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REGULATORY COMPLIANCE DATABASE
1.0
Scope
This procedure applies to the updating and maintenance of the Regulatory Compliance Database by the Regulatory Compliance and Environment, Safety, and Health Oversight (RC&ESHO) Department. This is an internal procedure of the RC&ESHO Department and does not place responsibilities on other Battelle Columbus Laboratories Decommissioning Project (BCLDP) line or support organizations.

2.0
Purpose
The purpose of this procedure is to set forth minimum requirements for updating and maintaining the Regulatory Compliance Database. The database includes the environment, safety, and health (ES&H) -related requirements applicable to activities performed by the BCLDP and represents a tool used by the RC&ESHO Department to assess and document compliance with the requirements.

The Regulatory Compliance Database, along with requirements set forth in Procedure RC-AP-1.0 (Reference 3.1.2) regarding performance of compliance assessments, meets the condition imposed by the Department of Energy/Headquarters (DOE/HQ) for BCLDP’s release from the Defense Nuclear Facilities Safety Board (DNFSB) Recommendation 90-2 Program (Reference 3.1.4, Item Number 2). That condition, as stated in the aforementioned letter, is the “implementation of a program that assures that compliance with identified requirements is assessed on a regular basis.”

3.0 References, Definitions, and Developmental Resources


3.1
References


3.1.1
Defense Nuclear Facilities Safety Board; Recommendation 90-2; DOE High Priority Defense Nuclear Facilities; Design, Construction, Operation, and Decommissioning Standards; March 8, 1990; noticed in 55 FR 9487


3.1.2
RC-AP-1.0, Environment, Safety, and Health Oversight


3.1.3
PR-AP-17.1, Operation of the Project Records Management System


3.1.4
January 12, 1994, letter from T. Baillieul (DOE) to E. Castleberry (Battelle), Defense Nuclear Facilities Safety Board Recommendation 90-2
.


3.2
Definitions



None.


3.3
Developmental Resources



None.

4.0 General

The Regulatory Compliance Database was established to support DOE’s response to the DNFSB Recommendation 90-2 (Reference 3.1.1), which required the identification of requirements, a review of the sufficiency of identified requirements, evaluation of procedural compliance with requirements (often referred to as “paper compliance”), and physical verification of compliance (“in-field verification”). While BCLDP never completed its Recommendation 90-2 program, the database was retained and upgraded as a useful tool for assessing and documenting project compliance with requirements.

As a tool in compliance assessments, the Regulatory Compliance Database has been determined to be quality affecting, although the effect is indirect. For this reason, this procedure applies the BCLDP Quality Program requirements in a graded manner, based on the risk and importance of activities associated with the Regulatory Compliance Database.

5.0
Procedure
The RC&ESHO Manager is responsible for activities set forth in this procedure unless another party is specifically identified as being responsible. The RC&ESHO Manager may delegate activities required by this procedure.


5.1
Identifying Changes to Requirements


5.1.1
Requirement source documents shall be reviewed on a periodic basis, as appropriate. Examples of such documents include the Federal Register, the Code of Federal Regulations, the Ohio Revised and Administrative Codes, local codes, the ENG-92 contract, applicable industry consensus standards, project correspondence, and waste acceptance criteria.



5.1.2
Upon identification of a change or potential change to BCLDP-applicable requirements, notification shall be made to affected BCLDP managers.



5.1.3
Items resulting from implementation of paragraph 5.1.1 shall be reviewed in detail. Cognizant personnel will be consulted, as necessary, to establish the need to incorporate the requirement change in the Regulatory Compliance Database.



5.1.4
The RC&ESHO Manager and Designated Assessors shall provide compliance information in accordance with Procedure RC-AP-1.0.



5.1.5
The contents of the Regulatory Compliance Database may be reviewed at any time to identify required changes, improvements, or corrections.


5.2
Updating the Regulatory Compliance Database


5.2.1
Input for the database shall be prepared as follows.




5.2.1.1
As a general rule, input forms consist of database printouts with annotated changes to facilitate data entry.




5.2.1.2
Related input forms shall be consolidated into “Change Packages,” which shall be numbered consecutively.




5.2.1.3
Each change package shall contain, either on the cover sheet or on the input forms themselves, a brief explanation of the reasons for the changes, with reference to source document changes, where appropriate. The change package also shall include the name of the person responsible for preparing the input.



5.2.2
Data from change packages shall be entered and checked. The change package shall contain the initials of the data entry person and the person performing the data entry check.



5.2.3
A file of change packages and source documents shall be maintained. A single copy of records is sufficient, preferably originals.


5.3
Maintaining the Regulatory Compliance Database


5.3.1
The database shall be backed up on a regular basis (typically daily) when changes are being entered.



5.3.2
The database system may be upgraded at any time; however, maintaining data integrity is of utmost importance.



5.3.3
A master database file shall be maintained on a specified personal computer. It shall be the only file to which changes are made. Only one person may make changes at one time, and the number of persons authorized to make changes shall be minimized.



5.3.4
Information explaining the structure of the database and its use shall be prepared and maintained.


5.4
Using the Regulatory Compliance Database


5.4.1
The database shall be made available to personnel performing ES&H oversight; assistance in its use also shall be made available.



5.4.2
Copies and updates of the database are available to members of the BCLDP staff, with the concurrence of their manager and the RC&ESHO Manager. Responsibility for providing the necessary hardware and software belongs to the requesting individual. For detailed information in this regard, contact the RC&ESHO Manager.



5.4.3
BCLDP staff members may request requirement or compliance information from the RC&ESHO Manager.

6.0
Records
Only the correspondence to notify BCLDP managers (paragraph 5.1.2) is defined as a quality/project record in accordance with Procedure PR-AP-17.1 (Reference 3.1.3). This correspondence is forwarded to Project Records, as it is generated, in accordance with PR-AP-17.1. All other documentation and work products resulting from implementation of this procedure are not considered quality/project records.

Change packages and associated source documents (paragraph 5.2.3) shall be maintained for a period of at least two years. A single copy of these records shall be sufficient, and they shall not be forwarded to Project Records.

7.0 Forms, Exhibits, and Attachments

7.1
Forms



None.


7.2
Exhibits



None.


7.3
Attachments



None.
