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HEALTH PHYSICS DOCUMENT CONTROL

1.0 Scope 

This document describes the procedural requirements for preparing, reviewing, and submitting Battelle Columbus Laboratories Decommissioning Project (BCLDP) Health Physics organizational records to Project Records. Accurate, legible, and easily retrievable records are essential to demonstrate the effectiveness of the Health Physics program. This procedure is applicable to BCLDP personnel who may be required to generate, review, approve, collate, and retain Health Physics documentation and to the BCLDP Quality Department who may perform periodic quality reviews of the Document Control packages. This procedure is applicable only to documents that are generated by Health Physics Operations and Health Physics support organizations, e.g., Respiratory Protection, Health Physics Instrumentation. Due to the special record maintenance requirements of BCLDP Dosimetry, the Dosimetry Department shall be exempt from the provisions of this procedure.

2.0 Purpose

The purpose of this procedure is to provide the administrative controls for preparing, approving, and submitting Health Physics documentation to Project Records. Guidelines contained in this document should be applied to all Health Physics related records. This process shall be performed in accordance with the document listed in Section 3.3 of this procedure. This procedure satisfies the requirements of Reference 3.1.1 of this procedure.

3.0 References, Definitions, and Developmental Resources

3.1 References

3.1.1 PR-AP-17.1, Operation of the Project Records Management System

3.1.2 DD-MN-03, Health Physics Procedures contained in the Health Physics Controlled Manuals 

3.1.3 QD-AP-05.2, Work Instructions

3.1.4 QD-AP-4.1, Documentation and Control of Purchased Items and Services

3.2 Definitions

Refer to the BCLDP Procedures Dictionary for definitions of the following terms:

Health Physics Document
Health Physics Record

3.3 Developmental Resources

DD-90-02, Radiation Protection Program for the BCLDP

4.0 General

4.1 Project Records should maintain a file of printed names, signatures, and initials for future identification of the individual(s) who signed or initialed records.

4.2 Documentation generated over a period of time that exceeds the suggested interval for submission to Project Records shall be submitted in the month in which the records are completed or in accordance with the provisions of the applicable procedure in Reference 3.1.2 of this procedure.

4.3 Only current revisions of Health Physics forms, approved computer-generated forms/documents, and Health Physics procedures shall be used.

4.4 The Originator of a Health Physics radiological survey shall not review and approve the document as a record.

4.5 The Health Physics Survey (HPS) number shall be indicated on all pages of radiological survey documents, as applicable.

4.6 Health Physics records shall be submitted to Project Records in accordance with the provisions of Reference 3.1.1 of this procedure.

4.7 Health Physics records shall be submitted to Project Records at intervals described in the appropriate Health Physics procedures. Specific records may be submitted biweekly, monthly, quarterly, semiannually, annually, or on a periodic basis, depending on the type of record and associated surveillance requirements.

5.0 Procedure

5.1 Generation of Health Physics Documents

5.1.1 Health Physics documentation shall be prepared in accordance with the provisions of the applicable procedure(s) in Reference 3.1.2 of this procedure.

5.1.2 Health Physics records shall be accurate and legible. The records should include the following:

5.1.2.1 Identification of the facility, specific location, and purpose of the document.

5.1.2.2 Signature of the preparer(s).

5.1.2.3 Date of document preparation.

5.1.2.4 Legible entries in dark ink (black ink is preferred).

5.1.2.5 Corrections identified by a single line-out, initialed and dated.

5.1.2.6 Supervisory signature to ensure review and proper completion of associated forms.

5.1.2.7 Data recorded in accordance with the provisions of the applicable procedure(s) of Reference 3.1.2 of this procedure.

5.1.3 All Health Physics documents shall be subject to the following provisions:

5.1.3.1 Blank spaces on forms should be lined through or labeled “N/A” (Not Applicable).

5.1.3.2 Opaque substances for corrections shall not be used for Health Physics documentation.

5.1.3.3 All dates should be written as follows:  examples (4/13/01;
5.1.3.4  April 13, 2001; 4-13-01).
5.1.3.5 Ditto marks (") shall not be used. Continuation arrows may be used, if desired.

5.1.4 After completion of the document by the Originator, the document package shall be submitted to the Radiological Field Operations (RFO) Manager or designee for review and approval.

5.2 Review and Approval of Health Physics Documents

5.2.1 The RFO Manager or designee shall review Health Physics documents for technical correctness, legibility, and completeness. 

5.2.2 The RFO Manager or designee shall review Health Physics document(s) in accordance with the provisions of this and associated procedures and shall approve them as records by signing or initialing and dating each page/form of the document package. If the document is unsatisfactory, the RFO Manager shall return the document to the Originator for correction.
5.2.3 Once a document has been completed, reviewed, and signed by the RFO Manager or designee, the document shall be considered a record and should not be modified. 

5.2.3.1 If a subsequent error, omission, etc., is identified in a completed record, the record may be corrected by
· Creating a supplemental record that includes traceability for the correction (e.g., DDO-103)

· Having the individual correcting the error draw a single line through the error and initial and date the correction. The revised record shall be re-reviewed and approved by the RFO Manager or designee.

5.2.3.2 The Document Control Specialist (DCS) should provide copies of the revised record to the custodians (if any) of the original record.

5.2.4 A copy of a Health Physics document should not be distributed until the document has been reviewed, signed (initialed), and dated by the RFO Manager or designee.


5.2.5 The RFO Manager shall designate a DCS for each document package. Upon approval of the record, the RFO Manager shall place the record in a “To Be Filed” bin for pickup by the DCS.

5.2.6 The DCS shall perform the following:
5.2.6.1 Duplicate all Health Physics records to be transferred to Project Records.
5.2.6.2 Collate the Health Physics Document Control package.
5.2.6.3 Complete transmittal documents (DDO-140) and deliver the Health Physics Document Control package to Project Records.
5.2.6.4 Maintain Health Physics Operations (site office) archived historical records and the current records awaiting submission to Project Records.
5.2.6.5 Assist the RFO Manager or designee by performing periodic editorial reviews of Health Physics records to identify errors, such as line-outs, write-overs, etc., to ensure compliance with the provisions of Reference 3.1.1 and the provisions of this procedure.

5.2.7 Other individuals within the BCLDP Health Physics Organization (Health Physics Instrumentation Administrator, BCLDP Respiratory Protection Project Manager, etc.) who are responsible for maintaining documentation/records may perform the responsibilities of the DCS and submit records to Project Records in accordance with the provisions of this procedure.

5.3 Control of Health Physics Documentation

5.3.1 The DCS should compile the completed records daily and file the records chronologically in a monthly file in preparation for submission to Project Records.

NOTE:
BCLDP Respiratory Protection and Health Physics Instrumentation records shall be processed in accordance with the provisions of Sections 5.5 and 5.6 of this procedure.

5.3.2 The DCS should process and maintain all records in accordance with the provisions of Reference 3.1.1 of this procedure. The original and one copy of each record shall be submitted to Project Records; one copy of each record may be maintained in Health Physics Operations (site office) to provide historical data.

5.3.3 At the interval determined by the applicable Health Physics procedure(s) (usually on a monthly basis), the DCS shall initiate the Health Physics Document Control package as follows:

5.3.3.1 All Health Physics survey packages (records marked with the same HPS number) shall be placed in numerical order.

5.3.3.2 Terminated and reviewed Radiation Work Permits (RWPs) shall be submitted with supporting documentation (DDO-103, DDO-105, DDO-106, DDO-115, DDO-268, DDO-349, DDO-118, etc.) as a complete package. The RWP packages shall be placed in numerical order.

NOTE:
These DDO form numbers (with the exception of DDO‑103) are included as examples only and are neither referenced in nor generated by the use of this procedure.

5.3.3.3 Other Health Physics records (records not associated with an HPS number or an RWP number) shall be sorted by the type of report and further sorted by date within each report type. 
5.3.3.4 The completed Document Control package shall be submitted to Project Records.

5.3.3.5 The Project Records Custodian or designee shall sign and date DDO-140, Health Physics Record Transmittal Inventory, to indicate receipt of the Document Control package.
5.3.3.6 The Project Records Custodian or designee shall return a copy of the signed DDO-140 to the DCS.
5.3.4 Documentation that is unaccounted for (missing) at the time of submission to Project Records may be summarized by the RFO Manager or designee on DDO-103, Summary and/or Special Report (Reference 3.1.3).

5.3.5 The Quality Department may perform, at its discretion, periodic Quality reviews of Health Physics records submitted to Project Records. The criteria discussed in this procedure shall be applicable to the Quality review.

5.4 Completion of DDO-140, Health Physics Record Transmittal Inventory


5.4.1.1 
5.4.1.2 
5.4.1.3 
5.4.1.4 
5.4.1.5 
5.4.1.6 
5.4.1.7 

5.4.1.8 
5.4.2 DDO-140 shall be completed for each submission of records to Project Records.  DDO-140 documents the submission of Health Physics records to Project Records and their receipt.

5.4.3 DDO-140 shall be completed as follows:

5.4.3.1 The DCS shall prepare the Document Control package in accordance with the provisions of this procedure.

5.4.3.2 The DCS shall complete DDO-140 with the following information:

(a)
Site/month 
(b)
Whether a form is included or not in the Document Control package by checking the box next to the form number

(c)
Series of HPS numbers included in the Document Control submission

(d)
Dates of HPS numbers included in the Document Control submission

(e)
Total number of HPS numbers related pages

(f)
RWP packages

(g)
For records not included in the HPS number (Radiological Survey packages) or RWP package, the total number of pages included in the Document Control package

(h)
Total number of pages for the Document Control submission.
5.4.3.3 DDO-140 shall be reviewed by the RFO Manager or designee prior to submission.

5.4.4 The Document Control package with completed and reviewed DDO-140 shall be submitted to Project Records.

5.5 Control of BCLDP Respiratory Protection Records and the Completion of DDO‑326, BCLDP Respiratory Protection Record Transmittal Inventory

5.5.1 The BCLDP Respiratory Protection Project Manager or designee shall maintain and prepare records for submission for Project Records.

5.5.2 The BCLDP Respiratory Protection Project Manager should make two copies of each record. The original and one copy of each record shall be submitted to Project Records. One copy of each record may be maintained by BCLDP Respiratory Protection, if desired.

5.5.3 DDO-326 shall be prepared for each submission of BCLDP respiratory protection records to Project Records.

5.5.4 DDO-326 shall transmit the following information:

5.5.4.1 Date/site.
5.5.4.2 Forms or other records included in the Document Control submission.
5.5.4.3 Total number of pages included in the Document Control submission.
5.5.5 DDO-326 shall be reviewed and approved by the BCLDP Respiratory Protection Project Manager or designee prior to submission to Project Records.

5.5.6 The Document Control package with completed and reviewed DDO-326 shall be submitted to Project Records.

5.6 Control of Health Physics Instrumentation Records and Completion of DDO‑347, Health Physics Instrumentation Record Transmittal Inventory

5.6.1 In-house instrument calibration services

5.6.1.1 The BCLDP Health Physics Instrumentation Administrator or designee shall make two copies of each calibration record. The original and one copy of each record shall be submitted to Project Records.

5.6.1.2 One copy of each record may be maintained by BCLDP Health Physics Instrumentation to provide historical data, if desired.
5.6.2 Vendor instrument calibration services

5.6.2.1 The BCLDP Health Physics Instrumentation Administrator or designee shall forward the original of each calibration record with the associated quality assurance documentation to the Quality Manager.

5.6.2.2 The Quality Manager shall forward the original and one copy of each calibration record to Project Records, in accordance with Reference 3.1.4.

5.6.3 The BCLDP Health Physics Instrumentation Administrator or designee shall make two copies of each Daily Background and Performance Test (DDO-232), Instrument Issue Log (DDO-234), Custodian Daily Use Log (DDO-257), and Performance Test Log Sheet (DDO-331) received from Health Physics Operations personnel.

NOTE:
These DDO form numbers are included as examples only and are neither referenced in nor generated by the use of this procedure.

5.6.4 The original and one copy of each record listed in Section 5.6.3 shall be submitted to Project Records. One copy of each record may be maintained by BCLDP Health Physics Instrumentation to provide historical data, if desired.

5.6.5 DDO-347 shall be prepared for each submission of BCLDP Health Physics Instrumentation records to Project Records.

5.6.6 DDO-347 shall transmit the following information:

5.6.6.1 Date/site.
5.6.6.2 Forms included in the Document Control submission.
5.6.6.3 Total number of pages included in the Document Control submission.
5.6.7 DDO-347 shall be reviewed and approved by the Health Physics Instrumentation Administrator or designee prior to submission to Project Records.

5.6.8 The Document Control package with completed and reviewed DDO-347 shall be submitted to Project Records.

6.0 Records

All BCLDP Health Physics records (with the exception of BCLDP Dosimetry records) shall be governed by the provisions of this procedure. The Project Records Custodian or designee shall accept the Document Control packages in accordance with the provisions of Reference 3.1.1 of this procedure. Records generated by the use of this procedure are as follows:

· Summary and/or Special Report

· Health Physics Record Transmittal Inventory
· BCLDP Respiratory Protection Record Transmittal Inventory

· Health Physics Instrumentation Record Transmittal Inventory 

· 
· 
· 
7.0 Forms, Exhibits, and Attachments
7.1 Forms

· DDO-103, Summary and/or Special Report (Reference 3.1.3)

· DDO-140, Health Physics Record Transmittal Inventory

· DDO-326, BCLDP Respiratory Protection/Protective Clothing Records Transmittal Inventory

· DDO-347, Health Physics Instrumentation Record Transmittal Inventory

7.2 Exhibits

None.

7.3 Attachments

None.
DDO-140

DDO-326

DDO-347

