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To the President of the Senate and the
Speaker of the House nf Representativas

This rzport discusses the need for management improvements

in the Nuclear Regulatory Commission's program for licensing users
of radioactive materials.

We made our review pursuant to the Budjet and Accountt Act,

1921 (31 U.5.C. §3), and the Accounting 2 .4 Auditing Act of 1950
(3N u.5.C. 67).

We are sending copies of this report to the Director, Office
of Management and Budget, and to the (hafrman, Nuclear Regulatory
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of the United States
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COMPTROLLER GENERAL'S MANAGEMENT OF THE LICENSING OF

. REPORT TO THE CONGRESS JSERS OF RADIQACTIVE MATERIALS
. SHOULD BE IMPROVED

Nuclear Regulatory Commission

DIGEST
GAO is making several recommendations to the
Nuclear Regulatory Commission aimed at in-
creasing the management effectiveness of its

. program, and the programs of State g vernments,
for licensing users of radioactive materials.

If these recommendations are accepted and put
into effect, the public health and safety
should be better protected from radiation
hazards,

As of December 31, 1974, there were 8,253
Commission-issued licenses. In addition,
2% States have been authorized to tequlate
users of radiocactive macterials; as of the
same date there were 10,142 actiive State-
issued licenses. (See p. l.)

The basic premise of regulating the use of
radiocactive materials is that u.necessarcy
exposure to radiation should be avoided.

In fiscal year 1974 Commission inspectors
found 2,073 viclations of regulations and
license conditions in 827, or 53 percent,
of the 1,551 inspections.

“n 562 inspections, 1,155 v'olations were
major enough to have actually or potentiall
resulted in radiation exposure to individuesls
or in release of radiation in excess of pe<~
missibie limits, (See p. 5.)

Radioactive material users include colleges
and universitiov, medical institutions, and

industrial firms. The types of licenses
@scribed in this report do not include .
Licenses to construct or operate nuclear

power reactors.

The Commision does not onuuuuu! {
require prospective users of radiocactive
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materials to describe, in their applica-
f.ions for licenses, the radiation protection

ocedures and administrative controls they

ntend to use sO that their operations will
be safe and will comply with regulations.

In its inspections the Commission found that:

-=Many licensees had not ceveloped procedures
and controls necessary to mgly with regula-
tory requirements. (See pp. 8 to 10.)

~=The users thought the Commission to be
best able to use radiocactive materials
safely had expeiienced highest rates of non-
mﬁl}“. rarticclarl failing to

op adequate radiation safe programs.
(See pp. 10 to 13,) o—

Applications for licenses are seldom . :nied.
(See p. 3.)

Most applicante for licenses have never been
inspected. (See p. 18.,)

The Commission's licensing staff does not:

==Routinely review inspection histuries of
applicants for license changes before
issuing amendments or renewals. (See pp. 19
and 20.)

==Use inspection results to identify areas
needing improvement. (See pp. 20 and 21.)

-=Have a standard license soplication review
progrum so that application evaluaticns are
consistent and complete and so that the
bases for licensing actisns can be docu-
mented, (See p. 130.)

=~Evaluate systematically the propriety of
licensing actions. (Se» p. 30.)

The Commission also needs closer communication
between its licensing and inspection staffs,
Although inspectors .ave identified weaknesses
in the requlatory program which they believe
coula be strengthened through improved licens~
ing practices, they have not effectively
nntified the licensing staff of these weak~-
nesses, (See pp. 18 and 21.)

i




Commission officials agreed to examine the
% “degree of re’iance placed on radiocactive

material users' qualifications and the de-

gree of detail required on appiications con-
» cerning radiation safety controls and proce-
dures. The Commission also has taken steps
so that (1) inspection results are considered
by those who approve the licenses and (2)
evaluations of applicatinns are uniform and
complete. (For fucrther details on the Com=-
mission's comments, see pp. 17, 26, and 30
and app. I.)
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.”e, T CHAPTER 1
A : INTRODUCTION

i Under “he Atomic Energy Act of 14v4, 3s ameunded

A (42 U.S.C. 2011-229A), and title [I of the Energy Reorgani-
zation Act of 1974 (42 U.5.C. 584l), the Nuclear Regulatory
Commission (NRC) is responsible fcr regulatino the posses-
sion, use, and disposal ot racdicactive materials 1/ to
protect public health and safe:y against radiation hazards.
NRC discharges its responsibility tihrough a licensing and

: inspecrion program. The Oftfice of Nuclear Material Safety
et and Safeguards licenses tadioactive ma:erial users; the
Off.ce of Inspection and Enforcement conducts in:gpec%ion
and enforcement activities.

NRC's regulations guverning the possession, use, and
disposal of radioacti'’e material- are in title 10 of the
Code of Fedrral Regulations. The requlations set out
general licensing requircments for byproduct, source, and
special nuclear materials and specific requiremnents for
certain uses of radioactive materials, such as in medicine.
Licensees are also required to comply with specifiz condi-
tions 2/ included in their licenses

Radioact‘ve material licenses are reguired for
manufacturing nuclear fuel for reactors and for industrial,
commercial, medical, and educaticnal uses of radiocactive
materials. This type of .icense is not for constructing
or operating nu:clear power reactors and facilities for
processing used nuclear fuel. As of December 21, 1974,
there were 8,253 active NRC-issu2d material l‘censes held
by §,310 licensees.

Under seclLion 274 of the Atumir~ Energy Act of 1354,
as amended, NRC has authorized 25 States to license radio-
active material users operating in those States. Exanmples

o of regulatory respunsibilities which may not be transferred

1/Source mate-ial (uranium and thorium), byproduct material
(radioisotopes procuaced in nuclear reactors), and special
nuclear material (plutorium and enriched uranium). NRC
does vt requlate other mater.als which emit radiatioun
that ace e.ther naturally occurring, such as radium, or
prcduced other than by reactors, such &as by accelerators.

2/License conditions are included in licenses tu place
specific requirementis on liceniees, including those the
requlations may not cover.
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include export and impori licensing and disposal inte the
ocean. As of December 31, 1974, chere were 10,142 active
State-issued licenses held by 8,009 licensees.

LICENSING RADTOACTIVRE MATEPRIAL USERS

|
|
\
i
NRC's radicact.ve material li.cnses are valid for § |
years and are renewable. In additica, licensees may have |
their licenses amended tc change the authorized forms, )
Fossession limits, uses, or users of radioactive materials.
New licenses, renewals, and amendnents completed during

fiscal year 1974, by major types of licences, are shown
belcw. .

New Amend-
Tyre of license licenses Peaewals ments Total
Byproduct material:
Academic 47 125 156 328
Medical 68 607 4,185 4,8¢1
Industcial
radiography 5 68 95 169
Measuring systems 1135 376 469 955
Reszarch and
davelopment 13 140 227 380
All other: _89 172 __244 __505
Total 333 1,483 3,376 7,198
Source material 95 44 46 185
Special nuclear
material 177 100 218 495
Tutal 607 1,633 5.€40 7,878

The NRC licensing stuff roviews applications to deternina
wacther the proposed progrzams can be conducted safely and

w;thin requlation requirements. They evaliate such aspects
as tae

==identity, maximum possession limit, and intanded use
of the radioactive material;

' ==trainirg and e:périence of the iadividual users and
persons resporsible for radiaticn safety;

-=-radiation detection instrumen.s, pzrsonnel-monitoring
devices, and facilities to be used; and




~
--gradiaticn protection procecures anc wdainisirative
contcols.

1f the licersing staff celievez tha% there are
deficiencies 1n 2n aprlicatica, the aplicant is jiven “he
oppoctunity to submit additicnal or clurifying information.
If chis inforimati-n is nst satisfactory, NRC may formally
deny “he applicant a license. llowever, this ic seldcun dr-e--
verhaps five times a year, accerding te a serior licersing
oflicial.

Most apn»lications are evaluated and licenses ace
issued witho 't insoecti~ns of applicants' facilitiss, euuin-
ment, and radiation prov ction prograne However, Ffu:r
licensees handiing larye guantities cf radiocactive matecials,
Cws.s a@s$ nuclear fuel :abr.cato:s. p:%lxcopsxng inspecticns
are a part of the licensing review.

An MPU licensing-program official delegated authority
to issue licenzes to 11 of the 12 staff members. Liceirses
for aprlications rev. 2w=2d by the two other staf’f memhc:s ace
issued by senior staff neubers.

INSPECTING USERS

JRC has five regicnal offices in the United Izates that
inspect licensees .n their assigned jeonrapiic s-eas. The
mejor part of ea~h regicn's worklcad is inspec:iing the con-
structior. and operatinn of nuclear power reactors; le:s man-
power is assigred to inspect radicactive material lisensees.
for example, in 1 reqion, only € of tne 70 prclessional staff
members (arout 9 percent) are available to inspect approxi-
mately 3,000 material licensees.

NPC has develrped a five-categocty priority inspectiosn
systii on ~he basis of the tneocry that inspection frequency
shoulZ relat2 to potential public hazards cssociated with
licensed activities,

NRC inspectors conduccted 1,551 mat.rial license
inspections durirg fiscal year 1974. The following table
lists the number of licenses and inspectiors, by insoec~-
tion pricrity.




Licenues Number of Inspection/license

Priority ‘(note w) inspecti~ns ratios (note b)
. I 59 146 2.47
II 521 316 .61
III 1,244 326 .26
v 3,229 574 .18
v 3,102 189 .06
g5 Lss

a/As of June 30, 1974.

b/Some licenses were inspected more than on-e.
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5 CHAPTER 2

FROGRAM NEEDS A STRONGER LICENSING POLICY

NRC doe3 Mot systematically require prospective user:
to describe, in their applications, the procedures and con-
trols they intend to use so that their operation: will be
safe and will comply with requlations. NRC receives informa-
tion from applicancs on the training and experience of thHe
persons who will supervise the use of the radiocactive mate-
rials, the facilities and equipment to be used, and the radia-
tion protection procedures and administrative controls to be
implemented. NRC believes, i.owever, that, when its regula-
tions are clear and specific and methods for attaining com-
pliance are w~ll known, it is appropriate to rely on appli-
cant-’ qualifications rather than obtain ang evaluate
deta.led procedures and controls.

NRC should obtain and evaluate descriptions of such
applicants' procedures and controls to better insure that
radioactive materials will be safely used. 1Its past proce-
dures have contributed to the high frequency of violations
feund in license inspections.

NEED TO SVSTEMATICALLY EVALUATE
PROCEDURES AND CONTROLS FOR
INSURING COMPLTANCE WITH REGULATIONS

The basic premise underlying radiocactive material
regulations is that unnecessary radiation ixposure should
be avoided. 1In fiscal vear 1974 inspectors found 2,073
violations in 827--53 percent--of the 1,551 inspections. In
562 inspections, 1,155 violations were major enough to have
actually or potentially resulted in radiation exposure to in-
dividuals or in release of cadiation in exca2ss of permissible
limits; for example, excessive levels of radiation in areas
next to locations where radiocactive materials are used or
stored..

We reviewed the license and inspection files of 36
licenses on which 120 major violations wure found during
fiscal year 1974. These licenses are not statistically
representative of all licenses issued by NRC, most of which
have never been inspected,. They were selected beceuse the
violations were the type most frequently found in the 562
fiscal year 1974 inspections having major violations.

. by
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—--Major violations

Sections ,0f regulations selected
for which violations were cited All licenses licenses

————— ————— —— —— ———— — —— . —— . — B at e e e

Standards for protection against
radiation:
Permissible doses, levelcz,
and concentrations 64 5
Radiation surveys 245 9
Procedures for receiving
and opening packages 52 6
; |
1
1

w

Security and ¢:orage of
materials 33
Posting and labeling
controls 29
Waste d.isposal 7
Other 7 437 59

Notices, instructions, and

reports to workers; in-

spections 81 13
Safety requirements for

radiographic operations 114 4

Other regulations . 152 21
License conditions 371 33

Total 2.155 120

—_——— ——

For 77 of the 120 vioiations, including 53 of the 59
violations of standards for protection against radiation,
licensees had not described in their applicaticns--nor had
NRC's licensing staff obtain2d and evaluated before issuing
the licenses-~-detailed radiation protection prncedures and
adniinistrative controls. Eight violations resulted from
the licensees' failure toc follow radiation protection pro-
cedures described in their applications. For the remaining
35 violaticns, licensees either nad not complied with spe-
cific conditions of their licenses or had conducted un-
authorized activities.

For 10 of the 36 licenses, we asked the NRC licensing
staff if it should have obtained and evaluated delailed
descriptions of the radiation protection procedures and
controls applicants were to implement for that part of their
radiation safety programs in which major violations were
found. For these 10 licenses~-4 medical, 5 academic, and 1

industrial--inspectors had found 39 major violations.

- .




Standards for protection against
radiatiof:

Permissible doses, levels,
and concentrations

Radiation surveys

Procedures for receiving and
opening packages

Security and storage ox
materials

Waste disposal

Notices, instructions, and reports
to workers; inspections

Other regulations

License conditions

Total

In response tc questions related to 29 of the vio.ations,
NRC licensing staff stated, in December 1974, that:

-=-In the area where two o> the violations occurred,
additional information would be required for evalu-
ating the applications.

==In the area where five of the violations occurred, the
information provided by applicants was sufficiently
detailed.

==In the area where 22 of the viclations occurred, it
was not necessary to obtain and evaluate detailed
radiation procedures and controls.

In licensing radiocactive material users, the NRC licensing
sta€f stated:

"Specifically, the Commission must determine that
the applicant is properly qualified by virtue of
training and experience, facilities ané equ.pment,
radiation safety procedures and administrative
controls to conduct the proposed activities in
accordance with the [NRC] regulations and license
conditions. 1In maxing the determination, the
Licensing staff must take into account the type,
form, quantity and proposed use of the byproduct
material being requested. As the above-cited
factors vary from one type of isotope user to
anoth2r, the nature and detail of inforration re-
quested on rudiation safaty will also vary.




"An important element of the review is the
exsrcise of technical judgment as to thke dagree
of detail to be elicited rfrom the applicant in
specific areas in order %o demonstrate that the
various tegqulatory requirements will be met. 1In
many cases the regulatory requirements are clear
and specific and there are known, established
methods for meeting the requirements. Detailed
supporting infermation is not necessary in these
instances. Rather, it is appropriate to put
reliance on the applicant's gualifications for
assurance that the reguirements will be .et.

“In the final analysis, the Licensing staff must
appreopriately balance all of the above factors

and arrive at a technical judgment as to whether
there is reasonable assuvance that the applicant
has demonstrated he will be able to conduct the
proposced activities in accordance with the regula-
tions and license conditions."

The licensing staff believes that it is a0t always
necessary to evaluate detailed descriptions of applicants'

radiation protection procedures and administrative controls,

especially when regulatory requirements are clear and spe-
cific and methods for compliance are well known. In these
instances the licensing staff believes it is appropriate

to rely on applicants' qualifications--training and experi-
ence.

The need to obtain and evaluate detailed descriptions
of applicants' procedures and controls was demonstrated by
material license inspection results which indicated that:

-=#any licensees had not developad and carried out
procedures and controls necessary to comply with
tegulatory requirements.

--The users thought best able to use radicactive
materials safely, and on whose gualifications NRC's
licensing staff rel'ed heavily, had experienced
the highest rates of noncompliance, particularly in
failing to develop adequate radiation safety pro-
grams.

Licensees did not develop
adeguate procedures and controls

For 74 of the 77 violations where detailed procedures
had not been described in documents submitted during the

L P
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applicatipn process, the licensees developed procedures
and/or controls after being cited for the violatinns. 1In

‘many cases these procedures or controls were developed after

the licensees had been conducting “heir programs for a lorg
time.

For 14 of 36 licenses reviewed, the inspecticas where
the violations were found were initial ones and o=curred
months after the licenses were granted--an average of 15
months for 6 academic licenses, 24 months for 5 medical
licenses, and .9 months for 3 industrial licenses.

The inspectors did not always documen: specific
reasons why licensees failed to develop and carry out ade-
quate radiation protection procedures bacfore the inspections
occurred. The reasons cited included:

--Licensees did not know how to carry out required
procedures.

--Licensees were not femiliar with, or misinterpreted,
the regulations and therefore were not aware that
the procedures were necessary.

--Licensees' procedures were inadequate and did not
cemply with the requlations.

If the applicants had been required to describe detailed
procedures and controls as part of their applications, the
licensing staff would have been assured that the applicants
were capable of translating regulatory requirements into
radiation protection procedures and concrols adeqguate for
their proposad programs. We noted that mary requirements
were stated in general terms and did not specify the ac-
tions licensees should take. For example, one stated that
"Each licensee shall make or cause to be made such surveys
as may be necessary for him o comply with the regulations
in this part."

Surveys may include radiation detection by instru-
ments designed for this purpose, mathematical calculations,
physical inventories, or analyses of radioactivity in bedy
wastes. Survey methods or combinations of methods varv
with the types of materials, their physical and chemici.
forms, and the guantities possessed. Surveys are important
because radiation levels cannot be determined unless properly
measured. 1imely and effective surveys help insure that
persons working with, or in the vicinity of, radicactive
materials do not receive radiation exposures exceeding per-
missible limits or that radioactive materials released to
the atmosphere do not exceed permissible limits.




Over 20 percent of the major violations noted in fiscal
year 1974 weee survey violations. For 36 of the 19 survey
violations reviewed, liceasees had not described detailed
survey proceducres.

In Septemdber 1973 an inspector found that an academic
licensee had failed to survey concentrations of radiocactivity
! where a ¢pecifi. radioactive material was routinely handled
: and had failed tc survey the radiocactivity of gases released
to the atmosphere, This was the first complete inspection
since the licensee was authorized to use this material in
. March 1967. 1In its application the licensee had not ad-
dressed the subject of surveying airborne concentrations of
radioactivity in the laboratory or of surveying gaseous re-

| leases.

The licensee told inspectors that, to correct th
viclations, it was developing detailed procedures t: ... _ly
survey airborne conceutrations of radioactivity ir ‘& -ora=
tory, to survey gaseous releases, and to take = \.-ii zisays
(a method of evaluating an individual's iagest:.. of tne
radioactie material).

In December 1973 the licensee applied to rens. the :
license. NRC's licensing staff asked the licensee to i
describe its “"methods for ensuring that the proper pre- :
cautions are taken during the vse of" this radiocactive
material. The licensee described the detailed procedures
developed after the inspection.

In October 1974 an inspector verified that the licensee
had corrected the procedure; no violations were n,ced in that
inspection,

Reliance on users' qualifications

B e S ——

1s lnappropriate i

GRC's licensing staff has relied heavily on users'
qualifications for medical and academic licenses rather
_— than obtain and evaluate detailed descriptiors of radia-. .
tion protection procedures and controls. The highest .
rates of noncompliance, however, occur in suct li-=ases. ;
The following table shows the freguency an- o2 ol viola- :
tions found during fiscal year 1374 insruvi. 'as and the
nunber of each type of license as of “uaes 30, 1974.
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the licenses, detailed procedures and controls. For a num-
bec of such violations on 11 academic licenses he!d by a
university, inspectors fcind that maay of the authorized
users were not familiar w.th the NRC's regulati.ons and were
not conducting, or did not know how to cecnduct, proper
radiation surveys. One authorized user was not aware that
his sucrvey instrument could not dotect the radiation con-
tamination which might be present as a result of his major
operation, Other authorized users were not familiar with
the regulations. In a memorandum summarizing the inspec-
tion results of 1l licenses held by this licensee, the

inspector said:

"Personnel all stated that they received no
ingtructions in the applicable provisions of
Commission [NRC] regulations, the licenses in-
vclved, etc. Many were totally unfamiliar with
common survey techniques and the reasons for
taking them. The violations noted will em-
pnasize the lack of knowledge in many vital
ireas.”

NRC's inspection staff compared the freguency of
noncomaliance for calendar year 1973 inspections of five
types of licenses. These included broad industrial and
academic licenses, in-plant and field radiography 1/
licenses, and .nztitutional (broad and specific) madical
licenses. FOor each inspection region, the freguency of
noncompliance was generally higher for institutionzl medical
licenses than for other types of licenses. The study con-
cluded that more frequent .nsgections of medical licenses
were necessary because medical progrcms tended to have
less formal and unstructured radiation protecticn progranmg,

One inspection region also analyzed noncompliance data
for specific academic licenses. This region found that both
the frequency of noncompliance and the number of violations
for each inspection were highest for hroad and specific
academic licenses and medic2l licenses. The region attri-
buted the higher frequencies t» less organizational stabil-
ity for such users compared with industrial users.

Although the other four regions did not compile
compliance data for specific academic licenses, they had
conducted 37 of the 194 specific academic license

1/The examination of the structuve of materials by non-
destructive methods, using a sealed source of byproduct
material.

12
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inspectiods in fiscal yeoar 197 and feund 1 or more
violations in 26, or about 70 percent, of these inspections.

NRC inspection officials have suggested that stronger
licensing action requiring aeplicants to develop and describe
in aoplications detailed procedures and controls could assist
in reducing violations. For example, one region said that:

‘* * * fewer violations are rcutinely found for
licensees whose licenses require a more structured
safety program; therefore, the argument follows
that more realistic licensing reguirements on

medical licensees a5 to procedires recuized to_be
set forth and followed could improve the perform-
ance by these licensees, In other words, the best

J© o0 SRR S S o S o w5 St b A A S S A 40 S -

solution 1is to license anly those persons who
£easouably demonstrate in their asplication that

the program is adeguate to mest the Cornission's

— - —

[NPC'sT requirements, rather than OUr resources

being diluted by increased inspection effort, "”
(Undecscoring supplied.)

Another region suggesi:d that:

“* * * licensing review their procedures and
Ccriteria based upon inspe~tion histories. For
example, licenses issued .o institutions with
other licenses should not relv on the user
concept but should require managemant awareness
and audits, centralized radiation safety serv-
ices and conservative waste disposal procedures.”
(Underscoring supplied.)

The licensing staff bSelieves, however, that it is not
always necessary to evaluate applicants' detailed procedures
and controls, espaecially when regulatory requirements are
clear and specific and methods for compl iance are well known.
In these instances the licensing staff believes it is appro-
priate to rely on appolicants' Gualifications--training and
experience--for insurance of compliance. This positica con-
trasts sharply with NRC's expectations of agreement S ites'
operations,

Section 274 of the Atomic Energy Act of 1954 (42 u.s.C.
2021), as amended, authorized the Atomic Energy Commission
(AEC) to transfer to a State the authority to regulate by
product and source materials and special nucl ar materials
in limited quantities. As of NDecember 31, 1974, AEC had
entered into agreements with 25 States. This authority
and the existing agreements were transferred to NRC by the
Energy Reorganization Act of 1974.

13




~

Secticn 274j of the Atomic Energy Act ol 1954 (42 u.s.c.
2021(]j))., as amended, authorizes WRC to cerminate an agree-
ment if it finds that a State's program is not adegquate to
protect public health and safety. Until 1965 AEC relied
on informal information exchange and pericdic meeting and
trained State personnel to prcmote and evaluate the con-
tinued adequacy and compatibility of 3tate programs,

In 1965, to avoid dual regulation by it a~d che
Department of Labor, 1/ AEC committed itself to naking formal,
annual determinations that State programs were adeguate to
protect public heaith and safety and were compatible with
AEC's program. NRC continues this procedure. In making these
de“erminations NRC periodically visits each State, to evaluate
its licensing, inspection, and enfarcement activities. Of-
fizials making these visits review licenses and supporting ao-
pPlications; evaluate inspection reports and enforcement ac-
tions; accompary State inspectors during inspections; and
obtain information on overail program administcation, such
as budget dat> and personnel qualifications and training.

We reviewed evaluations of 24 Stute licensing programs
conducted between October 1972 and December 1974. NRC's
licensing staff assistea in 13 of these evaluations.

For 11 orf the 24 evaluations, includingy 7 in which
the licensing ctaff participated, tue licensing programs
were criticized for not obtaining and evaluating anplicants'
procedures betore issuing licenses ard license amendnments,
Following are typical comments Ffrom reports on three State
licensing programs evaluated by NRC's licensing staff.

"Several state license files wore reviewed. It
was noted that the licens~ backup information
documented in the files was not zufficient in many
cases to support the uses authorized by the li-
ccnse., * * * while inspections canducted scon
after license issuances were used to gather ad-
ditional information and obtain corrective action
°n problems noted, it is suggested that informa-

e ———— - R e —

tion on personnel, facilivies, eguipment, and

-

1/8etween 1962 and 1965 Labor amended its safety requlations
issued under the Walsh-Healey Act (41 U.S.o. 135) to impose
radiation safety r-guiremonts on employers having Federal
Government contracts over $10,000. In 1965 Labor published
a proposed amendment to its safety requlations which would
have resulted in dual suvrveiliance of Skate radiation con-
trul programs with th- former AEZ.

14
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suance to help assure thit operations ats

' started safely and in compliance with the
regulations." ({Underscoring supplied.)

"Jur review of the evaluation of licenses and
cevices indicated in some cases a lack of Gepth
and comprehensiveness needed to ensure complete
consideration of all aspects of health and safety.
We_iecommend that more time and emphasis be placed
on_evaluation of licenses and devices. 7This will
o~y éggggggg_gggggggggz_on inspecticn t0 encure that
the licensee 1s knowledgeable, 13s _acequate facili-
ties, and is otherwise capable to conduct activi-
ties with radioisotopes in a safe manner.”
(Underscoring supplied.)

“The main thrust of our comments regarding
industrial and academic licenses was that in
several cases the licensee did not _submit ap-
prooriate radiation safety procedures. While
these may vary substantially duz to the scope
of the program, we Letieve that review of such
ProceJdures is_an_essential clemant of the 1li-

. ——— - —— o ————

censing rrocess.” (Underscoring suppliec.)

NRC's reports on State programs contained many references
tc the need to obtain and evaluate the adequacy of license:s'
procedures ané controls to insure reyulatory compliance.

"* * * gpecific instructions [for studen. usagel]
is needed.” '

“There were no clear and specific inscructions
to students for use and handling of the radio-
active materials.”

“In regard to instructicas to students regard-
ing health and safety procedures, it was noted
that the application unly made the statenent
that 'instructions will be given.' * * * [The
State license reviewer] will obtain the ap-
propriate information as soon as possible.”

"The radiation safeily procedures including
instructions for personnel were poor. The
procedures were old and contained a great num=-
ber of references to regulations “Hut no instrue-
tions on how vo comply with the regqulations.”

15
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“The description of the radiotion protecticn was
tue general for the scope of the program. The
infcrmation was not speciiic witn rescect to
nandling of generators. serformance of surveys,
sterage, handling, and use of materia., etc."

"A stat: ment in the application 'Z survey has been
made of .i)] areas of the department in wnich ea-
» posure ahove normal background could result. Maxi-

mum possible doses have been calculated and recordad.
With present sources and precaution measures, no

— cvere:posures can res:lt' is a conclusion and is not
an adequate description of the radiation protection
rrogram."

"There was no statement in the zpplication con-*
cerning disposal of radioactive wastes."

"The radiation safety procedures do not indicate
the frequency at which surveys will be performed.
The application includes statements such as

smear surveys are made routinely,' 'radiation
surveys are made routinely in all laboratory and
office arcas,' and 'opirational surveys are made
as needed.,'" .

CONCLUSIONS

Radioactive material license inspections have shown
that the NRC licensing staffs' relving on applicants'
qualifications--iustead of obtaining and evaluating detailed
descriptions of procedures and controls--in determining that
applicants understand and are prepared to comply
ulato: em ate.
P ot translate the requirements
and controls which enable thqg¥to opaerate safely and to
comply with the regulations.|

By evaluating detailed descriptions of proposed
radisztion prnotection procedures and contrcls, the licensing
staff can be bette- assured that licensees will start and
operite their programs safely, particularly between li-
censing actions and inspections.

‘It also appears that State programs suffer from the
same deficiencies as does the NRC program. N"C needs to
help States to encourage tnem to make similar improvements
i their pcograms. Refore entering into nes agreements
with other States, NRC should insure that State licensing
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policies and practices arc cempatible wita NOC's revised
licensing procram. Ixtending licensing improvements to
the States ic especialiy important because

-=-5tates presently regqulate mo e than half o all
radicactiv~s aaterial licensees and

-=NRC is making an intensified effort to t.ansfer
regulatory authority for most of rthe r.m:inina NRC
licenses to new agreement Lta-es.

RECONNIMDATIONS

We reum-24 chat the Chairman ot NRC direct the
licensing staff tu¢ systematically obtain and evaluate de-
tailed descrip:ion: of applirants' proposed procedures and
controls, to help tiem to svact 3%u onerate :hair prog.ams
safely and to comply with regulatorvy recuicermen:s.

We recommend also that, in aczordarnce, with revisions
to its own licensing poliries and practices, NKC help States
to make similar improvements and, hefore entering into “e °
agreements, insure that the ttates' licensing clicies end
Pra tices ar: compatible with NRZ's revised proaram.

AGENCY COMMENTS aND OUR EVALULATION

NRC agreed tc examine the decree of reliarce piacad
on users' qualifications, to insure a preper balance
between applicants' qualifications and *.e dearve of detazil
required on applications concerning rad.ation safety con=-
trols and procedures. HNRC said it would take up thic watter
with the agreement States in its review of their reg.:iatory
progranms,

NRC's examina*tion of the degree >f reliance placed on
applicants' qualifications should lead to greater <mphasis
on getting and evaluating detailed radiation safe.y pruce-
dures in applications for medical and acadamic 'icenses than
was the case at the time the licenses we review were is-
sued.
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MEED FOR MORI EFFECTIVE COORDINATION

OFf LICENSING AND INSPECTION ACTIVITIES

NRC's licensing and inspection activities should be
complementary to provide the most effective program,

NRC shcild make better use of inspection results to
evaluate the adequacy of individual licenses and the ef-
fectiveness of licensing policies and procedures. Althougin
the licensing staff receives copies of inspection reports and
licensee responses to these reports, the licensing staff does
not

=-routinely ccnsider inspection results before issuing
licens¢ amendments or

-=use overall inspection results to help identify areas
needing improvement.

Communication between the separate licensing and
inspection staffs is essential for an effective program.
Present communication between the licensing and inspection
staffs is generally limited to informally discussing specific
licenses and exchanging copies of licenses and related appli-
cations and correspondence, inspection reports, and licenses
responses,

According to inspectors, some majeor weaknesses have not
been brought to the licensing staff's attention because it
is easier for them to worx directly with licensees to
strengthen program. than to use a cunbe:rsome communication
System to ask the licensing staff to implement more specific
license requircments,

The need f{or the licensing staff to have inspection
results when ~onsidering licensing actions and the need for
¢loser coumunication between the inspection and licensing
staffs are especially great because of NRC*s limited in=-
spection capability and the increasing record of violztions.

The fiscal year 1975 budget stated that:

"Curing FY 1974, staffing levels will be insuffi-
cient tc maintain even minimal inspection programs.
Over 7,500 of 8,500 licenses will not be inspected
during PY 1974 and most have not been insrected
since the original license was issued. An increase
Of 30 percent in the number of inspections is
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projected in FY 1975 with the special emphasis on
radiographers, where problems have been encountered.
Also, s?mplinq of the low priority licenses will be

undectanen.’

The increasing frequency of noncompliance in material
license inspections justified the concerns inspection offi-
cials expressed. NRC inspectors found violations in 334--
33 percent--of 1,009 fiscal year 1971 inspections. This
percentage increased each year therecafter to 53 percent in
fiscal year 1974 and 56 perc.nt in the first half of fiscal

year 1975.

PRIOR INSPECTIONS WHEN EVALUATING
LICENSE AMENDMENTS

LICENSING STAFF SHOULD CONSIDER
I

The licensing staff does not routinely consider prior
inspections when evaluating applications for license amend-
ments to determine whether previous violations indicating
weaknesses in licensees' procedures or controls might be
strengthened by licensing actions.

The licensing staff does not believe it needs to
systematically review inspection reports. It views individ-
ual cases of noncompliance as matters to be dealt with by
the inspection and enforcement staff. A st~“f member said
that his responsibility in evaluating amendment applications
is the same as when he evaluates initial applications; that
is, to determine whether the applicant is qualified to
possess and use the requested matevials for the proposed
purposes. He said the applicant's cumpliance history does
not enter into such a determination. It appears to us that
a licensee's past record is critical in determining its
acceptability for license amendments,.

Regional inspectors agreed. For examnle, in a
memorandum to one regional director of inspection and en-
forcemant, the official responsible for license inspec-
tions said that "Licensees with poor compliance histories
should not be issued amendments authorizing more activity
without first making the nzcessary corrections in their
existing program." The director of the region agreed and
emphasized to NRC's inspection headgquarters that "reevaluat-
ing such areas as licensing requirements and inspection
goals to make sure they are consistenc with our inspection
findings is essential to ensure maximum public safety."”

The following examole shows the need for the licensing
staff to require licensees to correct their -“rograms before
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it issues amendments authorizing additional radicactive
mazterials. In a September 1973 inspection, a licensee was
cited for 10 violations. The inspection report doc:mented

-=two instances of radiation exposure or release of
radioactive materials in excess of permissible

limits,

--failure to secure licensed materials against
unau*thorized removal from storage, and

--the inspection region's concern about the apparent
ineffectiveness of the licensee's management control
system that allowed the violations to occur.

After the inspection, the licensing staff issued--at
the licensee's request--six amendments, including authoriza-
tion to possess and use five additional radiocactive mate~
rials.

The licensing staff stated that neither the inspection
report nor the licensee's reply to the report were used in
evaluating these amendment applications. They added that
the amendments:

“* % * yare for routine radiopharmaceuticals and
procedures that represented little or no change
in the -cope of the program, and there would,
therefore have been no apparent reason to consult
the compliance file prior to issuance of these
amendments." .

The inspection showed that, even if the program scope
had not significantly changed, the licensee ~as not safely
Jperating its exis"ing program.

A January 1974 reinspection of the licensee showed
seven violations, including two recurrent violations.
The inspection region again requested the licensee Lo
describe actions taken to improve its management control
systems. Tnis inspection report was issued while the
licensing staff was authorizing the use of additional
radicactive materials.

LICEBNSING STAFF SHOULD USS IMSPECTION RESULTS

e = D e T e o . .

TO IEE"‘"‘Y ARCAS NEEDING THPROVEMENTS

Licensing officials stated “hat:
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“# ®* * it has been our practice to review all
inspection reports as they are forwarded to us
with the cbjective of identifying issues that
appear to be generic in nature so that appropriate
measures can be taken to avoid their future occur-
tence, either through licensing cuides, license
conditions or changes to the regulations."”

There was, however, no systematic procadure for conmpiling
such reports, Such a compilation would have been useful
to officials in identifying licensee:z or types of licenses
requiring stronger actions. This has led to a lack of
éwareness of overall regulatory problems. For example,
'icensing officials were not aware of the extent of radia-
tion survey violations.

Information is available on inspection results that
would be useful in identifying areas where stronger licens-
ing provisions might help improve regqulatory compliance.

The inspection staff has developed a computerized information
system to record inspection results. At our reguest, a num-

ber of reports were generated providing statistical summaries
of inspection results by type of license, violation, ete.

We used these reports to identify areas where licenses could

be strengthened to improve the overall program.

Such information could be useful to the licensing
staff in evaluating its program. The information system
could be of particular use in identifving violation-prone
areas needing strengthened license provisions.

At the completion of our review, the inspection staff
was in the process of refining its information system for
use in evaluating the inspection program. Inspection and
licensing officials plan to discuss the feasibility of using
the systcm to help evaluate the licensing progranm.

WEAKNESSES NOT COMMUNICATED TO LICENSING STAFF

NRC inspectors have iZantif.c? weaknesses in the
program which they believe could be strengthenad through
improved licensing practices, but they have not effec-
tively communicated this to the licensing staff. Although
each weakness is closely relatea to NRC's basic licensing
policy, the weaknesses are moce re-trictive in that each
teletes to a particular type of material license or a
specific aspect of the program. Thete weaknesses include

==expansion i» the scope of licensed activi'ies
without developing commensurate procedures and
controls,
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--we€ak management control systems in radiograchy
proarams, anc

A
-=yiolations of accepr2d radiation-safety practices.

Expansion of licensed activities

Inspectors told us that, as licensees' requirements
for radioactive materials increase and licenses are amended
authorizing such increases, radiation protection programs
often are not adeguately adjusted to handle the increase.

For example, in July 1972 an industrial firm was
licensed Lo possess and use large amounts (10 curies 1/ each)
of two radioactive materials and small amounts (5 milli-
curies 2/ each) of two others. The procedures and contcols
described in the application were either incomplete or very
general.

In Macrch 1973 the licensee requested and received
authority to increase the l0-curie-possession limit of the
two materials to 50 curies each. The licensee did not
describe--nor was he reqguiced to describe--the procedures
or controls to be used as a rosult of the fivefold increcase
in the possession limit,

In the iaitial inspection made in September 1971 the
licensee was cited for seven violations. four of which,
if not corrected, were important enough to possibly result
in excessive radioactivity, The inspection staff expressed
its concern ‘'over the licensee's management control system
which permitted the violations to occur.

During April and May 1974 the licensee rcquested and
received authority to further incrcase the possession
limit of the two l0-curie materials from 50 to 75 curies
each. Again no additonal information on procedures or con-
trols was required, even though the authorized possession
limit had been increased by 7-1/2 times the original gquanti=-
ties and inspectors had expressed concern over the adequacy
of the licensee's management controls.

A January 1975 inspection revealed seven violations,
including four incidents of overexposure to two persons

- -

1/An amount of any radiocactive material which disintegrates
at the rate of 3.7 x 1019 disintegrations per second.

2/0ne-thousandth of 1 curie.
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and failure to survey radiaticn levels in unrestricted areas.
Again the imspecticn statf expressed its concern to the
licensee:

“*# % & abouyt the need for a more comprehensive
radiation safety program and about the need to
correct the weaknesses in * * * [the licensee's]
* * * managemant control systems that allowed
the violations to occur.”

Following th¢ second inspection, the inspection staff
telephoned the licensing staff to

~--emphasize that the licensee had a poor inspection
record and ites radiation safety program was mac-
ginal;

-=-express its concern that, in spite of the poor
radiation safety program, the program kept expand-
ing; and

=-inform the licensing staff that it should “tighten
up" on the licensee's program.

In July 1975 the license was amended to increase the
possession limits of the two materials to 125 curies each.
Again no additional procedures or controls were described
or required.

Of the 3§ licenses we reviewed, 22 had been amended to
expand the scope of the licenses by adding types, qurntities,
and physical or chemical furms of radicactive materials or
by adding additional users. In fiscal year 1974 inspections,
19 violations found in 7 of the 22 )icenses reviewed were
directly related to the new program scope.

Weak management controls
in _radiography programs

Because of the relatively high poten=:ial zadiation
hazards in radiography programs, applicants are required to
develop and carry out well-defined operating and amergency
procedures. NRC's licensing staff requires radiograghy
applicants to describe, in detail, their organizaticnal
structures, operating and emergency procedures, radiograjhic
training programs, recordkeeping procedures, and equipment
maintenance prograns,

Although the S5S5-percent rate for noncompliance in
radiography inspections is lower than for medical and
academic license inspections, the rate is still high. (Sre
tabl? on p. 11.)
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Inspection cfficials believe that these programs need a
commeﬂent‘by management to radiation orotection, as demon-
strated by effective controls, to insure that workers fnllow
all prescribed cperating and emergency procedures. Thev be-
lieve that NRC's licensing activ.ty could help strengthen
programs by requiringd applicants to develcp and describe~--
in addition to detailed operating procedures--all the man-
agement conirols to be used in insuring that operating pro-
cedur s are followed,

Of the 36 licenses we reviewed, 5 were radiography
licenses. In fiscal year 1974 inspections of these licen-
ses, inspectors found 14 major violations of regulaticas
and license conditions. Some violations were the same, or
similar, to violations found in previous inspections of
these licenses.

For example, for one license issued in 1971, the
licensing staff had requested, and the applicant had pro-
vided, descriptions of procedures [or routine operations,
including radiation safety, equipment inspection and
maintenance, and emergency situations.

In 4 inspections of this license--the last conducted
in February 1974--inspectors found 15 violations, including
recurring violations related to inspection and maintenance
of equipment and maintenance of radiation exposure records.

The inspection violations--as inspectors state in
coriespondence with the licensee--relate to management's
failure to establish controls to insure that all personael
follow nrescribed procedures. NRC inspectors told us that
the licensing staff could have been of assistance (and
could be fou all future radiogiaphy licenses) by requiring
applicants, in their applications, to provide information

~--demonstrating that their radiation safety officcrs
were capzble of effectively carrying out their as-
sijned responsibilities by describing how they would
carry “hem out ard S

--describing the methods management would use, including
weitten reports documenting problems identified and
their disposition, *o evaluate the radiation satety
officers,

Violacions of accepted’

T ———— -

radiation safety practices

Inspectors sometimes fird licensees followirg procedures
vhich are unsafe but not specifically prohibited by NRC's
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requlations or by license condition.. In these instances,
inspectors cite licensees for violations of generally ac-
cepted radiatior-safety practices--safety violations. NRC
can suspend, modify, or revoke licenses, or impose civil
penalties for violations of regulations and licence condi-
tions, but not for safety violations,

Inspectors stated that safety violations usually
indicated a nced to condition a license by requiring or
prohibiting certain actions., Conditioning the "icense gives
enforcement power to inspectors to insure that a licensee
takes adequate corrective measures.

Inspectors had cited 10 of 36 licensees reviewed for
13 safety violations. For example, an inspector found that
a licensee was storing radiocactive waste~ in an area where
open~top drums filled with leaking vials of a flammable
liquid also were being stored. Thic violated the safety
practice of properly controiling flammables stored near
radioactive materials, to minimize fire danger. Because
the condition was not addressea in NRC's requlations or in
the license, the inspector could not cite the licersee for
a requlation or license violation,

We asked the .licensing staff if, after the inspection,
the license should have been amended to incorporate the
licensee's proposed corrective action. The licensing staff
said it considered the corrective acticn to be binding on
the licensee and that therefore a speci’ic license condition
was not necessary.

We found, however, that s'me licensees failed to cairy
out their proposed corrective actions. For example, safety
vioclations were noted in December 1973 inspections of a
licensee holding two licenses. In September 1974--9% months
later-~the licensee was reinspected and the sanme safety
violations were found. Since the licenses had not been
amended to require the proposed corrective actions as con-
ditions of the licenses, the inspector again cited the
licensee for safety violations. Had the licenses been con-
ditioned, che inspector could have cited the licensee for
viclating license conditions and could have taken enforce=-
ment actions.

CONCLUSIONS
NRC's regulatory program could be improved by more
effective communicati.n and coordination between the li=-

censing and inspection staffs. Inspection results could
be more effectively vued to determine the adequacy of

25




'- ‘n\

" »
il s e B il I ol M D, it

o

[ ]

ot —

individual licenses and of licensing policies and praic-
tices. Inspectiun results on individual licenses are not
eftfectively used to help correct regulatory problems, nor
are they eflectively used, in the aggregate, to help
identify common regulatory problems which might be cor-
rected by stronger licensing actions.

RECOMMENDATIONS

We racommenc that the Chairman of NRC direct the
licensing staff to establish oroccducres to

--routinely consider inspection results before amending
or renewing licenses and

--use inspection results to systematically identify
generic inadequacies in licensed programs that may
be strengthened through the licensing process.

We recommend also that the Chairman of NRC direct the
liconsing and inspection staffs to establish more effective
channels of communication to promot a more open e‘tchange
of inf. mation regarding program ‘mprovements.

ACENCY CUMMENTS

Although NRC did not outline the specific corrective
ac*ions being taken, it did state that steps were being
taken to insure

--gystematic review of inspection findings before
taking 1mportant licensing actions,

--analyses of -~omjosite inspection findings to identify
and correct licensing-related aeneric problems, and

-=continuing coordination of licensing and inspection
activities.
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CHAPTER 4

NEED FOR STANDAFD LICENSE REVIEW AND

» MANAGEMENT EVALUATION PROGRAMS

Licensing st2ff nembers are ROt required tc decumer
the reasons for their decisions, although this would make
for consistent anc conplete licensing feviews, asgis+ other
license reviewers in evaluating license anendments and

. renewals, and assist managerent officials in evaluating
the appropriateness of licensing actioas.

) The process for documenting licensing Adecisions should

be under a standard license review Program which would
identify whether all pertinent aspects of pProposed programs
vere considered during licensing reviews. In addition, man-
agement officials should establish a Systematic review
pProgram for evaluating the aporopriateness of licensing ac-

tions.

NEED TC ESTABLISHE BASES FOR LICENSING ACTIONS

In designing pPropnsed programs, aprlicants are reguired
to develop procedures and controls adeguate for insuring
their ability to safely handle and use radiocactive materials,

To assist the licencing staff members in evaluating
license applications, NRC has issued an internal zuide to
licensing procedures. ror the major types of licenses
(Pedical, academic, etc.), the guide identifies the aspects
¢f proposad proqrans which should be considered in evaluat-
ing applications. Foc exanmple, for academiec license appli-
caticns, the guide lists the following radiation Protection
and administrative control aspects which should be evaluated.

~=Equipment and facilities availab'e and the procedires
used for receipt, storage, security, or shipment of

SRp— mater tals. R

==Laboratory facilities and equipmenc for pProcersing

and handling uncontained radioactive matecjials,

=-liaste disposal procedures.

==Instructions to students and lavorato. » and. custodial
personnel regarding elecrgencics, spills, and handl iag
procedu: »s.,
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--Control procedures to be used in the movement of
5 materisls from storage to thair place of use in the
) insticution, including required recordkeeging and
accountability for materials.

Apnlicants frequently did not describe in taeir apgli-
cations the procedures and cuntrols to comply with NRC's
requlations, and tue licensing staf€f did nct require such
descriptions.

Decisions on which procedures and controls must be de-
scribed and the detzil of theosz descriptions were made by
license reviewers on the basis of thei: professional
judgments. NRC licensing officizls stated that this :as
necessary and appropriate because of the diversity in scope
of proposed programs.

Licensing staff members did rnot, however, systematically
document in the license files what aspects of applicaiis’
preposed programs were considered or the degree to which they
were considered in determining .

--whether applications were adeguate and sufficiently
complete to warrant issuing licenses and license
amendments and

~--why compiate descriptions of pcocadures and contrcls
were not considered necessary in Lheir evaluations.

The reasons why staff members 4did not require arnli-
cants to completely describe prope ed procedures and con=-
trols were not ¢d:~umented for the 36 licenses we reviewed.

The bases for the judgments of the license reviewern
on the nature and detail of information necessary for prup-
erly evaluating applications should be systematically
documented in order to

-=-insure consistont and complet2 licensing reviews,

-~-assist othe. staff members in eva.uating license
amenuynents and renewals, and

--assist licensing management in evaluating the appro-
priateness of licensing actions.

Due to the variances in program scopes, even among
similar types of licenses, there 1s a need to provide a
mechanism for insu~ring that applications are consistently
and complete.y reviewed.
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In r2sponding to our questicns on 10 licenses, the
licensing staff agreed *hat additional descriptions of
radiation protection procedures and controls should have
been required for proper evaluation of two licenses. How-
ever, the reascns fer not requiring the additional informa-
tion were not documented in the license files.

Most of the applications the licensing staff processes
are for amending or renewing existing licenses. The staff
merber reviewing an awendment or renewal application may not
be the same staf({ member who evaluated the initial aprlica-
tion and issued th2 license.

To brecaden the experience of the licensing staff, of-
ficals have established a policy of periodically assigning
all but designated senior staff to reviews of different
types of licenses. Although this policy provides staff mem-
bers with diversified experience, it also increases the
probability of anendment and renewal applications' being
evaluated by different staff members who would no: have
decunmentation c¢f the determinations made in issuing the
basic licenses.

Informaticn on the basic license would permit a more
thorough review of amendment and renewal applications. Dur-
ing our work 've found it necessary tu discuss licensing
actions with reviewers to find out how certain aspects of
applicants' programs wer2 evaluated and to determine the
basis for licensing decisions.

In several instances the liconse reviewer Fresently
edminister:ng the license could not e.plain the b.ses for
these licens.ng decisions and acknowledged that information
in the license file might not be adequate to supponct the
decisicns.

The licensing staff has not established procedurer
for systematically reviewing the propriety of licensing
actions.

Authority to directly issue licenses has been
delegated to 11 of the 13 staff members. A senior staff
member s-id that the review usually stcps with a perscn
who is authorized to sign the license, which results in most
licenses boing issued without any other review.

Officials told us that senior staff members periodirally

reviewed *he work of junior members. One senicr staff mem-
ber said his review of junior staff memb~rs' work was limjiea
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»
to policy questions. He added that, excent for these
policy matters, each memder of the licensing staff was
cesponsible for his own work.

CONCLUSIONS

There is no efficient way, shor:t of a complete reeval-
sation of an application, to determine the completeness,
consistency, and general propriety of a licensing review,
because NRC does not require a license re. iewer to document
the bases for his licensing decision.

As di- ..ssed in chapter 2, NRC's licensing staff should
tequire applicants to describe their proposed procedures and
controls for insuring that they will comply with 1ll NRC re-
quirements. The adequacy of these procedures and controls
for the proposed programs, along with applicant's training
and exparience, facilities, and equipment, should be con-
sidered in evaluating applications..

A standard license rev’ew program that provides for
documentation 3f the bases for licensing decisions wou'd
provide for m- -e consisteat and complete evaluations of
license apnlicaiions, assist in reviewing amendment and
renewval arplications, and assist licensing officials in
evaluating the appropriacteness of licersing actions.

Such a program wonrld be an eflective tool for insuring
that all aspects of ploposed programs are described by
applicants and ccusidered by reviewars before licenses are
issued. All.asp-:cts of major types of licensed program:s
that should be consid2red ‘1 evaluating applicaticns wonl
e identified fcr the license reviewers who would dociment
the consideraticn given to each a:ipect. Such documencation
would then be aviilable to other rcriewers who evaluate
anmendmerit and renewal applications and to suparvisory re-
viewers ind licensing officials who evaluate the propriety
of licensing actions. =

RECOMMENDATICN

We recommend that the Chairman of NRC direct the
licensing staff to estahlish a standard review program for
evaluating material license applications and the propriety
of licensing actions..

AGENCY COMENTS AND OUR EVALUATION

v NRC noted that measures in effect which met the ob-
jective oI our recommendations included




»
--staff utilization of the licensina cuides, wiich
specify to applicents tune typ> of information apoir-
cations must contain, in reviewing c<pplicatioan. and

--monitoring the quality and uniformity of the license
review process by supervision.

NRC also noted that existing licensing gquides wvere %e-
ing revised and updated and that new guides we-e¢ being pie-
pared for certain areas ol radioactive materia!s use where

guides did not exist previously.

s Us~ of the new and reviszl guides by the licensing
staff 1" an acceptable 2lternative to establis.ing standard
review plans if (1) staff memhecs are specificzlly dire~ted
to adhere to the information reguirements stated in the
guides and (2) liscensing nan-gement cy.tematically reviews
completed iicensing acticns to insure that information
requirewments identifiad in the guide wore met before licensec
were issued.
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CHAPTER 5

SCOPE OF REVIEW

~

We reviewed NRC's policies, procedures, and practicas
licensing radioczctive material iLsers. We made our re-

Far
view at NRC's headguarters in Bethesda, Maryland, and at
irts inspection and enforcement office in King of Prussia,

Pennsylvania,.

We examined records, reports, )icensing guides, and
correspondence relating to the licensing staff's review and
evaluation of license applicationt. 1In addition, we examined
selected material license and inspection files and inspection
and enforcement correspondance and interviewed both head-
quarters and regional officials ané staff responsible for
material licensing, inspection, and enforcement.

W2 also examined -ecent evaluations of State programs,
to identify problems encountered by States in licensing

radioac*ive material users.
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UNITED STATES

NUCLEAR REGULATORY COMPMISSION
WASHINGTOMN, D. C. 20338

Mr. Hency Eschuege, Dirsctor

Resources and Econoamic Developzent
Division

U.S. General Accounting (ffice

Washington, D.C. 20548

Dear Mr. Eschwege:

We have reviewed the draft report entitled '"Need for Icproved Licensing
of Radicactive Materials Users,” and have the follewing cozments:

We do not azree thot the citation and analysis of the individual
material licensing cases selected by GAO are indicative of the li-
censing prograa. However, we do zcgree with GAD ceoncerning the need
to exanipe the degree of reliance placed on zpplicants' qualifica-
tions and to factor inspection findings into the license review
process.

Therefore, altihough we do not beliecye the report provides a basis

for drawing conclusions cbout the overzll quality of the licensing
prograa as it relates to public bhealth and safcty, we will reexamine
the degrea 3f relirnce 2eing placed wpon user citalifications in crder
to assure a proper balance between the zpplicant's qualifications and
the degree of detail required in the epplication concerning radiaticn
safety controls and procsdures. This is a catter of good repulatory
praciice. The exszination will take into account the inspection
findings with respesct to materials licensees. Such an exacination
has, in fact, been taking place on a continuizg basis, znd, as a re-
sult, pore ecphasis is currently being placed on detailed radiation
safety procedurns in applications for medical and academic liconses
than was the case at the time that the licenses reviawed by the GAO
staff were issuad (over 2 ycars 2go). This patter will be taken up
with the Agrzezent States in connection with our review of their

reguiatory programs.

With resmect to the relationships between.the licensing and inspec-
ticn staffs, steps have alrcady besn taken to assure (a3) a system-
atic review or inspection findings prior to taking significant
licensing actions, (b) analyses of cowposite inspection findings to
identify and correct generic problems which can be dealt with
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through the licensing process, and (c¢) continuing coordination of
licensing and inspectiou activities.

With regard to GAQ comments about ihe uniformity and completeness
of licencing reviews, neasures which are in effect to ;ieet these
objectives include (a) staff utilization of licensing guides, which
specify the type ¢“ information applications must contain, in con-
ducting licensing reviews, and (b) wmonitoring of the quality and
uniforzity of the license review process by supervision, Existing
licensing guides are being revised and updated and new guides are
being preparea for certain areas of material use where guides did
not exist previously.

In suzmary, we recognize that the continued protection of the pub-
lic health and safety oust be assured, and responsibility does not
end with the issuance of 2 license. We believe the necessary
assurance can best be provided by mainta2ining the pi.ger balance
in the NRC regulatory program between standards, licensing, inspec-
tion and enforcement. We are continually examining this balance
and making appropriate adjustments in keeping with inspection
findings and with chaages in radioisotope utilization and radiation
protection policies.

Sincerely,

-

ot -l - :"“ “/
~_~"Lee V. Gossick
- Executive Director for Operations
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CHAIRMAN:
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’ Dixy Lee Ray Feo. 1973
James R. Schlesinger Aug. 1971
e DIRECTOP. OF REGULATION:
L. Manning Muntzing Oct. 1971
DIRECTOR, DIRECTORATE QP
LICENSING:
Edson G. Case (acting) June 1974
John F. 0'Leary July 1972
DIRECTOR, DIRECTORATE CF
REGULATORY OPERATIONS:
Dcnald F. Knuth July 1973
Frank E. Kruesi July 1972
NUCLEAR REGULATORY COMMTSSION
CHAIRIIAN:
William A. Anders Jan. 1975
EXECUTIVE DIRECTOR FOR OPERA~-
2I0NS:
Lee V. Gossick Mar. 1975
Lee V. Gossick (acting) Jan. 1975
e DIRECTOR, OFFICE O. NUCLEAR i
MATERIAL SAFETY AND SAFE-
GUARDS :
Kenneth R. Chapman Mar. 1975
Howard J. Larson (acting) Jan. 1975
DIRECTOR, OFFICE OF INSPECTION
AND ENFORCEMENT: -
Denald F. Knuth Jan. 1975

To
Jan. 1975
Feb. 1973
Jan. 1975
Jan. 1975
June 1974
Jan. 1975
July 1973
Present
Present
Mar. 1975
Present
Mar. 1975
Present




