4/22/2004

Trojan Nuclear Plant Licensing Manager Comments on Draft Regulatory Guide DG-7004 (proposed Revision 2 of Regulatory Guide 7.10), Establishing Quality Assurance Programs for Packaging Used in Transport of Radioactive Material

Comment 1

Section C, Regulatory Position, third paragraph:

The phrase “and are contained in quality assurance/quality control (QC) manuals” should be deleted.  This additional phase is overly restrictive.  This Regulatory Guide should not require the procedures, which apply to each of the specified activities to be in any specific procedure manual(s).  Licensees have different procedure programs and the contents of their different procedure manuals should be left up to the licensees.

Comment 2

Section C, 2.4, last paragraph:

Same as Comment 1 above.  The phrase “and is contained in QA/QC manuals” should be deleted.  This additional phase is overly restrictive.  This Regulatory Guide should not require the procedures, which apply to each of the applicable Part 71 activities to be in any specific procedure manual(s).  Licensees have different procedure programs and the contents of their different procedure manuals should be left up to the licensees.

Comment 3

Section C, 18.1, second paragraph:

The phrase “however, each [important to safety] activity should be audited at least once each year” is overly restrictive.  10 CFR 71.137, Audits, states: “The licensee shall carry out a comprehensive system of planned and periodic audits, to verify compliance with all aspects of the quality assurance program, and to determine the effectiveness of the program.”  Requiring a licensee to audit “each [important to safety] activity” is more restrictive than auditing “all aspects of the quality assurance program,” because one aspect of the QA program can involve numerous activities.  

Additionally, the guideline to audit each important to safety activity “at least once each year” is considered overly restrictive and changing it to say “within a period of two years” is recommended.  The NRC has provided guidance to Nuclear Power Plant licensees for auditing 10 CFR 50 safety-related activities in Regulatory Guide 1.33, “Quality Assurance Program Requirements (Operation), Revision 2.”  Section C.4 of this Regulatory Guide states, in part, “..audits of selected aspects of operational phase activities shall be performed with a frequency commensurate with their safety significance and in such a manner as to ensure that an audit of all safety-related functions is completed within a period of 2 years.”  This section of the Regulatory Guide specifies shorter frequencies for certain functions (such as, 6 months for correcting deficiencies and 12 months for performance, training, and qualifications of the facility staff), however, over the last few years, NRR has approved 10 CFR 50 licensee’s changing these audit frequencies to 24 months.

Comment 4

Section C, 18.2, second paragraph and C, 18.2, third paragraph, last sentence:

The guidelines stating, in part “Internal audits of the applicable elements of the QA program should be audited at least annually or at least once within the life of the activity, whichever is shorter” and “Management audits should be conducted at least every 12 months” are overly restrictive.  As discussed in Comment 3 above, it is recommended that these audit frequencies be changed to say “within a period of two years.”

