
March 7, 2001

JoAnn Barron
Office of Compliance
FDA/CDRH
2094 Gaither Road
Rockville, MD 20850

SUBJECT: INVITATION TO MEET WITH NRC REPRESENTATIVES

Dear Ms. Barron:

This refers to a telephone conversation between Ms. Linda Howell of the NRC’s Region IV
office and you on March 1, 2001 regarding an invitation to meet with selected NRC staff to
discuss your agency’s inspection programs. As discussed during the telephone conversation
noted above, the Director, Office of Nuclear Materials Safety and Safeguards recently chartered
a Task Group to review the NRC’s materials licensing and inspection programs. The purpose
of this review is, in part, to examine the programs and make recommendations on improving
the efficiency and effectiveness of the programs and providing a more risk-informed basis to
NRC’s materials program. A detailed description of this project is provided in the enclosed
Charter.

One of the activities assigned to the Task Group is benchmarking the NRC materials inspection
program against those of other Federal regulatory agencies to identify approaches or
techniques which might be considered by the Task Group in developing recommendations for
NRC’s materials inspection program. The purpose of our request to meet with you is to learn
more about your agency’s inspection program and to discuss specific techniques or approaches
that your agency has used to improve the effectiveness of the program or to risk-inform the
program. To facilitate our discussion, I have enclosed a list of questions that we desire to
discuss during the meeting. This list is for your reference and was intended to identify the types
of issues that we wish to review during the meeting. If you have other insights concerning your
agency’s inspection program that you believe may be of interest to us, we welcome your input.

I appreciate your willingness to meet with the Task Group members to discuss your agency’s
inspection program. Our meeting is scheduled for 10:00 a.m., Thursday, March 15, 2001, at
NRC Headquarters, One White Flint North, 11555 Rockville Pike, Rockville, Maryland. A
member of the Task Group will meet you in the lobby of One White Flint North and escort you
to our meeting room. Directions to our offices may be found at
http://www.nrc.gov/NRC/WHATIS/directio.html#_1_3.



J. Barron -2-
FDA/CDRH

Should you have any questions concerning this letter or the material enclosed, please contact
me at (610) 337-5281 or Ms. Linda Howell at (817) 860-8213.

Sincerely,

/RA/

George Pangburn, Director
Division of Nuclear Materials Safety

Enclosures:
1. Comparison of Inspection Programs, Discussion Questions
2. Phase II Task Group Charter

cc:
John McCrohan, Director
Division of Mammography Quality and Radiation Programs
Office of Health & Industry Program
FDA/CDRH (Mail Stop HFZ40)
1350 Piccard Drive
Rockville, MD 20850
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Comparison of Inspection Programs - Discussion Questions

The following questions concern issues that NRC’s Phase II Task Group would like to discuss
with other Federal regulatory agencies as part of the Task Group’s benchmarking efforts for the
materials inspection program.

1. What does your agency inspect?

2. Who performs the inspections?
- Are the inspectors direct employees of the agency?
- Is the program delegated?
- Does the agency use consultants or the regulated community in portions

or all of its inspection program?

3. What does the inspection program consist of?
- What methods are used to perform inspections?
- What is the frequency of inspections?
- Is a routine inspection program in place or are inspections conducted for

cause?

4. What guidance documents are available?
- What style and format (level of detail) are used?
- How available is the guidance (electronic, through internet) and to whom

is it available?

5. Is the inspection program performance-based or prescriptive?

6. How is risk information incorporated in the program or used during inspections?

7. How are inspection results transmitted to those who are regulated and to the
public?

8. What does the agency’s Enforcement Program consist of?

9. What processes relating to licensing/registration and inspection have been
streamlined recently? Why and what was done?

10. How does the agency measure effectiveness of its inspection program?

11. Are feedback mechanisms from stakeholders and customers developed? Are
they used by stakeholders? How does the agency use the information?
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