DATED: JUNE 11, 1996 SIGNED BY: HUGH L. THOWPSON, JR

Jon R Rice, MD.

State Health O ficer

State Departnent of Health

Capi tol Building

600 East Bl vd.

Bi smark, North Dakota 58505-200

Dear Dr. Rice:

On May 14, 1996, the Management Revi ew Board (MRB) net to consider the
proposed final Integrated Materials Performance Eval uati on Program (| MPEP)
report on the North Dakota Agreement State Program The review team found the
State's performance with respect to four of the five common performance
indicators to be fully satisfactory. On the Status of Materials Inspection
Program i ndi cator, the review team found the State's performance to be
satisfactory with reconmendati ons for inmprovenent. The review team found the
State's performance on the only applicabl e non-conmon performance indicator to
be satisfactory. The MRB considered and concurred with the review teanm s
recomendati on that the North Dakota program be found adequate to protect
public health and safety and conpatible with NRC s regul atory program Based
on the results of the current | MPEP review, the next review wi |l be schedul ed
intw to three years, unless program concerns devel op that require an earlier
eval uati on.

Section 5 (page 18) of the enclosed final report presents the | MPEP teani s
recomendati ons. W request your evaluation and response to those
recomendati ons within 30 days fromreceipt of this letter.

| appreciate the courtesy and cooperati on extended to the | MPEP team duri ng
the review

Si ncerely, /IRA/

Hugh L. Thonmpson, Jr.

Deputy Executive Director for
Nucl ear Materials Safety, Safeguards,
and Operations Support

Encl osur e:
As stated
cc: Dana Mount, Director

Di vi sion of Environnmental Engineering
Nort h Dakota Departnment of Health
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1.0 | NTRODUCTI ON

This report presents the results of the review of the North Dakota radiation
control program The review was conducted during the period February 6 - 9,
1996, by a review team conprised of technical staff nenbers fromthe Nucl ear
Regul at ory Conmi ssion (NRC) and the Agreenent State of Col orado. Team nmenbers
are identified in Appendix A The review was conducted in accordance with the
“InterimInplementation of the Integrated Materials Performance Eval uation
Program Pendi ng Fi nal Comm ssi on Approval of the Statement of Principles and
Policy for the Agreement State Program and the Policy Statement on Adequacy
and Conpatibility of Agreement State Prograns," published in the Federa

Regi ster on Cctober 25, 1995, and the Septenmber 12, 1995, NRC Managenent
Directive 5.6, "Integrated Materials Performance Eval uation Program (| MPEP)."
Prelimnary results of the review, which covered the period July 1993 to
January 1996, were discussed with North Dakota managenent on February 9, 1996.

A draft of this report was issued to North Dakota for factual comment on
March 18, 1996. The State of North Dakota responded in a letter dated

April 11, 1996 (Attachment 1) and the comrents were incorporated into the
proposed final report. The Managenent Review Board (MRB) net on May 14, 1996,
to consider the proposed final report. The review teamfound the State's
performance with respect to four of the five conmon performance indicators to
be fully satisfactory. On the Status of Mterials |Inspection Program

i ndicator, the review teamfound the State's performance to be satisfactory
with recomrendations for inprovenent. The reviewteamfound the State's
performance on the only applicabl e non-common perfornmance indicator to be
satisfactory. The MRB concurred in the teanm s individual and overal
recomendati ons and found that the North Dakota program was adequate to
protect public health and safety and was conpatible with NRC s regul atory
program

The North Dakota Department of Health (NDDH) is the agency within North Dakota
State governnent that regul ates, anmong other public health issues,
environnental health. The State Health O ficer, who heads NDDH, is appointed
by, and reports directly to, the Governor. Wthin NDDH, the North Dakota

radi ati on control programis adm nistered by the Environmental Health Section,
Di vi sion of Environmental Engineering. The Departnment of Health and Division
of Environmental Engineering organization charts are included as Appendi x B
The North Dakota programregul ated 69 specific licensees at the tinme of the
review. In addition to radioactive materials, the Division of Environmental
Engi neering is responsible for regulating air quality permtting, conpliance,
i mpact, and nonitoring; asbestos control; machi ne-produced radiation; and
radon control. The review focused on the materials programas it is carried
out under the Section 274b. (of the Atomic Energy Act of 1954, as anended)
Agreenment between the NRC and the State of North Dakota.

In preparation for the review, a questionnaire addressing the common and non-
comon indicators was sent to the State on Decenber 5, 1995. North Dakota
provided its response to the questionnaire on January 17, 1996. A copy of
that response is included as Appendix Cto this report.

The revi ew team s general approach for conduct of this review consisted of:

(1) exam nation of North Dakota's response to the questionnaire; (2) review of
applicabl e North Dakota statutes and regul ations; (3) analysis of quantitative
information fromthe radiation control programlicensing and inspection data
base; (4) technical review of selected files; (5) field acconpani nents of the
two North Dakota inspectors in January 1996; and (6) interviews with staff and
managenment to answer questions or clarify issues. The team evaluated the
information that it gathered against the | MPEP performance criteria for each
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conmon and non-comon indicator and nade a prelimnary assessment of the
radi ati on control program s performance.

Section 2 bel ow discusses the State's actions in response to recomendati ons
made foll owing the previous review Results of the current review for the

| MPEP common performance indicators are presented in Section 3. Section 4
di scusses results of the applicable non-common indicators, and Section 5
sunmmari zes the review team s findi ngs and recomrendati ons.

2.0 STATUS OF | TEMS | DENTI FI ED I N PREVI QUS REVI EWS

The previous routine review concluded on June 25, 1993, and the results were
transmitted to John R Rice, MD., State Health O ficer, North Dakota State
Depart ment of Health and Consolidated Laboratories, on October 29, 1993. NRC
visited the programagain in Cctober 1994 to evaluate the status of open

i ssues identified in the 1993 review. The results of this visit were
transmitted to Dr. Rice on July 14, 1995.

2.1 Status of Itens ldentified During the June 1993 Routine Revi ew

A nunmber of recommendations were identified as part of the June 1993 revi ew
Some of the recommendations were closed at the time of the October 1994 visit.
The revi ew team | ooked at each remaining itemto deterni ne whether or not the
Nort h Dakota program had taken additional actions to close open
recomendati ons. The team s revi ew of recommendati ons open after the

Oct ober 1994 visit are summuarized bel ow

(1) The 1993 reviewer recommended that the State utilize technica

assi stance findings by NRC to reevaluate the tritium and carbon-14

di sposal authorizations given to two broad-scope acadenic |icensees.
The 1994 status was that the North Dakota program had proposed
amendments to the two |icensees and was awaiting responses fromthe
licensees. Also, the North Dakota program had sent a menorandum on the
subj ect of waste disposal to all medical |icensees.

Current Status: The North Dakota program had received NRC s response to
t he technical assistance requests. However, program personnel reported
that the waste di sposal authorizations in question for the two |icensees
had expired, and that the |icensees were not pursuing renew ng the

aut horizations. Because the authorizations had expired and the academ c
i censees were not continuing disposal in this nanner, the
reconmendation is closed.

(2) The 1993 revi ewer recommended that the State update the
Admi ni strative Procedures Manual so that it contains only current
information and that it be made available for all staff nenbers.
The 1994 status was that the draft revised manual was under review
by the North Dakota staff. The 1994 visit also reconmended t hat
the North Dakota program consi der use of the procedures devel oped
by the Conference of Radiation Control ProgramDirectors (CRCPD) as
guides to facilitate the nmanual devel opnment.

Current Status: The North Dakota program has updated the Administrative
Procedures Manual and issued it in final formin June 1995. Al North
Dakota staff in the programwere aware of the Administrative Procedures
Manual and had access to the manual. The recomendation is closed.
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2.2 Status of Itens ldentified During the October 1994 NRC Review Visit

Several recommendations were also identified as part of the October 1994 NRC

visit to the State. The review team | ooked at each itemto determ ne whether
or not the North Dakota program had taken actions to close the reconmendati on
The recomendati ons opened during the October 1994 visit are summari zed bel ow

(1) The NRC reviewer reconmended that the State continue to apply
regul atory attention to a licensee that had repeatedly been cited
for violations in 1990, 1991, and 1994, until it was denonstrated
that the licensee's problens are resolved. NRC also recomended in
the 1994 review visit that the State should consider that further
escal ated enforcenent may be required for this |icensee.

Current Status: The State has not inspected the licensee, Trinity

Medi cal Center (ND 33-04608-01), since the COctober 1994 review. The

| ast inspection was conducted in February 1994, before the review visit,
and the State did not take escal ated enforcenent foll ow ng that

i nspection. Inspection frequency for this licensee is every three
years. The State should increase regulatory attention to this |icensee,
until the State deternmines that the |licensee's problens are resol ved.
The State has scheduled this licensee's inspection for the Spring 1996.
This recomendation is closed.

(2) NRC reconmended that the State should consistently use checklists
and notes to docunent |icensing decisions, and that supervisory
revi ewers shoul d al ways sign-off on the checklists.

Current Status: Since this |IMPEP review was perfornmance-based and no
significant licensing concerns were noted, no further followup of this
i ssue is needed. The reconmendation is closed.

(3) NRC reconmended that the State should follow its comitnment for
staff training. Specifically, the NRC reviewer noted that the
State program manager and one staff nenber needed to conplete the
series of NRC core training courses.

Current Status: The program manager and staff menber have not yet taken
the NRC core training courses identified in the [ now suspended] May 28,
1992, Policy Statenent (57 FR 22495). Although the Policy Statement is
no |l onger in effect, the review teamcontinues to recomend that both

i ndi vidual s conplete the licensing course. The staff nember perforns
license reviews for roughly half of the State's |licensees. The program
manager serves as the sole reviewer. In the |longer term the program
manager should al so attend the inspection procedures course, but that
need is not as inmmediate. The review team exani ned this reconmendation
as part of the Technical Staffing and Training conmmon performance

i ndi cator (see Section 3.2). This recommendation is considered cl osed
and will be tracked as a new reconmendati on (see Section 5.0).

3.0 COVMON PERFORMANCE | NDI CATORS

| MPEP i dentifies five common performance indicators to be used in review ng
bot h NRC Regi onal and Agreenent State prograns. These indicators are:

(1) Status of Materials Inspection Program (2) Technical Staffing and
Training; (3) Technical Quality of Licensing Actions; (4) Technical Quality of
I nspections; and (5) Response to Incidents and All egati ons.
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3.1 Status of Materials Inspection Program

The team focused on four factors in reviewing this indicator: inspection
frequency, overdue inspections, initial inspection of newlicenses, and tinely
di spatch of inspection findings to |icensees.

Revi ew of the State's inspection priorities showed that the State's inspection
frequencies for various types or groups of licenses are at |east as frequent
as simlar license types or groups listed in the frequency schedule in the NRC
I nspection Manual Chapter 2800 (I MC 2800). |Inspection frequencies under the
State's systemrange from 1l-year to 5-year intervals. The State requires nore
frequent inspections in some |license categories as follows: noisture/density
gauges and portabl e gauges are inspected on a 4-year frequency conpared with
an NRC 5-year frequency; self-shielded irradiators are inspected on a 3-year
frequency conpared with an NRC 5-year frequency; |aboratory facilities are

i nspected on a 4-year frequency conpared with an NRC 5-year frequency; and
testing and calibration |licensees are inspected on a 3-year frequency conpared
with an NRC 5-year frequency. The inspection frequencies of |icenses selected
for inspection file reviews were conpared with the frequencies listed in the
State's data systemand were verified to be consistent with the State's system
and as frequent as sinmlar license types under the | MC 2800 system

In its response to the questionnaire, North Dakota indicated that as of
January 17, 1996, only one licensee identified for a core inspection in

| MC 2800 was overdue by nore than 25 percent of the NRC frequency. This
nunber is well within the 10 percent criterion for overdue inspections of
Managenment Directive 5.6. By the tine of the on-site review, on February 6-9,
1996, this well-logger licensee had received its initial inspection, about

t hree and one-hal f nonths past the inspection overdue date.

The | MPEP review team al so | ooked at the State's experience with overdue

i nspections during the entire review period. In practice during | MPEP
reviews, the 10 percent criterion for overdue inspections is applied at the
time of the review, but North Dakota had a recomrendation in the June 1993
revi ew regardi ng overdue inspections that were closed during the Cctober 1994
review visit, and a cursory review of the inspection dates |led the review team
to exam ne this issue nore closely. The review teamidentified 8 inspections
of core licensees out of approximately 27 routine (non-initial) core

i nspections conducted during the review period that were overdue by nore than
25 percent of the NRC frequency. These core inspections ranged froma few
weeks to over seven nonths beyond the 25 percent window. In discussions with
t he program manager and staff, the State personnel had been aware of these
cases during the review period. The program manager had, during the review
peri od, devel oped and inplenented a plan to conplete overdue inspections, and
by Decenber 1995 the program had conpleted all of its overdue core

i nspections. Because the State recogni zed the problemw th overdue

i nspections, devel oped a managenent plan to address overdues, and inplenented
effective nmeasures to eliminate overdues, the review team concluded that the
State has successfully addressed its earlier problemwth overdue core

i nspections.

Wth respect to initial inspections of new |licensees, the teamreviewed the

i nspection tracking data systemand verified that the initial inspections had
been entered into the tracking system The State identified six new |licenses
that were issued during the review period. At the tinme of the review, five of
the new |licensees had been inspected and the sixth was still within the
6-month time frame for inspection. The review team | ooked further to
deterni ne whether the State inspected the new |icensees within six nonths of
Iicense issuance, or within the provisions of |MC 2800. The team found that
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during the review period four of the initial inspections had been conducted
late. The program manager was aware that during the review period the State
had a problemin conducting initial inspections within the established
criteria, but that the problem had since been resolved. O the four initial

i nspections that were late, they ranged from about seven weeks past the due
date (for a noisture/density gauge |licensee) to over a year past the due date
(for a nobile nuclear nmedicine |icensee). Three of the four overdue initial

i nspections were inspected in January 1996, the nonth before the | MPEP revi ew.

In di scussions with the program manager and staff, it was evident that the
State was aware of their overdue initial inspections and had successfully
addressed the probl em by conpleting the overdue initial inspections. In
addi ti on, the program manager showed the | MPEP revi ewer a managenent dat abase
systemthat he had recently inplemented to track assignments of the two staff
menbers. Al though the review team concluded that the State had trouble
conducting initial inspections within the prescribed tinme frame in | MC 2800,
at the time of the review the State had conducted all overdue initial

i nspections. It is too early to determ ne whether the new nmanagenent tracking
systemw || be effective in preventing future initial inspections from
becom ng overdue, because the system has not been in use |ong and because nost
of the overdues were inspected in the final nonth before the | MPEP review.

The tineliness of the issuance of inspection findings was al so eval uat ed
during the inspection file review Qut of eight inspection files exam ned in
depth, five had inspection correspondence sent to the |icensee within 30 days
after conpletion of the inspection. O the renmaining 3 inspections, 2 took

10 months to issue the reports. The third was inspected two nonths before the
| MPEP review and findings had not yet been sent at the time of the review. In
addition, State personnel informed the review team of two other inspections
where inspection findings were not yet communicated to the |icensee. One of
these two cases was a | evel gauge licensee that had been inspected in January
1995. In this particular case, it took so long to issue the inspection
findings that Division managers decided to re-inspect, rather than to issue

i nspection findings al nost a year old. This caused the review teamto | ook
further into the tineliness of issuance of inspection findings.

The | MPEP reviewers selected another 13 files for inspections conducted during
1994 and 1995, by both program staff menbers. These 13 were not sel ected at
random the review team had indications that sone were issued late. O those
13, seven had inspection findings conmunicated to the |licensee in excess of

30 days after conpletion of the inspection. The tines ranged fromone week to
14 nmont hs beyond the 30-day criteria, but six of the seven were over six
nmonths |ate. The | MPEP revi ewer discussed this issue with the program manager
and staff. They attributed the cause of the late inspection reports to a |ack
of punctuality by an inspector coupled with, until recently, the lack of close
managenment oversight. The program nanager told the reviewer that the
recently-instituted nmanagenent tracking systemw ||l address the timeliness

i ssue and give the manager information to track when reports are due. The

| MPEP revi ewer observed that several factors caused the reports to be issued
late: (1) until recently, no formal tracking system (2) lack of availability
of staff and managenent (staff effort on promul gation of regulations during
Sumer 1996 and significant |eave during early Fall 1996), (3) lack of staff
and managenent attention to the problem and (4) no formal policy on
tineliness of issuing inspection results.

The State's difficulty in issuing inspection findings to the licensee in a
tinmely manner is significant. Delays in issuing inspection reports inpairs
the effectiveness of getting pronpt corrective action by the licensee to any
violations. Some of the findings on the overdue reports had safety
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significance, both individually and as a group. Late reports make it
difficult for the programto require a pronpt response fromthe |icensee.
Finally, late reports open the programto criticismby |icensees, as was seen
in one licensee's response to the inspection findings.

The State reported in its response to the questionnaire that 30 requests for
reciprocity were received during the review period, of which 14 were from

i ndustrial radiographers, well-loggers, and nobile nucl ear medicine |icensees,
and 16 were from portabl e gauge users and other |icensees with an inspection
frequency of nmore than 3 years. The State did not conduct any inspections of
reciprocity licensees during the review period. The staff and program manager
said that the short lead tine on reciprocity requests and the distance
involved in travel to the site usually prohibit inspections of reciprocity

l'i censees.

In its response to the questionnaire, the State reported conducting one field
i nspection on a non-reciprocity industrial radi ography |icensee, and State
staff told the | MPEP revi ewer that they nay have al so conducted another

radi ography field inspection not identified in the questionnaire. The staff
al so reported efforts to conduct another field inspection of a radi ographer

t hat was cancel | ed because of poor weather. For conparison, the State listed
four industrial radiography conpanies in its list of |icensees, one of which
is a new licensee. \When possible, the State attenpts to conduct field

i nspecti ons of radiographers, but has had Iinmted success in doing so.

In summary on this indicator, the State program had inspection frequencies at,
or nore frequent than, NRC s inspection frequencies. During the review

peri od, the North Dakota program experienced a problemw th overdue core

i nspections, but the program had corrected that problemby the tine of the
review Simlarly, the program had conducted a nunmber of initial inspections
late during the review period, but the overdue initial inspections had been
conpleted by the time of the review. Finally, the State experienced serious
delays in issuing inspection findings to |icensees.

Based on the | MPEP evaluation criteria, the review teamreconmends that North
Dakota's performance with respect to the indicator, Status of Mterials

I nspection Program be found satisfactory with recommendati ons for

i mprovenent .

Recomendat i ons:

- The review team recomends that the State adopt a written timeliness
goal for issuance of inspection findings to the |icensee.

- The revi ew team recommends that State nmanagenent and staff devote
increased attention to issuing inspection results or notice in a tinmely
manner (30 days).

- The review team recomends that the State nonitor the tinmeliness of
i ssuing inspection findings to |icensees, as experience is gained with
t he new managenent tracking system Wthin the next year, the State
shoul d performa systematic assessnent of use of the tracking system
and decide whether it is effective in tracking assignments and pronpting
staff and managenent to issue inspection findings.

- The revi ew team recomrends that, over the next year, the State assess
whet her initial inspections have been perforned wi thin 6-nonths of
i cense issuance or within the provisions of | MC 2800, and whether the
State's nmethod for scheduling initial inspections has worked adequately.
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3.2 Technical Staffing and Training

| ssues central to the evaluation of this indicator include the radioactive
materials program staffing level, technical qualifications of the staff,
training, and staff turnover. To evaluate these issues, the review team
exam ned the State's questionnaire responses regarding this indicator

i ntervi ewed NDDH managenent and staff, and considered any possi bl e workl oad
backl ogs.

The Division of Environmental Engineering organization chart shows that the
Radi ati on and Asbestos Control programwas staffed with one program manager
and seven staff at the tine of the review Wthin that group, an
environnental scientist and an environnental engineer conprise the radioactive
materials control programstaff. The other staff positions cover radon
machi ne- produced radi ati on, and asbestos control. The two radiation contro
program staff menbers are full-tinme positions, with few outside (non-progran)
duties. In response to the questionnaire, the State reported that the

radi ati on control program nanager spends about 57 percent of his effort on
radi ati on-specific tasks, including nmachine-produced radiation tasks (the

ot her 43 percent of his effort being spent on special projects and asbestos).
Upper divisi on nmanagenent spends between 5 and 10 percent of their time on
supervision of the program In response to the questionnaire, the State
reported that 2.6 FTEsS were assigned to the radioactive materials contro
program None of the three positions (one manager and two staff) directly

i nvol ved with the radiation control programwas vacant at any time during the
revi ew period, nor were vacancies forecasted in any of the three positions in
the near future. The State budgets in 2-year cycles. The current staffing
level will remain in effect through July 1, 1997, according to the program
manager. The program manager also told the review teamthat he does not know
of any plans to reduce the staffing |l evel for the radioactive materials
control programin the next budget cycle, after July 1997.

The licensing and inspection functions of the programare integrated, and
therefore, both radiation control programstaff nembers performduties in
licensing, inspection, and event response. Balance between the |licensing and
i nspection functions is achieved by basing staff assignnents on program needs.
The 69 specific |licensees are assigned, by licensee, to one of the two

radi oactive material staff. |In discussions with the staff during inspection
acconpani nents, the | MPEP revi ewer was told that the State does not have
specific plans, at this time, to switch |icenses between the two radi oactive
materials control programstaff. Wiile not a formal review team
recomendati on, the State should consider switching |icensees between the two
staff nenbers, at some point in the future. Benefits of assigning particular
licensees to a particular staff nenber, especially for inspections, may be
out wei ghed by the benefits that result frominspection by a person who has no
pre-concei ved views about |icensees' prograns based on prior inspections. At
this time, over-famliarity is not a problem

The program manager expl ained that, when vacanci es occur, the positions
require Bachelor's degrees in a science or engineering field. The review team
reviewed the qualifications of the technical staff and concluded that the
State has been able to retain well-qualified individuals. The program nanager
and both radi oactive materials control programstaff have at |east a

Bachel or's degree in science or engineering.

The review teamreviewed the training of all three personnel involved with the
radi oactive materials control program According to information provided in
the questionnaire, one staff menmber has attended all of the core training
courses outlined in the [now suspended] May 28, 1992, Policy Statenent
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(57 FR 22495). That is, he has attended the |licensing, inspection procedures,
i ndustrial radiography, and nedical courses. He has also attended the 5-week
Heal th Physics and Radi ation Protection course. The other staff nember has
attended all of the core training courses except for the |icensing course.
The program manager has attended the radi ography and nedical courses, but has
not attended the inspection procedures or |licensing courses. The program
manager has al so attended the 5-week Heal th Physics and Radi ati on Protection
course. In addition to these courses, the program manager and staff have
conpl et ed nunerous ot her training courses and have attended job-specific
techni cal conferences and nmeetings. Exanples of training the program manager
or staff attended during the review period include: Radionuclide NESHAPS,
OSHA refresher, Al Agreenent States Meeting, CRCPD Annual Meeting, Health
Physi cs Engi neering, Nuclear Materials Events Database Event Reporting, and
Heal t h Physi cs Technol ogy.

The program manager provided the review team an internal menorandum dated
February 1, 1996, that he had witten to the Division Director regarding the

trai ning schedul e for program personnel. The State plans for one radioactive
materials staff menber to attend the |icensing course in Septenber, which wll
conplete his core courses. In addition, the State plans for both staff

menbers to conplete an additional technical training course during the
upcom ng year involving tel etherapy and brachytherapy. The plan al so notes

t hat the program nanager's "l ong range training plans" include eventua
attendance at the licensing class and inspection class, anmong ot hers.

Because of the program nanager's plans to attend technical neetings in the
conmi ng year and because of his plans to prioritize nore technical health
physics training for hinself, the review team concludes that it is unlikely
that he will be able to attend the Iicensing and inspection courses this year
The revi ew team suggests that the State foll owthrough on its plan to have the
radi oactive materials control program staff nenber conplete the |icensing
course. The review team al so suggests that the program nanager attend the
licensing course as soon as practical, because the program nanager serves as
the secondary reviewer for all licensing actions. The program manager shoul d
eventual ly conplete the inspection procedures course, and the State pl ans
include this. These training issues were also identified on the Cctober 1994
visit (see Section 2.2).

The | MPEP revi ewer discussed training with the program manager and both staff
menbers. The program manager was know edgeabl e and had good docunentation of
the training that each individual has conpleted. Based on the training that
program personnel have taken during the review period, the State appears
supportive of continued staff training, and managenent denonstrated a

comm tment to staff training during the review. However, the review team

| earned that approval for out-of-State travel can be an inpedinent to
training, and linmits the anpunt of training that can be taken. The

February 1, 1996, training nmenorandum also inplies that out-of-State trave
shoul d be mnim zed. The review team notes that because of the highly-
speci al i zed nature of training involving health physics and regul ati on of
radi oactive materials, out-of-State travel is unavoidable. The review team
suggests that out-of-State travel considerations should not curtail necessary
trai ning for program personnel

Based on the | MPEP evaluation criteria, the review teamreconmends that North
Dakota's performance with respect to the indicator, Technical Staffing, and
Trai ning be found satisfactory.
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3.3 Technical Quality of Licensing Actions

The revi ew team exam ned casework for 11 |licenses and interviewed the two
radi oactive materials control programstaff. Licensing actions were revi ewed
for conpl eteness, consistency, proper isotopes and quantities used,
qualifications of authorized users, adequate facilities and equi prent, and
operating and energency procedures sufficient to establish the basis for
licensing actions. Casework was reviewed for tineliness, adherence to good
heal th physics practices, reference to appropriate regul ati ons, docunentation
of safety evaluation reports, product certification or other supporting
docunents, consideration of safety evaluation reports, product certification
or other supporting docunments, consideration of enforcenment history on
renewal s, pre-licensing visits, peer or supervisory review, and proper
signature authorities. Licenses were reviewed for accuracy, appropriateness
of the Iicense and its conditions and tie-down conditions, and overal
technical quality. The files were checked for retention of necessary
docunents and supporting data.

The cases were selected to provide a representative sanple of |icensing
actions which had been conpleted in the review period and to include work by
both license reviewers. The cross-section sanpling included 11 |icenses and
i ncluded the following types: academ c broad scope, nedical-institution and
medi cal - nobi l e, industrial radiography, well-1ogging sources and well -1 oggi ng
tracers, research and devel opnent, and portabl e gauges. Licensing actions
included two new |icenses, two terminations, and 16 amendments. A |ist of
these |licenses with case-specific comments is included in Appendix D

The review team found that the licensing actions were generally thorough
conpl ete, consistent, and of acceptable quality with health and safety issues
properly addressed. Special license tie-down conditions were stated clearly,
backed by information contained in the file, and able to be inspected. The
licensees' conpliance histories were taken into account when revi ewi ng renewal
applications. The State's licensing gui des were based upon NRC Regul atory
Gui des, but had been revised and updated for use by North Dakota |icensees.
The adm nistrative policies had been rewitten during the review period.

Revi ewers were observed to be skilled with the use of these and other

i censing docunents. Reviewers used |icensing guides appropriately and
general |y used check lists in review ng applications. The Division Director
or alternatively the Assistant Division Director, reviews and signs al
licenses. No potentially-significant health and safety issues were

i dentified.

Based on the | MPEP evaluation criteria, the review teamreconmends that North
Dakota's performance with respect to the indicator, Technical Quality of
Li censing Actions, be found satisfactory.

3.4 Technical Quality of Inspections

The teamrevi ewed the inspection reports, enforcenent docunentation, and the
data base information for 8 materials inspections conducted during the review
period. The casework included both of the State's materials inspectors and
covered a sanpling of different license types as follows: industrial

radi ography, broad scope university, nuclear medicine, |aboratory use, well

| oggi ng, portable gauge, and | evel gauge l|licensees. Appendix E provides a
list of the inspection cases reviewed in depth with case-specific comrents.

The revi ew team noted several strengths in the North Dakota programon this
i ndicator. For instance, the | MPEP revi ewer saw exanpl es where inspectors
i ncl uded phot ographs of |icensee operations in the inspection files. This
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practice is not widely used by NRC Regi ons and ot her Agreenment States. The
phot ographs hel p supervisors and future inspectors have a visual indication of
licensee facilities, equipnent, and operations. This novel inspection
practice is to be comended. Likewi se, the State has inspection field notes
avai | abl e on conputer, which helps with inspection docunmentation. Another
strength is that the program manager conducted numerous inspection

acconpani nents during the review period, nore than the m ni num annual standard
in the | MPEP evaluation criteria. This gives program nanagenment a better
under st andi ng of both inspectors' abilities and on-site |licensee conditions.
Finally, the State was able to conduct a number of joint inspections, where
the two staff nembers (sonetimes joined by the program manager) conducted

i nspections together. Having two different inspectors review a particular

i censees' operations may | ead to nore thorough inspections.

The team revi ewed the inspection reports and found themto be conparable with
the types of information and data coll ected under NRC I nspection Procedure
(1'P) 87100. The inspection field notes provided docunmentation of inspection
findings in a consistent manner. The State uses separate inspection field
notes for various classes of |icensees, such as nucl ear medicine, portable
gauges, and broad scope academic. The inspection field notes provide
docunent ati on of scope of the |licensee's program unusual occurrences;
postings; storage and use of radioactive material; receipt, transfer, and

di sposal of radioactive material; inventory; leak tests; radiation protection
program personnel nonitoring; training; independent mneasurenents; and

i nspection findings.

In general, the inspection reports denpnstrated that the State inspectors were
exami ni ng appropriate radiation health and safety issues at |icensees'

facilities. |Inspectors perforned i ndependent neasurenents on seven of the
ei ght cases reviewed. Inspectors' witten comments in the field notes
i ndicate that they di scussed safety issues with |licensee personnel. Some of

the field notes indicate that |icensee operations were observed, when |icensed
operations were being conducted by the licensee, and interviews with the State
i nspectors support that they routinely tour |icensee areas such as

| aboratories, other |ocations of use, and storage areas. One inspector said
that he sonetines asks the |icensee to denonstrate |icensed activities, which
is a good inspection technique. The inspectors consistently exam ned and,
when appropriate, closed-out previous violations. Al so, because the

radi oactive materials control programstaff serve as both inspectors and
license reviewers for the sane |icensees, there was evidence that |icensing

i ssues were considered in the inspection process.

Whil e review ng the eight inspection cases, the | MPEP reviewer found a nunber
of mnor issues, that were discussed directly with the State staff. Exanples
i ncl uded: no independent nmeasurements in one case, frequent absence of
interviews with Iicensee ancillary personnel, in one case not conducting the
exit meeting with high-level |icensee nanagers, |ack of closure docunmented in
the field notes on safety-significant inspection issues, and genera
docunent ati on concerns. Mst of these issues were resolved by asking the
State inspectors to explain their comrents on the inspection field notes, or
to provide nore details. On itens that were not resolved, individua
recomrendati ons were made to the inspectors by the review team However, none
of the issues indicated a systemic problemin the technical quality of

i nspections.

Three inspector acconpani ments were performed by a revi ew team nenmber during
the period of January 10-11, 1996. Both of the North Dakota inspectors were
acconpani ed during the inspection of a hospital nucl ear medicine/therapy

program One of the inspectors was al so acconpani ed on a portable noisture
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density gauge inspection and the other inspector was acconpanied to an

i ndustrial radiography facility. During the acconpaninents, the North Dakota
i nspectors denonstrated appropriate inspection techniques and know edge of the
regul ations and |licenses. The inspectors were well-prepared and thorough in
their reviews of the licensees' radiation safety programs. Overall, the
techni cal performance of the inspectors was satisfactory, and their

i nspections were adequate to assess radiological health and safety at the
licensed facilities.

In response to the questionnaire, the State reported that both staff menbers
(i.e., inspectors/license reviewers) were acconpani ed by the program manager
during the review period. The questionnaire and interviews with the staff

i ndi cate that the program nanager conducted acconpaniments with staff to 13
separate |icensees between Septenber 1993 and December 1995. The program
manager had acconpani ed one particul ar inspector individually on four

i nspections, and he had acconpani ed both inspectors together on nine

i nspections. The inspectors reported receiving feedback fromthe supervisor
on their performance during the acconpani ments. |In response to the
guestionnaire, the State reported that "supervisory acconpani nents take place
approxi mately every six nmonths." The review team saw evidence that the State
was exceeding the IMPEP criteria in NRC Managenment Directive 5.6 for annua
acconpani nent s.

It was noted that the State has a variety of portable instruments for routine
confirmatory surveys and use during incidents and energency conditions. The
instruments were a mix of |ow range GMtubes and pancake probes, nmicro R
meters, higher-range instrunments, instrunmentation for al pha detection, pocket
dosi neters, an audi ble dosinmeter, and a multichannel analyzer. The portable

i nstruments used during the inspector acconpani nents were observed to be
operational and calibrated. The portable instruments naintained in the office
were al so observed to be calibrated. Programstaff explained that instrunents
are calibrated at |east on an annual basis.

The review team found that the State is perform ng both announced and
unannounced routine inspections of materials |licensees. O the eight

i nspection cases reviewed by the review team five were announced to the
Iicensee before the inspection. Several of the announced inspections had notes
i ndicating that they were announced either one or two days in advance of the

i nspection. State staff reported that they announce about half of the

i nspections in advance to the |licensees, sonetines on the day of, or the
afternoon before, the inspections. The staff indicated that this is done for
efficiency, to nmake sure that |icensee personnel are present. One of the

ei ght cases reviewed was a special inspection, to exam ne a medical |icensee's
probl eminvol ving no permanent Radiation Safety O ficer or authorized user
That special inspection was not announced.

The revi ew t eam exam ned whet her inspection field notes were being signed by
the inspectors, and reviewed and signed by the program manager. O 20

i nspection reports selected for detailed review or spot-check by the review
team 3 had not been signed by the inspector. |In those cases, either the

i nspector signature |ine was blank, or the computer-generated field notes did
not include a line for the inspector's signature. This is not indicative of a
serious problem but the review team suggests that inspectors sign all fina
versions of the inspection field notes or that nanagenment adopt a policy that

i nspectors need not sign the field notes.

O the same 20 inspection reports, 9 had not been signed by the program
manager as being reviewed. In response to the questionnaire, the State said,
"Al'l inspection reports are reviewed and signed by the manager of the
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Radi ati on Control Program™ |In discussions with the program manager, he was
not aware of the cases where there was no supervisory signature on the field
notes. In discussions with the inspectors, they were also not aware that the
field notes had not been signed by the supervisor. |n many cases, the

i nspectors could recall discussing specifics of the field notes with the
program manager, indicating that they had been reviewed. Also, al

enforcenent letters (including letters with mnor violations) are signed-out
to the licensee at the Division Director |level, so they pass through two nore
| evel s of managenment review The Division Director was a past manager of the
radi ati on control program so he perforns a detailed review, according to the
current program manager. The nultiple |evels of managenent review nitigate
the issue of supervisory signatures on the field notes, but the review team
suggests that this is an area needing nore attention by the State. The review
t eam suggests that the State devote nore attention to supervisory sign-off on
i nspection field notes, to indicate supervisory review. The program manager
shoul d sign all final field notes or the State should adopt a policy that the
Division Director's signature on the letter to the |licensee constitutes
supervi sory approval

Based on the | MPEP evaluation criteria, the review teamreconmends that North
Dakota's performance with respect to the indicator, Technical Quality of
I nspections, be found satisfactory.

3.5 Response to Incidents and All egati ons

In evaluating the effectiveness of the State's actions in responding to

i ncidents and all egations, the review team exam ned the State's response to

t he questionnaire regarding this indicator and reviewed the casework, and
license files as appropriate, of five incidents and two allegations. In
addition, the review teaminterviewed the radi oactive materials supervisor and
t he heal th physicists assigned to each response.

Responsibility for initial response and followup actions to materials

i ncidents and allegations rests with the radi oactive materials section
Witten procedures require the pronpt response by the section staff to each
incident or allegation, with no additional specific guidance provided by the
procedures. Because of the size of the program each inconming notification is
di scussed with both health physicists and the supervisor. |f the response

i ncluded an on-site inspection, this was usually conpleted by two, or
sonmetines all three, staff. When a follow up was conpleted via tel ephone or
correspondence, it was assigned to the individual staff nember responsible for
that institution's routine |licensing and conpliance. Review of the files

i ndi cated that this approach provided effective response actions and an
appropriate response tine.

The revi ew team exam ned the State's response to the four events that were
identified as nost significant in the | MPEP questionnaire, the State's
incident and allegation file, and the appropriate license files. Events

revi ewed included two | ost well-1ogging sources and a | ost generally-1licensed
static meter. The incident file included three annual overexposures at two
institutions which were determ ned to have been caused primarily by nedica
fluoroscopy. A list of the incident casework with conments is included in
Appendi x F.

In the cases reviewed in depth, the review team found that the State's
responses were well within the performance criteria. Responses were pronpt
and wel | -coordi nated, and the |evel of effort was commensurate with health and
safety significance. Radioactive materials control programstaff were

di spatched to the sites when appropriate. The State took suitable corrective
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and enforcenment actions and foll owed the progress of the investigation through
cl ose-out.

Al'l egations were responded to pronptly with appropriate investigations and
followup actions. 1In one allegation the identity of the alleger was

i nadvertently released to the licensee. Although the individual expressed
concern, the individual did not wish to proceed with additional action
regarding this issue. The State told the review teamthat they do not have
witten procedures regarding protecting allegers' identities, except for cases
that go the State's Attorney Ceneral

Based on the | MPEP eval uation criteria, the review teamreconmends that North
Dakota's performance with respect to the indicator, Response to |Incidents and
Al l egations, be found satisfactory.

4.0 NON- COMVON PERFORMANCE | NDI CATORS

| MPEP identifies four non-comon perfornmance indicators to be used in

revi ewi ng Agreenent State progranms: (1) Legislation and Regul ations,

(2) Seal ed Source and Device Evaluation Program (3) Low Level Radioactive
Wast e Di sposal Program and (4) Uranium Recovery. North Dakota has no
agreement to regul ate uraniumrecovery operations, so only the first three
non- common performance indicators were applicable to this review

4.1 Leqgi sl ati on and Requl ati ons

4.1.1 Leqgislative and Legal Authority

G ven the State's response to the questionnaire that there had been no change
to the State legislation, the review teamdid not review the |egislation but
relied on previous reviews where State |egislation was deternined to be
adequate. Although the State indicated in the response to the questionnaire
that there were no changes to legislation that affect the radiation contro
program the review team di scussed both the radiation control act and the
adm nistrative act with the staff. The Departnent of Health is designated as
the State radiation protection agency in the North Dakota Century Code,
Chapter 23-20. The Code grants the Departnment of Health the authority to
promul gate rules and regul ations to be followed in the adm nistration of a
radi ati on protection program

4.1.2 Status and Conpatibility of Reqgul ati ons

North Dakota's final equivalent rules and anmendnents to the followi ng rules
became effective in July 1995: "Licensing and Radi ati on Safety Requirenent
for Irradiators,” 10 CFR Part 36; "Decomi ssioni ng Recordkeepi ng and License
Term nation: Docunentation Additions," 10 CFR Parts 30, 40, 70, and 72;

"Sel f-CGuarantee as an Additional Financial Mechanism" 10 CFR Parts 30, 40,
and 70; and "Tineliness in Decomm ssioning of Materials Facilities," 10 CFR
Parts 30, 40, and 70. These regul ations were pronulgated within the three
year period. NRC staff has reviewed the anended regul ati ons and has found
these regul ations are conpatible with equival ent NRC regul ati ons.

According to information provided in the questionnaire, the State does not
regul ate urani umrecovery operations or a | owlevel radioactive waste di sposa
facility; it does not have a rule equivalent to NRCs 10 CFR Part 61 and NRC s
regul ati ons applicable to uraniumrecovery contained in 10 CFR Part 40.
Therefore, it will not adopt the regul ations equivalent to the follow ng NRC
rul es:
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. "Definition of Land Di sposal and Waste Site QA Program" 10 CFR Part 61
amendments (58 FR 33886) that became effective on July 22, 1993.

. "Uranium M 1| Tailings Regul ations: Conform ng NRC Requirenents to EPA
St andards," 10 CFR Part 40 anendrments (59 FR 28220) that becane
effective on July 1, 1994, and will need to be adopted by July 1, 1997.

The State has not begun the process of promulgation of the follow ng rules
necessary for a conpatibl e program

. "Preparation, Transfer for Commercial Distribution and Use of Byproduct
Material for Medical Use," 10 CFR Parts 30, 32, and 35 anendnents
(59 FR 61767, 59 FR 65243, 60 FR 322) that becane effective on
January 1, 1995.

. "Frequency of Medical Examinations for Use of Respiratory Protection
Equi prent," 10 CFR Part 20 anendments (60 FR 7900) that becane effective
on March 13, 1995. Note, this rule is designated as a Division 2 matter
of compatibility. Division 2 conpatibility allows the Agreenent States
flexibility to be nore stringent (i.e., the State could choose to
continue to require annual medical exam nations).

. "Low Level Waste Shipnment Manifest Information and Reporting," 10 CFR
Parts 20 and 61 amendnents (60 FR 15649, 60 FR 25983) that will becone
effective March 1, 1998. North Dakota and other Agreenent States are
expected to have that equivalent rule effective on the sane date.

. "Performance Requirenents for Radi ography Equi prent,"” 10 CFR Part 34
amendments (60 FR 28323) that becane effective June 30, 1995.

. "Radi ati on Protection Requirenments: Anended Definitions and Criteria,"
10 CFR Parts 19 and 20 amendnents (60 FR 36038) that becane effective
August 14, 1995.

. "Medi cal Adm nistration of Radi ati on and Radi oactive Materials," 10 CFR
Part 20 and 35 amendnents (60 FR 50248) that becane effective
Cct ober 20, 1995.

. “Clarification of Decomn ssioning Funding Requirenents,"” 10 CFR Parts
30, 40, and 70 amendments (60 FR 38235) that becane effective
Novenber 24, 1995.

. "Conpatibility with the International Atonmic Energy Agency," 10 CFR Part
71 amendment (60 FR 50248) that will beconme effective April 1, 1996.

The revi ew team exam ned the procedures used in the State's regulation

promul gati on process and found that the public is offered the opportunity to
coment on proposed regul ations during two different 30-day coment periods
and in a public hearing. According to program managenent, the NRC is provided
with drafts for comment on the proposed regul ations early in the pronul gation
process. A copy of the final regulation is subnitted to NRC

The State's regul ations were conpatible with those of the NRC at the tine of
the review, including all regulations necessary for a conpatible programt hat
are due by Decenber 1997. During discussions with the review team program
managenment expl ai ned that they woul d begin the process of preparing draft
revisions to the regulations in late 1996 for new regul ati ons due in 1998.
The State's formal regulation pronul gati on process takes approxi mately
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9-10 months. The State is aware of the inportance of mmintaining conpatible
regul ations and the State plans to make every effort to maintain
conpatibility.

Based on the | MPEP evaluation criteria, the review teamreconmends that North
Dakota's performance with respect to the indicator, Legislation and
Regul ati ons, be found satisfactory.

4.2 Seal ed Source and Device Eval uation Program

The review team did not review the State's seal ed source and devi ce (SS&D)
eval uati on program because of the request from North Dakota Governor

Edward T. Schafer to Richard L. Bangart, Director, O fice of State Prograns,
on Septenber 25, 1995, to relinquish its SS&D authority. The State did not
perform SS&D eval uations in the past, except for two custonized evaluations in
1983, and believes it is not likely that any devices containing radioactive
material will be manufactured in the near future. In addition, such

eval uations require | arge personnel resource requirenments that are not within
the scope of the North Dakota program Based on the Governor's request, NRC
assuned SS&D aut hority on June 1, 1996. The State has not perforned any

eval uations during the period covered by this review

4.3 Low Level Radioactive Waste (LLRW Di sposal Program

In 1981, the NRC anended its Policy Statement, "Criteria for Guidance of
States and NRC i n Discontinuance of NRC Authority and Assunption Thereof by
States Through Agreenent” to allow a State to seek an amendnent for the

regul ation of |owlevel radioactive waste as a separate category. Those
States with existing agreements prior to 1981 were determ ned to have
continued | ow | evel radioactive waste di sposal authority w thout the need of
an anendnment. Al though North Dakota has | ow1|evel radioactive waste disposa
authority, NRC has not required the State to have a programfor l|icensing a

| ow-1 evel radioactive waste disposal facility until such time as the State has
been designated as a host State for a |lowlevel radioactive waste di sposa
facility. \When an Agreenent State has been notified or becomes aware of the
need to regulate a | owlevel radioactive waste disposal facility, it is
expected to put in place a regulatory programwhich will nmeet the criteria for
an adequate and conpatible | ow | evel radioactive waste disposal program

There are no plans for a | owlevel radioactive waste disposal facility in
North Dakota. Accordingly, the reviewteamdid not review this indicator
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5.0 SUMVARY

As noted in Section 3 above, the review team found the State's performance
with respect to four of the five comon performance indicators to be fully
satisfactory. On the Status of Mterials |Inspection Programindicator, the
review team found the State's perfornmance to be satisfactory with
recomendations for inprovenment. As noted in Section 4 above, the review team
found the State's performance on the only applicabl e non-conmon performance

i ndicator to be satisfactory. The MRB concurred in the team s individual and
overall recomrendations and found that the North Dakota program was adequate
to protect public health and safety and was conpatible with NRC s regul atory
program

Below is a sunmary |ist of reconmendations, as nmentioned in earlier sections
of the report, for consideration by the State.

1. The revi ew team recomrends that the State adopt a witten timeliness
goal for issuance of inspection findings to the licensee. (Section 3.1)

2. The revi ew team recomrends that State managenent and staff devote
i ncreased attention to issuing inspection results in a tinely nmanner
(30 days). (Section 3.1)

3. The review team recomends that the State nonitor the tinmeliness of
i ssuing inspection findings to |icensees, as experience is gained with
t he new managenent tracking system Wthin the next year, the State
shoul d performa systematic assessment of the tracking system and
deci de whether it is effective in tracking assignnments and pronpting
staff and management to issue inspection findings. (Section 3.1)

4. The revi ew team recomrends that, over the next year, the State should
assess whether initial inspections have been perfornmed within 6 nonths
of license issuance or within the provisions of | MC 2800, and whet her
the State's method for scheduling initial inspections has worked
adequately. (Section 3.1)

5. The revi ew team suggests that the State foll owthrough on its plan to
have the radi oactive material control programstaff nember conplete the
licensing course. (Section 3.2)

6. The revi ew t eam suggests that the program manager attend the |icensing
course as soon as practical. The program nanager should al so eventual ly
conpl ete the inspection procedures course. (Section 3.2)

7. The revi ew team suggests that out-of-State travel considerations should
not curtail necessary training for program personnel. (Section 3.2)

8. The revi ew team suggests that inspectors sign all final versions of the

i nspection field notes or that nanagenment adopt a policy that inspectors
need not sign the field notes. (Section 3.4)

9. The revi ew team suggests that the State devote nore attention to
supervisory sign-off on inspection field notes, to indicate supervisory
review. The program manager should sign all final field notes or the
State shoul d adopt a policy that the Division Director's signature on
the letter to the licensee constitutes supervisory approval
(Section 3.4)
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