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Dear Ms. Smith:

On December 8, 2000, the Management Review Board (MRB) met to consider the proposed
final Integrated Materials Performance Evaluation Program (IMPEP) report on the North
Carolina Agreement State Program. The MRB found the North Carolina program adequate to
assure public health and safety and compatible with the Nuclear Regulatory Commission’s
program.

Section 5.0, page 15, of the enclosed final report presents the IMPEP team’s
recommendations. We received the December 6, 2000 letter from Ms. J. Robin Hadin which
described your staff’s actions taken in response to the recommendations in the draft report.
We request no additional information.

Based on the results of the current IMPEP review, the next full review will be in approximately
four years. ‘

| appreciate the courtesy and cooperation extended to the IMPEP team during the review and
your support of the Radiation Control Program. | look forward to our agencies continuing to
work cooperatively in the future.

Sincerely,
Gl
Carl J. Papenelio

Deputy Executive Director
for Materials, Research and
State and Tribal Programs
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Division of Radiation Protection
Department of Environment and Natural Resources
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1.0 INTRODUCTION

This report presents the results of the review of the North Carolina radiation control program.
The review was conducted during the period September 18-22, 2000, by a review team
comprised of technical staff members from the Nuclear Regulatory Commission (NRC) and the
Agreement State of Mississippi. Team members are identified in Appendix A. The review was
conducted in accordance with the "Implementation of the Integrated Materials Performance
Evaluation Program and Rescission of a Final General Statement of Policy," published in the
Federal Register on October 16, 1997, and the November 5, 1999, NRC Management
Directive 5.6, "Integrated Materials Performance Evaluation Program (IMPEP)." Preliminary
results of the review, which covered the period December 15, 1995 to September 18, 2000
were discussed with North Carolina management on September 22, 2000.

A draft of this report was issued to North Carolina for factual comment on October 20, 2000.
The State responded in letters dated November 21, 2000 and December 6, 2000. The
Management Review Board (MRB) met on December 8, 2000, to consider the proposed final
report. The MRB found the North Carolina radiation control program was adequate to protect
public health and safety and compatibie with NRC's program.

The North Carolina Agreement State Program is administered by North Carolina’s Department
of Environment and Natural Resources (the Department) and is located within the Division of
Radiation Protection (the Division). The Division Director manages four sections: the
Radioactive Materials Section (the Section), two electronic products sections, and a nuclear
facilities and environmental radiation surveillance section. The Section is under the
supervision of a Section Chief. An organization chart for the Department of Environment and
Natural Resources is included as Appendix B. At the time of the review, the North Carolina
program regulated 656 specific licenses authorizing agreement materials. The review focused
on the materials program as it is carried out under the Section 274b. (of the Atomic Energy Act
of 1954, as amended) Agreement between the NRC and the State of North Carolina.

In preparation for the review, a questionnaire addressing the common and non-common
performance indicators was sent to the Division on July 3, 2000. The Division provided a
response to the questionnaire on August 31, 2000. During the review, discussions with
Division staff resulted in the responses being further developed. A copy of the questionnaire
responses is included as Appendix G to proposed final report.

The review team's general approach for conduct of this review consisted of: (1) examination of
North Carolina’s response to the questionnaire; (2) review of applicable North Carolina statutes
and regulations; (3) analysis of quantitative information from the Division’s licensing and
inspection data base; (4) technical review of selected licensing and inspection actions; (5) field
accompaniments of four North Carolina inspectors; and (6) interviews with staff and
management to answer questions or clarify issues. The team evaluated the information that it
gathered against the IMPEP performance criteria for each common and applicable non-
common performance indicator and made a preliminary assessment of the radiation control
program’s performance.

Section 2 below discusses the Division’s actions in response to recommendations made
following the previous IMPEP review. Results of the current review for the IMPEP common




North Carolina Final Report Page 2

performance indicators are presented in Section 3. Section 4 discusses results of the
applicable non-common performance indicators, and Section 5 summarizes the review team’s
findings and recommendations. Recommendations made by the review team are comments
that relate directly to program performance by the Division. A response is requested from the
Division to all recommendations in the final report.

2.0 STATUS OF ITEMS IDENTIFIED IN PREVIOUS REVIEWS

During the previous IMPEP review, which concluded on December 15, 1995, ten
recommendations were made and transmitted to Mr. Jonathan B. Howes, Secretary, North
Carolina Department of Environment, Health, and Natural Resources, on January 30, 1996.
The team’s review of the current status of these recommendations is as follows:

1. The review team recommends that the State fill existing vacancy as soon as possible.

Current Status: The vacant position was filled on March 3, 1996. This
recommendation is closed.

2. The review team recommends that the State consider peer and supervisory review of
licensing products to include review of all background information and correspondence.

Current Status: The review team verified that peer and supervisory reviews of licensing
actions are being performed. In addition, a checklist was developed for the supervisory
and peer review for all licensing documents. This recommendation is closed.

3. The review team recommends: (a) that all inspection reports include a summary of the
exit meeting discussion, as addressed by intemnal guidance, including the licensee's
comments regarding items of noncompliance; and (b) that inspectors make every effort
to hold exit meetings at the highest possible management level.

Current Status: The review team verified that all inspection reports reviewed included
exit summaries, and that exits are noted to be conducted with the highest management
level possible. This recommendation is closed.

4. The review team recommends that the State consider adopting a policy of annual
supervisory accompaniments of all materials inspectors.

Current Status: The Division reported in the response to the questionnaire that annual
inspection accompaniments were performed during calendar years 1997 and 1998.
However, because of an iliness of the past section chief, no inspector accompaniments
were conducted in 1999. To date, two inspector accompaniments have been
conducted in 2000. This recommendation is closed.

5. The review team recommends that the State evaluate the process for promulgating
compatibility regulations to better ensure that the State meets the 3-year time frame.
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Current Status: The Division has re-evaluated their intemal process for promulgating
regulations. The review team found that the regulations needed for compatibility are
being adopted within the 3-year time frame. This recommendation is closed.

6. The review team recommends that the State consider developing written guidance for
preserving the integrity of proprietary information fumished by the manufacturer when
issuing SS&D registry sheets.

Current Status: The State issued a Policy and Procedure Statement, No. NOOS,
entitled “Control of Proprietary Information,” dated May 26, 1998. The procedure
addressed adequately the administrative and record keeping issues in handling and
storing proprietary information. The review team noted that the procedure is
implemented and followed. The procedure is in compliance with the applicable laws of
the State of North Carolina. A review team member discussed with staff possible
improvements in handling proprietary information. This recommendation is closed.

7. With respect to the sealed source and device evaluation program, the review team
recommends that (a) the State clarify the Troxler source ratings and evaluate Troxler's
QA plan to ensure that it includes health physics evaluation; and (b) that the necessary
attachments to the American Duesenberg certificate be distributed.

Current Status:

(a) The State clarified Troxler's source classification by requesting an itemized
listing from Troxler and evaluating the licensee’s response. Similarly, the State
reviewed the QA program utilizing a checklist and found it acceptable.

(b) The State reviewed the case and issued an inactive certificate
(NR-801-D-101-S). The content of the case file is limited to the two certificates.
The staff indicated that they have conducted an extensive search to locate the
certificate holder as well as any units which still could be in use. The staff
informed the review team that they were not able to locate either the certificate
holder or any of the devices. The results of the staff's search were conveyed to
the team orally, because the resuits were not documented in the file. This
recommendation is closed.

8. The review team recommends that the State consider keeping records of LLRW staff
members' technical training and participation in workshops, conferences, etc., in the
individual's training files and also maintain a coliective staff training record to help
formalize such training as an ongoing requirement for the position and to better allow
management to assess the training level of the staff.

Current Status: On April 7, 2000, the North Carolina Radiation Protection
Commission’s report to the North Carolina General Assembly concluded that the State
does not need a central facility for storage or disposal of low-level radioactive waste
(LLRW) as long as North Carolina waste generators have continued access to existing
out-of-state disposal and treatment facilities. Since this recommendation was made, no
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further LLRW activities have been conducted by the State. This recommendation is
closed.

9. The review team recommends that consideration be given to changing the LLRW
section filing procedures to ensure that surveillance reports become part of the
licensing database subject to intemal QA inspections.

Current Status: Refer to Current Status of Recommendation 8. This recommendation
is closed.

10.  The review team recommends consideration of an intemal audit on the SAR review
database during input to the new database to assure that all LLRW section review
leaders are entering data properly.

Current Status: Refer to Current Status of Recommendation 8. This recommendation
is closed.

3.0 COMMON PERFORMANCE INDICATORS

IMPEP identifies five common performance indicators to be used in reviewing both NRC
Regional and Agreement State programs. These indicators are: (1) Status of Materials
Inspection Program; (2) Technical Quality of Inspections; (3) Technical Staffing and Training;
(4) Technical Quality of Licensing Actions; and (5) Response to Incidents and Aliegations.

3.1 Status of Materials Inspection Program

The team focused on four factors in reviewing this indicator: inspection frequency, overdue
inspections, initial inspections of new licenses, and timely dispatch of inspection findings to
licensees. The review team’s evaluation is based on the North Carolina questionnaire
responses relative to this indicator, data gathered independently from the Division’s licensing
and inspection data tracking system, the examination of complete licensing and inspection
casework, and interviews with managers and staff.

A review of the Division’s inspection priorities revealed that the inspection frequencies for the
various types of licenses are the same or more frequent than similar license types listed in
NRC Inspection Manual Chapter (IMC) 2800, with one exception. The exception is that
nuclear pharmacies were identified as a Priority 2 instead of a Priority 1. The assignment of
Priority 2 for Nuclear Medicine inspections was due to IMC 2800's unclear description of the
category. The review team recommends that NRC review the descriptions in IMC 2800 for the
category of nuclear pharmacies to ensure that the assignment of priorities is clear.

In their response to the questionnaire, the Section Chief reported that the Section compieted
15 inspections overdue by more than 25% of the NRC frequency. However, during the review
it was determined that this number did not account for 8 nuclear phamacy inspections that
were overdue because of the Priority 2 category assignment. The review team found that in
general, the core licenses are inspected at regular intervals in accordance with frequencies
prescribed in NRC IMC 2800, even with the identification of the additional 8 overdue
inspections. The review team recommends that the Division change the inspection trequency
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of nuclear phamacies from a Priority 2 to a Priority 1 in accordance with NRC's IMC 2800 and
conduct inspections at the appropriate frequency.

Although the Division did not have a formal procedure in place at the time of the review, the
Division may extend the inspection frequency based on the compliance history of the licensee.

With respect to initial inspections of new licensees, the team evaluated a list of licensing
actions and determined that there were 210 new licenses issued during the review period. All
of the initial inspections from a random sampling of 10 new licenses were performed within 6
months. After issuance, new licenses are hand delivered to licensees. The inspector uses the
opportunity to discuss the requirements of the license and the regulations with the licensee. If
adequate training, facilities or equipment is not available, the inspector may choose not to
present the license. The Division feels that this initial face-to-face meeting with the licensees
is a very valuable tool in future compliance with license conditions. The visit allows the
Division to make sure that the safety program is in place and permits open discussion of the
licensee’s compliance requirements.

The timeliness of the issuance of inspection findings was evaluated during the inspection
casework review. All of the inspection findings were transmitted to the licensees within the
Division’s goal of 30 work days following the inspection.

To evaluate the Division’s reciprocity inspection program, the review team obtained a computer
printout of data for the years of 1998 through 2000. With regard to core licensees (Priorities 1,
2, and 3), the Section received 19 requests for reciprocity in 1998; 19 requests for reciprocity
in 1999; and 18 requests for reciprocity at the time of the review in 2000. The Section
performed six reciprocity inspections in 1998, five in 1999, and three in 2000. The Division has
developed a new computer tracking system to allow them to maintain a reciprocity database
for conducting inspections. The review team recommends that the Division meet the
reciprocity inspection frequency goals specified in NRC’s IMC 1220.

Based on the IMPEP evaluation criteria, the review team recommends that North Carolina's
performance with respect to the indicator, Status of the Materials Inspection Program, be found
satisfactory.

3.2 Technical Quality of Inspections

- The team evaluated the inspection reports, enforcement documentation, and inspection field
notes and interviewed inspectors for 18 radioactive materials inspections conducted during the
review period. The casework included all 7 of the Section’s materials license inspectors, and
covered inspections of various types including radiography, medical broad, academic broad,
HDR, gamma stereotactic, irradiator, well logging, nuclear pharmacy, and medical. Appendix
C lists the inspection casework files reviewed for completeness and adequacy with case-
specific comments.

Based on casework, the review team noted that the routine inspections covered all aspects of
the licensee’s radiation program. The inspection reports were thorough, complete, consistent,
and of high quality, with sufficient documentation to ensure that licensee’s performance with
respect to health and safety were acceptable. The documentation supported violations,
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recommendations made to the licensee, and unresolved safety issues. Exit interviews were
held with appropriate licensee personnel and discussions were well documented in the reports.
Several of the casework files indicated that team inspections were performed. Team
inspections are used in their mentoring training program.

The inspection procedures utilized by the Section are consistent with the inspection guidance
outlined in NRC’s IMC 2800. Inspection reports are in a format that adequately covers all
inspection areas for each inspection type. The Section Chief was in the process of updating
some of the inspection field forms during the review.

North Carolina has an adequate number and types of survey meters to support the current
inspection program. Survey meters are calibrated at least annually by a consultant.
Appropriate, calibrated survey instruments such as GM meters, scintillation detectors, ion
chambers, micro-R meters, and neutron meters were observed. They also have portable multi-
channel analyzers that can be used in the field at inspection sites. Contamination wipes are
sent to the North Carolina State Laboratory for analysis.

During the review period, inspector accompaniments were performed by the Section Chief on
each of the staff at least annually, except in 1999. No inspector accompaniments were
performed in 1999 due to an iliness of the Section Chief. At the time of the review, the new
Section Chief had performed two inspector accompaniments in 2000, and planned to perform
the other accompaniments in the near future.

Four inspectors were accompanied during inspections by a review team member in August
2000 and during the week of the IMPEP review. The accompaniments included a permanent
radiographic facility, a temporary job site radiography license, and two nuclear cardiologist
private practice licenses. These accompaniments are also identified in Appendix C.

During the accompaniments, each inspector demonstrated appropriate inspection techniques
and knowledge of the regulations. They prepared themselves for the inspection by reviewing
the license folder prior to the inspection. The inspectors appeared well trained and thorough in
the inspection of the licensee’s radiation safety programs. Inspections were unannounced and
performance based. Each inspector conducted effective interviews with appropriate licensee
personnel. Inspectors either observed or required the licensee to demonstrate performance of
licensed activities. Overall, each inspector utilized good health physics practices and their
inspections were adequate to assess radiological health and safety at the licensed facilities.

Based on the IMPEP evaluation criteria, the review team recommends that North Carolina’s
performance with respect to the indicator, Technical Quality of Inspections, be found
satisfactory.

3.3 Technical Staffing and Training

Issues central to the evaluation of this indicator include the Division’s staffing level and staff
tumover, as well as the technical qualifications and training histories of the staff. To evaluate
these issues, the review team examined the State's questionnaire responses relative to this
indicator, interviewed Division management and staff, and considered any possible workload
backlogs.
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The Section Chief for the Section supervises two administrative and seven technical staff
members. The technical staff members are classified as health physicists. The Section is fully
staffed and there have been five tumovers since the last IMPEP review. Vacancies were filled
in an expedient manner.

All of the technical staff members are trained to perform license reviews and inspections. The
team determined that the Division has a well balanced staff, and a sufficient number of trained
personnel to carry out the regulatory duties of the Section. Two health physicists are assigned
to the review and inspection of Sealed Source & Device (SS&D) licenses which is discussed
turther in Section 4.2.

During the review of the training records, the team noted that only one member of the technical
staff had completed the teletherapy and brachytherapy core course or the irradiator
specialized course. Although the review team found no performance issues in the licensing or
inspection of these licensees, the team believes that all technical staff performing
brachytherapy licensing or inspections would benefit from the teletherapy and brachytherapy
course or equivalent training. In addition, because North Carolina has three irradiators, the
review team believes that the technical staff would also benefit from the irradiator training
course or its equivalent. The Division Director expressed a strong commitment to training.
The review team recommends that staff who conduct independent inspections and/or license
reviews of teletherapy and brachytherapy licenses and irradiator licenses complete the
teletherapy/brachytherapy course and irradiator course, or their equivalent.

In addition, the review team found that the Division has not developed a written training
program. The need for a written training program for the SS&D reviewers was also identified
(Section 4.2.2). The review team recommends that a formalized, written training program
based upon the requirements specified in IMC 1246 or “NRC/OAS Training Working Group
Recommendations for Agreement State Training Programs,” be developed for license
reviewers and inspectors.

All radiation health physicists are required to have bachelor's degrees or equivalent training in
the physical and/or life sciences. New hires are allowed to work with the more senior staff and
under the guidance of the Section Chief until appropriate training and experience is received,
and until the individual obtains the confidence to perform the assigned tasks independently. A
mentoring program has been established and mentoring joumnals for the technical staff have
been developed. The Section Chief and senior health physicists review the licensing work
performed by the junior personnel and accompany them during inspections to assure
regulatory consistency and quality of work performed. The team confirmed the qualifications
of the staff hired since the 1995 IMPEP review and verified their performance through licensing
and compliance casework and inspection accompaniments.

The North Carolina Radiation Protection Commission, part of the Department of Environment
and Natural Resources, is empowered by State statute to promulgate rules and regulations to
be followed in the administration of a radiation protection program. Currently the Radiation
Protection Commission has 11 govemor-appointed public voting members and 10 non-voting
ex officio members. The Division Director is one of the ex officio members. The review team
examined the State’s conflict of interest policy that is applicable to the Radiation Protection
Commission. It was noted that the Govemor has appointed an ethics committee to review




North Carolina Final Report Page 8

potential or the appearance of conflicts of interest. At the start of every Radioactive Protection
Commission meeting, the Chairman or his designee reads an Ethics Awareness and Confiict of
Interest Reminder. Members are required to recuse themselves from matters posing a
potential conflict of interest.

Based on the team’s finding and the IMPEP evaluation criteria, the review team recommends
that North Carolina’s performance with respect to the indicator, Technical Staffing and
Training, be found satisfactory.

3.4 Technical Quality of Licensing Actions

The review team examined completed licensing casework and interviewed the staff for 21
specific licenses. Licensing actions were evaluated for completeness, consistency, proper
isotopes and quantities used, qualifications of authorized users, adequate facilities and
equipment, and operating and emergency procedures sufficient to establish the basis for
licensing actions. Licenses were evaluated for overall technical quality including accuracy,
appropriateness of the license, its conditions, and tie-down conditions. Casework was
evaluated for timeliness; adherence to good health physics practices; reference to appropriate
regulations; documentation of safety evaluation reports, product certifications or other
supporting documents; consideration of enforcement history on renewals; pre-licensing visits,
peer or supervisory review as indicated; and proper signature authority. The files were
checked for retention of necessary documents and supporting data.

The licensing casework was selected to provide a representative sample of licensing actions
that were completed during the review period. The sampling included the following types:
industrial radiography, medical (institution and private practice), nuclear pharmacy, academic
and industrial broad scope, service, pool irradiator, manufacturing and distribution, and well
logging. Types of licensing actions selected for evaluation included two new licenses, ten
amendments to existing licenses, seven license renewals, and two license terminations. In
discussions with the Division Manager, it was noted that there were no major decommissioning
efforts underway with regard to agreement material in North Carolina. Also, there were no
identified sites with potential decommissioning difficulties equivalent to those sites in NRC's
Site Decommissioning Management Plan. A list of the licenses evaluated with case-specific
comments can be found in Appendix D.

The casework evaluation indicated that the staff follows appropriate licensing guides during the
review process to ensure that licensees submit information necessary to support their request.
The review team found the checklists used for each type of program to be comprehensive and
incorporated excellent notes to assist the staff with their review of the applications.
Deficiencies were addressed by letters and documented telephone conversations containing
appropriate regulatory language. The use of license templates by the staff also resulted in
notable consistency between reviewers. Overall, the review team found that the licensing
actions were thorough, complete, consistent, of high quality and properly addressed health
"and safety issues.

Several licensing actions examined by the team required the licensee to submit financial
assurance. The originals of the financial assurance documents are maintained in a secure
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cabinet. Generic paragraphs were included in letters issued to specific classes of licensees
requesting them to review their needs for financial assurance.

The team found that terminated licensing actions were well documented, including the
appropriate material transfer records and survey records. An evaluation of the licensing
actions over the review period revealed that most terminations were for licensees possessing
sealed sources. These files showed that documentation of proper disposal or transfer was
provided.

Licenses are renewed on a five-year frequency. Licenses that are under timely renewal are
amended as necessary to assure that public health and safety issues are addressed during
the period that the license is undergoing the renewal process. Deficiencies are addressed by
letters and documented telephone conferences which used appropriate regulatory language.
Each licensing action is reviewed by a second individual and then reviewed by management
prior to issuance. All licenses are signed by the Section Chief.

Based on the IMPEP evaluation criteria, the review team recommends that North Carolina’s
performance with respect to the indicator, Technical Quality of Licensing Actions, be found
satisfactory.

3.5 Response to Incidents and Allegations

In evaluating the effectiveness of the Division’s actions in responding to incidents, the review
team examined the Division’s response to the questionnaire relative to this indicator, evaluated
selected incidents reported for North Carolina in the Nuclear Material Events Database
(NMED) against those contained in the North Carolina files, and evaluated the casework and
supporting documentation for 13 material incidents. A list of the incident casework examined
with case-specific comments is included in Appendix E. The team also reviewed the State’s
response to 12 allegations involving radioactive materials including six allegations referred to
the State by the NRC during the review period. '

The review team discussed the Division’s incident and allegation procedure, file
documentation, the State’s equivalent to the Freedom of Information Act, NMED, and
notification of incidents to the NRC Operations Center with the Materials Section Chief, the
Radiological Emergency Response Coordinator, and selected staff.

The Section and the Division's Emergency Response Coordinator have responsibility for initial
response and follow-up to incidents and allegations involving radioactive materials. Written
procedures require that two qualified health physicists evaluate each incoming incident report
and present it to the supervisor for direction. All complex incidents or those with potential for
impacting public safety are evaluated by the Section Chief, the Director, and the Radiation
Protection Manager in order to determine the appropriate response. Review of casework
indicates that this approach provides effective response actions and does not delay the
response time.

Written procedures exist for handling incidents, some of which are considered allegations
under NRC terminology. These procedures and accompanying summary forms are available
to all staff on the Program'’s Local Area Network system and as hard copy in the file room.
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Incident calls or reports are handled by the individual receiving the notification, or are assigned
to another staff member by the Section Chief. The Section Chief is informed of the initial call
and any subsequent follow up or resolution of the case.

The Section had 164 materials incidents during the review period of which 79 incidents were
reportable under the NRC criteria. The staff commented that the other incidents involved
waste maternials such as medical waste going into land fills. Thirteen incidents were selected
for review. The incidents included: contaminated material, damaged devices,
misadministrations, and stolen gauges. The review team found that the Division’s response to
incidents was generally complete and comprehensive. Initial responses were prompt and well-
coordinated, and the level of effort was commensurate with the health and safety significance.
Inspectors were dispatched for on-site investigations when appropriate and the Division took
suitable enforcement action including coordination with the license reviewers, other agencies
and follow up, as appropriate.

Generally, the team found that significant incidents were appropriately reported to the NRC
Operations Center in a timely manner, however, the team noted considerable inconsistency in
providing NMED reports to the NMED contractor prior to this year. The Section Chief related
that the inconsistency was the result of software compatibility problems when entering NMED
data. The incident data is now being provided to NMED as requested by the Office of State
and Tribal Programs (STP) procedures. The Division’s incident procedure does not reference
the Office of State and Tribal Programs Procedure SA-300, Handbook on Nuclear Event
Reporting in the Agreement States, however, a copy of the SA-300 Handbook was available in
the Section’s procedure manual. The team noted during the incident casework review that four
of the NMED reports needed to be updated and closed out, one NMED incident report could
not be located in the Section files, and three incident reports needed additional information to
be submitted to the NMED database. The review team also noted that the procedure for
handling misadministrations does not require misadministrations be evaluated against the
abnormal occurrence criteria as specified in the SA-300 Handbook. The team discussed these
issues with the Section Chief and the staff member responsible for NMED data entry. The
review team recommends that the NMED data be updated to reflect the status and close out of
cases as appropriate, and that incident data be provided to the NRC in accordance with STP
Procedure SA-300.

During the review period, six allegations were referred to the Division by the NRC. The
casework for these allegations was reviewed as well as the casework for six additional
allegations reported directly to the Division. The review of the casework and the Division’s files
indicated that the Section took prompt and appropriate action in response to the concems
raised. All but two of the allegations reviewed were appropriately closed with written letters to
the alleger. The team noted that allegations were treated and documented intemally in the
same manner as incidents. With the exception of the two cases where the alleger was not
notified of the actions taken and results of the Division’s investigations, there were no
performance issues identified. The team also noted that North Carolina law requires that all
public documents be made available for inspection and copying unless specifically exempted
from disclosure under the State’s Open Records Act. The Division makes every effort to
protect an alleger’s identity.
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The Division’s procedures for handling allegations are incorporated into the incident response
procedures. A separate allegation procedure has not been developed. The team found that
all allegations are filed with the incidents with the exception of one that was filed in a separate
locked file cabinet. The team and the Section Chief discussed the merits of filing all
allegations in a separate locked cabinet for security and protection of the alleger’s identity, as
well as updating the procedures to include appropriate references to allegations, their tracking,
documentation, and handling of files to help assure performance under this indicator.

Based on the IMPEP evaluation criteria, the review team recommends that North Carolina’s
performance with respect to the indicator, Response to Incidents and Allegations, be found
satisfactory. : ‘

4.0 NON-COMMON PERFORMANCE INDICATORS

IMPEP identifies four non-common performance indicators to be used in reviewing Agreement
State Programs: (1) Legislation and Program Elements Required for Compatibility; (2) Sealed
Source and Device Evaluation Program; (3) Low-Level Radioactive Waste Program Division;
and (4) Uranium Recovery Program. North Carolina's Agreement does not cover uranium
recovery, so only the first three non-common performance indicators were applicable to this
review.

4.1 Leaqislation and Program Elements Required for Compatibility

4.1.1 Legislation

Along with their response to the questionnaire, the Division provided the review team with the
opportunity to review copies of legislation that affects the radiation control program.
Legislative authority to create an agency and enter into an agreement with the NRC is granted
in the General Statutes of North Carolina, Chapter 104E, North Carolina Radiation Protection
Act. The Department is designated as the State’s radiation control agency. The review team
noted that no legislation affecting the radiation control program was passed since being found
adequate during the previous review, and found that the State legislation is adequate.

4.1.2 Program Elements Required for Compatibility

The North Carolina Regulations for Control of Radiation, found in the North Carolina
Administrative Code, Title 15A, Chapter 11, Radiation Protection, apply to all ionizing radiation,
whether emitted from radionuclides or devices. North Carolina requires a license for
possession, and use, of all radioactive material including naturally occurring materials, such as
radium, and accelerator-produced radionuclides.

The review team examined the procedures used in the Division’s regulatory process and found
that the public and other interested parties are offered an opportunity to comment on proposed
rules during a 30-day comment period and during a public meeting. The NRC is provided with
drafts for comment on the proposed rules early in the promulgation process. The Division
requests and obtains departmental approval to develop new rules and publishes an intent to
pursue rulemaking. The Radiation Protection Commission has the Radioactive Materials
Control Committee (the Committee) draft the rules for discussion with the regulated community
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and concemed citizens, reviews the work of the Committee, and authorizes an official notice of
proposed rule. A public hearing is held on the proposed rule, the rule is revised as needed
and is then sent to the Radiation Protection Commission for adoption. The State has a Rules
Review Commission that reviews and approves new rules and the General Assembly is
provided a time period in which to veto the rule. Typically, rule promulgation requires 4 to 14
months and the Department’s Rules and Regulations are not the subject of “sunset” laws.

The team evaluated the Division’s responses to the questionnaire, reviewed the status of
regulations required to be adopted by the State under the NRC’s Adequacy and Compatibility
Policy, and verified the adoption of regulations with data obtained from the Office of State and
Tribal Programs Regulation Assessment Tracking System.

The team identified the following regulation changes and adoptions that will be needed in the
future. The Division Director related that these regulations would be addressed in an
upcoming rulemaking scheduled for fiscal year 2001. The State’s fiscal year 2001 is from July
2000 through June 2001.

° “Minor Corrections, Clarifying Changes, and a Minor Policy Change,” 10 CFR Parts 20,
35, and 36 amendments (63 FR 39347 and 63 FR 45393) that became effective
October 26, 1998.

L “Deliberate Misconduct by Unlicensed Persons,” 10 CFR Parts 30, 40, 61, 70, and 150
amendments (63 FR 1890 and 13773) that became effective February 12, 1998.

L “License for Industrial Radiography and Radiation Safety Requirements for Industrial
Radiographic Operations; Clarifying Amendments and Corrections,” 10 CFR Part 34
amendment (63 FR 37059) that became effective July 9, 1998.

o “Termination of Transfer of Licensed Activities: Recordkeeping Requirements,” 10 CFR
Parts 20, 30, 40, 61, and 70 amendments (61 FR 24669) that became effective
June 17, 1999.

° “Respiratory Protection and Controls to Restrict Intemal Exposures,” 10 CFR Part 20
amendment (64 FR 54543 and 64 FR 55524) that became effective February 2, 2000.

L “Energy Compensation Sources for Well Logging and Other Regulatory Clarifications,”
10 CFR Part 39 amendment (65 FR20337) that became effective May 17, 2000.

During the review, the Division Director related that four of the above regulations have been
drafted and will be combined as a package of regulations to be adopted in fiscal year 2001.

Based on the IMPEP evaluation criteria, the review team recommends that North Carolina’s
performance with respect to the indicator, Legislation and Program Elements Required for
Compatibility, be found satisfactory.
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4.2 Sealed Source and Device (SS&D) Evaluation

In assessing the Division’s SS&D evaluation, the review team examined information provided
by the State in response to the IMPEP questionnaire on this indicator. A review of selected
amended and inactivated SS&D evaluations and supporting documents covering the review
period was conducted. The team observed the staff's use of guidance documents and
procedures, interviewed the staff and Division Director involved in SS&D evaluations, and
verified the use of regulations and license conditions to enforce commitments made in the
applications.

4.2.1 Technical Quality of the Product Evaluation Program

The Division did not process any new registrations, but completed approximately four
amendments and issued 20 or more inactivation certificates since the last review. The review
team selected nine cases from the registry that had been amended or inactivated in their
entirety. The review included all amendments, supporting documentation, licenses, and
inspections associated with each of the registrations selected. The certificates reviewed
covered the period since the last Division review in December 1995 and represented cases
completed by the principal reviewers. The SS&D certificates issued by the Division and
evaluated by the review team are listed with case-specific comments in Appendix F.

Analysis of the casework and interviews with staff confirmed that the Division follows the
recommended guidance from the NRC SS&D training workshops and NUREG-1556, Volume
3, issued in September 1997. All pertinent American National Standards Institute standards,
Regulatory Guides, and applicable references were confirmed to be available and were used
when performing SS&D reviews. Appropriate review checklists were used to assure that all
relevant materials are submitted and reviewed. The checklists are contained in the registration
files. The review team noted that the quality of the checklists showed a continual improvement
during the period; specifically, staff notes indicated a steadily increasing comprehensiveness
of safety evaluations. However, the checklists were not dated and signed; therefore, records
were not traceable.

The registration files contained all correspondence, photographs, engineering drawings,
radiation profiles, and results of tests conducted by the applicant. The files were well
organized in a consistent manner. The files were divided into subdivisions with the following
subjects: current certificate, application, transmittals, manuals, superceded (certificates), and
confidential/proprietary information. Deficiency letters clearly stated regulatory positions and
health and safety issues were properly addressed. The team determined that product
evaluations were thorough, complete, consistent, of acceptable technical quality, and
adequately addressed the integrity of the products during use and in the event of likely
accidents.

Registrations clearly summarized the product evaluation and provide license reviewers with
adequate information to license the possession and use of the product. However, the team
noted that, in the registration certificates, the references in most cases did not list the specific
documents which had been reviewed during the safety evaluation. Specifically, the references
did not list the documents with title, author, or date. Instead of defining each document,
general terms were used to combine the content of the file into generic groups such as “all
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information" and "all engineering drawings" submitted by the applicant and currently in the
SSA&D review file. The review team recommends that all registration certificates reference the
specific documents which were reviewed during the safety evaluation.

The Division reported in the questionnaire that 18 SS&D actions were completed since the
previous review. However, the review team identified six more cases (NC-8043-D801-S,
NC-646-D-803-S, NC-646-D-804-S, NC-646-D-805-S, NC-646-D-809-S, NC-646-D-811-S)
which had not been listed in the response to the questionnaire. Based on the sequential
numbering of the deactivation cases, there may be others which had not been listed. Staff
members estimated that the backlog may be about five cases. The review team found that
cases, licensee requests for action, assignment dates to staff, and cases completed, were not
being logged or tracked. For example, the team found that a certificate holder had requested
deactivation for some models in a February 2000 letter, but that no SS&D reviewer had been
assigned to the action. The SS&D reviewers completed the cases on the basis of their
memory for a need for an action. Based on these observations, the team noted that the
incomplete listing of SS&D cases may be attributable to the fact that the Division does not use
a tracking system to follow the status of SS&D cases. The review team recommends that the
Division develop a tracking system to follow the status of SS&D actions.

in 1994, the NRC conducted a review of the North Carolina radiation control program relating
to the State’s program for performing SS&D product evaluations. Following the review, the
State initiated an effort to re-evaluate and update the previously issued SS&D registry sheets.
The progress of the re-evaluation process was found satisfactory (item 2.2, IMPEP Final
Report, December 11-15, 1995). At the time of the review in 1995, not all casework had been
completed. During this review, the team noted that the registry sheet of Humboldt Scientific,
Inc. (NC-365-D-101-S) has not yet been updated. The Division initiated an update in 1996, by
- requesting additional information from the vendor. The information was reviewed and the
reviewer identified deficiencies which were to be resolved, but no further action has been
taken. As discussed in the MRB meeting and in the December 6, 2000 letter to Mr. Lohaus
from North Carolina, the Division is presently addressing the update of the registry sheet with
the renewal of the Humbolt Scientific, Inc license in its entirety, which includes a submission of
a new quality assurance manual.

4.2.2 Technical Staffing and Training

Following the Division’s previous IMPEP review, two reviewers were assigned to review all
SS&D registrations as part of their duties. The two reviewers altemate for primary and
concurrence reviews. The reviewers are health physicists by college education and have
attended additional training courses such as NRC's SS&D Workshop to supplement their
education. Additional engineering expertise is also readily available to the staff on an as
needed basis. The State has retained under contract the assistance of a professor of nuclear
engineering from North Carolina State University. The outside consultant has provided
engineering analysis for the resolution of an equipment failure issue. The team reviewed the
results of the analysis and found it adequate. The consultant has not yet been needed for
SS&D safety evaluations. The team determined that the reviewers meet the technical training
required for SS&D reviews as described under the guidance. However, the team noted that
the Division has not developed formalized written training requirements for SS&D reviewers.
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4.2.3 Evaluation of Defects and Incidents Regarding SS&Ds

No incidents or defects related to SS&D issues were reported conceming the devices
(products) registered by the State of North Carolina, during the review period. The team also
verified that there were no reported incidents through discussions with the SS&D reviewers
and a review of the incidents as discussed under Section 3.5.

An on-line search by manufacturer utilizing the NMED system was conducted by the team, and
no incidents were identified that were related to any malfunctioning devices or products
considered during this review. Division staff demonstrated their abilities to conduct computer
searches for NMED data conceming specified SS&D devices and manufacturers.

Based on the IMPEP evaluation criteria, the review team recommends that North Carolina’s
performance with respect to the indicator, Sealed Source and Device Evaluation Program, be
found satisfactory.

4.3 Low-Level Radioactive Waste (LLRW) Disposal Program

In 1981, the NRC amended its Policy Statement, "Criteria for Guidance of States and NRC in
Discontinuance of NRC Authority and Assumption Thereof by States Through Agreement” to
allow a State to seek an amendment for the regulation of LLRW as a separate category.
Those States with existing Agreements prior to 1981 were determined to have continued
LLRW disposal authority without the need of an amendment. On April 7, 2000, the North
Carolina Radiation Protection Commission’s report to the North Carolina General Assembly
concluded that the State does not need a central facility for storage or disposal of LLRW as
fong as North Carolina waste generators have continued access to existing out-of-state
disposal and treatment facilities. Since this recommendation, no further LLRW activities have
been conducted by the State. Accordingly, the review team did not review this indicator.

5.0 SUMMARY

As noted in Sections 3 and 4 above, the review team found North Carolina’s performance to
be satisfactory for all seven performance indicators. Accordingly, the review team
recommended and the MRB concurred in finding the North Carolina Agreement State Program
to be adequate and compatible with NRC's program. Based on the results of the current
IMPEP review, the next full review will be in approximately 4 years.

Below is a summary list of recommendations, as mentioned in earlier sections of the report, for
evaluation and implementation, as appropriate, by the State and NRC.

RECOMMENDATIONS FOR THE STATE:

1. The review team recommends that the Division change the inspection frequency of
nuclear pharmmacies from a Priority 2 to a Priority 1 in accordance with NRC'’s IMC 2800
and conduct inspections at the appropriate frequency. (Section 3.1)

2. The review team recommends that the Division meet the reciprocity inspection
frequency goals specified in NRC’s IMC 1220. (Section 3.1)
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3.

The review team recommends that staff who conduct independent inspections and/or
license reviews of teletherapy and brachytherapy licenses and irradiator licenses
complete the teletherapy/brachytherapy course and irradiator course, or their
equivalent. (Section 3.3) ’

The review team recommends that a formalized, written training program based upon
the requirements specified in IMC 1246 or “NRC/OAS Training Working Group
Recommendations for Agreement State Training Programs,” be developed for license
reviewers and inspectors. (Section 3.3)

The review team recommends that the NMED data be updated to refiect the status and
close out of cases as appropriate, and that incident data be provided to the NRC in
accordance with STP Procedure SA-300. (Section 3.5)

The review team recommends that all registration certificates reference the specific
documents which were reviewed during the safety evaluation. (Section 4.2)

The review team recommends that the Division develop a tracking system to follow the
status of SS&D actions. (Section 4.2)

RECOMMENDATION FOR NRC:

1.

The review team recommends that NRC review the descriptions in IMC 2800 for the
category of nuclear pharmacies to ensure that the assignment of priorities is clear.
(Section 3.1)
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IMPEP REVIEW TEAM MEMBERS
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Technical Staffing and Training
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Legislation and Program Elements Required
for Compatibility

Deborah Piskura, Region lli Technical Quality of Licensing Actions
John Jankovich, NMSS Sealed Source and Device Evaluation Program
B. J. Smith, Mississippi Technical Quality of Inspections

Status of Materials Inspection Program
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JAmES B. HUNT JR. ;

GOVERNOR Paul H. Lohaus, Director P
Office of State and Tribal Programs -
United States Nuclear Regulatory Commission ]
11555 Rockville Pike

BILL HOLMAN Mail Stop 03C10

SECRETARY Rockville, MD 20852

Dear Mr. Lohaus:

RICHARD M. FRY Thank you for providing us with the opportunity to comment on the draft team report that has

DIRECTOR been prepared as the result of the IMPEP review of North Carolina’s radiation protection
program. The report reflects the scope and depth of the review. Since this was the second
IMPEP review in which | have participated, | was able to fully appreciate how the review
process has grown and changed. The review team conducted themselves in a courteous
and professional mannet. | appreciate the willingness of the review team to exchange ideas
with the staff members. We are in the midst of a business process re-engineering for the
Radioactive Materials Program and found the experiences shared by the review team to be
appropriate and useful.

As a result of my review of the draft report, | have three comments that | would pass on to
you for consideration at this time. They are as follows (in order of increasing importance):

o The first paragraph on Page 5 of the Draft Report contains a typographical error. The
next to last sentence should read “... initial face-to-face meeting with the licensees ...".

o Based on discussions with the review team, we have changed the priority associated
with our “Nuclear Pharmacy” licensees from 2 to 1; however, | am not comfortabie with
the wording of the last sentence in the second paragraph of Section 3.1 Status of
Materials Inspection Program (page 4 of the Draft Report). As currently included in the
report, the sentence reads “The exception is that nuclear pharmacies were identified as
a Priority 2 instead of a Priority 1 due to a misinterpretation of IMC 2800.” The word
“misinterpretation” implies that there was sufficient information contained in IMC 2800 to
support the determination that “Nuclear Pharmacy” inspections should be Priority 1. We
continue to assert that our interpretation of IMC 2800 to assign a Priority 2 frequency to
our facilities that distribute prepared pharmaceuticals in accordance with 10 CFR 32.72
is a correct litera!l interpretation. This interpretation was supported by two additional in-
house reviews of our inspection priorities subsequent to the initia! assignment of
priorities. Since we did not find a definition of “Nuclear Pharmacy” in 10 CFR, we
moved to the next category, which referenced the distribution of prepared
pharmaceuticals and 10 CFR 32.72. After reading 10 CFR 32.72, it was clear that the
activities described are exactly what our licensees are doing, and as a result, we
assigned them a priority of 2 based on that assessment. There was no information that
clearly indicated that a “Nuclear Pharmacy” performs all activities outlined in 10 CFR
32.72 while a "Distributor of Prepared Pharmaceuticals” performs only selected activities
outlined in 10 CFR 32.72. Until such time as IMC 2800 is revised to clearly delineate the
activities of the two types of facilities in question, we would submit that any regulatory
body could make the same interpretation that we did.
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e The second paragraph on Page 7 of the Draft Report contains an error. The first
sentence states that “During the review of the training records, the team noted that none
of the technical staff had completed the teletherapy and brachytherapy core course or
the irradiator specialized course.” Grant Mills attended this course in March of 2000.
We do plan to send other staff to this course for training in the future.

Again, | appreciate the opportunity to comment on this draft report. | look forward to the MRB
meeting on December 8, 2000.

Sincerely, ,
~J.

J. Robin Haden, Chief
Radioactive Materials Section
NC Division of Radiation Protection

Cc: Richard M. Fry, Director
NC Division of Radiation Protection
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December 6, 2000

Paul H. Lohaus, Director

Office of State and Tribal Programs

United States Nuclear Reguiatory Commission
11555 Rockville Pike

Maii Stop 03C10

Rockville, MD 20852

Dear Mr. Lohaus:

| appreciate having had the opportunity to comment on the draft report for the IMPEP review
of North Carolina's Radiation Protection program. Many of the areas of our program about
which the review team provided technical feedback as well as formal recommendations are
integral components of our on-going business process re-engineering initiative. We have -
found the review helpful in its validation of areas that we had already identified for additional
action.

| have attached a brief summary of current activities associated with the common and non-
common performance indicators. Some of the initiatives are new, as a result of the IMPEP
review, and some are continuations of the re-engineering. | am confident that the North
Carolina program will continue to improve as we incorporate suggestions not only from the
NRC but also from the Agreement States representatives involved in these reviews.

In closing, | have to state for the record how proud | am to have assumed the helm of such
an admirable group of people. As a team, they have demonstrated that they have been
provided with sufficient tools and authorities to administer a successful radiation protection
program. In the long-term absence of a Section Chief, they pulled together, set priorities and
kept the health and safety of the citizens of North Carolina as their primary focus. Itis an
honor to work with such a great team and | appreciate the review team’s willingness to
recognize the magnitude of their accomplishment.

Sincerely,
T el logr~—
J. Robin Haden, Chief
Radioactive Materials Section
NC Division of Radiation Protection

Attachment
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3.2

3.3

STATUS REVIEW OF COMMON PERFORMANCE INDICATORS

Status of Materials Inspection Program

The inspection priorities for three categories of licenses have changed. The frequency of nuclear
pharmacy license inspections has been changed from 2 years to 1 year. This created a bolus of nuclear
pharmacy inspections that became immediately due; however, there is a plan in place that all overdue
pharmacies are to be inspected by the end of January 2001. The other categories of license inspection
frequencies that changed are Academic Broad licenses and Research/Development Broad licenses that
were changed from priority 1 to priority 2.

We currently have no procedure for extending the inspection frequency beyond that recommended by
IMC 2800. At this point, we do not anticipate the need to extend inspection frequencies. If we decided
to revise the frequencies again, the first step we would take would be to match the recommended
frequencies in IMC 2800 since most of ours are more frequent. We retain the ability to increase
inspection frequencies based on indication of poor performance.

We have developed a Reciprocity database that will track the inspection history of reciprocal licensees.
The database shows both the NC inspection frequency and the NRC recommended inspection
frequency. This database is available to all of the RAM Staff. As the result of an internal team
recommendation, there is a new procedure under development for the handling of reciprocity
inspections. The new procedure will rotate the inspectors on @ monthly basis to be the Lead Reciprocity
Staff member. All notifications of fieldwork in NC by a reciprocal licensee will be reviewed by the
individual serving as the lead. For the month that they are lead, assuring that we meet our
commitment to the appropriate percentage of reciprocal licensees inspected is their assigned priority.

Technical Quality of Inspections

As noted during the review, we are still refining our inspection field note forms. The completeness and
level of detail associated with the field notes is being clearly refiected in the annual performance review
of the health physicists. The Section Chief will continue to review all inspection field notes and the
reports issued to the licensees.

Accompaniments with all the field staff by the Section Chief were completed on December 1, 2000. We
used this opportunity to revisit a nuclear medicine facility that had temporarily ceased operations
voluntarily as the result of an August inspection, inspect a program that services and repairs nuclear
moisture/density gauges and gather details on other associated activities such as remanufacture and
redistribution, oversaw the service/maintenance of a 3400 Ci blood irradiator by a company working
under reciprocity, visit a clinic specializing in nuclear cardiology and perform back-to-back inspections of
both a temporary use location and the home office of a mobile nuclear medicine licensee. We fully
intend to continue the accompaniments on at least an annual basis and continue to assert that with a
little advance planning these accompaniments can also achieve other internal goals. Copies of the
accompaniment worksheets are now being placed in each individual’s training file so that they can be
reviewed more easily during the next IMPEP.

Technical Staffing and Training

Although our travel budget is thin, we have made formal training a priority. We have a detailed
mentoring process in place for new hires. This document is currently being compared to NRC
Inspection Manual Chapter 1246. Important elements of MC 1246 that are not formally incorporated
into the mentoring program will be integrated into our procedure as part of the business process re-
engineering initiative. We have paid tuition and trave! for two staff members to attend the Inspecting
for Performance class being offered in Albuguerque this week. We are committed to getting the staff to
the core courses or equivalent. With regard to the Irradiator course and the Brachytherapy Course, we
are preparing to submit applications for one staff member to attend each of these courses. It is our
intention that the individuals selected will be charged with the responsibility of the development of an
adequate equivalent course to be offered to the remainder of the staff. We are fortunate to be rich
with medical teaching institutions and quality irradiator facilities at which practical experience can be
attained. Once we have a syllabus available, it is our goal to make these classes available to the NRC
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3.5

and Agreement States as a training alternative for their staff. The qualifications and training
requirements of SS&D reviewers are to be written and incorporated in parallel with the remainder of the
training program.

Technical Quality of Licensing Actions

The business process re-engineering included the revision of licensing guides, reviewer checklists and
license formats. This portion of the process is nearly complete; however, we do anticipate further
revision to our license formats for both portable gauge licenses and private practice medica! licenses. It
is anticipated that these changes will drastically reduce the licensing burden associated with frequent,
routine amendments to these types of licenses. We have added an amendment request form which
guides licensees to provide the necessary information to support their amendment requests. We have
already seen a reduction in the amount of supplemental information that we have to request from
licensees that are using the form and it has all but eliminated licensing actions that cannot be processed
because they lack an authorized signature. We continue to use the 5 year full renewal frequency as it
allows at least one inspection every renewal cycle (our iMspection frequency is 4 years) and
licensees that are not yet fully grasping the concept of the annual program review must look at their
programs in full at least every five years. This does not, of course, prevent them from being assessed
items of non-compliance for not performing the annual program reviews. We continue to deliver new
licenses and completing the initial inspection in the first six months. As part of our new process, we are
considering the possible value of delivering renewed licenses.

Responses to Incidents and Allegations

The policy on the response to incidents and allegations that was reviewed during the IMPEP process is a
Division work product. It was painstakingly developed with the assistance of each of the Sections of
the Division, all of which have a vested interest in a comprehensive emergency response plan. The
Division has always been committed to appropriate response to incidents and allegations, with the
health and safety of the public being the primary concern. As part of that commitment, the team will
revise the procedure to incorporate the parts of the SA-300 handbook and SA-400 that are currently not
part of our procedure, This will be an iterative process and will take time to coordinate all of the
Division staff necessary to develop a consensus document. In the meantime, a work instruction (copy
included) has been issued to the RAM staff to ensure that incidents and allegations are handled in
accordance with the NRC guidance until our revised process is in place and training can be held for all
Division staff.

We have developed an in-house database in which we can now track our incidents. The frustrating part
is that this database is not compatible with the existing NMED system. The ACCESS 2.0 version will not
run on any machine that has a more current version of ACCESS on it. We currently have ACCESS 97
with upgrades and service packs running on each machine attached to our Local Area Network. We
were led to believe that the upgrade to NMED would be available soon. It is our hope that we can
tweak our in-house database to match the upgraded NMED system so that we can collect and provide
information promptly without the excessive burden of designating an individual whose responsibility is
to double enter the information into the old system. This quickly becomes a waste of technical
resources, as it provides no real health and safety benefit to the citizens of North Carolina. The work
instruction includes the frequencies at which significant, routine and voluntary reports should be made
to the NRC. .

The processing of allegations will likely remain as part of our overall incident procedure; however, we
have instituted a procedure for segregating the physical files from the remainder of the incidents.
Aliegations will be placed in red folders that are to be locked in the file cabinet in the file room. An out
card will be placed in the incident file to indicate that number was not skipped but was assigned to an
aliegation and it will provide instructions on how to access that particular file. This will also assist staff
members that are inputting information for NMED in preventing the identification of the alleger from
being made public.



4.1

42

4.3

STATUS OF NON-COMMON PERFORMANCE INDICATORS

Legislation and Program Elements Required for Compatibility

A meeting with the Radioactive Materials Control Committee of the Radiation Protection Commission is
planned for January 2001. The full Commission meets in February and will consider rules proposed by
the Committee.

Sealed Source and Device Evaluations
We have mapped out a database that will be used to tracked the progress of SS&D reviews. Our

commitment is to include all active and inactive sheets for all of North Carolina’s past, present and
future manufacturers, With the database, as desianed, we will be able to generate reports that will
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give us the current status of each sheet for which we are responsible. We recognize that the
development of such a database does not relieve us of the responsibility for ensuring that the
documents are all properly signed and dated. Physical QA of the files will be performed to ensure that
each detail is properly attended to.

With regard to the Humboldt Scientific, Inc. sheet in particular, this license is currently undergoing
renewal. Submission of a Quality Assurance plan is an integral part of that renewal process. The
revision of the registry sheet is being handled concurrently with the renewal process.

The qualifications and training for the SS&D reviewers will be formally addressed in the overall training
policy and procedure; however, we will avail ourselves of any training that the NRC provides with
regard to SS&D reviews.

Low-Level Radioactive Waste Disposal Program
There are currently no Division activities associated with the program other than the ongoing
maintenance of historical records.




RECOMMENDATIONS

The review team recommends that the Division change the inspection frequency of nuclear pharmacies
from a Priority 2 to a Priority 1 in accordance with NRC's IMC 2800 and conduct inspections at the
appropriate frequency.

This recommendation has already been fully implemented.

The review team recommends that the Division meet the inspection frequency goals specified in NRC's
IM 1220. '

We anticipate full implementation of this recommendation around the first of the year. We are
assigning one staff member per month to the reciprocity inspections. In addition, Staff work plans are
being revised to reflect the need to complete inspections that are close to becoming overdue as a high

priority.

The review team recommends that staff who conduct independent inspections and/or license reviews of
teletherapy and brachytherapy licenses and irradiator licenses complete the teletherapy/brachytherapy
and irradiator course or their equivalent.

We have committed to sending one staff member to each of these courses at our cost, if necessary.
These staff members will be responsible for putting together an equivalent training course to conduct
for other staff members. If practical, this training will be made available to other Agreement States and
the Regions.

The review team recommends that a formalized, written training program based upon the requirements
specified in IMC 1246 be developed for license reviewers and inspectors.

The integration of the requirements of IMC 1246 into our internal mentoring/training process has been
initiated. The program will be written. Documentation of training provided in accordance with the
revised procedure will be maintained for all new employees. The completion of core courses, or
equivalent, will be clearly documented for all RAM staff,

The review team recommends that the NMED data be updated to refiect the status and close out of
cases as appropriate, and the incident data be provided to the NRC as requested by STP procedure SA-
300.

A work instruction has been issued to the RAM staff that clarifies the use of SA-300 and SA-400 in the
handling of incidents and allegations. The current business process re-engineering is personnel
intensive. The current NMED system is not of much use to us internally, so we have developed our
own database. This database will allow the staff involved in updating the NMED to identify incidents
that have been closed since the last report was made. We have also committed to the reporting
frequency outlined in SA-300 with one exception. Voluntary reporting will be on a quarterly basis.
Significant and routine events will be reported as specified in SA-300.

The review team recommends that all registration certificates reference the specific documents which
were reviewed during the safety evaluation.

This recommendation will be implemented, starting with the first sheet issued post-IMPEP which is likely
to be Humboldt Scientific, Inc. (See 8 below)




7. The review team recommends that the Division develop a tracking system to follow the status of SS&D
actions.

A database to satisfy this recommendation is already well into the design phase. The beta version
simply tracked the status of actions as indicated in the recommendation. We have decided to expand
that to include current information on licensee, if available, as well as complete information on all
registry sheets (active and inactive) for which we are responsible. The anticipated roll-out date of the
final version is January/February 2001.

8. The review team recommends that fhe registry sheet of Humboldt Scientific, Inc. be updated.
This recommendation is being addressed along with the renewal of their license in its entirety. The

renewal includes the submission of a new Quality Assurance manual. The revision of the sheet is being
performed in parallel with this process.

NOTE: All databases are currently being developed in-house by the RAM Chief and Staff.
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SUBJECT: Incident & Allegation Procedure

Specific Instructions:

Pending revision of the Division’s exnstmg policy and procedure regarding the
handling of incidents and allegations, all RMS staff shall review the attached
documents: SA 300 Reporting Material Events; Appendix to SA-300 Handbook on
Nuclear Material Event Reporting in the Agreement States; and SA-400
Management of Allegations.

Particular emphasis shall be placed on the following issues:
1. Abnormal Occurrence: all incidents/allegations shall be evaluated against
the AO reporting criteria. If incident/allegation meets the criteria for an

AO, report to NRC in accordance with SA-300 and Appendix to SA-300.

Misadministrations are to be included in the incident/allegation system so

that they can be assigned a sequential number to be included in NMED

reporting. Each misadministration shall be evaluated against the AO
criteria.

2. Allegations: all allegations shall be handied in a manner compliant with
the premise of SA-400 Management of Allegations.

« Allegations shall be entered into the NC Incident tracking system. In
doing so, the identity of the alleger will be withheld, as will any specific
references to title or duties that would make the identification of the
allger clear to any person familiar with the facility involved.

« Allegations should be placed in a red folder. The folder shall be labeled
with the NC incident number. The allegation folders shall be placed in
the locked file cabinet in the file room for RMS. At no time shall access
to the allegation folders be granted to the public without specific
instruction from the Section Chief or Division Director. An “out card”
bearing the number of the incident shall be placed in the incident file.




The out card shall indicate that the incident is an allegation and is
located in the locked drawers.

e Allegations shall be reported to the NRC monthly with the remainder of
the incidents via the NMED. Individuals responsible for maintaining the
NMED system shall not include information in the system that would
allow the identity of the alleger to be discovered.

3. NMED: the following information regarding incidents/ allegations shall be
updated at the appropriate frequency and submitted in accordance with
SA-300 and Appendix to SA-300:

« Significant events (requiring 24 hour or less notification) shall be
reported to the NRC within 24 hours or less of notification of the
event. Routine events (requiring 5, 15, 30, or 60-day notification)
should be reported within one month of notification of the event.
Voluntary reporting of all other events will be on a quarterly basis.

e All new incidents, including allegations, reported to NC since last NMED
reporting.

* Any ongoing incidents that have been closed since last reporting.

e Ensure that any Reportable incidents are reported in accordance with
the procedure

» Ensure that any abnormal occurrences are reported in accordance with
the procedure

I TEiEEBssmimBRm_——————————————h——
Applicable plans and procedures: DRP Incident response procedure for

incidents involving radioactive materials; SA-300; Appendix to SA-300; and SA-
400.
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