DATED: AUGUST 28, 1996 SIGNED BY: HUGH L. THOWPSON, JR

M. Christopher Atchison, Director
| owa Departnent of Public Health
Lucas State O fice Building

Des Mdines, | A 50319

Dear M. Atchison:

On August 7, 1996, the Managenment Review Board (MRB) met to consider the
proposed final Integrated Materials Performance Eval uati on Program (| MPEP)
report on the |lowa Agreement State Program The MRB consi dered and concurred
with the review team s recomrendation that the |owa program be found adequate
to protect public health and safety and conpatible with the U S. Nucl ear
Regul at ory Conmi ssion's (NRC) regulatory program The next | MPEP review wi ||
be scheduled in three years, unless program concerns devel op that require an
earlier evaluation. However, based on the continuing good performance of the
State, the review schedule may be extended to four years.

NRC recogni zes the efforts of lowa and the other Agreement States to mmintain
an adequate and conpati ble program During the MRB neeting, the potential

i mpact of NRC s new policy on funding Agreement State travel and training was
di scussed. Although the lowa staff is stable at the nmonment, the State should
consi der devel oping plans for staff training in light of NRC s policy, which
will end funding by NRC for Agreenent State travel and require tuition for
attendance at certain NRC training courses.

Section 5 page 16 of the enclosed final report presents the | MPEP tean s
recomendati ons. W have received your letter dated August 1, 1996, and
appreci ate the positive actions that you and your staff have taken and are
continuing to inplement with regard to our comments. No response to this
letter is necessary.

| appreciate the courtesy and cooperati on extended to the | MPEP team duri ng
the revi ew and your support of the Radiation Control Program | |ook forward
to working with you in the future.

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: Donald A. Fl ater, Bureau

of Radi ol ogi cal Health
S. Parveen Baig, State Liaison Oficer
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1.0 | NTRODUCTI ON

This report presents the results of the review of the lowa radiation contro
program The revi ew was conducted during the period April 1 - 4, 1996, by a
revi ew team conpri sed of technical staff menbers fromthe Nucl ear Regul atory
Conmi ssion (NRC) and the Agreenent State of Washi ngton. Team nenbers 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 Decenber 15, 1993,
to March 31, 1996, were discussed with | owa managenment on April 4, 1996.

A draft of this report was issued to lowa for factual comment on May 8, 1996.
The State of lowa responded in a letter dated May 22, 1996 (Attachnent 1), and
the comrents were incorporated into the proposed final report. The State of

| owa responded to the recomendations in the proposed final report in a letter
dat ed August 1, 1996. The Managenent Review Board (MRB) net on August 7,

1996, to consider the proposed final report. The MRB concurred in the teans's
overall recomrendations and found that the lowa radiation control program was
adequate to protect public health and safety and was conpatible with the NRC s
regul atory program

The | owa Department of Public Health (IDPH) is the agency within lowa State
government that regul ates, anopng other public health issues, radiation
hazards. The Director, IDPH, is appointed by, and reports directly to, the
Governor. Wthin IDPH, the lowa radiation control programis adm nistered by
t he Bureau of Radiological Health (BRH), Division of Health Protection. The
Di vision of Health Protection organization chart is included as Appendix B
The | owa programregul ated 215 specific licenses at the tinme of the review.
In addition to radioactive materials, the BRH is responsible for superfund

ri sk assessment, control of machine-produced radiation, and radon control

The revi ew focused on the materials programas it is carried out under the
Section 274b. (of the Atom c Energy Act of 1954, as anended) Agreenent between
the NRC and the State of |owa.

In preparation for the review, a questionnaire addressing the common and non-
conmon indicators was sent to the State on January 31, 1996. |owa provided
its response to the questionnaire on February 29, 1996. A copy of that
response is included as Appendix Cto this report.

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

(1) exami nation of lowa's response to the questionnaire, (2) review of
applicable lowa statutes and regul ations, (3) analysis of quantitative
informati on fromthe radiation control programlicensing and inspection data
base, (4) technical review of selected files, (5) field acconpani nents of
three lowa inspectors, and (6) interviews with staff and managenent to answer
questions or clarify issues. The teamevaluated the information that it

gat hered against the | MPEP perfornmance criteria for each comon and non- cormon
i ndi cator and nmade a prelininary assessnent of the radiation control programs
per f or mance.
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Section 2 bel ow discusses the State's actions in response to reconmendati ons
made following 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-comon indicators, and Section 5
summari zes the review team s findi ngs and recomrendati ons.

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

The previous routine review concluded on Decenber 14, 1993, and the results
were transmitted to M. Christopher G Atchison, Director, |owa Departnent of
Public Health, on April 11, 1994. NRC visited the program again in December
1994 to evaluate the status of open issues identified in the 1993 review. The
results of this visit were transnitted to M. Donald A Flater, Chief, Bureau
of Radi ol ogi cal Health, on February 13, 1995.

2.1 Status of Itens ldentified During the Decenber 1993 Routine Review

A nunber of reconmendations were identified as part of the Decenber 1993
review. Some of the recomendations were closed at the time of the Decenber
1994 visit. The review team | ooked at each remaining itemto determ ne

whet her or not the |lowa program had taken additional actions to close open
recomendati ons. The team s revi ew of recommendati ons open after the Decenber
1994 visit are summari zed bel ow.

(1) The 1993 revi ewer reconmended the conmputer tracking system be
updated to track |licensee responses.

Current Status: The conputer tracking system has been updated to track
i censee responses to inspection letters. The program secretary gives
t he Program Coordinator a nonthly printout. This previous
reconmendation is closed.

(2) The 1993 revi ewer reconmended that the Program Coordi nator attend
the licensing course and that the Environmental Specialist attend

the industrial radiography course. It was recomended that new
Envi ronmental Specialists attend all of the NRC core training
cour ses.

Current Status: The Environnental Specialist has attended the

radi ography course. The Bureau is conmmitted to have all new

Envi ronmental Specialists attend all NRC core courses. The Program
Coordi nator was scheduled to attend the licensing course in 1995, but
was reschedul ed and attended the course in June 1996. The attendance of
t he Program Coordi nator at the licensing course will be discussed in
Section 3.2. This previous recommendation is cl osed.

2.2 Status of Itens lIdentified During the Decenber 1994 NRC Review Visit

Several recomrendations were also identified as part of the Decenmber 1994 NRC
visit to the State. The review team | ooked at each itemto determ ne whether
or not the lowa program had taken actions to close the reconmendati on. The
recomendat i ons opened during the December 1994 visit are sunmarized bel ow

(1) NRC recommended the expansion of audits of program areas such as
the conputer tracking system which was recently conprom sed due
to i nproper use, would benefit the program

Current Status: The Program Coordi nator had been identifying problens
with the conputer tracking system and coordinating with the computer
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support staff within the State to rectify errors. The tracking system
was examined in relationship to the common performance indicators, and a
di scussion on its performance is found in Section 3.1. This previous
reconmendation is closed.

(2) NRC reconmended that the State require fromits two nmjor broad
scope academ c |icensees a statenent of intent containing a cost
estimte for deconm ssioning and an indication that funding wll
be obt ai ned when necessary.

Current Status: The Program Coordi nator recalled conversing with the
appropriate individuals at the licensees in question and believed that
t he required docunentati on had al ready been received. However, no
record could be found in the files. The Program Coordinator will be
contacting the Iicensees and will obtain the required documentation
Thi s previous recommendation is cl osed.

(3) NRC recommended that the qualification journals be kept up to
dat e.

Current Status: The supervisor sign off sheet for courses conpleted by
the staff was not kept up to date for two environmental specialists.

Al'l other portions of the qualification journals were conplete.

However, these two environnental specialists had copies of the
certification of conpletion for the NRC courses in the Journal. This
previ ous reconmendation is closed.

(4) NRC recommended that the State continue to address the need to
have additional qualified personnel capable of inspecting conplex
licensee prograns. At the time of the review visit, only one
i nspector was qualified to evaluate health and safety issues at
conpl ex |icensee prograns such as nucl ear pharnaci es and broad
scope universities.

Current Status: The inspection staff is qualified to perform conpl ex

i nspections. Two additional inspectors are qualified to inspect nuclear
pharmaci es now. The Program Coordinator is qualified and has been the
team | eader for the broad scope universities, and one inspector has the
qualifications and experience to team | ead broad scope universities and
ot her conpl ex inspections as backup to the Program Coordinator. The
remai ni ng i nspection staff is continuing to work towards their
qualifications in this area. This recommendation is closed.

3.0 COVMON PERFCORMANCE | NDI CATORS

| MPEP identifies five conmon performance indicators to be used in review ng
both 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 Allegations.

3.1 Status of Materials Inspection Program

The team focused on four factors in reviewing this indicator: inspection
frequency, overdue inspections, initial inspection of new licenses, and tinely
di spatch of inspection findings to |licensees.
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Revi ew of the State's inspection priorities showed that the State's inspection
frequencies for various types or groups of licenses are, with few exceptions,
at least as frequent as simlar license types or groups listed in the
frequency schedule in the NRC I nspection Manual Chapter (1M 2800. Although
the State had not incorporated some of the April 1995 revisions to | MC 2800,
with the exception of the three instances noted below, the State is conducting
i nspections at the sane frequency or nore frequent than NRC currently
requires. Those categories for which NRC revisions to | MC 2800 were nore
conservative than the lowa frequencies are: (1) nedical private practice

i cense inspections conducted as a Priority 4 in lowa v. NRC s change to
Priority 3; (2) nuclear laundry |icenses, which |owa considers as a

Priority 3, but treated by NRC as a Priority 2; and (3) possession
only/storage |icenses, which |lowa codes as a Priority 7, and NRC considers as
a Priority 3. In discussions with the Program Coordi nator, these three
categories were overlooked in the State's review of the changes to | MC 2800.
It is the State's intention to have inspection frequencies at |east as
frequent as those of NRC. Wen these prelinmnary findings were raised with
the lowa staff, the State revised the inspection frequency on April 1, 1996,
to reflect the April 1995 revisions to | MC 2800. The inspection frequencies
of licenses 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 simlar |icense types
under the | MC 2800 system

In its response to the questionnaire and additional correspondence with staff,
lowa indicated that as of March 1996 no |licensee identified as a core

i nspection in | MC 2800 was overdue by nore than 25 percent of the NRC
frequency. The I MPEP review team also | ooked at the State's experience with
overdue inspections during the entire review period. As a result, two
licenses were identified by the State during the | MPEP revi ew as exceedi ng the
i nspection frequency (These were inspected the week of April 22, 1996). |In

di scussions with the Program Coordi nator, BRH enpl oyed a secretary in 1995 who
did not enter all data in the computer tracking systemon the |licensees

i nspections. During 1995, the Program Coordinator and staff reviewed the
information in each file against the data in the tracking systemin an attenpt
to identify and correct all instances of missing information to the tracking
system used by BRH.  However, during the review of the data and the files, BRH
staff have found that copies of correspondence had been lost also. The two

i censes had been overlooked in the State's audit.

Wth respect to initial inspections of new |icensees, the teamreviewed the
conputer tracking data systemand license files. The State identified 21 new
licenses that were issued during the review period, 15 agreenent nateria
licenses and 6 non-agreement material licenses. At the time of the review,
two new |icenses issued since Novermber 1995 were not due for inspection, two
licenses were overdue and two |icenses had been inspected at intervals of

13 months and 14 nmonths in 1994. All other new |licenses had been inspected
within six nonths of |icense issuance. The team found that the two |icenses
that were inspected | ate occurred followi ng the |ast review, when the State
was training staff and managenent had approved the delay. The two new
Iicenses that had not been inspected, an in-vitro testing |ab and a portable
gauge, are overdue by nine nonths and seven nonths, respectively, beyond the
six nonth due date. These two |licenses had not been entered into the conmputer
tracki ng system and had not been identified in the audit conducted by BRH

The review team recommends that the two new |icenses that have not been

i nspected, be schedul ed for inspection and that the State continue to foll ow
the I MC 2800 provisions for new |icenses.
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The tineliness of the issuance of inspection findings was al so eval uat ed
during the inspection file review Qut of 23 conpliance files exam ned both
in detail for quality of the inspection program and for issuance of inspection
findings, 11 had inspection correspondence sent to the licensee within 30 days
after conpletion of the inspection. On closer exanmination, 16 out of 23 were
issued within five weeks of the inspection. Six inspection findings were
issued within the time range of 8 to 16 weeks. The remai ning case had taken
si x nonths, however, it was a teaminspection of lowa State University's
licenses with significant findings. Managenent was aware of this delay due to
the conplexity of the lowa State University's report. Delays in issuing

i nspection reports inpairs the effectiveness of getting pronpt corrective
action by the licensee to any violations. Late reports nmake it difficult for
the programto require a pronpt response fromthe licensee. Finally, late
reports open the programto criticismby licensees. The review team suggested
that State managenent and staff continue to devote increased attention to

i ssuing inspection results in a tinely nanner (30 days).

On exami nation of the root case for both the tineliness of new |icense

i nspections and the tinmely issuance of inspection findings, it was noted that
t he conputer tracking systemcontributed to sone probl ens experienced by BRH
The conputer tracking system generates reports based on the date of the cover
letter to the notice of violation. There is a tine lag as much as three weeks
bet ween the cover letter and the date the notice of violation is signed. The
reports used by managenent to track the 30-day response are in sone cases
based on artificially generated information, such as the 30 days fromthe

i nspection and not the actual date the notices of violation are signed. The
revi ew team recomends that managenent information systens, e.g., the computer
tracking system be reviewed with the appropriate managenent and support staff
to ensure that the BRH is receiving the information to manage the program

The revi ew team suggests that the data in the conputer tracking system be
reviewed to ensure the information is conplete and correct.

The State reported in its response to the questionnaire that 70 requests for
reciprocity were received during the review period; 18 fromindustria

radi ographers, 1 well-1logger, and 51 portable gauge users and other |icensees
with an inspection frequency of nore than three years. The State conducted

13 inspections of reciprocity licensees during the review period. The State
requi res radi ographers to be certified and conducts an aggressi ve program on
verifying radi ographers conduct their licensed activities in accordance wth
lowa regulations. 1In its response to the questionnaire, the State reported
conducting three field inspections on a non-reciprocity industrial radiography
i censee.

Based on the | MPEP eval uation criteria, the review teamreconmends that lowa's
performance with respect to the indicator, Status of Materials |Inspection
Program be found satisfactory.

3.2 Technical Staffing and Training

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

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

| DPH organi zati on chart shows that BRH was staffed with 1 program supervi sor
and 14 staff at the time of the review The staff positions cover radioactive
mat eri al, radon, machi ne-produced radi ation, and superfund risk assessnent.
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Wthin that group, five technical staff conprise the radioactive materials
control program M. Dan MGhee is the Program Coordi nator for the

radi oactive materials control program The three environnental

speci al i st/ engineers (including the Program Coordinator) in the radioactive
materials control programare full-time positions, with few outside (non-
program duties. One environnmental specialist spends 40 percent of her tinme
in licensing and the other environnental specialist has begun her training in
the inspection programat a 10 percent effort at this tine. |In response to
the questionnaire, the State reported that the Bureau Chief spends about

33 percent of his effort on the radi oactive material program |n response to
the questionnaire, the State reported that 3.8 FTEs were assigned to the

radi oactive materials control program |n addition, BRH retains the services
of a consultant (fornmer NRC enpl oyee) at .33 FTE | evel per year. One position
was filled during the review period. No vacancies were forecast in any of the
radi oactive materials positions in the near future. |f the funding for the
radon programis reduced, any radon program excess FTE will be placed in the
radi oactive material inspection program The Bureau Chief also told the
review team that he does not know of any plans to reduce the staffing | eve

for the radioactive materials control program

The licensing and inspection functions of the program are integrated, and
therefore, both full time environmental specialists and Program Coordi nat or
performduties in |licensing, inspection, and event response. Balance between
the licensing and inspection functions is achieved by basing staff assignnments
on program needs.

The Bureau Chi ef explained that, when vacancies occur, the positions require
bachel or's degrees in a science/engineering field or a technol ogi st degree
with at |east three years experience. The reviewteamreviewed the
qualifications of the technical staff and concluded that the State has been
able to retain well-qualified individuals. The Program Coordi nator and both
environnental specialists have at | east a bachelor's degree in science or
engi neering or technol ogist degree with at |east three years experience.

The review teamreviewed the training of all personnel involved with the

radi oactive materials control program The Program Coordinator provided the
review teamlowa's "Inspector Qualification Journal" and the "Supervisor's
Manual " as devel oped for the program by their consultant. The inspector
qualification involves conpleting a series of witten exani nations and
participating in acconpani ed inspections, until the Program Coordi nat or

eval uates their performance as acceptable to performindependent inspections.
Each inspector had their journal up to date except for the sign off sheet for
conpl eted course work. However, two of the staff had copies of the
certification of conpletion for the NRC courses in the Journal

The documentation of licensing qualifications is not as structured as the

i nspection journals. License reviewer candi dates are assigned case work in a
gi ven program area after an orientation with a qualified |icense reviewer.

The Program Coordi nator eval uates these reviews and makes the decision as to
whet her the candidate is able to conduct independent reviews. Although
courses are not considered as an actual part of the qualification process, BRH
attenpts to schedule new staff for the licensing and inspection courses within
the first nine nmonths of enploynent. The Program Coordi nator had not
conpleted the licensing course at the time of the review. However, he
received on the job training fromRegion Il staff and the Regional State
Agreenents O ficer and no |icensing performance weakness was identified
because of the lack of this training course. The Program Coordi nator was
schedul ed for the 1995 course, but was reschedul ed and attended the June 1996
cour se.
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The | MPEP revi ewer discussed training with the Bureau Chief and Program

Coordi nator. Based on the training that program personnel have taken during
the revi ew period, the State appears supportive of continued staff training,
and managenent denonstrated a commitnment to staff training during the review
However, the State has concerns as to the inmpact of NRC s change in policy for
funding State training will have on their program It was also noted that the
Bureau Chi ef had requested specialized training for BRH staff on investigation
techniques fromthe State Hi ghway Patrol for this sumer.

Based on the | MPEP eval uation criteria, the review teamreconmends that |owa's
performance with respect to the indicator, Technical Staffing and Training, be
found satisfactory.

3.3 Technical Quality of Licensing Actions

The revi ew team exani ned casework and interviewed the four reviewers for

14 licenses. Licensing actions were reviewed for conpl et eness, consistency,
proper isotopes and quantities used, qualifications of authorized users,
adequate facilities and equi pment, and operating and energency procedures
sufficient to establish the basis for licensing actions. Casework was
reviewed for tineliness, adherence to good health physics practices, reference
to appropriate regul ati ons, docunentation and consideration of safety

eval uation reports, product certification or other supporting docunents,
consi derati on of enforcement history on renewals, pre-licensing visits, peer
or supervisory review, and proper signature authorities. Licenses were

revi ewed for accuracy, appropriateness of the license and its conditions and
ti e-down conditions, and overall technical quality. The files were checked
for retention of necessary docunments 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
all license reviewers. The cross-section sanpling included 14 |icenses and

i ncluded the followi ng types: nedical-institution and nedical - nobil e,

i ndustrial radiography, research and devel opnent, fixed and portabl e gauges,
an in vitro | aboratory, and a nuclear |aundry. Licensing actions included two
new | i censes, five renewals, four amendments and three terminations. A |ist
of these licenses with case-specific comrents 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 were inspectable. 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 and several were in the process of being revised and updated for use by
lowa |icensees. Reviewers were observed to be skilled with the use of these
and other licensing docunents. Reviewers used |icensing guides appropriately
and generally used check lists in review ng applications, although these were
not retained for the files. There was no apparent procedure for term nating
i censes which may have contributed to sonme inconsistencies in closing files,
particularly with respect to unsealed materials. The Bureau Chief, unless
absent for a prolonged period, reviews and signs all licenses followi ng both a
peer review and a supervisory review by the Program Coordinator. No
potentially-significant health and safety issues were identified.

Based on the | MPEP eval uation criteria, the review teamreconmends that |owa's
performance with respect to the indicator, Technical Quality of Licensing
Actions, be found satisfactory.
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3.4 Technical Quality of Inspections

The team revi ewed the inspection reports, enforcenment docunentation, and

i nspection field notes for 17 materials inspections conducted during the
review period. The casework included all three of the State's materials

i nspectors and covered a sanpling of different |icense types as foll ows:

i ndustrial radiography, broad scope university, broad scope research and
devel opnent, broad scope nedical, teletherapy, nuclear nedicine, |arge
hospital, nuclear pharmacy, |aboratory use, portabl e gauge, and fixed gauge
licensees. Appendix E provides a list of the inspection cases reviewed in
depth with case-specific coments.

The revi ew team noted several strengths in the lowa programon this indicator
For instance, the | MPEP revi ewer noted that the routine inspections covered
all aspects of the licensee's radiation program and often included a witten
summary of the root cause if a deficiency or violation was noted. The | MPEP
revi ewer also noted that the inspectors observed |licensed operations whenever
possi bl e. The observation of licensed activities provides the inspectors with
an indication of the effectiveness of the licensee's radiation protection
program Anot her strength noted was the nunerous inspection acconpani nents
conducted during the review period by the Program Coordi nator or the Bureau
Chief, nore than the nini num annual standard in the | MPEP evaluation criteria.
Thi s gives program nmanagenent a better understandi ng of both inspectors
abilities and on-site conditions. Finally, the State conducted team

i nspections of larger |licensees, where the Program Coordi nator was joi ned by
one or both of the environmental specialists along with one or both

i ndi vi dual s who supported the radi oactive materials programpart tine. Having
mul tiple inspectors review a particular |icensees' operations may |lead to nore
t horough i nspections and provide the opportunity for |ess experienced

i nspectors to observe experienced inspectors as an effective training

t echni que.

The review teamreviewed 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
docunent ati on of inspection findings in a consistent manner. The State uses
separate inspection field notes for various classes of |icensees, such as

nucl ear nedi ci ne, portabl e gauges, radiography, and industrial/acadenic. The
i nspection field notes provide docunentation of the scope of the |licensee's
program i ncl udi ng: unusual occurrences; postings; storage and use of

radi oactive material; receipt, transfer, and disposal of radioactive material

i nventory; |leak tests; radiation protection program personnel nonitoring;

trai ning; independent neasurenents; and inspection findings. The | MPEP
reviewer noted that the State had specific field notes for radi ography field
sites that include docunentation for security of radioactive nateri al

security and posting of radiation areas, personnel nonitoring, radiation
surveys and instrunments, training, operating and emergency procedures, records
and confirmatory neasurenments. The revi ewer concluded that separate field
notes specific for field radi ography were a good addition to the State program
to provide inspectors with an effective neans to docunent the use of |arge
activity sources in the public domain.

During the review of the inspection files, the | MPEP revi ewer noted that one
of the nedical |icensees possesses and uses a high dose rate afterl oader

(HDR). Although the inspection docunentation for this |licensee was in the
formof a witten report, the State does not have field notes specific for the
i nspection of a HOR.  The revi ew team suggests that the State have field notes
specific to HDRs in order to document the proper use and conpliance with the
regul ations and |icense conditions for this nedical device.
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The | MPEP revi ewer noted that the field notes did not include docunentation
for the evaluation of dose to nenbers of the public or instruction on dose
limts to enbryo/fetus and decl ared pregnant wonmen. Although the dose to
menbers of public was eval uated for nuclear pharmacy and one of the |arge
broad scope inspection reports reviewed by the team there are other
facilities where such an evaluation is appropriate. The reviewer also noted
that the State had Quality Management Program (QWP) requirements in the State
Code, but the State's field notes or inspection reports did not address this
area of a nmedical licensee's program |In discussions with one of the

i nspectors, the reviewer was inforned that the inspector did | ook at the
licensee's QW activities and conpared their inplementation to the
regul ati ons, but the observations were not docunented. |n addition, the
revi ewer noted that |evel of docunentation for a particular section of one
class of field notes was different fromanother. For exanple, the radiation
protection section in the academ c/industrial field notes has an additiona
itemfor review conpared to the State's nmedical and tel etherapy field notes.

The revi ew team suggests that the State revise their field notes to

i ncorporate dose to nmenbers of the public and instruction on dose linmts to
enbryo/ fetus and decl ared pregnant wonen for all field notes and to revise the
medi cal and teletherapy field notes to incorporate the State's QW
requirements. In addition, the review team suggests that the State review
their field notes to incorporate consistent content of sections in all classes
of field notes.

The inspection reports and field notes denonstrated that the State inspectors
wer e exam ni ng appropriate radiation health and safety issues at |icensees
facilities. Two environnmental specialists told the reviewer that they are
required to review all aspects of the licensee's radiation safety program and
docunent that reviewin the field notes. |Inspectors routinely performed

i ndependent measurenments at the licensee facility. The performance of such
nmeasurenments by the State inspectors in one case resulted in the
identification of a significant safety problem inadequate survey of a patient
room after a therapeutic treatment. |Inspectors' witten coments in the field
notes indicate that they discussed safety issues with |licensee personnel. The
field notes or reports indicate that |icensee operations were observed when

i censed operations were being conducted by the licensee, and interviews with
the State inspectors support that they routinely tour |icensee areas such as

| aboratories, other |ocations of use, and storage areas. Both environnental
specialists told the | MPEP revi ewer that they enphasize the observation of
licensed activities to deternmine the effectiveness of the |licensee's radiation
safety program and conpliance to the requirenments, a critically inmportant

i nspection technique. The field notes indicate that the inspectors

consi stently exanmi ned and, when appropriate, closed-out previous violations.

Al so, because the environmental specialists serve as both inspectors and
license reviewers for the sane |icensees, there was evidence that |icensing

i ssues were considered in the inspection process.

VWile reviewing the 17 inspection cases, the | MPEP revi ewer found a nunber of
m nor issues, that were discussed directly with the State staff. However,
none of the issues indicated a systemic problemin the technical quality of

i nspecti ons.

Three inspector acconpani ments were performed by a revi ew team nenber during
the period of March 4-7, 1996. All three of the lowa i nspectors were
acconpani ed during the period. One of the environmental specialists was
acconpani ed during the inspections of a nobile nuclear nedicine programand a
fi xed gauge program The second environnental specialist and the Program
Coor di nat or were acconpani ed during the inspection of a nuclear pharmacy. On
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April 3, 1996, the environnental specialist who participated at the nucl ear
pharmacy inspection was acconpani ed by a review team nmenber during the

i nspection of a diagnostic nuclear nmedicine |licensee. During the

acconpani nents, the lowa inspectors denonstrated appropriate inspection
techni ques and know edge of the regulations and |icenses. The reviewer
particularly noted that all three inspectors enphasized observation of
licensed activities and interview of personnel to assess the effectiveness of
licensee's radiation safety program The inspectors were well-prepared and
thorough in their reviews of the licensees' radiation safety prograns.
Overall, the technical performance of the inspectors was satisfactory, and
their inspections were adequate to assess radiol ogical health and safety at
the licensed facilities.

In response to the questionnaire, the State reported that the two staff
menbers were acconpani ed by the Program Coordi nator during the review period.
In addition, two individuals who did not inspect independently during the

revi ew period were al so acconpani ed by the Program Coordi nator. The
guestionnaire indicates that the Program Coordinator conducted acconpani nents
with each staff inspector twice during 1995. Based on interviews with the
State staff, the number of acconpani nents was actual ly higher than the nunber
in the questionnaire. The questionnaire did not include the acconpani nents by
t he Bureau Chief or the Program Coordi nator. The Program Coordi nator al so
observed staff during teaminspections that were conducted. The inspectors
reported receiving feedback fromthe supervisor on their performance during

t he acconpani ments. In response to the questionnaire, the State reported that
supervi sory acconpani ment procedures were not fully devel oped since only one

i nspector (Program Coordi nator) could independently inspect all areas. The
State noted, however, by the end of 1996, the goal was to acconpany each

i nspector twice a year. The review teamfound that the State was exceedi ng
the IMPEP criteria in NRC Managenent Directive 5.6 for annual acconpani nents.

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 nmix of |ow and high range Geiger-Mieller (GW detectors and
pancake probes, mcro R nmeters, higher-range instruments, instrumentation for
al pha detection, pocket dosineters, and audi ble dosineters. The portable
instruments used during the inspector acconpani nents were observed to be
operational and calibrated. The portable instruments nmaintained in the office
were al so observed to be calibrated. The reviewer noted that instrunents are
calibrated at |east on a quarterly basis.

The | MPEP revi ewer noted that all of the beta/ganma detection instrumentation
was calibrated in units of exposure rate without a detector efficiency.

Wt hout an efficiency, the State inspectors would not be able to evaluate a
licensee's conpliance with contamination release limts. The State's
instruments are calibrated by another State agency: |owa Department of Public
Def ense, Disaster Services Division |ocated at Canp Dodge i n Johnson, |owa.
The | MPEP reviewer toured the facility and spoke to the individual responsible
for the calibration of the State's radiol ogical survey instrunentation. The
calibration facility had National Institute of Science and Technol ogy
traceabl e seal ed sources to determ ne the efficiency of betal/gamm
instrumentation. The determination of the instrunent efficiency will enable
the inspector to convert counts per minute (cpm to disintegration per mnute
(dpm) in order to determine the licensee's conpliance with surface

contam nation release criteria. The review team suggests that sonme of the
State's instrumentation be calibrated with the efficiency to convert cpmto
dpm
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Based on the | MPEP eval uation criteria, the review teamreconmends that |owa's
performance with respect to the indicator, Technical Qality of I|nspections,
be found satisfactory.

3.5 Response to Incidents and All egations

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
the questionnaire relative to this indicator, reviewed the incidents reported
for lowa in the "Nucl ear Material Events Database" (NVED) against those
identified by lowa, and revi ewed the casework and |license files, as
appropriate, of six incidents. There were no allegations during the tinme
peri od covered by the review. In addition, the review teamintervi ewed the
staff assigned to each response.

Responsibility for initial response and followup actions to materials
incidents and allegations rests with BRH Witten procedures require the
pronpt response by BRH to each incident or allegation, with no specific
instruction. |In the response to the questionnaire, lowa noted that their
policy was to informthe Region Il Regional State Agreements O ficer within
24 hours of any unusual occurrence or incident. The review team suggested
that the procedures for notifying NRC of incidents be revised to reflect the
current guidance to Agreenent States to notify the NRC headquarters operations
of fice of events requiring i nmedi ate or 24-hour reporting by the |icensee.

Because of the size of the program each incomng notification is discussed
with staff and managenent, as appropriate. |f the response included an on-
site inspection, this was conpleted by the assigned staff. The review team
examined the State's response to all the events including three events that
were identified by the State (two contam nation events and a | ost gauge) as
nost significant in the | MPEP questionnaire, the State's incident and

al l egation process, and the appropriate license files. The information in
NMED agreed with the information in the lowa files. The incident files

revi ewed included a | ost generally-licensed gauge, fire at a nuclear |aundry,
damage to a specific gauge, and three contam nation incidents. A list of the
i nci dent casework with coments is included in Appendix 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. The | MPEP reviewer noted that nost incident reports
included a witten summary of the root cause if a deficiency or violation was
noted. BRH staff were dispatched to the sites when appropriate. The State

t ook suitable enforcement actions, required the |icensee to inplenment
corrective actions, and conpleted all steps of the investigation through

cl ose-out.

Al t hough there were no allegations received by the State during the tine
peri od covered by the review, the State told the review teamthat they do
protect allegers' identities, and notify allegers of the results of the
State's investigation.

Based on the | MPEP eval uation criteria, the review teamreconmends that lowa's
performance with respect to the indicator, Response to Incidents and
Al l egations, be found satisfactory.
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4.0 NON- COMMON PERFORMANCE | NDI CATORS

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

revi ewi ng Agreenent State programs: (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. |owa's Agreenent does not
cover |low |l evel radioactive waste di sposal and uranium recovery operations, so
only the first two non-comon perfornmance indicators were applicable to this
revi ew.

4.1 Leqgi sl ati on and Requl ati ons

4.1.1 Leqgislative and Legal Authority

Along with their response to the questionnaire, the State provided the review
teamw th copies of legislation that affects the radiation control program
The Departnment of Public Health is designated as the State radiation
protection agency in the |lowa Code, Chapter 136C. Wth response to the
questionnaire that there had been no change to the State |egislation, the
review teamdid not review the legislation but relied on previous reviews
where State |legislation was determined to be adequate. Although the State

i ndi cated there were no changes to lowa Code in the questionnaire that affects
the radi ati on control program the review team di scussed both the radiation
control act and the administrative act with the staff. The lowa Code grants
t he Departnment of Public Health the authority to promul gate rul es and

regul ations in accordance with the adm nistrative act to be followed in the
adnmi ni stration of a radiation protection program

4.1.2 Status and Conpatibility of Regul ati ons

lowa's final equivalent rules and amendnents to the followi ng NRC rul es becane
ef fective Septenber 7, 1994: "Quality Managerment Program and

M sadm ni strations" 10 CFR Part 35; "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 ations.

According to information provided in the questionnaire, the State does not
regul ate urani umrecovery operations or a |l 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:
. "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 || Tailings Regul ations: Conform ng NRC Requirenents to EPA
Standards," 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.

G ven the absence of any interest in the use of irradiators in lowa, the State
i s postponing devel opnent and adopti on of the "Licensing and Radi ation Safety
Requirement for Irradiators,"” 10 CFR Part 36 equival ent rul enaki ng as stated
in their March 24, 1994, letter to NRC. In the August 31, 1994 response from
NRC, this action was deemed acceptabl e and would not affect the conmpatibility
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determ nation for the lowa program However, lowa comitted in the March 24,
1994 letter, to take action to adopt the provisions of Part 36, if an
application for a large irradiator were to be received, and until such a rule
beconmes effective, to incorporate the provisions of Part 36 through Iicense
condi tions.

The State has begun the process of pronulgation 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 Exam nations for Use of Respiratory Protection
Equi prent," 10 CFR Part 20 anmendments (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 Agreenment 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. |lowa and ot her Agreenent States are expected

to have that equivalent rule effective on the sane date.

. "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
Parts 20 and 35 anmendnents (60 FR 48628) that became effective
Cct ober 20, 1995.

. “Clarification of Decom ssioning Fundi ng Requirenents,"” 10 CFR
Parts 30, 40, and 70 anmendnents (60 FR 38235) that becanme effective
Novenber 24, 1995.

. “"Conpatibility with the International Atonic Energy Agency," 10 CFR
Part 71 amendnent (60 FR 50248) that will becone effective April 1,
1996.

The revi ew t eam exam ned the procedures used in the State's regul ation

promul gation process and found that the public is offered the opportunity to
conment on proposed regul ations during a 20-day coment period and in a public
hearing that follows the comment period. According to the Bureau Chief, NRC
is provided with drafts for comment on the proposed regulations early in the
promul 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 programthat
are due by Decenber 1997. During discussions with the review team the Bureau
Chi ef expl ained that they had begun the process of preparing draft revisions
to the regul ations which they expect to pronulgate in October 1996 for new
regul ations due in 1998. The State's formal regul ation pronul gation process
takes approximately five nonths. The State is aware of the inportance of

mai nt ai ni ng conpatible regulations and the State plans to yearly update

regul ations to maintain conpatibility.
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Based on the | MPEP eval uation criteria, the review teamreconmends that |owa'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 teamdid not review the State's seal ed source and devi ce (SS&D)

eval uati on program because of the request fromlowa Governor Terry E

Branstaad to Richard L. Bangart, Director, O fice of State Prograns, on
January 22, 1996, to relinquish its SS& authority. The State did not perform
SS&D eval uations in the past and believes it is not likely that any devices
contai ning radi oactive material will be manufactured in the near future. In
addi ti on, such evaluations require personnel resource conmtnments that the

| owa program cannot justify. The Commi ssion has agreed to these requests and
NRC reasserted authority in this area on June 1, 1996.

5.0 SUMVARY

As noted in Sections 3 and 4 above, the review teamfound the State's
performance with respect to each of the performance indicators to be
satisfactory. The MRB concurred in the team s individual and overal
recomendati ons and found that the |owa program was adequate to protect public
health and safety and was conpatible with NRC s regul atory program

Below is a sunmary |ist of recomrendations and suggestions, as nentioned in
earlier sections of the report, for consideration by the State.

1. The revi ew team recomrends that the two new |licenses that have not been
i nspected, be schedul ed for inspection and that the State continue to
follow the | MC 2800 provisions for new licenses. (Section 3.1)

2. The revi ew team suggested that State nanagenent and staff continue to
devote increased attention to issuing inspection results in a tinely
manner (30 days). (Section 3.1)

3. The revi ew team recomrends that managenent information systens, e.g.
t he conputer tracking systembe reviewed, with the appropriate
managenment and support staff to ensure that the BRH is receiving the
i nformati on to manage the program (Section 3.1)

4. The revi ew t eam suggests that the data in the conputer tracking system
be reviewed to ensure the information is conplete and correct.
(Section 3.1)

5. The revi ew team suggests that the State have field notes specific to
HDRs in order to docunent the proper use and conpliance with the
regul ations and |icense conditions for this nedical device.

(Section 3.4)

6. The revi ew team suggests that the State revise their field notes to
i ncorporate dose to nmenbers of the public and instruction on dose lints
to enbryo/fetus and decl ared pregnant wonen for all field notes and to
revise the medical and teletherapy field notes to incorporate the
State's QW requirements. (Section 3.4)

7. The revi ew team suggests that the State review their field notes to
i ncorporate consistent content of sections in all classes of field
notes. (Section 3.4)



North Carolina Draft | MPEP Report Page 15

8. The revi ew team suggests that sone of the State's instrunentation be
calibrated with the efficiency to convert cpmto dpm (Section 3.4)

9. The revi ew team suggests that the procedures for notifying NRC of
incidents be revised to reflect the current guidance to Agreenent States
to notify the NRC Headquarter Operations Center. (Section 3.5)
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