Approval Page

· Exhibit 4, Document Identification System

7.3 Attachments

None.
































EXHIBIT 1

FORMAT AND CONTENT REQUIREMENTS FOR PROCEDURES


1.0
Scope  
(Identify the specific subject being addressed.  Identify to what extent the procedure applies, including any related areas or conditions being excluded.)

2.0
Purpose 
(State the reason for the procedure, including the requirements being addressed or satisfied by the procedure.)

3.0 References, Definitions, and Developmental Resources 

3.1
References 
3.1 (Include only those references cited in the text.  Do not use this

section as a bibliography. If there are no references, state “None.”)
3.2
Definitions (If there are defined terms in the procedure, provide the following 
statement: “Refer to the BCLDP Procedure Dictionary for definitions of the following terms.” Then, list the terms. Otherwise, state “None.” A minimal number of definitions may be included in this section if there are compelling reasons for not including them in the dictionary.)



3.3
Developmental Resources 
(Background documents and documents used in 


preparation of the procedure but not cited may be listed here. If there are no 


developmental resources, state “None.”)

4.0
General 
(Identify general informational items concerning the described process.  This section may also be used to require prerequisites and the use of specific instruments, tools, gages, and special safety practices. If there is no information to present in this section, state “Not applicable.”)



5.0
Procedure 
(Step-by-step instructions of how, when, and by whom activities are to be done [including warnings, cautions, and notes] to comply with requirements and ensure successful completion of the activity. The position title responsible for accomplishing each step shall be indicated in boldface type within the step.)
EXHIBIT 1 (Continued)

FORMAT AND CONTENT REQUIREMENTS FOR PROCEDURES

6.0
Records 
(Identify  records generated and their disposition as a result of implementing the procedure.  Records must be specified in the procedure and shall include or reference appropriate
quantitative or qualitative acceptance criteria for determining that prescribed activities have been satisfactorily completed.)

7.0
Forms, Exhibits, and Attachments
7.1
Forms

(List all forms referenced in the procedure. Provide references to “home” procedures for forms that originate in those procedures; do not include samples of such forms in this (the author’s) procedure. Include sample forms for those forms that originate in this procedure. The sample forms should be located on the pages immediately following Section 7.0. The forms should be listed and provided in ascending order of form numbers. If there are no forms, state “None.”)

7.2 Exhibits
(List any exhibits referenced in the procedure. Include the exhibits after the sample forms that follow Section 7.0. If there are no exhibits, state “None.”)

7.3 Attachments
(List each attachment referenced in the procedure. Include the attachments after the exhibits. If there are no attachments, state “None.”) 

EXHIBIT 2



PROCEDURE TITLE PAGE
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DECONTAMINATION AND DECOMMISSIONING OPERATIONS

OR

TRANSURANIC WASTE CERTIFICATION PROGRAM


(TYPE OF PROCEDURE IN CAPS)


(TITLE HERE IN CAPS)

BATTELLE


505 King Avenue


Columbus, Ohio  43201

Procedure Status:

[  ]  Non-Critical Procedure

[  ]  Critical Procedure - Procedure

       Qualification Packet (PQP) Required



EXHIBIT 3

PROCEDURE/PLAN APPROVAL PAGE

Prepared By:

















(Type Name and









Date

Department Here)
This procedure, (insert procedure alpha-numeric identification, title is optional), has been reviewed and approved by the following.

Approved By:

















(Type Name Here),









Date

Regulatory Compliance & Environment,

Safety, and Health Oversight Manager

















(Type Name Here), 









Date

Radiological Technical Support Manager




















(Type Name Here), 









Date

Program Manager, Decontamination and Decommissioning

Project (Plans and Administrative Procedures only)


















(Type Name Here),









Date 

Functional Manager


















(Type Name Here),









Date

Quality Manager

EXHIBIT 4

DOCUMENT IDENTIFICATION SYSTEM

The identification of procedures is in the form of XX-YY-ZZZ, where XX is a specific letter combination describing the project group responsible for the procedure and YY is a specific letter combination describing the type of procedure (see examples below).  ZZZ is a consecutive number within a specific type of procedure.  A decimal may be used in the ZZZ numbering system.

Examples of letter combinations and their meanings are as follows:

For XX:



DD
Decontamination and Decommissioning

EL
Environmental Laboratory

EM
Environmental Monitoring

EP
Emergency Preparedness

HL
Hot Laboratory

HP
Health Physics

HS
Health and Safety

IL
Instrument Laboratory

MA
Management Assessment

QD
Quality Department

RC
Regulatory Compliance

RL
Radioanalytical Laboratory

RS
Radiation Safety

SC
Site Characterization

SM
Surveillance and Maintenance

SW
Software

TC
Transuranic Waste Certification Program

TD
Training Department

TR
Transportation

WA
Waste Management

For YY:



AP
Administrative Procedure

CP
Calibration Procedure

IP
Implementing Procedure

MN
Manual

OP
Operating Procedure

SP
Sampling Procedure






    TP
    Test Procedure
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