DATED: JUNE 18, 1997 SI GNED BY: HUGH L. THOWPSON, JR

Ms. S. Kinberly Bel shé, Director
California Departnent of Health Services
714/ 744 P Street

P. 0. Box 942732

Sacrament o, CA 94234-7320

Dear Ms. Bel shé:

On June 5, 1997, the Managerment Revi ew Board (MRB) net to consider the
proposed final Integrated Materials Performance Eval uati on Program (1 MPEP)
report on the California Agreement State Program The MRB found the
California program adequate to protect public health and safety and conpatible
with NRC s program

Section 5, page 29, 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.

Based on the results of the current | MPEP review, the next review w |l be
scheduled in three years, unless program concerns devel op that require an
earlier evaluation.

| 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 our agencies continuing to work cooperatively in the future.

Si ncerely,

Hugh L. Thompson, Jr.
Deputy Executive Director
for Regul atory Prograns

Encl osur e:
As st ated
cc: Dr. Janes Stratton, State Health Officer

Dr. Larry Barrett, Chief

California Food, Drugs and Radi ation Safety Division
Dr. David Spath, Chief

Di vi sion of Drinking Water & Environnental Managenent
M . Edgar Bailey, Chief,

California Radi ol ogic Health Branch
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1.0 | NTRODUCTI ON

This report presents the results of the review of the California

radi ati on control program The review was conducted during the period
Cct ober 21-25, 1996, by a review team conprised of technical staff
nmenbers fromthe Nucl ear Regul atory Commi ssion (NRC) and the Agreenent
State of Tennessee. Team nenbers are identified in Appendix A The
review was conducted in accordance with the "Interimlnplenentation of
the Integrated Materials Performance Eval uati on Program Pendi ng Fi na
Conmmi ssion Approval of the Statenent of Principles and Policy for the
Agreenent State Program and the Policy Statenent on Adequacy and
Conpatibility of Agreenent State Prograns," published in the Federa
Regi ster on Cctober 25, 1995 and the Septenber 12, 1995, NRC Managenent
Directive 5.6, "Integrated Materials Performance Eval uati on Program
(IMPEP)." Prelimnary results of the review, which covered the period
January 1993 to October 1996, were discussed with California nanagenent
on Cct ober 25, 1996.

A draft of this report was issued to California for factual coment on
March 11, 1997. The State of California responded in a |letter dated My
5, 1997 (attached). The State had no factual coments on the proposed
final report. The Managenent Review Board (MRB) net on June 5, 1997, to
consi der the proposed final report. Based on the existing NRC
conpatibility policy and the | MPEP eval uation criteria, the review team
reconmended that California's performance with respect to the indicator,
Legi sl ati on and Regul ati ons, be found unsatisfactory. The team
reconmended that conpatibility findings for the California program be
reeval uated upon final promulgation of California's regulations on
Notification of Incidents and the Definition of Land Di sposal and Waste
Site QA program armendnent. The anmendnents on these two regul ations are
expected to be adopted by Cctober 1, 1997. Because of the progress to
date in the promul gation of these rules and the expected adoption date
of Cctober 1, 1997, the MRB determ ned that a sufficient basis did not
exist to support a finding of unsatisfactory for this indicator. The
MRB noted that if significant delays in rule adoption occur or if
California adopts rules that are not conpatible with the NRC equival ent
regul ations, the MRB coul d al ways reconsider the program conpatibility
finding at a future date. The MRB final recommendation for Legislation
and Regul ations is satisfactory. The MRB found the California radiation
control program was adequate to protect public health and safety and
conpati ble with NRC s program

The radiation control programis located in the State's Departnent of
Health Services (DHS). Wthin DHS, the California radiation contro
programis admi nistered by the Radiologic Health Branch (RHB) in the
Food, Drugs & Radiation Safety Division. An organization chart is

i ncluded as Appendix B. The California programregul ates approxi mately
2,100 specific licenses. The review focused on the materials program as
it is carried out under the Section 274b. (of the Atomi c Energy Act of
1954, as anended) agreenent between the NRC and the State of California.

In preparation for the review, a questionnaire addressing the combn and
non-conmon indicators was sent to the State on July 5, 1996. California
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provided its response to the questionnaire on Septenber 16, 1996. A
copy of that response is included as Appendix Cto this report.

The teanis general approach for conduct of this review consisted of:

(1) examination of California' s response to the questionnaire; (2)
review of applicable California statutes and regul ations; (3) analysis
of quantitative information fromthe Branch |icensing and i nspection
data base; (4) technical review of selected files; (5) field

acconpani nents of seven California inspectors; and (6) interviews with
staff and nmanagenent to answer questions or clarify issues. The team
eval uated the information that it gathered against the | MPEP performance
criteria for each conmon and non-conmmon indicator and nmade a prelininary
assessnent of DHS' s perfornance.

Section 2 bel ow di scusses the State's actions in response to
reconmendati ons made followi ng the previous review. Results of the
current review for the | MPEP common performance indicators are presented
in Section 3. Section 4 discusses results of the applicabl e non-comon
i ndicators, and Section 5 sumarizes the review team s findi ngs and
recomendat i ons.

2.0 STATUS OF I TEMS | DENTI FI ED I N PREVI QUS REVI EW6

The previous routine review concluded on January 29, 1993, and the
results were transmtted to Dr. Mlly Joel Coye, Director of the
California Departnment of Health Services on April 22, 1993. NRC
conducted a followp review of the programin January 1994 to eval uate
the status of open issues identified in the 1993 review. A second visit
was nmade in March 1994 to conduct an indepth review of the State's

seal ed source and device (SS&D) eval uation program The results of
these reviews were transmtted to Ms. S. Kim Bel shé, Director of the
California Department of Health Services on Decenber 23, 1994.

2.1 Status of Itens Identified During the 1994 Fol | owup Program
Revi ews

The January and March 1994 foll owup revi ews eval uated the status of
sevent een reconmendations identified as part of the 1993 review. The
| MPEP team | ooked at each itemagain to determ ne whether or not the
current California programhad taken additional actions to close open
recommendati ons. These reconmendati ons are summari zed bel ow

(1) The 1993 review teamrecomended that the State initiate the
process for revising its regulations with sufficient |ead
time to neet the target inplenentation date (three years
after the NRC effective date) in order to maintain
conpatibility. Specifically, the follow ng regulations were
identified as being overdue for adoption:

° "Deconmi ssioning Rule" 10 CFR Parts 30, 40 and 70
anmendnents (53 FR 24018) needed by July 27, 1991.
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(2)

° "Enmergency Planning Rule," 10 CFR Parts 30, 40, and 70
anmendnents (54 FR 14051) needed by April 7, 1993.

° "Saf ety Requirenments for Radi ographic Equi prent," 10
CFR Part 34 anendrment (55 FR 843) needed by January 10,
1994.

° "Notification of Incidents," 10 CFR Parts 20, 31, 34,

39, 40, and 70 anendnents (55 FR 40757) needed by
Cct ober 15, 1994.

Current Status: California revised a nunber of its

regul ations during the review period. On March 3, 1994, the
State adopted a revised rule, R-45-93, which is a Part 20
equi val ent rule covering "Standards for Protection Agai nst
Radi ation.” This rule adopts NRC s 10 CFR Part 20 by
reference and was | ater incorporated, via |license condition,
into each of the State's specific licenses. Amendnents to
add the Safety Requirenents for Radi ographic Equi pnrent rule
were pronulgated in July 1994. Anmendnents to the

Deconmi ssioning rule and the Energency Planning rule were
promul gated via Energency Rul emaki ng action in October 1995.
The anendnents on "Notification of |ncidents" have not yet
been adopted. The review team exam ned this recomendation
as part of the Legislation and Regul ati ons non-conmon
perfornmance i ndicator (see Section 4.1). This recomendation
is considered closed and will be tracked as a new
reconmendati on (see Section 5.0).

The 1993 review teamidentified a significant increase in the
nunber of overdue inspections in priorities 1 thru 3 and
anong initial inspections. Three recomendati ons were nmade
regarding the Indicator on Status of Inspection Program
These were:

° Every effort should be nade to fill three vacant
i nspector positions.

° The State should re-evaluate the practice of
contracting inspections and investigations to county
agencies, and if continued, future contracts should
hol d counties accountabl e for work not perforned.

° The State shoul d devel op i nspection schedul es which
strictly adhere to the established inspection priority
frequencies. The plan should establish target dates
and nil estones for assessing progress.

Current Status: The 1994 review team noted that al

i nspector vacancies were filled and that the county contract
agencies were notified that corrective action nust be taken
if they fall behind in schedul ed i nspections. The conpliance
supervi sor projects the nunber of inspections required to
neet stated goals and nonitors the progranis progress
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(3)

(4)

(5)

(6)

nmonthly. The 1996 review teamnoted that there were only

three inspections overdue, by one week, at the tinme of the
review and these inspections were schedul ed to be conducted
by the end of Cctober 1996. This recommendation is closed.

The 1993 revi ew team recomended that specific radi opharmacy
i nspection forns be devel oped and used uniformy.

Current Status: The 1996 review team confirned that a

revi sed radi opharmacy suppl ement to the inspection report
form addresses transportation. The review team noted that
this supplenent is available to the inspection staff and is
being utilized during inspections. This recomendation is
cl osed.

The 1993 revi ew team recomended that supervisors should
require all inspectors to use inspection forns in the nmanner
prescribed in the procedures. This recommendation relates to
i nadequat e docunentation in inspection reports and failure to
detect three minor categories of deficiencies during

supervi sory revi ews.

Current Status: The 1996 review team noted that the overal
guality of the inspection reports was very good. Only one of
the 26 reports reviewed was in need of inproved
docunentation. This recommendation is closed.

The 1994 review team recommended that the State ensure that
the proper testing or engineering analysis be performed on
SS&D by the manufacturer for the intended use. |n addition,

t he manufacturer should certify that the tests were perforned
and that the SS&D passed the test. The Anerican Nati onal
Standards Institute (ANSI) guides should be used as the

m ni nrum set of prototype tests for seal ed sources and the
ANSI gui de for devices should be supplenmented with
appropriate prototype tests for the device's intended uses.

Current Status: The 1996 review teamidentified six cases,
out of the twenty-two SS&D files reviewed, in which comments
were nmade regarding deficiencies in prototype testing. It
shoul d al so be noted that the review teamrecomends that the
Staff develop a policy on the acceptance of operationa
history in lieu of prototype tests when considering the
useful life of a product. The review team exanined this
reconmendation as part of the Seal ed Source and Device

Eval uati on Program non-conmnon performance indicator (see
Section 4.2). This reconmendation is considered closed and
will be tracked as a new reconmmendati on (see Section 5.0).

The 1994 review teamrecomended that the State request and
revi ew conpl ete operations nanuals and user nmanual s for

devi ce and source install ations, service, maintenance, and
energency procedures to deternmine if any proposed activity
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(7)

(8)

(9)

woul d conprise worker safety, device integrity, or put the
I icensee in non-conpliance.

Current Status: The 1996 review teamnoted that the staff is
requesting and revi ewi ng operations and user nmanuals. The
team did however identify a deficiency in a user manual in
one of the twenty-two SS&D casework files reviewed. The
State staff appears to have adequately addressed this
recommendation. This recommendation is closed.

The 1994 review teamrecomended that the State request
detailed drawings and lists of materials from

manuf acturer/distributors of SS& for all safety rel ated
conponents. The infornmation is necessary to check if the
manuf acturer's devi ce/ seal ed source design will w thstand the
proposed use. |In addition this information is required for
an overall understanding of how the safety features operate
and to determne if conponents from one manufacturer's design
(i.e., radiography - seal ed source and canera conbi nati ons)
are conpatible with each other.

Current Status: A review of sel ected SS&D eval uati on
casework files and discussions with the staff indicate an

i mprovenent in this area for recently issued eval uati ons.
Several files, however, require a re-examnation for

conpl eteness. The review team exam ned this reconmendati on
as part of the Seal ed Source and Device Eval uati on Program
non- conmon performance indicator (see Section 4.2). This
reconmendation is considered closed and will be tracked as a
new reconmendati on (see Section 5.0).

The 1994 revi ew team recommended that the staff re-eval uate
the general licensing of the neutron gauge (Mdel N 002,

CA380D101G. It appears that the external radiation |evels
may exceed the prescribed dose |linmts for generally |icensed
devices (>500 nremyr). |n addition, the gauge did not

appear to be adequately prototype tested.

Current Status: The review team agai n exani ned this casework
file and confirned the earlier reconrendation that this

devi ce shoul d be reeval uated. No conpl ete reeval uati on was
perforned. It was further noted that a nunber of these
devices are now in use by several |aw enforcenent agencies.
The review team exam ned this reconmendati on as part of the
Seal ed Source and Device Eval uati on Program non-conmon
perfornmance i ndicator (see Section 4.2). This recomendation
is considered closed and will be tracked as a new
reconmendati on (see Section 5.0).

The 1994 review team recommended that the State ensure that
the staff receive appropriate training in SS& reviews. This
training should include, but not be limted to, howto read
bl ueprints, training on the use of the registry system and
the necessity of perform ng i ndependent eval uati ons of source
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and device designs. The staff should also review all
appropriate ANSI gui des.

Current Status: The Senior Health Physicist responsible for

i ndustrial licensing and an Associ ate Heal th Physi ci st
attended the NRC sponsored seal ed source and devi ce wor kshop
in 1995. The review teamrecomended and the RHB intends to
request further training for its staff in this area. The
review team examined this recomendati on as part of the

Seal ed Source and Device Eval uati on Program non-conmon
perfornmance i ndicator (see Section 4.2). This recomendation
is considered closed and will be tracked as a new
reconmendati on (see Section 5.0).

(10) The 1994 review teamrecommended that all staff perform ng
SS&D revi ews shoul d be provided copies of all docunents,
gui des, and information pertaining to SS&D revi ews.

Current Status: The five Health physicists responsible for
perforning seal ed source and devi ce eval uati ons have been
provi ded copi es of the seal ed source and devi ce wor kshop
manual s and ot her reference docunments. This recomrendation
i s closed.

3.0 COMVON PERFORVANCE | NDI CATORS

| MPEP identifies five common performance indicators to be used in
revi ewi ng both NRC Regi onal and Agreenent State prograns. These
indicators include: (1) Status of Materials Inspection Program (2)
Technical Staffing and Training; (3) Technical Quality of Licensing
Actions; (4) Technical Quality of Inspections; and (5) Response to
I ncidents and All egati ons.

3.1 Status of Materials |Inspection Program

The review team focused on five areas in reviewing the status of the
State’'s materials inspection program (1) capability of the State to
mai ntain and retrieve statistical data on the status of the conpliance
program (2) inspection frequency schedule, (3) initial inspections of
new | i censes, (4) overdue inspections, and (5) tinely dispatch of

i nspection findings to |icensees.

The team found that RHB's data systemis successfully tracking the
conpliance actions for the 2,074 specific licenses adm nistered by seven
conpliance offices which, in addition to the main office in Sacranento,
include three regional offices and three counties with staff who perform
i nspections and investigations under contract with the State. Licensee
conpliance histories are avail abl e instantaneously to the Sacranento

of fice through a network of personal conputers which are furnished to
all technical staff. The State plans to add the field offices to the
network soon; until then, infornmation is provided to the field offices

t hrough tel ephone, fax, and overnight mail. Monthly, quarterly, and
annual reports are issued to all supervisors and field offices for
verification and work-1oad adjustnment. The data in several ad hoc
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reports provided to the review team corresponded to the information
found during the inspection file reviews.

The teamreviewed the State's inspection frequency schedul e and
confirmed that the State's inspection frequencies for various types of
licenses are identical to simlar license types listed in the frequency
schedul e in the NRC I nspection Manual Chapter 2800 (I MC 2800). The
State’'s adherence to the prescribed frequency schedul e was verified
during the inspection file reviews. The teamnoted that California
schedul es i nspections of nobile high dose renmote (HDR) therapy |icensees
at one-year intervals, which is the sanme inspection frequency used by
NRC. Because the HDR unit is renpoved after the treatnent is conpl et ed,
hospitals that use nobile services remain on their normal inspection
frequency in accordance with the | MC 2800 schedul e.

Initial inspections for licenses with inspection frequencies of five
years or | ess becone due six nonths after the |icense is issued.

Initial inspections of Priority 6 licenses are due 12 nonths after the
license is issued. New licenses are entered into the inspection
tracking systemat the tinme that the license is issued. This is done by
adm nistrative staff and verified by nmanagenent when they review the
mont hly conputer reports. Conparison of the conputer data with the
information gathered during file reviews confirned that initial

i nspections are correctly entered and tracked. 1In their answers to the
guestionnaire, the State explained the procedure for setting up the
first inspection: Three nonths after the license is issued, the State
calls the licensee to determ ne whether the radioactive material has
been acquired. |If the |icensee does not yet possess the material, the
tracking systemtriggers calls at three-nonth intervals. After 12
nmonths, the licensee is required to provide witten certification to the
State that they have not acquired radi oactive material. This cycle
repeats until the licensee obtains the material and an inspection is
schedul ed or until the license is termnated. The State justifies this
m nor deviation fromI|MC 2800 because of the geographical size of the
State and the need to nmake the nost efficient use of staff resources.
In NRC jurisdiction, initial inspections are conducted within one year
of license issuance whether or not radioactive material is on site.

The review team found no backl og of overdue inspections. During this
review period, the State changed the definition of overdue inspections
from 150% of schedul ed frequency to 125% of schedul ed frequency. This
is the sane criterion used by the NRC. The State effectively used
additional staff and changes in work-load assignnents to maintain the
stricter inspection schedule w thout incurring backlogs of overdue

i nspections. This was verified by the review teamin exam nations of
past quarterly and annual reports, current nonthly reports, and review
of the inspection files. The State is currently conducting reciprocity
i nspections and neets the criterion in NRC Manual Chapter 1220. The
review teanis calcul ations agreed with the State's projections of
approxi mately 700 inspections that nmust be perforned annually in order
to maintain the prescribed inspection schedule. During FY 95-96, the
State exceeded the goal by performing 718 inspections. 1In their
response to the questionnaire, the State indicated that at any one tineg,
a few inspections would be expected to be overdue by a few days, but not
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nore than two weeks. At the tine of the review, the team found three
such licenses slightly overdue for inspection, and they were schedul ed
for inspection by the end of the nonth. This nunber is certainly within
the 10 percent criteria for overdue inspections as |listed i n Managenent
Directive 5.6.

The team al so evaluated the State's tineliness in issuing inspection
findings to the licensee. Review of the conputer reports and inspection
files showed that, during the review period, the State di spatched over
50% of inspection findings within their goal of 15 days, and that with a
few exceptions in conplex cases, all were sent within the | MPEP
criterion of 30 days.

Based on the | MPEP eval uation criteria, the review teamrecomends that
California' s performance with respect to the indicator, Status of
Material s I nspection Program be found satisfactory.

3.2 Technical Staffing and Training

| ssues central to the evaluation of this indicator include: (1) the

radi oactive materials programstaffing | evel, (2) the technical
gualifications of the staff, (3) technical staff training, and (4) staff
attrition. To evaluate these issues, the review team exam ned the
State's questionnaire responses relative to this indicator, interviewed
RHB managenent and staff, and consi dered any possi bl e backlogs in

| icensing or conpliance actions.

The RHB technical staff includes a Branch Chief and two Supervisory
Heal th Physicists, one for materials licensing and one for enforcenent
and conpliance. The RHB has five position classifications for its
techni cal staff. These are:

° Junior Health Physicist - a trainee position

° Assi stant Health Physicist - a first working |l evel position

° Associ ate Health Physicist - a full journeyperson/lead person
position

° Senior Health Physicist - a first supervisory level position

° Supervi sory Health Physicist - a second supervisory |eve
position

The Junior Health Physicist classification requires at mninuma

bachel or's degree in physical or |ife sciences. The other positions
require the sane mininmum |l evel of education plus increasing professiona
wor k experience at the next |ower |evel.

The licensing section, with a staff of nineteen, is divided into four
subsections. Each subsection is supervised by a Senior Health
Physicist. Three subsections are directly devoted to materials

i censing and one subsection conducts radiol ogi cal assessnment activities
in support of |license term nations, enforcenent and conpliance and the
Low Level Waste Site. Wth respect to the licensing casework,
applications are assigned to the staff in turn and based on their |eve
of training and experience. Only Supervisory and Senior Health
Physi ci sts have signature authority for |icensing docunents. The seal ed
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source/ device certificates are co-signed by the review ng staff nenber
and the Senior Health Physicist. There is currently one vacancy in the
materials |icensing program

Wth respect to the enforcenent and conpliance casework, assignnents are
made by the Senior Health Physicists based on an inspector's training
and experience. Annual inspector acconmpani nents are conducted by
supervi sors who closely nonitor the performance of their staff. Routine
i nspection correspondence is signed by the inspectors, however, Notices
of Violation are signed by Senior Health Physicists who have signature
authority for non-routine natters.

The RHB encourages all licensing and conpliance staff to attend

techni cal courses including: Inspection Procedures Course, Diagnostic
and Therapeutic Nucl ear Medicine Course, Safety Aspects of I|ndustrial
Radi ogr aphy Course, Tel etherapy and Brachyt herapy Course, Safety Aspects
of Well Loggi ng Course, Health Physics Technol ogy Course and Licensing
Practices and Procedures Course. The RHB selects staff to attend these
courses based on their work assignnent, education, work experience and
RHB program needs. |ndividual staff nenbers may be waived from
attendi ng specific courses on a case-by-case basis upon consi deration of
t heir past experience and educati on.

During the review period, seven new enpl oyees were hired by the
materials |icensing and conpliance sections. Two of these enpl oyees are
former NRC i nspectors and four others were pronmoted fromthe X-ray

i nspection and certification program The seventh individual has a
Master's degree in Health Physics and professional work experience in
radi ol ogi cal consulting. Two of the individuals, both inspectors, have
not yet conpleted all of the requirenents to conduct all types of RHB

i nspections independently. They are, however, being trained, closely
supervi sed and are progressing through the various types of conpliance
i nspections. The new |license reviewers are obtaining training
appropriate to their duties including on-the-job training with
experienced revi ewers.

The review team exam ned the State's response to the questionnaire and
reviewed staff training and experience records and found that the staff
neets the mni mum educati on and work experience requirenents for their
duties. The State has established criteria for the qualifications of
personnel in each job category. This is addressed through a conbination
of the position descriptions for each job series and the statenent of
duties for each enployee. Specific courses are not contained in these
docunents, however, each supervisor selects candi dates for specific
courses based on each enpl oyee's educati on, past experience and work
assignment. Wth regard to staffing level, attrition is |low and the RHB
appears to be nore successful, than in the past, in recruiting qualified
appl i cants when vacancies occur. At the tine of this review, the RHB
had only one technical position vacant.

The review teamrecommends that the State consider keeping a collective
staff training record to help formalize technical training as an ongoi ng
requi rement for the position and to better allow nanagenent to assess
the training level of the staff. Wivers granted to individual staff
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nmenbers, from attendance at specific training courses, based on past
educati on and experience should be docunent ed.

Based on the | MPEP eval uation criteria, the review teamrecommends that
California' s performance with respect to the indicator, Technica

Staffing and Training, be found satisfactory.

3.3 Technical Quality of Licensing Actions

The revi ew t eam examni ned casework and interviewed the reviewers for
thirty-six specific licenses. Licensing actions were reviewed for
conpl et eness, consistency, proper radionuclides and quantities used,
qgual i fications of authorized users, adequate facilities and equi prment,
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,
docunent ati on of safety evaluation reports, product certifications or

ot her supporting docunents, consideration of enforcenent history on
renewal s, pre-licensing visits, peer or supervisory review as indicated,
and proper signature authorities. Comrents from casework eval uations
perforned during the review were discussed with the |icensing nmanager.

Li cense applications were checked to ensure that all essential elenents
nmet current regul atory gui dance for describing the isotopes and
guantities used, qualifications of personnel who used radi oactive
material, facilities and equi prent, and operating and energency
procedures sufficient to establish a basis for licensing actions.
Deficiency letters and other correspondence were checked for accuracy,
conpl et eness, appropriate regul atory | anguage, and pronptness.

Specific licenses were reviewed for accuracy, appropriateness of the
|icense and of its conditions and ti e-down conditions, and overal
technical quality. Casework files were checked for retention of
necessary docunents and supporting data. D scussions were held with the
| icense reviewers and supervi sors concerning the casework eval uat ed
during the review, and to determnine their understandi ng and

i mpl erentation of the procedures. The cases were selected to provide a
representative sanple of licensing actions which had been conpleted in
the review period and to include work by nost reviewers. The cross-
section sanpling included twelve of the State's mmjor |icenses and
included the followi ng types: isotope and instrunent product
manuf act uri ng, isotope product distribution, industrial radiography,
nucl ear pharnacy, pool type irradiator, pharnmaceutical manufacturer,
fixed, nobile, and transportable high dose rate (HDR) afterl oaders,
gamma kni fe, acadenic broad scope, portable gauges, research and

devel opnent facilities, nedical institution, and nucl ear nedicine
private practice. Licensing actions reviewed included four new

| i censes, nineteen renewals, six anendnents, and seven term nations. A
list of these |icenses with case-specific comments can be found in
Appendi x D

The review team al so exanmined the State's procedure for handling |icense
term nations. Licensees are required by regulation to notify the RHB 30
days prior to vacating any facility that nay have been contanmi nated with
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radi oactive nmaterial as a result of licensed activities. The Radiol ogic
Assessnent Unit is responsible for deternining that radi oactive materi al
contam nation is not present prior to release of a facility for
uncontrol l ed use. Inspection Policy Menorandum (I MP-88-2) revision

ef fective August 15, 1995 details the procedures for: determning the
di sposition of radioactive material, the need for radiol ogical surveys
and confirmatory neasurenents, review of |icensee submttals, the review
of reports and records, and the receipt of the final inspection report.
The staff utilizes the NRC provided SDWP action plan cleanup criteria,
the tables in NRC Regulatory CGuide 1.86 on Acceptable Surface
Cont ani nation | evel s and ot her guidance such as NRC NUREG CR- 5849 on
Conducting Radi ol ogi cal Surveys in Support of License Termi nation, to
address facility/site decomm ssioning. |Information obtained by the

i nspection staff is communicated to the licensing staff, who are
responsible for license terninations, via the License Review Alert Form
(RH 2033). The review teamhas identified the use of RH 2033 as a good
practice. Al seven license term nation case files reviewed adequately
addressed the disposition of radioactive materials and the results of
radi ol ogi cal surveys or why no surveys were perforned.

During the review period, one |licensee conpleted a required ful

deconmmi ssioning effort. Interstate Nuclear Services, Inc. (INS) a

nucl ear laundry at 65 Ray Street in Pleasanton, submitted a
deconmmi ssi oni ng plan and request for termnation of California |license
nunber 0739. The decontam nati on and deconm ssi oni ng (D&D) was
perforned by INS with split sanples provided to the State for their

anal ysis. The State perforned confirmatory surveys during 25 separate
site visits over a period of one year. The State staff conducted area-
wi de surveys and obtai ned sanples from 150 randomy sel ected | ocations
in and adjacent to the licensee's building. The surveys were conducted
in accordance with the RHB's internal procedures and their SDWVP-Iike
program to deternmine if the |icensee net the objectives of their RHB
approved D& plan and to determine if the site neets the requirenents
for release for unrestricted use. The results of the inspector's
confirmatory surveys were docunented and conmunicated to licensing staff
who reviewed other pertinent information and determined that the site
nmet the requirenents for unrestricted use. The review team confirned
that the RH 2033 Formwas on file. In accordance with the State's SDMP-
like program this file has been identified as requiring pernanent
retention.

It should be noted that the State does not agree with the NRC position
that California is responsible for forner AEC (pre-Agreenment State)
sites. This issue is being addressed separately fromthe | MPEP revi ew.

The review team found that, overall, the licensing actions were
general |y thorough, conplete, consistent, and of acceptable quality with
health and safety issues properly addressed. Licenses are issued for a
period of seven years. Tie-down conditions reflecting technical changes
in the license were al nost always stated clearly, backed by information
contained in the file, and inspectable. The |icensee's conpliance

hi story was taken into account when reviewing renewal applications. The
State's licensing guides and applications were revised to reflect 10 CFR
20 reqgul ations. License policy procedures (licensing nmanual) were
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establ i shed and, although in sone cases not revised since 1988, were
conplete and followed. Standard |icense conditions were maintained via
dat abase and routinely used for all licensing actions. It was discussed
with the staff that the standard condition for |eak testing of seal ed
sources be revised to indicate that sources are to be renmoved from use
and the device decontaninated if found to be |eaking. It was noted that
the license reviewers were inplenenting the State's |icensing
procedures, and that these procedures are consistent with NRC s
procedures.

The review team found that the current staff is well trained and
experienced in a broad range of licensing activities. License reviewers
showed good research skills in using guide and other |icensing
docunents. For all files reviewed it was noted that reviewers

appropriately used the licensing guides and acconpanyi ng checkli sts.
Checklists were found to be conpleted (including initials and dates) by
reviewers, then peer reviewed by senior staff and supervisors.

Li censing actions were signed by the Supervisory Health Physicist or the
Seni or Health Physicist of the appropriate section. Pre-license/renewal
visits were perfornmed and docunented in the files. No potentially
significant health and safety issues were identified.

Due to the large volune of |icensing actions, operations are divided
bet ween nedical, industrial, and gauge use sections. Licensing cases
are assigned on the basis of background and experience of reviewers.

I nformation provided during the review relative to |licensing actions
indicated that overall, a very small backl og existed (primarily for
anmendnents). Workloads in each section were adequately naintai ned
including the industrial section which experienced a recent change in
t he supervi sor position

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

3.4 Technical Quality of |nspections

The teamrevi ewed the inspection reports, enforcenent docunentation, and
t he database information for 26 naterials inspections conducted during
the review period. Because the State conpleted 1,377 inspections

bet ween June 1994 and June 1996, only a very snall percentage of the
conpl eted inspection reports could be reviewed. Selection of the
casework, therefore, focused on including all of the State's materials

i nspectors and on covering a sanpling of a range of license types with
enphasis on core licensees. The review included: one hospital with HDR
t herapy, one nobile HDR, two industrial radi ographers, one ngjor
manuf act urer, one nucl ear pharmacy, one Industrial Radi ography equi pnent
manuf act urer, one waste broker, one broad type A acadenic, two seal ed
source manufacturers and distributors, five nuclear nedicine hospitals
wi th therapy, one Radi ol munoAssay (Rl A) manufacturer and distributor,
one RIA kit distribution only, one broad type A |l aboratory, one

bi ol ogi cal laboratory, two service, one well-|ogging, one portable
gauge, one fixed gauge, and one RI A storage only. Appendix E provides a
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list of the inspection cases reviewed in depth with case-specific
coments.

The teamreviewed the | atest version of RHB' s Conpliance and Enforcenent
Procedures, dated January 10, 1996, various policy nmenos issued during
the review period, and all current inspection forns. |In general, the
policies, procedures, and forns were deternmined to be consistent with

t he i nspection guidance provided in | MC 2800 and I P 87100. The State
uses separate supplenents to the uniforminspection report formfor
various classes of |icense types, such as group nedical, industrial

radi ography including field inspections, radi opharnmacy, gauges, renote
afterl oaders, etec.

According to the State's policy, all inspections are to be unannounced
except for initial inspections, inspections of |icensees in renote
geogr aphi cal |ocations, or as necessary to neet with specific |icensee
managenent or personnel. Exanination of the 26 inspection reports
indicated that, for the nost part (18 cases), inspectors are not
announci ng i nspections in advance.

| nspection reports were reviewed to determine if the reports adequately
docunented the areas inspected as contained in the inspection field
notes. The overall quality of the inspection reports was very good, and
the areas inspected were satisfactorily docunented. Only one of the 26
reports needed i nprovenent in the docunentation of the follow up of
previous itens of non-conpliance and of the exit interview The files
were orderly and contained all docunentation including letters and
records of tel ephone conversations. The inspection findings led to
appropriate and pronpt regulatory action. Enforcenent letters were
determned to be witten in appropriate regulatory | anguage and tinely.

It was verified during review of the files and conputer records that the
i nspectors and unit supervisors are follow ng the enforcenent

procedures. |If the inspection results indicate the |icensee nust take
corrective action, a Notice of Violation (NOV) with a cover letter is
prepared by the inspector. Al enforcenent correspondence is revi ewed

by the unit supervisor, and NOVs require supervisory signature. Iltens
of non-conpliance on the NOV are assigned point values according to the
seriousness of the infraction. |If the point total is 64 or nore, the

tracking systemautomatically triggers a follow up inspection in six
nmont hs. Foll ow up i nspections are usually limted to previous itens of
non-conpl i ance. Review of the conputer reports showed that the foll ow
up inspections are indeed being entered in the data system During FY
95-96, records show that 11 foll owup inspections were conduct ed.

Li censees who fail to adequately respond with their plan for corrective
action within 30 days are contacted by the inspector in an effort to
bring the facility into conpliance before escal ated enforcenent action
is taken. Escal ated enforcenent actions are initiated if a violation is
serious, if the user does not respond adequately to the NOV, or if the
violations remain uncorrected at the tinme of the foll ow up review
Options for escal ated enforcenent include neetings between the |icensee
and RHB managenent, energency order, and prosecution under the State's
crimnal code. The records show that eight serious enforcenent problens
were escal ated to managenent | evel during FY 95-96.
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As anot her neans of escal ated enforcenent action, California inspectors
al so have the option to call for an instant end to a serious
nonconpliant activity encountered in the field by using the User’'s
Declaration Form This User’'s Declaration establishes a |legally binding
agreenent between the State of California and the licensee. By using
this nechanism the licensee may voluntarily sign an agreenent to take

i medi ate corrective action, including to cease and desist. This is
simlar to NRC s Confirmatory Action Letter, but it can be executed by
the i nspector (w th managenent concurrence by tel ephone) at the tine the
infraction is found. Records show that 34 User’s Declaration Forns were
issued in FY 95-96. The review teamhas identified the use of User's
Decl aration Forns as a good practice.

The team found that the State's enforcenent tracking systemis working
well. The Chief, Conpliance and Enforcenent, is able to instantaneously
track all conpliance actions, including upcom ng, due, and overdue

i nspections, correspondence dates, follow up inspections, and the status
of open and cl osed enforcenent actions. The field offices have sinilar
systens for tracking enforcenent actions within their jurisdiction, and
they are kept abreast of the statew de progress by the periodic reports.

I nspectors notify the licensing section of any licensing-rel ated issues
t hrough the use of the License Review Al ert Form (RH2033). Revi ew of
the files indicated the formis being used when necessary to provide the
appropriate feedback frominspectors to |license reviewers.

The State’s radi ochem stry |aboratory, |ocated in Berkel ey, was

eval uated during a performance apprai sal by the NRC on May 20-24, 1996,
in conjunction with the State's Environnental Monitoring Cooperative
Agreenment. During that review, it was found that the | aboratory

mai nt ai ned an excellent inventory of state-of-the-art anal ytica

equi pnent and instrunentation. |t was also noted that the laboratory’'s
perfornmance in the Environnmental Protection Agency’'s cross-check program
was excellent. Reviewteaminterviews with RHB staff indicated that the
turn-around tinme for sanples is satisfactory.

Routine sanples are anal yzed and results are available within one week.
For energencies or incidents, overnight or inmediate processing can be
aut hori zed.

The team found that the State's inspection agencies have a variety of
portable instrunents for routine confirmatory surveys and use during

i ncidents and energency conditions. The instrunents are a good m x of
| ow range GM tubes and pancake probes, mcro R neters, high range
instrunents, instrunentation with calibration standards for al pha
detection, a neutron remneter, and portable nultichannel analyzers.
Air nonitoring equiprent is also avail abl e.

RHB i nstrunents from both headquarters and the regional offices are
calibrated under contract by a private conpany, Medical Physics Center,
| ocated in Sacranento. |In addition to performng the calibration, the
conpany tracks the calibration history of all RHB instrunents and
notifies RHB when each instrument is due for calibration. The State
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expl ained that field offices have enough instrunents available to be
able to return those needing calibration to Sacranento. Los Angel es,
Orange, and San Diego Counties are responsible for providing and
calibrating their own instrunents. Survey instrunents in RHB and county
field offices were exam ned during visits by a team nenber during the
review period and found to be in calibration. It was verified through
review of the records that instrunents are calibrated at | east on an
annual basis, and staggered so as to al ways have instrunents calibrated
within the cal endar quarter for use during industrial radi ography

i nspections.

The review teamnoted that the contract with the conpany that calibrates
RHB i nstrunents had recently expired, and that efforts had not begun to
renew t he contract.

Each i nspector is responsible for maintaining the calibration schedul e
for their survey instrunent. As a backup, however, the contract for
calibration services requires that the contractor pronpt each inspection
region regarding the calibration due date for individual instrunents.
The review teamrecommends that the State take action necessary (renew
the calibration contract) in order to maintain the instrunent

cal i bration schedul e.

Supervi sory acconpani nents of inspectors are perforned annually and
docunented with records kept by the Chief, Enforcenent and Conpliance.
Revi ew of the records showed that the ten health physicists and seven
unit supervisors who conduct independent inspections were, with one
exception, acconpani ed by supervisors annually during the review period.
One acconpani ment was nissed in 1995 when the Orange County supervi sor
retired, but the health physicist involved is an experienced inspector
who has had many previous satisfactory acconpani nents.

A nmenber of the review team conducted acconpani nents of seven California
i nspectors and supervisors during the review period as follows: On
Novenber 9, 1994, a Los Angel es County inspector was acconpani ed during
an inspection of a nedical licensee, Goups |-V. On Novenber 10, 1994,
an RHB i nspector was acconpani ed during an inspection of a radi ographer.
On February 28, 1996, an RHB i nspector was acconpani ed during an

i nspection of a radi ographer at tenporary job sites. On February 29,
1996, an RHB i nspector was acconpani ed during an inspection of a nedica
licensee with HDR therapy. On April 2, 1996, the San D ego County
supervi sor was acconpani ed during an inspection of a |arge nucl ear

nedi cine licensee. On June 4, 1996, the San Jose RHB supervisor was
acconpani ed during an inspection of a licensee with portable gauges. On
June 20, 1996, the Sacranento RHB unit supervi sor was acconpani ed during
an inspection of the licensed calibration and training facility at the
California Ofice of Energency Services. The team found that technica
perfornmance of the inspectors was satisfactory and that the inspections
wer e adequate to assess radiol ogical health and safety at the licensed
facilities.

In general the inspectors were thorough, understood the regul ati ons,
observed good health physics practices and perforned the inspections in
a professional manner. Exit neetings were held at the appropriate
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managenent |evel, and the inspectors clearly described both the positive
findings and itens of non-conpliance. The portable instrunments used
during the acconpani nents were operational and calibrated. The results
of the acconpani nents were di scussed with the inspectors, their

i medi ate supervisors, and the RHB Chi ef, Conpliance and Enforcenent.

All California inspectors and supervisors conducting i ndependent

i nspections have now been acconpani ed by an | MPEP t eam nmenber. The team
acconpani nents are identified in Appendi x E.

Based on the | MPEP eval uation criteria, the review teamrecommends that
California' s performance with respect to the indicator, Technica
Quality of Inspections, be found satisfactory.

3.5 Response to Incidents and Al l egations

In evaluating the effectiveness of the State's actions in responding to
incidents and allegations, the review team exanm ned the State's response
to the | MPEP questionnaire relative to this indicator and revi ewed the
casework files of incidents, allegations and nisadm nistrations. Events
listed in the Nuclear Mterial Events Database were al so revi ewed and
conpared to cases obtained fromthe questionnaire and the State's own
files. Additionally, the review teamintervi ewed the Chief of

Enf orcenent and Conpliance and staff assigned to incident response.

The responsibility for initial response and followup to incidents and
al | egations involving radi oactive materials is assigned to a nenber of
the technical staff. This assignnment cones fromthe Chief of

Enf orcenment and Conpliance or fromthe Regional Manager. Witten

i nternal procedures exist for handling incidents, conplaints

(all egations) and m sadministrations. |Initially when an incident,

al l egation, or misadninistration is received, a Form 5010 (Matter
Requiring Investigation/lnspection) is filled out by the Health
Physi ci st or Radiation Protection Specialist who first receives the
information. Form 5010 contains three copies of event infornmation and
is distributed as follows: white copy to the manager, yellow to the
investigation file in Sacranento, and the pink copy to the license file.
Once the Manager receives the white copy it is assigned to a nenber of
the technical staff for followup. The tine frane for staff follow up
after receiving notification of an incident or allegation is set by
witten internal RHB policy at 30 days for nornmal incidents. Mst cases
are handled within one or two days of notification. After the incident,
al l egation, or misadninistration is investigated the person conducting
the investigation then wites a report which is sent to the Chief of

Enf orcenent and Conpliance for review, coment and concurrence. Wen
the event is closed out a Form 8434 (materials investigation closing
meno) is filled out and placed in the file. The licensee and/or alleger
is notified by letter regarding the results of an investigation.

The review team exam ned the State's response to thirty-seven events
that included various incidents reported since the |last review, except

for those involving non-Agreenment nmaterial. The events reviewed
i nvol ved | ost radi oactive material, damaged equi pnent, equi pnent
failures, leaking sources, tripped nonitors at a landfill, abandoned

mat eri al, and overexposures. |n addition to the above, twelve
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all egation files were reviewed. These files involved several technica
and adnministrative issues. The files reviewed were an assortnent of the
656 i ncidents, msadninistrations, and allegations on file since the

| ast review. The teamreviewed allegations forwarded to the State by
the NRC and found that they were appropriately handled. The review team
commended the RHB staff for their diligence in providing event data to
the NVED tracking system even though the event data are reported
gquarterly. A list of the casework files, with comments, is attached as
Appendi x F.

Based on the cases reviewed, the review team found that the State's
response satisfied the performance criteria for this indicator. The

| evel of the response was appropriate to the type of incident and was
handl ed in a reasonable time frame fromthe initial notification to the
cl ose-out of the incident. The State notified the NRC in accordance

wi th NRC gui dance though the event data are reported quarterly.

Al |l egati ons were responded to with the appropriate investigation and
followup action, and the results were related to the person or the
organi zation that notified the State of the allegation.

Based on the | MPEP eval uation criteria, the review teamreconmmends that
California' s performance with respect to this indicator, Response to
I ncidents and All egations, be found satisfactory.

4.0 NON- COVMON  PERFORMANCE | NDI CATORS

| MPEP identifies four non-common performance indicators to be used in
reviewi ng Agreenent State progranms: (1) Legislation and Regul ati ons,
(2) Seal ed Source and Devi ce Eval uation Program (3) Low Leve

Radi oactive Waste Di sposal Program and (4) Uranium Recovery.
California has no agreenent to regul ate urani umrecovery 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 Legi sl ative and Legal Authority

The legal authority establishing the RHB and its regulations is derived
fromthe California Health and Safety Code (H&SC). The H&SC contai ns
the Radi ation Control Law (Chapter 7.6) which anpbng other things details
the State's Agreenent with the NRC. The State's Code of Regul ations
(Title 17) contains specific radiation control requirenents including

t hose addressing the Low Level Radi oactive Disposal Site.

During the review period the Governor signed Senate Bill 1360, which
becane effective on January 1, 1996. This |egislation reorganized,
renunbered and nade non-technical changes to the public health portion
of the H&SC. It should be noted that the scope of the State's
regulatory authority remmi ns unchanged. A copy of these changes was
provided to the team which reviewed themalong with a nenorandumto the
staff explaining the changes. These changes appear to be non-technica
as indicated by the State. The State does not have a sunset provision
inits rules.
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4.1.2 Status and Conpatibility of Requl ati ons

California' s final equivalent to the NRC rule "Standards for Protection
Agai nst Radi ation," Part 20, becane effective on March 3, 1994. On July

18, 1994 the followi ng rule becane effective: "Safety Requirenents for
Radi ogr aphi ¢ Equi prrent," 10 CFR Part 34. On Cctober 17, 1995 the
following rules becane effective: "Deconmissioning," 10 CFR Parts 30,

40 and 70; "Energency Planning," 10 CFR Parts 30, 40 and 70;
"Deconmi ssi oni ng Recordkeepi ng: Docunentation Additions," 10 CFR Parts
30, 40 and 70. NRC staff has revi ewed these anmended regul ati ons and
found that they are conpatible with equival ent NRC regul ati ons.

According to information provided in the questionnaire, since the State
does not regul ate uraniumrecovery operations it does not have a rule
equi valent to NRC s regul ati ons applicable to uraniumrecovery contai ned
in 10 CFR Part 40.

° "Uanium M1l Tailings Regulations: Conformng NRC
Requirenments to EPA Standards,"” 10 CFR Part 40 anendnents (59
FR 28220) that becane effective on July 1, 1994.

The State has a | ow | evel radioactive waste di sposal |icensee and does
have a rule equivalent to NRC s 10 CFR Part 61. However, it has not yet
adopted the revision to the |lowlevel radioactive waste regul ations
equivalent to the followi ng NRC rul e:

° "Definition of Land Disposal and Waste Site QA Program" 10
CFR Part 61 anendrments (58 FR 33886) that becane effective on
July 22, 1993. Although the Low Level Radi oactive Waste Site
is not yet operational the State indicated that the expected
date for adoption of this rule is Cctober 1, 1997.

Current NRC policy on adequacy and conpatibility requires that Agreenent
States adopt certain equivalent regulations no |ater than three years
after they becone effective. The State has begun the process of

promul gation of the follow ng rules necessary for a conpatible program

° "Timeli ness of Decommi ssioning of Materials Facilities," 10
CFR Parts 30, 40 and 70 anendnents (59 FR 36026) that becane
ef fective August 15, 1994.

° "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) t hat
becane effective on January 1, 1995.

° "Frequency of Medical Exami nations for Use of Respiratory
Protection Equi prent," 10 CFR Part 20 anendrments (60 FR 7900)
t hat becane effective on March 13, 1995. Note, this rule is
designated as a Division 2 matter of conpatibility. Division
2 conpatibility allows the Agreenent States flexibility to be
nore stringent (i.e., the State could choose to continue to
requi re annual nedi cal exam nations).
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° "Low Level Waste Shipnent Manifest Information and
Reporting," 10 CFR Parts 20 and 61 anmendnents (60 FR 15649,
60 FR 25983) that will becone effective March 1, 1998.
California and other Agreenent States are expected to have an
equi val ent rule effective on the sane date.

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

° "Radi ation Protection Requirenents: Anmended Definitions and

Criteria," 10 CFR Parts 19 and 20 anendnents (60 FR 36038)
t hat becane effective August 14, 1995.

° “Medi cal Administration of Radi ati on and Radi oacti ve
Materials," 10 CFR Part 20 and 35 anendnents (60 FR 50248)
t hat becane effective Cctober 20, 1995.

The State has placed this regulation on hold pending the
outcone of NRC s deternination on the conpatibility of the
Qual ity Managenent rule and the revision to 10 CFR Part 35.

° "Clarification of Deconmi ssioning Funding Requirenents,"” 10
CFR Parts 30, 40, and 70 anendnents (60 FR 38235) that becane
ef fecti ve Novenber 24, 1995.

° "Conpatibility with the International Atonic Energy Agency,"
10 CFR Part 71 anendnent (60 FR 50248) that becane effective
April 1, 1996.

° "Sel f-Guarantee as an Additi onal Fi nancial Mechanism" 10 CFR
Parts 30, 40, and 70 anendnents (58 FR 68726 and 59 FR 1618)
t hat becane effective on January 28, 1994. Note, this rule
is designated as a Division 2 matter of conpatibility.
Division 2 conpatibility allows the Agreenent States
flexibility to be nore stringent (i.e., the State could
choose not to adopt self-guarantee as a nethod of financial
assurance). |If a State chooses not to adopt this regul ation,
the State's regul ati on, however, nust contain provisions for
financi al assurance that include at |east a subset of those
provided in NRC s regul ations, e.g., prepaynent, surety
nmet hod (letter of credit or line of credit), insurance or
ot her guarantee nethod (e.g., a parent conpany guarantee).

The teamrevi ewed the procedures used in the State's regul ation

promul gation process and found that the State's formal regul ation
promul gation schedul e takes approxinmately 10 nonths. Past experience
however indicates that it often takes |longer than three years for the
State to pronulgate its rules. The root causes of this extended

promrul gation schedule are likely attributed to a conbination of conpl ex
procedures required for rule pronmulgation in the State's governnenta
system higher priority work and past staff shortages. Energency
regul ati ons can be placed on an expedited pronul gati on schedul e,
however, this process reduces the schedule by only 10 days. The public
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and other interested parties are offered an opportunity to coment on
proposed regul ations during a 45 day coment period. There is a
provision for holding a public hearing on rul emaki ng, however, there is
no requirenent that a hearing be held for each rul emaki ng action.
According to program nanagenent, the NRC is provided with drafts for
comment on proposed regul ations early in the pronul gation process. The
regul ations are forwarded to several State adm nistrative, financial and
| egal offices in accordance with a schedul e which contains specific tine
franmes for review and approval. The effective date of a final rule is
sel ected by the Departnent of Health Services and is at minimum 30 days
after approval by the Secretary of State. A copy of the fina

regulation is then provided to the NRC

The State's regul ations were conpatible with those of the NRC at the
time of the review, including all regul ations necessary for a conpatible
programthat are due by January 1997, except for the follow ng
regul ati ons whi ch have not yet been pronul gated:

° "Notification of Incidents," 10 CFR Parts 20, 30, 31, 34, 39,
40, and 70 anendnents (56 FR 40757 and 56 FR 64980) t hat
becane effective on Cctober 10, 1991.

° "Qual ity Managenent Program and M sadninistrations,” 10 CFR
Part 35 (56 FR 34104) that becane effective on January 27,
1993.

° "Li censes and Radi ation Safety Requirenents for Irradiators,"

10 CFR Parts 19, 20, 30, 36, 40, 51, 70 and 170 anendnents
(58 FR 7715) that becane effective on July 1, 1993.

During discussions with the review team program managenent expl ai ned
that the staff is in the process of preparing drafts to anendnents on
notifications of incidents and the Irradiator rule. The 1994 review
team conmented that the Notification of Incidents amendnents were due
for adoption by the State on Cctober 10, 1994. The State reports that
conpatible regulations in this area are expected to be adopted on
Cctober 1, 1997. The Irradiator rule is currently being addressed

t hrough license conditions pending adoption of a conpatible rule, also
in 1997. The case file review of a large pool type irradiator |icense
renewal confirned the State's use of |icense conditions to inplenent
Part 36 rule requirenents.

Program managenent reported that the Quality Managenent Program and

M sadministrations Rule (QMrule) is currently on hold pending NRC s
resolution of National Acadeny of Sciences Report issues relating to the
regul ation of the uses of radiation in nedicine. NRC staff is currently
deferring conpatibility findings, for Agreenent States that have not yet
adopted a conpatible QM rul e, pending resolution of the issue of
Agreenment State conpatibility.

The review teamrecommends that the State nake a concerted effort to

adopt regul ations which are required for conpatibility and are overdue
for adoption. A special effort should be nade to adopt the anendnents
on Notification of Incidents, the Irradiator rule and the Definition of
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Land Di sposal and Waste Site QA program anendrment. Due to the safety
benefits attendant to the QMrule, the State is encouraged to adopt a
conpatible QM rul e

Based on the existing NRC conpatibility policy and the | MPEP eval uati on
criteria, the review teamrecomended in the proposed final report that
California' s performance with respect to the indicator, Legislation and
Regul ati ons, be found unsatisfactory. The teamrecomended that
conpatibility findings for the California program be reeval uated upon
final pronulgation of California's regulations on Notification of

I ncidents and the Definition of Land Di sposal and Waste Site QA program
anmendnent. Because of the progress to date in the promul gati on of these
rul es and the expected adoption date of COctober 1, 1997, the MRB

determi ned that a sufficient basis did not exist to support a finding of
unsatisfactory for this indicator. The MRB noted that if significant
delays in rule adoption occur or if California adopts rules that are not
conpatible with the NRC equi val ent regul ati ons, the MRB coul d al ways
reconsider the programconpatibility finding at a future date. The VRB
final recommendation for Legislation and Regul ations is satisfactory.

4.2 Seal ed Source and Devi ce Eval uati on Program

In evaluating the State's SS& program the review team eval uated the
information provided by the State relative to this indicator inits
response to the questionnaire, reviewed the casework, held reviewer
interviews, and reviewed registration sheets and background files for 22
certificates of registration sheets issued between January 1993 and
Cctober 9, 1996. It is inportant to note that situations in this
program area associ ated with past managenent of the program had resulted
in many verbal approvals and inconplete reviews of certain areas. The
use of verbal approvals resulted in the lack of information for sone
files and nmade this a difficult programto assess. |t can be best
stated that the program had sone problens, that these probl ens have been
identified by managenent and that nmanagenent is taking corrective
action. The new Section Chief has expressed a strong desire to rebuild
the State's SS&D program and upper managenent appears to be very
supportive. However, sone product safety reviews nissed issues that
shoul d have been addressed. Although these product(s) are being

di stributed, the deficiencies noted were not significant relative to
health and safety, and no reported failures or equi pnment problenms have
been reported to the State.

Further when pertinent witten supporting information and draw ngs coul d
not be located, the reviewteaminterviewed State staff and nanagenent
to address issues and questions that were identified during the | MPEP
review. Since the previous supervisor responsible for approving SS&D
eval uations is no longer enployed by the State, the revi ew team used
prof essi onal judgnent and infornmation obtained from State staff to make
a determ nation on technical adequacy of the SS& casework files
reviewed. Due to a |lack of docunentation in some specific casework
files, the reasons for sone of deficiencies noted in Appendix G could
not be determ ned.
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The | MPEP review teamreviewed the State's SS& programin two areas, 1)
the State's inplenentation of the steps it took to inprove their SS&D
Programthat resulted fromthe 1993/1994 Agreenent State Review findings
and 2) as a non-conmon indicator for seal ed source and device review.

The State took sone steps to address the recommendations that resulted
in findings fromthe 1993/1994 Agreenent State Review. These
reconmendat i ons address the following six areas: (1) use of ANSI
standards in review ng products; (2) review of user or operation nmanuals
and QA progranms for products; (3) review of drawings and list of

mat erials of construction; (4) reevaluation of a specific neutron gauge
used by general |icensees; (5) the need for staff training in this
program area; and (6) providing copies of necessary information to al

t he staff menbers.

California has inplenented steps to address recommendations 1, 2, 3, 5,
& 6. However, the review teamfindings indicate that these steps have
not been fully inplenented. The review teamrecomends that the State
exert greater nanagenent oversight over the SS&D eval uati on program

The team bel i eves that such oversight is needed to assure ful

i mpl erentation of the recommendations in this area, given that sone
reconmendations fromthe 1994 foll owp programrevi ew have not been
fully addressed. The review teamfeels that this will allow the State
to fully inplenment past reconmrendations and to assure that the staff
continues to adhere to the State's own Policy Menoranda in this area.
These Menoranda cover the nmintenance of SS&D registry information and
the procedure for evaluating SS& s i ncluding manufacturing Quality
Assurance/ Quality Control. Many of the conments noted in the Appendix G
could have been elimnated if the procedures were fully inplenmented.
Sone State staff expressed concern that they did not have copies of the
st andards and procedures, however, they did know where to get this
information and this was considered to conply with the recommendation to
provide copies of information to the staff nenbers.

State staff has not perforned a reevaluation of a neutron gauge in
reconmendation 4, at the tine of the | MPEP revi ew due to higher priority
work. The Branch Chief verbally comritted to performng this task
within a few weeks after the | MPEP review Discussion with staff

managenent indicates that such a reevaluation will be done to determ ne
if the device continues to be in confornance with the genera
distribution safety criteria. The reevaluation will be done using the

additional information provided by users of the product, the vendor, and
the specific coments transmitted to the State in letter dated July 12,
1996, fromthe Ofice of State Prograns. (See reconmendation in Section
4.2.1)

| nprovenents in the nationwi de effort to eval uate SS&Ds cont ai ni ng

radi oactive material led to NRC adoption of 10 CFR 30.32 (g) on
"Application for Specific Licenses" and 10 CFR 32.210 entitled,

"Regi stration of Product Information." These regulations were not
initially identified as itens of conpatibility for Agreenent States with
SS&D eval uation prograns. All Agreenent States letter SP-95-116 dated
July 25, 1995 announced Conmi ssion approval of mininmum standards for
Agreenent States desiring to maintain authority to evaluate SS&Ds. In
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keeping with this guidance, the review teamrecommends that the State
consi der adopting regul ations conpatible with 10 CFR 30.32 (g) and 10
CFR 32.210. These regulations require nmanufacturers/distributors to
submt certain key product information in support of an SS&D eval uation
and pernmits the State to enforce against those conmtnents. The review
team noted that the State requires manufacturers and distributors of
seal ed sources and devices to establish and inpl enent manufacturing
Quality Assurance and Quality Control programs through their interna
Pol i cy Menoranda. More specific guidance in this area is contained in
Regul atory Guide 6.9 dated February 1995 entitled, "Establishing Quality
Assurance Progranms for the Manufacture and Distribution of Seal ed
Sources Containing Byproduct Material" which is referenced in the

i nternal Policy Menoranda

4.2.1 Technical Quality of the Product Eval uati on Program

The review teamreviewed the files and perforned staff interviews for
the 22 new or revised SS&D regi stry sheets issued since the 1993/1994
review. This included the State's review and approval of a radi ography
device for conpliance with 10 CFR Part 34.20 for equi pnment requirenents,
sources and devices used in well |ogging applications and sources and
devi ces used by specific and general |icensees. The SS&D registry
sheets issued by the State and evaluated by the review teamare |isted
in Appendix G Based on the review of selected SS& casework files the
review teamrecomends that the State: (1) determ ne and docunent in
eval uation certificates whether sources approved for use in well |ogging
applications neet the requirenent for insoluble as practicable; (2)
review and possibly nodify the Section 1.8 of ADAC Laboratories’ users
manual whi ch appears to condone direct hand contact with the seal ed
source, i.e., “Hold the Line source with two hands whil e positioning the
source;” (3) obtain SS&D training for those staff nenbers that have not
yet had or have linmted SS&D training either by using training offered
by NRC or another Agreenment State program (4) develop a policy position
on including information on the useful life of a product and using
operational history data to augnent prototype testing when eval uating
SS&D; neither is routinely used by the staff during reviews but both are
useful information in determ ning whether a product is acceptable for
licensing; (5 determ ne the actual use conditions for those gauge
sources that do not neet the ANSI standard classification for vibration
and evaluate the need to nodify SS&D sheets if the condition of use is
typical for industrial gamma gaugi ng devices as indicated in ANSI N-542;
and (6) re-evaluate the Nova R& Inc., nodel Ci ndi neutron device with
special attention to the potential exposure received by the genera
licensed user. |If it is determned that the exposure rate exceeds that
which is allowed for persons covered under the general |icense, the

devi ce should be reclassified for distribution to persons covered under
a specific license and the SS& eval uation certificate should be anended
to reflect any required changes.

State staff are using ANSI standards, Regulatory Guide 10.10 and 10. 11
and NRC's Standard Review Plan to performthe evaluations. They rely
heavily on the Standard Review Plan and the checklist it contains. This
approach should allow the State to identify the majority of the health
and safety issues associated with the product under review. Overall,
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the | MPEP review teamidentified sonme concerns with not addressing
health and safety issues and sone files were deficient in technica
quality. The reviewteamalso identified several files in which the
second signature or audit was not always perforned as a technica
quality audit. Rather, only wording was reviewed. The review team
reconmends that the State fully inplenent a program of peer review of
SS&D eval uations as a technical quality assurance neasure.

The review team found that the State had devel oped and i npl enent ed
procedures to inprove the SS&D program The new Section Chief self-
identified sonme weakness in inplenenting these procedures and appears
committed to rebuilding the programto a nodel for other regul atory
prograns to emnul ate.

It should be noted that several of the findings listed in Appendix G
reflect ineffective past nmanagenent. For exanple, managenent did not
direct staff to obtain necessary bend test information in one case. In
ot her cases certain infornmati on was overl ooked as a result of program
direction. These are sone of the areas that the new Section Chief is
addr essi ng.

The State staff expressed concern regarding the use of the term usefu
life and using operational history data to augnment product testing
prograns. The State believes that such information is a product
endorsenent, therefore this data is not used during a product review.

It should be noted that operational history data fromidentical or
simlar devices or sources are a valuable tool in assessing the
integrity of the source or device when used with the vendor's estinate
of the useful life of the product. The State should review its position
with regards to these two terns and take action as it deens necessary if
a change in this State position is indeed warranted.

4.2.2 Technical Staffing and Training

The State reported that the current staff all have at |east a bachelors
degree in physical or biological sciences and several have advanced
degrees in nucl ear/radiol ogical science. All health physicists have
conpl eted the NRC reconmended core training courses for materials

i censing personnel. Senior Health Physicists have conpleted nore
advanced training. During the review period two staff nenbers attended
t he SS&D eval uati on workshop. Formal course work and on-the-job
training allows the Health Physicists to operate independently in this
ar ea.

Al'l menbers of the Industrial and Seal ed Source and Devi ce Section have
signature authority for product reviewonly. Only the Senior Health
Physi ci st or managenent can performthe final technical review and
provide the second signature of the registration certificate. The | MPEP
review team found all section nmenbers have signature authority but may
not have had adequate training to review sone products. Belowis a
listing of the Section nmenbers with training and their work experience.
The loss of the Industrial Licensing Section Chief presented a chall enge
to the program The State is aggressively rebuilding the programas a
result of this loss. The State staff discussed with the | MPEP review
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team a request for State reviewers to work with the Seal ed Source Safety
Section at NRC Headquarters, which the Seal ed Source Safety Section has

ext ended. Both the State and NRC nanagenent are considering this
request.
Bob Reyes:

B.S. Radi ation Health Physics/Public Health

PhD Educati on

RSO at Northridge (CSUN) facility for environmental science
and radi ol ogi cal heal th.

Fred Toyansa:
B.S. in Physics
US. Arny Depot (Calibration Center)

Tom Schel | :
B.S. X-ray Technol ogy
RSO at San Loui s Obispo
HP for State of Arizona/ Woni ng
Radi ogr aphy Li censee

Pet e Pat el
B.S. Chemistry
Phar macy Trai ni ng
M M Sc. - Radi ol ogi ¢ Physics
Li cense Reviewer in Ceorgia
SS&D Wor kshop

Dave Vsl ey:
Seni or Heal th Physicist, Section Chief
B.S. and MS. in Nuclear Engineering
SS&D Wor kshop

The new Section Chief has identified sone training weaknesses and is
working to correct them The Section Chief is devel oping a team
approach to conducting product reviews that will result in two technica
reviews and a senior staff or managenent approval of registration
certificates. This action should also provide for sone cross training
of those persons that need sone additional training in this area. The
Section Chief is using the States Policy Menorandum systemto provide
direction to the staff in this program area.

4.2.3 Eval uati on of defects and incidents regardi ng SS&Ds

The review team | ooked at the State's evaluation of defects and
incidents regarding SS&Ds for Industrial Nuclear Inc., (INC) a

radi ography equi pnent and source vendor, Measurex Corporation a gauge
vendor, Nova R&D Inc., a device vendor and Nucl eonic Data Systens (NDS)
a gauge vendor that no longer holds a State license. The INC issues

i nvol ved a change in a radi ography source assenbly | ength, eval uation of
user instructions that were causi ng equi pnment probl ens, and a change to
the | ock nechani sm of a radi ography canera. The Measurex issue invol ved
its use of nominal source activity for |abeling of products and shi pping
papers which is a violation of NRC and Departnent of Transportation
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regulations. It should be further noted that inaccurate |abeling may
affect the level of response to incidents or accidents. This issue

i nvolved labeling all products with a nmaxi mum nom nal activity and then
| oadi ng the devices with source activities nmuch | ess than or equal to

the nominal activity. The Nova R& Inc., issue involved the State
inform ng general |icense users of the device that they nust conply with
an annual exposure of 100 millireminstead of the 500 mlliremthe

regul ations require. The NDS issue involved |oading the device with
activities greater than that which the State believed they approved.
The NDS issue will likely involve a reassessnent of the general |icense
safety criteria.

The State had just received the NDS i ssue and was planning to address

t he i ssues. The Measurex case was cl osed by negotiating a tighter

tol erance for defining nom nal activity. The | MPEP revi ew t eam f ound
an incident in which the State took appropriate actions to eval uate root
cause of radi ography equi pnent failure, deternined and inpl enent ed
corrective action regarding a source assenbly | ength change and user
manual corrections, but never took the final action by anending the
registration certificate to provide this information to the other users
of the Seal ed Source and Device Registry system The review team
reconmends that the State anend the appropriate I NC SS& certificates.

The State has decided that they will continue to use the dose criteria
defined in 10 CFR 32.51 and not 100 mlliremas they had inforned at

| east one general licensed user. This decision was to allow for

nati onwi de consi stency for products used under the general license

provisions. The review teamreconmends that the State develop a
checklist or internal procedures to foll ow when approvi ng products for
di stribution to persons covered under a general license.

Based on criteria for this non-comon i ndicator, the review team
reconmends a finding of satisfactory with recommendati ons for

i mprovenent. This finding was chosen because the criteria for

unsati sfactory appear to deal with frequently failing to address health
and safety issues. Because frequently is defined as occurring often or
at close intervals this did not appear to be the case based on the cases
reviewed and on interviews with the State staff.

4.3 Low Level Radioactive Waste (LLRW Di sposal Program

In 1981, the NRC anended its Policy Statenent, "Criteria for Quidance of
States and NRC in Discontinuance of NRC Authority and Assunption Ther eof
by States Through Agreenent"” to allow a State to seek an anendnent for
the regulation of | owlevel radioactive waste as a separate category.
Those States with existing agreenents prior to 1981 were determined to
have continued | ow | evel radioactive waste di sposal authority w thout
the need of an anmendnent. California, an Agreenent State since 1962,
has | ow | evel radioactive waste disposal authority, and has issued a
license to U.S. Ecology to construct and operate a | ow 1l evel radioactive
wast e disposal facility at Ward Vall ey near Needles, California.
California is the host State for the Sout hwestern LLRW Conpact which

i ncl udes Arizona, North Dakota and Sout h Dakot a.
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In the process of evaluating this performance indicator, the team
reviewed the State's responses to the questionnaire, the qualifications
and position descriptions of the staff, discussed statutes and

regul ations applicable to the site and interviewed the staff assigned to
the LLRWprogram The land for the Ward Valley Site has not yet been
transferred from Federal to State control, therefore, site construction
activities have not begun. The team conducted a "forward | ook" at the
State's planned activities during the construction and operationa

phases of the Ward Vall ey Project.

4.3.1 |Introduction

The State's LLRWprogramresides within DHS, Division of Drinking Water
and Environnmental Managenent. Due to a hold placed on the transfer of
the land, the main focus of the LLRW programstaff is providing support
in responding to challenges to the transfer of the land and the issuance
of the license. Sone effort is being devoted to devel opi ng a di sposa
rate fornula and drafting acconpanyi ng regul ati ons.

During the project's site construction phase, the LLRWprogramw ||
utilize contractor technical support in performng regulatory program
activities related to construction and startup of the LLRW di sposa
facility. To assure |licensee conpliance with previous conmtnents, nade
in their license application, specific tasks under the contract will

i ncl ude:

° revi ewi ng construction drawi ngs and specifications.

° revi ewi ng operating procedures.

° revi ewi ng environnental nonitoring plans.

° reviewi ng administrative records for commitnents made by the
devel oper during the licensing process.

° providing on-site inspection services during construction.

° revi ewi ng devel oper's subsurface geol ogi cal maps; and

° reviewing site closure plans

4.3.2 Status of Low Level Radi oactive Waste Di sposal |nspection

There were no inspection activities conducted during the review period,
therefore, the review teamdid not evaluate this area.

4.3.3 Technical Staffing and Training

The LLRWProgramis in the Division of Drinking Water and Envi ronnent al
Managenent of the State Departnent of Health Services. The LLRW Program
is currently staffed by three individuals: the program nanager; a
research program specialist (Economist); and an office technician. The
program nanager is a Regi stered Professional Engineer with a Bachelors
of Science degree in Civil Engineering and many years of experience in
managi ng water quality and environnental prograns. He is directly
involved in administering the |license, managi ng the LLRWcontractors,
devel opi ng regul ati ons, devel opi ng specific internal |icensing and

i nspection procedures, and reviewing the |icensee's environnental
sanpling data. Upon transfer of the land, there are plans to hire six
addi tional technical staff. These positions are currently authorized,
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funded and can be filled on short notice after transfer of the |and

to the State. General position descriptions and specific work

assi gnnment s have been devel oped. These docunents were exam ned by the
review team and appear to be appropriate to the regulation of a LLRW
site. An organizational chart for the LLRWprogramis attached to this
report as Appendi x B

The programis staffing plan calls for hiring a Seni or Engi neer, a Senior
Heal th Physicist and four Associate Health Physicists. These positions
all require at mninmum a Bachel ors degree in the physical or life

sci ences. The Associate Health Physicist positions are journeyperson
positions requiring a mninmumof three years of professional health
physi cs experience or two years with a Master's degree or equival ent
graduate work in radiol ogical science. The Senior Health Physici st
position requires two years of experience at the Associate Health
Physicist level. The additional staff, including a chemist, will be
hired during facility construction. These personnel will be ready to
assune their duties before the facility begins accepting waste.

The LLRW program pl ans to have one enpl oyee working full-tine at the
facility site while construction is ongoing to facilitate the deci sion-
maki ng process.

During the operational phase of the facility, the LLRWprogram plans to
conduct the followi ng inspection related activities:

° On-site inspections at the disposal facility. The LLRW
programw |l have two full-tinme inspectors on-site at the
di sposal facility. A health physicist will ensure the

operator's conpliance with waste acceptance and handling
activities, radiation safety prograns, radiation detection
equi pnrent mai nt enance and cal i bration, and environnent al

monitoring. The health physicist will also conduct an
i ndependent environnmental nonitoring programto verify the
results of the operator's program An engineer will be used
to inspect the construction of the trenches and the trench
covers, and will ensure the operator's conpliance with
operati ng procedures for heavy equi prent used at the
facility. The personnel in these two positions will be
cross-trained to provide flexibility during enpl oyee
absences.

° Poi nt-of-origin inspections. The LLRW program plans to

conduct point-of-origin inspections of individual LLRW
generators' premises in California to ensure conpliance with
wast e form and packagi ng requi renents. Menoranda of
Agreenment will be executed with other States in the

Sout hwest ern LLRW Conpact to provide these inspections in a
conpati bl e manner for the LLRWgenerators within those

St at es.

Techni cal support has been obtained through a contract with ERM Program
Managenent Conpany of MLean, Virginia for hydrol ogy, geol ogy and
engi neering. Health physics support is obtained under a subcontract
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wi th Rogers and Associ ates Engi neering Corporation of Salt Lake City,
Uah. Both firns are recogni zed environnental consultants and appear
gualified for the responsibilities assigned to them

The LLRW program nmanager plans to send new health physicists to

I ndustry, NRC and CRCPD sponsored training courses and wor kshops on LLRW
managenent (perfornmance assessnent), disposal, transportation, and
inspections. This training will occur during the approximtely 18-nonth
construction phase of the project. On-site inspectors will be sent to
existing LLRWdi sposal facilities to observe operations and | earn from
experienced personnel at operating facilities. On-site inspectors wll
al so work extensively with the LLRW program s constructi on assi stance
contractor to gain famliarity with facility construction and operation
prior to commencenent of disposal operations. Point-of-origin

i nspectors will be assigned to acconpany inspectors froma State with an
operating LLRWdisposal site to gain famliarity with their inspection
progr am procedur es.

The review teamrecommends that the LLRW program consi der keepi ng
official records of each staff nenber's technical training and
participation in workshops, conferences, etc., in the individual's
training files. The State should also maintain a collective staff
training record to help formalize such training as an ongoi ng

requi rement for the position and to better allow nanagenent to assess
the training level of the staff. Wiivers granted to individual staff
menbers, from attendance at specific training courses, based on past
educati on and experience should be docunent ed.

4.3.4 Technical Quality of Licensing Action

The LLRW programissued the Ward Valley facility construction and
operating license on Septenber 16, 1993. No |icense anmendnents were
i ssued doing the review period, therefore, this area was not eval uated.

4,3.5 Technical Quality of Inspections

There were no inspections conducted by the LLRW program during the
review period therefore, this area was not addressed.

4.3.6 Response to Incidents and All egations

There were no reported allegations in the LLRWarea during the reporting
period. The State reported that allegations referred to the LLRW
programw || be handled in the sane manner as those reported to the RHB

Based on the | MPEP evaluation criteria for the above performance areas,
the review teamrecommends that California's performance with respect to
this indicator, Low Level Radioactive Waste Di sposal Program be found
sati sfactory.

5.0 SUWARY

As noted in Sections 3 and 4 above, the review teamfound the State's
perfornmance with respect to each of the commbn and two non-comon
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perfornmance indicators to be satisfactory and the non-conmon indicator,
Seal ed Source and Device Evaluation Programto be satisfactory with

reconmendations for inprovenents. Accordingly, after consideration of
the satisfactory finding for the non-common indicator "Legislation and

Regul ati ons,

the team recommended, and the MRB concurred, in finding

the California programto be adequate to protect public health and
safety and conpatible with NRC s program

Below is a summary |ist of recomrendati ons and suggestions, as nentioned
in earlier sections of the report, for action by the State.

1

The review teamrecommends that the State consider keeping a
collective staff training record to help formalize technica
training as an ongoing requirenent for the position and to
better allow managenent to assess the training | evel of the
staff. Wiivers granted to individual staff nenbers, from
attendance at specific training courses, based on past
educati on and experience shoul d be docunented. (Section 3.2)

The review team recomends that the State take action
necessary (renew the calibration contract) in order to
mai ntain the instrunment calibration schedule. (Section 3.4)

The review team recomends that the State nmake a concerted
effort to adopt regul ations which are required for
conpatibility and are overdue for adoption. A special effort
shoul d be nmade to adopt the amendnents on Notification of
Incidents, the Irradiator rule and the Definition of Land

Di sposal and Waste Site QA program anendnent. Due to the
safety benefits attendant to the QMrule, the State is
encouraged to adopt a conpatible QM rule. (Section 4.1)

The review teamrecommends that the State exert greater
managenent oversi ght over the SS&D eval uation program The
team bel i eves that such oversight is needed to assure ful

i mpl erentation of the recomendations in this area, given
that sone recommendations fromthe 1994 fol |l owup program
revi ew have not been fully addressed. (Section 4.2)

The review teamrecommends that the State consider adopting
regul ations conpatible with 10 CFR 30.32 (g) and 10 CFR
32.210. (Section 4.2)

The review teamrecommends that the State determ ne and
docunent in evaluation certificates whether seal ed sources
approved for use in well |ogging applications neet the
requi rement for insoluble as practicable. (Section 4.2)

The review teamrecommends that the State revi ew and possibly
nodi fy the Section 1.8 of ADAC Laboratories' users manual

whi ch appears to condone direct hand contact with the seal ed
source. (Section 4.2)
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10.

11.

12.

13.

14.

15.

The review teamrecomends that the State obtain SS&D
training for those staff nenbers that have not yet had or
have limted SS&D training either by using training offered
by NRC or another Agreenment State program (Section 4.2)

The review teamrecommends that the State develop a policy
position on including information on the useful life of a
product and using operational history data to augnent
prototype testing when eval uati ng SS&D.

(Section 4.2)

The review teamrecomends that the State deternine the
actual use conditions for those gaugi ng sources that do not
neet the ANSI standard classification for vibration and
eval uate the need to nodify SS&D sheets if the condition of
use is typical for industrial gama gaugi ng devices as
indicated in ANSI N-542. (Section 4.2)

The review teamrecommends that the State re-eval uate the
Nova R&D Inc., nodel Cindi neutron device wth special
attention to the potential exposure received by the genera

licensed user. |If it is determined that the exposure rate
exceeds that which is allowed for persons covered under the
general license, the device should be reclassified for

distribution to persons covered under a specific |icense and
t he SS&D eval uation certificate should be anended to reflect
any required changes. (Section 4.2)

The review team recommends that the State fully inplenment a
program of peer review of SS&D eval uations as a technica
qgual ity assurance neasure. (Section 4.2)

The review team recommends that the State anend the
appropriate Industrial Nuclear Inc., SS& certificates.
(Section 4.2)

The review teamrecommends that the State devel op a checkli st
or internal procedures to foll ow when approving products for
di stribution to persons covered under a general |icense.
(Section 4.2)

The review team recommends that the LLRW program consi der
keeping official records of each staff nenber's technica
training and participation in workshops, conferences, etc.,
inthe individual's training files. (Section 4.3)

Good Practice. Along with the recomrendations for California, the

review teamidentified the followi ng good practices in California:

1

The use of the License Review Alert Form (RH 2033) used by
the inspection staff to communicate information to the
licensing staff. (Section 3.3)
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2. The use of the User's Declaration Formto establish a legally
bi ndi ng agreenent between California and a |licensee that can
be executed by an inspector in the field to put an instant
end to a serious nonconpliant activity. (Section 3.4)
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