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1.0
PURPOSE

1.1 The purpose of this procedure is to supplement BNL’s Standards Based Management System (SBMS) Internal Controlled Documents Subject Area for implementation within the ESH&Q Directorate. This procedure provides instructions and guidance to personnel who prepare, review, approve, issue, control, revise, and maintain approved Division/Program Office level procedures.

2.0 RESPONSIBILITIES
2.1 Division/Program Office Manager - The Division/Program Office Manager (Level 2) shall be responsible for the following:

2.1.1 Reviewing and approving all their respective Division/Program Office level procedures.

2.1.2 Assigning specific Sections/Groups to prepare procedure.

2.1.3 Assigning a Procedure Coordinator for the Division/Program Office.

2.1.4 Assessing whether or not a procedure requires an external review.

2.1.5 Determining which other parties (other than those specified in the procedure) should sign off on the completed procedure.

2.1.6 Taking the necessary steps to assess whether or not a procedure is required for operations and developing the schedule and priority for completion of the procedure.

2.1.7 Communicating to affected Section/Group Leaders and/or their direct reports when a new procedure becomes effective.

2.1.8 Authorizing variations from procedures.

2.2 Section/Group Leader - The Section/Group Leader shall be responsible for:

2.2.1 Assigning an individual to prepare or revise a procedure.

2.2.2 Reviewing and approving draft, proposed, revised, and final procedures.

2.2.3 Working with external reviewers when appropriate.

2.2.4 Working with Section/Group’s Training Coordinator to ensure that training on procedures is developed and conducted, when appropriate.

2.2.5 Ensuring that procedures are followed by their personnel and that corrections are made when staff can not perform procedures as written.
2.3 Procedure Coordinator - The Procedure Coordinator shall be responsible for:
2.3.1 Assigning numbers to procedures in accordance with the Procedure Numbering Scheme, and tracking progress of the procedure from development through distribution.
2.3.2 Coordinating procedure reviews, as required. 
2.3.3 Identify internal/external reviewers (in coordination with author) and coordinate the review and comment cycle, and maintaining copies of reviewer comments.

2.3.4 Maintaining a controlled distribution list and coordinating the distribution of approved procedures. Procedures should be electronic, where possible.

2.3.5 Issuing change notices and revisions.

2.3.6 Maintaining a master file of the procedures, including all original and historical copies in both electronic and paper formats in accordance with the ESH&Q Records Management System Procedure or the Records Management Subject Area.

2.3.7 Notifying the Training Coordinator and responsible Section/Group Leader when a procedure is ready for training purposes.

2.4 Quality Representative (QR) - The QR shall be responsible for the following:

2.4.1 Reviewing procedures to ensure they are developed in accordance with BNL ESH&Q procedures.

2.4.2 Reviewing procedures for consistency with the Quality Management Program.

2.4.3 Assisting the Procedure Coordinator, as necessary.

2.5 Author - The author of the procedure shall be responsible for the following:

2.5.1 Drafting a new procedure or revision that is technically accurate, clear, concise, logical and complies with applicable requirements.

2.5.2 Resolving technical comments made during the review cycle and communicating with the commenters on the resolution of their comments, as necessary.

2.5.3 The author shall validate the procedure with user input.

2.6 Reviewer - The reviewers (which may include subject-matter experts) shall be responsible for the following:

2.6.1 Providing timely review of the procedure, written comments as appropriate, and approval signature.

2.6.2 Reviewing the steps described in the procedure for logical sequence, technical accuracy, and functionality and consistency with other related procedures or requirements.

2.6.3 Ensuring the procedure complies with applicable requirements, and with BNL ESH&Q procedures.

2.7 Procedure Users - Personnel shall be responsible for the following:
2.7.1 Implementing procedures as written. Procedures that cannot be performed as described shall be brought to the attention of their supervisor. Users should make recommendations to the author regarding required changes. For steps that may potentially lead to an unsafe or environmentally unsound condition, restore to a safe or environmentally sound condition using your stop-work authority, and then notify your immediate supervisor for further guidance. The supervisor must determine whether the activity should continue and make arrangements to have the procedure revised as necessary.
2.7.2 Proposing and/or drafting/participating in the development of new and/or revised procedures.

2.7.3 Attending required procedure training.

3.0 DEFINITIONS
3.1 Document - Plans, drawings, specifications, standards, procedures, and reports that establish item description and quality requirements; define inspections and tests to determine compliance with technical requirements; or prescribe design manufacturing operations, processes, installation, construction, or operating and maintenance procedures. Also included are documents that describe performance or results of activities, such as test/inspection reports, or environmental monitoring reports

3.2 Effective Date - A date assigned by the responsible manager to designate when implementation of the procedure or its revision is mandatory.

3.3 Review Cycle - The period of time after which the procedure should be reviewed to verify that it is still accurate and current. The period starts on the Effective Date.

3.4 Procedure - Procedures are written documents developed to standardize the performance of an activity to ensure consistency and reproducibility, and to provide an historical record. More specifically, they are used to describe a particular series of steps to accomplish a specified manufacturing, inspection, or test operation, process, or sampling/monitoring activity.

3.5 Validation - A method to ensure that the procedure is satisfactory and workable. As a minimum, a review of the procedure is considered a validation. Complex procedures shall require a table top discussion, dry-run walkthrough, or mock-up. Complex procedures should require using a checklist for each step. No procedure shall be released prior to validation.

3.6 Revision - A significant modification to how an activity is conducted. The entire procedure is reissued when revised and incorporates all previous change notices.

3.7 Subject Matter Expert - SMEs are staff members that are knowledgeable in the technical area that is being addressed.

4.0 PREREQUISITES
None

5.0 PRECAUTIONS

None

6.0 PROCEDURE

6.1 Proposing a Procedure

The SBMS is the provider of Laboratory-level procedures for use by all staff. As a general rule, Division and Program Offices should use these institutional level procedures in performing their work. Should the manager determine that a lower level procedure is needed, three tenets should be followed in the development process. First, the procedure must be consistent with SBMS. Second, it should avoid redundancy with SBMS; that is, avoid duplication of information that already exists. Lastly, it should supplement SBMS and fill in specific gaps required for the organization to complete its work.

6.1.1 Any staff member may propose that a new procedure be developed or a current procedure be revised by bringing it to the attention of the appropriate manager or author.
6.1.2 The need for a new procedure should be evaluated against the existing BNL-wide procedures on the SBMS.

6.1.3 If a new procedure is required, the level 2 manager shall assign a member within the appropriate group to prepare the draft document.

6.1.4 Procedures that involve multiple divisions or program offices, or are at the Directorate level and affect all divisions or program offices, should be developed by an interdisciplinary team. Directorate procedures are owned by the Head of ESH&Q. One level 2 manager should own interdisciplinary procedures.

6.2 Document Format

6.2.1 The format for a procedure is detailed below. If there are any external requirements for format, they should be followed. The electronic version of this procedure is available at: http://www.bnl.gov/ESHQ/procedures.htm.

6.2.2 The procedure number is assigned per Attachment 1.

6.2.3 The cover sheet shown in Attachment 2 - Part 1 shall be used for all procedures.

6.2.4 Subsequent pages of procedures shall use the header shown on Attachment 2 - Part 2.

6.2.5 While all nine of the following sections must be listed in a procedure, only the four denoted as "mandatory" must contain information. If "optional" sections are not applicable, then the section heading shall be typed, followed with the statement "None" to indicate that the author has determined that a particular section does not apply to the activity described in the procedure.

1.0 PURPOSE - This Section shall contain a brief description of the purpose and the scope of the procedure. This Section is mandatory.
2.0 RESPONSIBILITIES - This Section shall detail the specific responsibilities of those persons who will implement the procedure. The specific names of persons shall not be specified, only the names of specific positions shall be given. This section should also include statements regarding responsibilities of procedure users and the continual feedback process. This Section is mandatory.
3.0 DEFINITIONS - This Section should define new or unique words or phrases used in the procedure. This Section is optional.

4.0 PREREQUISITES - This Section should list all conditions that must be in place prior to implementing the procedure. Examples of prerequisites are: completion of training or qualified personnel; instrumentation available and in calibration; and material, tools, and personnel available at the work site. This Section is optional.

5.0 PRECAUTIONS - This Section should include the precautions which must be observed during the implementation of this procedure. Examples of precautions are actions to ensure worker safety such as: personal protection equipment (PPE) and monitoring. Caution statements which are specific to a particular procedural step shall be noted in boldface type in the body of the procedure and inserted prior to the action step that begins the task. This Section is optional.
6.0 PROCEDURE - This Section shall include the step-by-step method for implementing the procedure. See SBMS Subject Area on Internal Controlled Documents for general guidance on writing procedures. Include any records, reporting, or computer data files that are required for documentation. For example: include specific completed forms, logs, or memorandum to file. Records management requirements (see reference 8.2) such as file code and group responsible for file copies shall be specified. Logs should be recorded in black ink. Any recorder discrepancy or correction should be “striked-out” with a single line and initialed. This information is mandatory if documentation or records are generated during the execution of the procedure. Information in this section (and elsewhere) shall not duplicate requirements contained in SBMS subject areas and manuals. It should reference those requirements, but should focus on implementation within the specific organization or program. This Section is mandatory.
7.0 IMPLEMENTATION AND TRAINING - This Section shall detail the implementation process and required level of training for this procedure. This section is mandatory.
8.0 REFERENCES - This Section should list applicable procedures, codes, standards, and so on. All references cited should be referred to within the procedure. If a procedure replaces one or more existing procedures, include the original SOP number(s). Any procedure designed to prevent exceeding a safety design envelope shall be noted in this section. This Section is optional.

9.0 ATTACHMENTS - This Section should lis t all attachments (e.g., figures, tables, forms, and flowcharts) that are necessary or helpful to implement the procedure. This Section is optional.

6.3 Document Preparation, Review, Validation, and Approval

6.3.1 For the guidance in developing the procedure, refer to the Internal Controlled Document Subject Area Section on "Guidelines for Preparing Procedures."

6.3.1.1 The use of "Shall" within the body of the procedure denotes a requirement; the use of "Should" denotes a strong recommendation; the use of “may” denotes permission.

6.3.1.2 All procedural steps shall be written in a logical sequence. Actions requiring mandatory sequence shall be identified. Caution statements shall be written prior to the action/task statement. The actions should flow to a conclusion.

6.3.1.3 Acceptance limits and pass/fail criteria shall be clearly specified.

6.3.1.4 Sub-headings should be used as appropriate to enhance the utility of the procedure.

6.3.2 For tracking the review of a procedure, use Attachment 3.

6.3.3 The review process shall include a validation step. This step ensures that the document is technically accurate, sequenced logically, and performs the intended purpose. The document shall not be signed until the author validates it.

6.3.3.1 Validation of complex procedures shall be performed by assembling affected personnel and performing a step-by-step table-top discussion and walk-through of the procedure.

6.3.3.2 For less complex procedures, validation can be accomplished by reviewing the draft document while performing the activity.
6.4 Document Distribution, and Training, Control, and Filing

Distribute the documents per the Internal Controlled Documents Subject Area. When possible, distribute or post documents electronically.

6.4.1 Electronic versions may be read or printed by ESH&Q procedure users by accessing the procedure directory at http://www.bnl.gov/ESHQ/procedures.htm and changing directories into the section and group subdirectories as needed.

6.4.2 Copies may be printed and distributed as necessary. The user is responsible for ensuring that they have the latest revision.

6.4.3 The electronic version or website should state "The only official copy of this file is the one on-line on the ESH&Q Directorate Procedures Website. Before using a printed copy, verify that it is the most current version by checking the document issue date via the ESH&Q Directorate Procedures Website."

6.4.4 Training on procedure revisions shall be implemented prior to use of the revised procedure.

6.5 Document Revision - Changes shall follow the same process as generating a new document. Refer to the Internal Controlled Documents Subject Area for how to process a change.

6.6 Temporary Procedure Change Process

6.6.1 Temporary Procedure Changes shall be made according to the Internal Controlled Documents Subject Area Section 2 - “Revising existing controlled documents”.

6.6.2 Temporary procedure changes that affect safety document design envelopes such as Safety Analysis Reports (SARs), Safety Analysis Documents (SADs), Basis for Interim Operations (BIOs) are not allowed unless reviewed and approved by the appropriate Laboratory safety committee and approved by DOE.

6.6.3 The temporary procedure change shall be documented on Attachment 3 of this procedure and shall include procedure title, procedure number, procedure revision, and signature of the reviewer, the individual performing the task, and the respective manager. The affected pages and justification for change shall be attached by a separate sheet or detailed on the back of Attachment 3.

6.6.4 Temporary procedure changes shall be reviewed within thirty (30) days to determine if a permanent procedure change is required.

6.6.5 Temporary procedure changes shall be in affect no greater than forty-five (45) days.

6.7 Permanent Procedure Change Process

6.7.1 Minor changes for editorial and clarity purposes which do not change the requirements of the procedure may be made as follows.

6.7.1.1 The change shall be entered into the procedure and reviewed by the cognizant manager.

6.7.1.2 A change-tracking sheet (Attachment 4) shall be placed between the title page and body of the procedure.

6.7.1.2.1 Number change Sheets starting with page 1a and continue as necessary

6.7.1.3 Each change shall be documented on the tracking sheet with the date it was implemented.

6.7.2 Minor changes do not require full review or a revision number assignment.

6.7.3 Minor changes are valid until the next procedure revision.

6.7.3.1 All minor changes shall be incorporated into the next full revision and the change sheet removed.

6.8 Review Cycle

A detailed review of a document should occur to ensure that it is current and reflects the latest requirements and methodologies. The Procedure Coordinator shall initiate the review cycle.

6.8.1 Documents shall be reviewed on a periodic basis. This cycle shall begin on the Effective Date.

6.8.2 The review cycle shall be determined based on risks associated with using the procedure, its complexity, and frequency of its use. The review cycle is nominally three years, however, it shall not exceed five years.

6.8.3 Documents that reflect the latest requirements and the current methodologies in use are revised as follows:

6.8.3.1 An ESH&Q Procedure Development And Revision Control Form, Attachment 3, is completed by the subject matter expert and retained by the procedure coordinator.

6.8.3.2 The cover sheet is distributed to all controlled copy holders.

6.8.4 Documents that DO NOT reflect the latest requirements nor the methodology in use, shall be revised as follows: An ESH&Q Procedure Development And Revision Control Form, Attachment 3, is completed by the subject matter expert, the document is marked up to indicate revisions needed, and both are returned to the cognizant manager.

6.9 Documentation

6.9.1 The following documentation is maintained in accordance with the ESH&Q Records Management System (see reference 8.2):

6.9.1.1 ESH&Q Procedure Development and Revision Control Form

6.9.1.2 Hardcopy and electronic versions of original documents, current and historical

6.9.2 The filecode should follow appropriate records management procedures

7.0 IMPLEMENTATION AND TRAINING
7.1 Division Managers and Procedure Coordinators should become familiar with this procedure.
8.0 REFERENCES
8.1 Internal Controlled Documents Subject Area

8.2 ESH&Q Records Management System Procedure (DH-ADM-002)

8.3 Graded Approach for Quality Requirements Subject Area
9.0 ATTACHMENTS
9.1 Attachment 1 - Procedure Numbering Scheme

9.2 Attachment 2 - Procedure Cover Sheet and Header Format

9.3 Attachment 3 - ESH&Q Procedure Development And Revision Control Form

9.4 Attachment 4  - Minor Change Tracking Sheet

ATTACHMENT 1 - PROCEDURE NUMBERING SCHEME
	Organization
	Functional Codes for Procedures

	Business Management Office
	BM: Business Management

	Environmental & Waste Management Services Division*
	EI: Environmental Information

EM: Environmental Monitoring

RC: Regulatory Compliance

	Director for ESH&Q
	DH: Director for ESH&Q

	Independent Oversight Office
	IO: Independent Oversight

	Performance Based Management/Integrated Assessment Office
	IA: Integrated Assessment

PB: Performance Based Management

	Radiological Controls Division
	AS: Analytical Services

HP: Health Physics Technical Support

FS: Facility Support

IC: Instrumentation and Calibration

PM: Personnel Monitoring

RA: Radiological Assistance Program

	Standards Based Management System Office
	SB: Standards Based Management System

	Safety and Health Services Division
	CS: Chemical Safety

IH: Industrial Hygiene

IS: Industrial Safety

TR: Training

	Training and Qualifications Office
	TQ: Training and Qualifications

	Quality Programs & Services Office
	QP: Quality Program

	
	

	Procedure Type 
	Code

	Administrative Procedures
	ADM

	Standard Operating Procedures
	SOP

	Quality Assurance Procedures
	QA

	

	Example ESH&Q Procedure Numbering Scheme

	Example: EM -SOP-300

Procedure Type and Name: Standard Operating Procedure for Environmental Monitoring; Measuring Depth to Water in

Groundwater Surveillance Wells.


	Note: Procedure numbers may be sequential or grouped into logical “series” of procedures (e.g.,

Environmental Monitoring “300” Series are designated for all Groundwater and Potable Water

Sampling Procedures).


ATTACHMENT 2 - DOCUMENT COVER SHEET AND HEADER FORMAT

PART 1 - PROCEDURE COVER SHEET

	ENVIRONMENT, SAFETY AND HEALTH AND QUALITY  DIRECTORATE

BROOKHAVEN NATIONAL LABORATORY


	Procedure No:

Revision No:

Page _   of _

	Title

	Table of Contents
Section
Page

1.0 PURPOSE


2.0
RESPONSIBILITIES


3.0
DEFINITIONS


4.0
PREREQUISITES


5.0
PRECAUTIONS


6.0
PROCEDURE


7.0
IMPLEMENTATION AND TRAINING


8.0
REFERENCES


9.0
ATTACHMENTS


  

	PREPARED BY:
________________________    Author/Date

Filing Code:  DH5020.YY* (example)
	REVIEWED BY:
______________________ Reviewer/Date


	APPROVED BY:
_______________________

Manager/Date

EFFECTIVE DATE:

REVIEW CYCLE:  x years 


*YY represents the last two digits of the year

ATTACHMENT 2 - DOCUMENT COVER SHEET AND HEADER FORMAT

PART 2 - PROCEDURE HEADER FORMAT

	ESH&Q DIRECTORATE PROCEDURE

BROOKHAVEN NATIONAL LABORATORY


	Procedure No. 
Revision No. 

Page _ of _

	Title

	


ATTACHMENT 3

ESH&Q PROCEDURE DEVELOPMENT AND REVISION CONTROL FORM

	ORIGINATOR : 
	     
	DATE:
	     

	PROCEDURE NUMBER:
	     
	REVISION NUMBER:
	     

	TITLE:
	     


PURPOSE (check all that apply)

 FORMCHECKBOX 
 New     FORMCHECKBOX 
 Temporary Change     FORMCHECKBOX 
 Change in Scope      FORMCHECKBOX 
 Periodic review     FORMCHECKBOX 
 Clarify/enhance procedural controls

REVIEWS: (Determined by Division or Office Manager or Designee)

ISM Review* - Hazard Categorization (check one)

 FORMCHECKBOX 
 High
 FORMCHECKBOX 
 Moderate

 FORMCHECKBOX 
 Low/Skill of the craft

Reviewer





    Yes
 No
Completed: (Name/Date)

	Subject Matter Expert
	      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	_____________________________

	ESH Coordinator
	      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	_____________________________

	Work Coordinator
	      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	_____________________________

	Env. Compliance Rep.
	      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	_____________________________

	Quality Representative
	      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	_____________________________

	Other
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	_____________________________


* ISM review  indicates that a hazard analysis has been conducted in accordance with SBMS Work Planning and Control for Experiments and Operations Subject Area and the appropriate controls are incorporated into the procedure.  

VALIDATION:  (please choose one)


  Completed:  (Name / Date)

 FORMCHECKBOX 

Formal Walkthrough
______________________________

 FORMCHECKBOX 

Desk Top Review 
______________________________

 FORMCHECKBOX 
    SME Review 
______________________________
	IMPLEMENTATION:

Training (Identify training required for procedure implementation or revision)

_____________________________________________________________________________________

_____________________________________________________________________________________
Training Completed ____ Procedure posted on Web_____ "Hard Copy" files updated _____


ATTACHMENT 9.4

Minor Change Tracking Sheet

	Procedure Number:
	Title:
	Revision Number
	

	
	
	
	
	

	Change date
	Paragraph #
	Change Text
	Manager Signature

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


