Mr. Mike Broderick M2y

Environmental Program Administrator LY
Radiation Management Section

Department of Environmental Quality

1000 Northeast Tenth Street

Oklahoma City, OK 73117-1212

Dear Mr. Broderick:

In response to your request for additional background information on the Agreement State
Program, attached is the following information:

1.

7.

Notice of Agreement with the Commonwealth of Massachusetts, Federa/
Register, Vol. 62, No. 66, p. 16628.

Final NRC Staff Assessment of the Massachusetts Program, and Summary
Staff Assessment published in the Federal Register, Vol. 62, No. 6,
January 9, 1997.

Event Reporting Handbook.

List of Regulatory Guide Series. Regulatory Guidance relevant to health
physic’s issues may be found in Reg. Guide Divisions, 2, 3, 4, 6, 8 and 10.

Chronology of Amendments, as of March 20, 1997.
NUREG-1274, Review Process for Low-Level Radioactive Waste Disposal
License Application Under Low-Level Radioactive Waste Policy Amendments

Act, April 1991,

Executive Order 11988, Floodplain Management Guidelines.

| apologize for the delay in getting this information to you. After you have had a chance to
review the information, please let us know if you have any questions. | can be reached at
(301) 415-2326 and Patricia Larkins can be reached at (301) 415-2309.

37051403

Sincerely,
Original Signed By:

PAUL H. LOHAUS
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DR STPRG 5888435 Paul H. Lohaus, Deputy Director

DR Office of State Programs
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Mr. Mike Broderick

Environmental Program Administrator
Radiation Management Section
Department of Environmental Quanty
1000 Northeast Tenth Street
Oklahoma City, OK 73117-1212

Dear Mr. Broderick:

In response to your request for additional background information on the Agreement State
Program, attached is the following information:

L Notice of Agreement with the Commonwealth of Massachusetts, Federa/
Register, Vol. 62, No. 66, p. 16628.

- Final NRC Staff Assessment of the Massachusetts Program, and Summary
Staff Assessment published in the Federal Register, Vol. 62, No. 6,
January 9, 1997,

3. Event Reporting Handbook.

4. List of Regulatory Guide Series. Regulatory Guidance relevant to health
physic’s issues may be found in Reg. Guide Divisions, 2, 3, 4, 6, 8 and 10,

8. Chronology of Amendments, ag of March 20, 1997,

6. NUREG-1274, Review Process for Low-Level Radicactive Waste Disposal

License Application UnderAow-Level Radioactive Waste Policy Amendments
Act, April 1991,

We have made a request 1o secur { copy of Executive Order 11988, Floodplain

Management Guidelines, referengéd in 10 CFR Part 61, and will provide a copy as soon as
possible. /

4
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review the information, plgase let us know if you have any questions. | can be reached at
(301) 415-2326 and Patricia Larkins can be reached at (301) 415-2309.

Sincerely,

Paul H. Lohaus, Deputy Director
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of rediation will be coordinated and
compatible; and,

ereas, The Coramission and the
Commonwealth recognize the
desirability of reciprocal recognition of
licenses and exemptions from licensing
of those matenials subject to this

Awumom. and,
hereas, This Agreement is entered
into pursuant to the provisions of the
Atomic Energy Act of 1954, as amended;
Now, Therefore, It is hereby egreed
between the Commission and toe
Governor of the Commonwealth, acting
in behalf of the Commonwealth, as
follows:

Article |

Subject to the exceptions provided in
Articles 11, IV, and V, the Commission
«nall discontinue, as of the effective
dete of this Agreement, the regulstory
authority of the Commission in the
Commonwsealth under Chapters 6, 7,
and 8, and Section 161 of the Act with
respect (0 the following materisls

A. By-product materials as defined in
Section 11e.(1) cf the Act;

B. Source materials;

C. Special nuclear materials in
quantities not sufficient to furm e
critical mass, and,

D. Licensing of Low-Level Radioactive
Waste Facilities.

Article I

This Agreement does not provide for
discontinuance of any authority and the
Commission shall retain autherity and
n;pons!bxhty with respect 10 regulation
o

A. The construction and operation of
lng production or utilization facility:

The export from or import into the
United States of by-product, source, or
special nuclear materiel, or of any
production or utilization facility;

C. The disposal into the ocean or ses
of by-product, source, or special nuclear
waste materials as defined in

lations or orders of the Commission;

The disposal of such other by-
product, source, or spscial nuciear
material as the Com.nission from time to
time determines by regulation or order
should, becaus of the hazards or
potential hicards thereof, not be so
disposed of without & license from the
Commission; and,

E The extraction or concentration of
source material from source material ore
and the management and disposal of the
resulting by-product material

Article 1

This Agreement mey be amended.
upon application by the Commonwealth
and approval by the Commission, to
include the additional area(s) specified

in Article II, graph E, whereby the
Commonwealth can exert reguletory
control over the materials stated therein

Article IV

Notwithstanding this Agreement, the
Commission may from time to timne by
rule, regulation, or order, require that
the manufacturer, processor, or
producer of any equipment, device,
commodity, or other product containing
source, by-product, or s | nuclear
material shall not transfer possession or
control of such product except pursugn!
to a license or an exemption from
licensing issued by the Commission.

Article V

This Agreement shall not affect the
suthority of the Commission under
Subsection 161b or 161i of the Act to
issue rules, reguletions, or orders to
protect the common defense and
security, to protect restricted data or to
guard against the loss or diversion of
special nuclear material

Article V1

Thre Commission will use its best
efforts to cooperate with the
Commonwealth and other Agreement
States in the formulation of standards
and regulatory programs of the
Commonwealth and the Commission for
protection against hazards of radiation
and to assure thet Common wsealth and
Commission programs for protection
against hazards of rediation will be
coordinated and compatible. The
Commonwealth will u e its best efforts
to cooperate with the Coi.mission and
other Agreement States in tho
formulation of standards and re,"ulatory
programs of the Commonwealth a~d the
Commissian for protection against
hazards of radiation and to assure tha
the Commonwealth's program will
continue to be compatible with the
program of the Commission for the
regulation of like materisls. The
Commonwealth and the Commission
will use their best efforts to keep each
other informed of proposed changes in
their respective rules and regulations
and licensing, inspection and
enforcement policies and criteria, and to
obtain the comments and assistance of
the other party thereon

Articie VII

The Commisvion and the
Commonwealth agree thet it is de<.;able
10 provide reciprocal recosaition of
licenses {or the materials listed in
Article 1 licensed by the other party or
by any other Agreement State
Accordingly, the Commission and the
State agree to use their best efforts to
develop appropriate rules, regulations,

and procedures by which such
reciprocity will be sccorded

Article VLI

The Commissicn, upon its own
initiative after reasonable notice and
opportunity for hearing to the
Commonwealth, or upon request of the
Governor of the Commonwealth, may
terminate or suspend all or part of this
Agreement and reassert the licensing
and regulatory authority vested in it
under the Act if the Commission finds
that (1) such termination or suspension
is required to protect public health and
safety, or (2) the Commonwealth has not
complied with one or more of the
requirements of Section 274 of the Act
The Commission may also, pursuant to
Section 274 of the Act, temporanly
suspend all or part of this Agreement if,
in the judgment of the Commission, an
emergency situation exists requiring
immediate action to protect public
health and safety and the
Commonwealth has failed to take
necessary steps The Commission shall
periodically review this Agreement and
actions taken by the Commonwealth
under this Agreement to ensure
compliance with Section 274 of the Act

Article IX

This Agreement shall become
effective on March 21, 1997, and shall
remain in effect unless and until such
time as it is terminated pursuant to
Article VIII

Done 8t Rockville, Maryland, i tnplicate
this 10th dey of March, 1997

For the United States N iclear Regulatory
Commission

Shirley Ann Jackson
Chairman
Done at Boston. Massachusetts in

triplicate, this 19th day of March, 1997
or the Commonwealth of Messachusetts

William F Weld
Governor

Deted at Rockville. MD | this 1st day of
April. 1997

For the U S Nuclear Regulatory
Commission
John C. Hoyle,
Secretary of the Commission
[FR Doc. 97-8629 Filed 4-4-97 845 am)
BILLING CODE T880-01 &

NUCLEAR REGULATORY
COMMISSION

Draft Regulatory Guide; issuance,
Availability

The Nuclear Regulatory Commission
has issued for public comment a dreft of
8 guide planned for its Regulatory Guide
Series This series has been developed




Attachment
FINAL NRC STAFF ASSESSMENT
OF THE MASSACHUSETTS PROGRAM



ASSESSMENT
of the proposed
MASS)\CHUSETTS PROGRAM FOR THE REGULATION OF AGREEMENT MATERIALS
as described in the Commonwealth’s

Raquest for an Agreement

This assessment, prepared by NRC staff, examines the proposed radiation control program
of the Commonwsalth of Massachusetts with respect to the ability of the program to
regulate the possession, use, and disposal of radioactive materials subject to the Atomic
Energy Act of 1854, as amended. The assessment was performed against the criteria set
gnh in the Commission’s policy statement "Criteria for Guidance of States and NRC in
Agreement” (referred to below as the 'cmotio')i using an internal procedure developed by
the Office of State Programs. Each criterion, and the NRC staff's assessment related
thareto, is addressed separately below.

OBJECTIVES

1. Protection. A State regulatory program shall be designed to protect the health snd
safety of the people egainst radiation hazards.

The NRC staff determined that the proposed radiation control program will have an
organizational subdivision identified as the "Luw-Level Waste and Agreement State”
unit (referred to below as the "agreement materials unit”) that will have the
responsibility for regulating radioactive materials licensees and an anticipated future
low-level radicactive waste disposal facility. The unit will regulate both users of
radioactive materials covered by the Atomic Energy Act (known as agreement
materials), and users of naturally occurring or accelerator produced radioactive
materials. Other organizational subdivisions of the program will have
responsibilities for regulating machine produced radiation (x-ray), licensing medica!
radiography technologists, etc. NRC staff determined that this is a typical pattern
for regulating radiation hazards that is used successfully in other Agreement States.

NRC staff concludes that the proposed Massachusetts radiation control program is
appropriately designed to provide protection of the health and safety of the public
against radiation hazards from the materials and uses over which the
Commonwealth proposes to assume reguiatory responsibility.

References: Program Narrative Description and Organizational Charts (Enclosure 3
and Attachment 1 to Enclosure 3 of the Request for an Agreement by Governor
Weld.)

'NRC Statement of Policy published in the Federal Register January 23, 1881 (48 FR 7540-7648), »
correction was published July 18, 1981 (46 FR 36963) and & revision of Criterion @ published in the Federsl
Register July 21, 1983 (48 FR 33378,
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essentialiy identical to the terms contained in 10 CFR Part 20. The MRCR contsin
all of the provisions on maximum permissible doses, leve!s of radiation, and
concentrations of radioactivity that NRC staff believes necessary in order to be
compatible with the regulations of the NRC on the effective date of the Agreement
between the Commonweasith and the Commission.

Reference: Massachusetts Regulations for the Control of Radiation at 105 CMR
120.005, 105 CMR 120.203, 105 CMR 120.302, 105 CMR 120.502, 105 CMR
120.772, 105 CMR 120.803, 105 CMR 120.802.

Total Occupational Radiation Exposure. The regulatory authority shall consider the
total occupationai radiation exposure of individuals, inciuding that from sources
which are not regulated by it.

The review determined that under the MRCR, as adopted, licensews are required to
evaluate the radiation dose received by those individuals who are occupationally
exposed to rediation in activities under the licensee’s control. In conducting the
evaluation, the licensees are required 1o consider the total radiation doses to the
individuals from all sources of radiation {except background radiation and radiation
from medical treatment or examinations, as is the case in the NRC rules), whether
the sources are in the possession of the licensee or not. The definitions relsted to
occupational exposure are essentially identical to those of the NRC.

Reference: Massachusetts Regulations for the Control of Radistion at 105 CMR
120.211 - 218, 105 CMR 120.221.

Surveys, Monitoring. Appropriate surveys and personnel monitoring under the close
supervision of technically competent peopie are essential in achieving radiologicsl
protection and shall be made in determining compliance with safety regulations.

The review demonstrated that the MRCR impose requirements on the licensees to
conduct surveys to evaluate potential exposures from sources of radiation.
Likewise, th- MRCR contain requirements for personnel monitoring. All of these
requirem#:ns are based on, and consistent with, the equivalent requiremeants
contained in NRC regulstions.

The MRCR further specify requirements similar to those in NRC regulations for the
training and experience of workers. The NRC staff believes that the MRCR
requirements are adequate to assure the technical competency of workers
conducting surveys and monitoring.

Reference: Massachusetts Regu'ations for the Control of Radiation at 105 CMR
120.225.

Labels. Signs. Symbols. it is desirable to achieve uniformity in labels, signs, and
symbols, and the posting thereof. However, it is essential that there be uniformity
in labels, signs, and symbols affixed to radicactive products which are transferred
from person to person.

The review disclosed that the radiation labels, signs and symbols, and posting
requirements adoptad in the MRCR are essentially identical to those contained in 10



Requirements for transfer of waste for the purpose of ultimate disposal st & land
disposal facility (waste transfer and manifest system) shail be in accordance with
10 CFR 20. The waste disposal standards shall include 8 waste classification
scheme and provisions for waste form, applicable to waste generators, that is
equivalent to that contained in 10 CFR Part 61.

The review confirmed that the MRCR contain provisions relating to the disposal of
radioactive materials into the air, water and sewer, and by burial in soil which are at
least as protective as the equivalent rules in 10 CFR Part 20. The MRCR require
licensees to apply for and obtain a specific license condition to dispose of
radioactivea waste using methods other than s provided in the rules.

Waste transfer and manifest system requirements applicable to transfers of waste

intended for uitimate disposal at 8 lend disposal facility were aiso identified in the

review and found to be as protective as the NRC rules. The Massachusetts waste

disposal requirements include & waste classification scheme and requirements for

:nto form that were found to be equivalent to the requirements in 10 CFR Part
[

Reference: Massachusetts Reguiations for the Control of Radiation at 105 CMR
120.251 - 120.2567.

(b) Land Disposal of waste received from other persons. The State shall
promulgate regulations containing licensing requirements for land disposal of
radioactive waste received from other persons which are compatible with the
applicable technical definitions, performance objectives, technical requirements and
applicable supporting sections set forth in 10 CFR Part 61. Adequate financial
arrangements (under terms established by regulation) shall be required of each
waste disposal site licensee to ensure sufficient funds for decontamination, closure
and stabilization of & disposal site. In addition, Agreement State financial
arrangements for long-term monitoring and maintanance of 8 specific site must be
reviewed and approved by the Commission prior to relieving the sits operator of
licensed responsibil'ty (Sectior: 151(a)(2), Pub. L. 97425).

Massachusetts has requested the authority to regulate the disposal of low-level
redioactive waste received from other persons at a land disposal site. In support of
this requested authority, Massachusetts has promulgated regulations that are
equivalent to those in 10 CFR Part 61. The NRC staff review of these regulations
determined that they contain all of the specified requirements of compatibility with
two caveats.

First, it is noted that Massachusetts prohibits, by stitute, shaliow land burial as &
disposal method. Secondly, an agency of the Commonweaith, the Low-Level
Radioactive Waste Management Board (Board), is designated by statute to be the
owner of the site. The Board will seiect an operator for the site who will be the site
licensee during operations. At the end of the site operation, the operator will
t-ansfer the license to the Board to start the institutional control period. Thus the
Board will act as the custodial agency as defined in 10 CFR Part 61. The Board
will, by statute, remain the site owner and licensee indefinitely.
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whose jurisdiction over interstate shipment of such materials necessarily continues.
State regulations regarding transyortation of radioactive materials must be
compatible with 10 CFR Part 71.

The NRC stati’'s review of the MRCR determined that the sections applicable to the
preparation of radioactive materials ivi shipment are similar to the NRC regulations
in 10 CFR Part 71 that wers effective prior to April 1, 1986. On that dete,
amended reguiations in Part 71 became effective. Since negotiations pursuant to
Section 274b of the Act were siready in progress, Massachusetts chose to
continue with the request for an Agreement while developing amended State
regulations in parallel. NRC staff does not expect the amended Massachusetts
rules to become effective before the Agreement is signed.

The Massachusetts radiation control program has committed to enforcing the
provisions of the amended Part 71 rules by issuing appropriate regulatory orders to
the affected licensees, and to continue the process of adopting amendments to the
Massachusetts rules. The orders are inte~4ad to spare NRC licensees transferred to
Massachusetts from the "whipsaw" “rfect of Laing regulated first under the
amended NRC regulations, then thv old regulations when the Agreement takes
effect, then again under the smer ded regulations when later sdopted by
Massachusetts. Previouslv, NRC has required a8 State proposing to enter into an
agresment to have regulations eguivalent to current NRC regulations in effect at the
time the agreemen' is signed. However, the Commission’s legel counsel has
indicated that Agreement States have the flexibility to use alternate legally binding
methods of imposing NRC regulatory requirements on their licensees. On this
basis, NRC staff find that the Massachusetts plan is scceptable.

Since the amended NRC regulstions are coordinated with the regulations of the U.
S. Department of Transportstion (DOT), the amended Mascachusetts reguiations
will slso be compatible with the DOT regulations. The NRC staff concludes,
therefore, that the Massachusetts radiation control program will satisfy the
elements of this criterion.

References: Massachusetts Regulations for the Control of Rediation at 105 CMR
120.770 - 120.795; Letter with attachments from Massachusetts Department of
Public Health Commissioner Mulligan dated August 14, 1996

Records and Reporis. The State regulatory program shall require that holders and
users of radioactive meturials (a) maintain records covering personnel radistion
exposures, radiatiun surveys, and disposals of materials; (b) keep records of the
receipt and transfe’ of the materials; (c) report significant incidents involving the
materials, as presct'bed by the regulstory suthority; (d) make availabie upon request
of 8 former employee & report of the employee’s exposure to radiation; (e) at
request of an employee advise the employse of his or her snnual radiation exposure;
and (f) inform sach employee in writing when the employee has received radiation
exposurs in excess of the prescribed limits.

The review confirmed that the MRCR require licensees to maintain the specified
records and to make reports similar to those specified in NRC regulations. The
requirements are generally consistent with the equivalent MNRC requirements. The
NRC staff noted that for some NRC rules that upecify 8 records retention period of
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The review concluded that the MRCR contain regulations similar to the current NRC
regulations specifying the required content of applications for licenses, renewals,
and amendments. The MRCR also contain requirements similar to the NRC
requirements for issuing licenses and specifying the terms and conditions of
licenses. in some cases, the Massachusetts requiremants may be more stringent
than the equivalent NRC requirements to reflect concerns unigque to the
Commonwealth. The sgreement materials unit has adopted procedures for
processing applications that sssure the regulatory requiraments will be met or
exceptions granted as provided for by regulation.

The MRCR also provide for general licenses compatibie with those provided by the
NRC regulations. The MRCR sllow the possession and use of agreement materials
exempt from license under the same conditions as allowed by NRC. The MRCR
note that s licerise suthorizing the distribution of agreement materials that will
subsequently be exempt from regulatory control may be issued only by the NRC.
The agreement materiais unit will regulate several licensees to whom NRC has
issued licenses of broad scope. Staff has determined that the MRCR contains
provisions equivalent to the rules in 10 CFR Part 33 for the regulation of broad
scope licenses.

Since criterion nine was adopted, the Commission in SECY-95-136 determined that
the regulatory authority to conduct safety evaluations of sealed sources and
devices should L. retained by the NRC, unless the State requests sssumption of the
suthority and the State has in place an adequate and compatible program to
implement the authority. Massachusetts has requested the authority to conduct
safety evaluations of sealed sources and devices. NRC staff have evaluated the
regulations and procedures related to that program element, end determined that
they sre sdequate and compatible. In the proposed Agreement, the authority to
conduct ssfety evaluations of sealed sources and devices is transferred as part of
the overall authority to issue licenses.

The NRC staff finds that the Massachusetts regulations and procedures for
licensing are adequate, and compatible w.th those of the NRC.

Reference: Massachusetts Regulations for the Control of Radiation at 105 CMR
120.133 - 120.135.

Evaluation Criteria. In evaluating a proposal to use radioactive materials, the
regulatory authority shall determine the adequacy of the applicant’s facilities and
safety squipment, his training snd experience in the use of the materials for the
purpose requested, and his proposed administrative controls. States should develop
guidance documents for use by license applicants. This guidance should be
consistent with NRC licensing and regulatory guides for various categories of
licensed activities.

The NRC staff found that the Massachusetts agreement materials unit licensing
procedures manual contains instructions to the unit staff addressing the specific
elements listed in the criterion. The licensing procedures manual and the
sccompanying Massachusetts regulatory guides are similar to NRC licensing
procedures and regulatory guides.
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The review found that Massachusetts has adopted policies, procedures, and form
letters to convey the results of inspections to the licensees, both when violations
are found, and when no violations are found.

Reference: Readiocactive Materials Inspection Manual, Attachment 7 to Enciosure 3
of the Request for an Agreement by Governor Weid.

ENFORCEMENT

Enforcement. Possession and use of radioactive materials should be amenable to
enforcement through legal sanctions, and the regulatory suthority shall be equipped
or assisted by law with the necessary powers for prompt enforcement. This may
include, 8s appropriste, administrative remedies looking toward issuance of orders
requiring affirmative action or suspension or revocation of the right to possess end
use materials, and the impounding of materials; the obtaining of injunctive relief;
and the imposing of civil or criminal penalties.

The review found that the radiation control progrem is suthorized by statute to
enforce the reguletions using a variety of sanctions, including the imposition of civil
penalties and the issuing of orders to suspend, modify or revoke licenses. Although
the impounding of materials is not directly provided, Massachusetts General Law
Chapter 111, Section 50 sllows the program to seek restraining orders, which may
bar the use of materials or the access to premises. The program has sdopted
procedures to implement this authority.

References: Massachusetts General Law Chapter 111, Section 50; Massachusetts
Regulations for the Control of Radiation et 105 CMR 120.016 - 120.018.

PERSONNEL

Qualifications of Regulatory and Inspection Personnel. The regulatory agency shali
be staffed with sufficient trained personnel. Prior evaluation of applications for

)l censes or suthorizations and inspection of licensees must be conducted by persons
passessing the training and experience relevent to the type and level of radiosctivity
‘n the proposed use to be evaluatsd and inspected. This requires compatsncy to
evaluate various potential radiological hazards assoclated with the many uses of
redioactive material and includes concentrations of radioactive materials in air and
water, conditions of shislding, the making of radiation measurements, knowledge of
radiation instruments—their selection, use and calibration-4aboratory design,
contamination control, other general principles and practices of radiation protection,
and use of management controls in assuring adherence to safety procedures. In
order to evaiuste some complex cases, the State regulatory staff may need to be
supplemented by consultants or other State agencies with expertise in geclogy,
hydrology, water quality, radiobiology and engineering disciplines.

To perform the functions involved in evaluation and inspection, it is desirable that
there be personnel educated end trained In the physical and/or life sciences,
including biclogy, chemistry, physics and engineering, and that the personnel have
had training and experience in radiation protection. For example, the person who
will be responsible for the actual performance of evaluation and inspection of all of
the various uses of byproduct, source and special nuclear material which might
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materials licenses will seek to combine them. This experience suggests a final
number of 450 to 500 licenses.

Ti.e organizational chart shows 31 professional staff positions, of which 13 would
be #ssigned to the agreement materials program unit. Currently, there are 7
ingividusls essigned to the unit full-time, and 5 assigned part time, with 1 vacancy.
One of the part-time staff members is the program director, who will also act as the
unit manager. The combined effort of the 5 part-time individuals sums to 2 full-
time-equivalents (FTE). The NRC staff sum: the total technical/professional effort of
the 12 individuals to equal 9 FTEs.

Although there is no current quantitative guideline in this area, NRC has, in the
past, used 8 guideline indicator of 1.0 to 1.5 FTE per 100 licenses in reviewing
existing Agreement State programs. Using the estimates of 3
technicel/professional FTEs in the agreement materials unit, end 600 licenses
initially, there would be epproximately 1.5 technical/professional FTE per 100
licenses. While this number is at the high end of the range, NRC staff notes that
the Commonwealth will assume regulatory responsibility for several licensees with
unusually complex operations, including large medical, university, and industrial
manufacturing programs. NRC staff believes, therefore, that an initial staffing level
at or above the high end of the range is appropriate.

NRC staff further notos that severs! of the sgreement materials unit positions will,
in the future, be dedicated to the licensing and regulation of en anticipated low-level
radioactive waste disposal site. The program does not, however, expect to receive
an spplication for 8 waste disposal site in the near future. The anticipated
combination of NARM and agreement materials licenses by facilities that currently
hold both types will reduce the total number of licenses as described above and
increase the staff-to-materials-license ratio. This will have the effect of allowing
staff members to be reassigned to waste site issues. Further, when &n application
is received, the program plans to supplement staff with contractors. For current
activities related to waste management, the Massachusetts program director has
ststed that iess then one professional FTE is required.

Based on the above, the NRC staff concludes that the Massachusetts program
staffing plan provides an sdequate number of personnel to meet the anticipated
program needs.

2. Assessment of Staff Education, Training and Experience

The 12 individual members of the sgreement materials unit’s professional/technical
staff are trained in physics or health physics (5), life sciences including radiologic
technology. biophysics, and public heaith (6), and physical sciences (geophysics -
1.

Of the seven full-time agreement materials unit staff members, one has 15 years
experience in the Massachusetts program. The other six full-time staff members
have 4 years or less experience in the Massachusetts program, although one
individusl has 3 years experience working in another radiation control program.
tach of the six, however, has 5 years or more working experience in the fields of
health physics, reactor heaith physics, or madical physics. The duties of these
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The review found that the Massachusetts reguletions do contain 8 provision to
evoid interference with the duties imposed on S .ate licensees by the NRC.

Reference: Massachusetts Regulations for the Control of Radiation at 105 CMR
120.002.

Special Nuciear Material Defined. Special nuclear material, in quantities not
sufficient to form a critical mass, for present purposes means uranium enriched in
the isotope U-235 in quantities not exceeding 350 grams of contained U-235;
wranium 233 in quantities not exceeding 200 grams; piutonium in quantities not
exceeding 200 grams; or any combination of them in accordance with the following
formuls: For sach kind of special nuciear material, determine the ratio between the
qQuantity of thet special nuclear msterial and the quantity specified above for the
same kind of speciel nuciear material. The sum of such ratios for all of the kinds of
special nuclear material in combination should not exceed “1° (i.e., unity). For
example, the following quantities in combination would not sxceed the limitation
and are within the formula, as follows:

1785 (grams contained U-235)/350 + 50 (grams U-233)/200
+ 50 (gramz Pu)/200 = 1

(This definition is subject tc change Ly future Commission rule or regulation.)

The review of Massachusetts regulations equivalent to 10 CFR Part 150 revesled
that the definition of the term "special nuclear material in quantities not sufficient to
form a critical mass® therein is essentially identical to the above definition.

Reference: Massachusetts Regulations for the Control of Radiation at 105 CMR
120.005, Definition of Special Nuclear Material in Quantities Not Sufficient to Form
@ Critical Mass.

ADMINISTRATION

Eair and Impartial Administration. State practices for assuring the fair and impartial
administration of regulatory law, including provision for public participation where
sppropriats, shouid be incorporated in procedures for:

8. Formulation of rules of general applicability;

b. Approving or denying spplications for licenses or authorization to possess
anu use radioactive materials, and

c. Taking disciplinary actions against licensees.

The Massachusetts radiation control program is bound by statutory provisions with
respect to providing the opportunity for public participation in rulemaking, licensing
actions, and disciplinary actions. The program has adopted regulations to
implement the enforcement authority granted by law. The legisiation also provides
for the administrative and judicial review of actions taken by the program.
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of such license or on the date of expiration specified in the NRC license, whichever
is earlier.

The Massachusetts regulations also provide for "timely renewal,” the continusnce
of licenses for which an application for renewal has been filed more than 30 days
prior to the date of expirstion of the license. Licenses in timely renewal are not
excluded from the transfer continuation provision.

Reference: Massachusetts Regulations for the Control of Radiation at 105 CMR
120.133, 120.136.

Belations With Federal Government and QOther States. There should be an
interchange of Federal and State inf rmation and assistance in connection with the
issuance of regulations and license. or authorizations, inspection of licensess,
reporting of incidents and violations, and training and education problems.

The NRC staff found that the proposed agreement commits the Commonwealth to
use its best efforts to cooperate with the NRC and the other Agreement States in
the formulation of standards and regulatory programs ‘ar the protection sgainst
hazards of radiation and to assure thet the Commonwealth’s program will continue
to be compatible with the Commission’s program for the regulation of like
materials.

Reference: Proposed Agreement between the Commonwealth of Massachusetts
and the Nuclear Regulatory Commission, Article VI,

Coverage, Amendments, Reciprocity. An Agresment providing for discontinuance
of NRC regulstory authority snd the assumption of regulatory authority by the State
may relate to any one or more of tha following categories of materials within the
State, as contemplated by Public Law 86-373 and Public Law 95-604:

“ Byproduct materials as defined in Sec'ior. 11e(1) of the Act,

b. Byproduct materials as defined in Section 11e(2) of the Act,

c. Source materials,

d. Special nuclear materials in qus rtities not sufficient to form & critical mass,

.. Lowdevel wastes in permanent disposal facilities, as defined by statute or
Commission rules or regulations containing one or more of the materials
stated in 8, ¢, and d above but not including byproduct material as defined in
Section 11e(2) of the Act; but must relate to the whole of such category or
categories and not to & part of any category. If less than the five categories
sre included in any discontinuance of jurisdiction, discontinuance of NRC
regulatory authority and the assumption of regulstory suthority by the State
of the others may be accomplished subsequently by an amendment or by &
later agreement.
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Reference: Massachusetts Regulations for the Control of Radiation at 105 CMR
1006(B).

STAFF CONCLUSION

Section 2744d of the Atomic Energy Act of 1954, as amended, states: "The
Commission shall enter into an agreement under subsection b of this section with
any State if:

(1) The Governor of that State certifies that the State has a program for the
control of radiation hazards sdequate to protect the public health and safety
with rec act to the materials within the State covered by the proposed
agresment and that the State uesires to assume regulstory responsibility for
such materials; and

(2) The Commiscion finds that the State program is in accordance with the
requirements of subsection 0. and in all other respects compatible with the
Commission’s program for the regulation of such materials, and that the
State program is adequate to protect the public health and safety with
respect to the materials covered by the proposed amendment.”

The staff has concluded that the Commonwealth of Massachusetts meets the
requirements of Section 274 of the Act. The statutes, regulations, personnel,
licensing, inspection and administrative procedures are compatible with those of the
Commission and adequate to protect the public health and safety with respect to
the materials covered by the proposed Agreement. Since the Commonwealth of
Massachusetts is not seeking authority over uranium milling activities, subsection o.
is not applicable to the proposed Massachusetts agreement.

G\RLB\MA21ATT2.RLY
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per respurwe); recordkeeping, 150 hours
(1.2 bours pe: respondent).

7. Abstroct: 10 CFR 110 provides
application, reporting, and
recordkeeping requirements for exports
and imports of nuclear material and
-?'.upmum subject to the requirements
of & specific license or a general license
and exports of incidental radioactive
material The information collected and
maintained pursuant to 10 CFR 110
enables the NRC to authorize only
i ports and exports which are not
inimical to U.S. comman defense and
security and which meet applicable
statutary, regulatory, and policy
requirements.

Submit, by March 10, 1987, comments
that address the following questions:

1. Is the proposed collection of
informetion necessary for the NRC to
properly perform its functions? Does the
information have practical utility?

2 ls the burden estimate accurate?

8. Is there 8 way to enhance the
quality, utility, and clarity of the
informatian to be collected?

4. How can the burden of the
infarmation collection be minimized,
including the use of sutomated
coliection techniques or other forms of
information technology?

A copy of the draft supporting
statement mey be viewsd free of charge
at the NRC Public Document Room,
2120 L Street NW, (lower level),
Washington, DC. Members of the public
who are io the Washington, DC area can
access this document via modem on the
Public Document Room Bulletin Board
(NRC's Advanced Copy Document
Library), NRC subsystem st FedWorld,
703-321-3339. Members of the public
who are located outside of the
Washi DC area can dial
FedWorld, 1-800-303-9672, or use the
FedWorld Internet eddress
fedwarld gov (Telnet). The document
will be svailable on the bullstin board
for 30 days after the signature dste of
this notice. If assistance is needed in
accessing the document, please contact
the FedWorld help desk at 703487~
48608

Comments and questions may be
directed to the NRC Clearance Officer,
Brenda Jo. Shelton, U.S. Nuclear
Regulatory Camumission, T-6 F33,
Washington. DC 205550001, or by
telephone at 301-415-7233, or by
Internet electronic mail st
BIS1@NRC GOV

Detad st Rockvilie. Maryland, ths second
day of jJanuary, 1907

For the Nuclesr Regulatary Commission.
Gerald ¥. Cremford,

Designated Senior Official for Information
Resourc.s Manggement

PR Doc. 97-472 Flled 1-8-97. 8:45 am)
BOLLG COUE 76041 &

ACTION: Noum of proposed Agresment
with the Canmm'\,wnhh of

Massachusetts.

SUMMARY: The U. §. Nuclear tory
Commission (NRC) has received, from
the Governor of the Commonwealth of
Massachusetts, & proposal to enter into
an Agreement pursuant to Section 274
of the Atomic Act of 1854, as
amended (Act). The proposed
Agreement would permit Massachusetts
1o assume certain portions of the
Commission’s regulatory suthority. As
nquhodbythoAcl NRC is publishing
the proposed Agreement for public
comment. NRC is also pubh&m
summary of the NRC staff assessment of
the proposed Massachusetts redistion
contro! program. Comments are
requested on the uo.d Agreament,
especially public th and safety

. and the assessment.

Agreement will effoctively release
(mnut) persons in Massachusetts from
certair portions of the Commission's
regulatoi; sutharity. The Act also
requires that NRC nublish those
exemptions. Notice is ereby given that
the pertinent exemptions have been
previously published in the Federal
Register and are codified in the
Commission's regulations as 10 CFR
Part 150,

DATES: The comment pericd expires

jan 23,1997,

Co%cn received afler this date
will be considered if it is practical to do
#0, but the Commission is able to assure
considerstion only for comments
received on or be! this date.
ADDRESSES: Writtan comments may be
submitted to Mr. Devid L. Meyer, Chief,
Rules Review and Directives Branch,
Division of Freedom of Informatinn and
Publications Services, Office of
Administration, Washington, DC 20555~
00C1. Copies of comments received by
NRC may be examined at the NRC
Public Document Room, 2120 L Street,
NW. (Lower Level), Washington, DC
Copies of the proposed
along with copiss of the request bv

Governor Weld including referenced
enclosures, applicable legislation,
regulations for the control of radiation,
and the full text of the NRC staf!
sssessment are also evaileble for public
inspection in the NRC's Public
Document Room.
FOR FUrTHER INFORMATION COMTACT:
Richard L. Blanton, Office of State

, U.S. Nuclear Regulatory
Commission, Washington, DC 20555~
0001. Telephone (301) 415-2322 or e-
mail RLB@NRC.GOV.
BUPPLEMENTARY INFORMATION: The
Commission has received a request from
Governor William Weld of
Massachusetts to enter into an
Agreement whereby the NRC would
discontinue, and the Commonwealth
would assume, certain tory
suthority as specified in the Act.
Section 274 of the Act authorizes the
Commission to enter into such an

agreement.

Section 274e of the Act requires that
the terms of the proposed Agreement be
published for public comment once
ench week for four consecutive weeks
This notics is being published in the
ent of the

L Background
(a) Section 274d of the Act provides
the mechanism whereby & State may
assume regulatory suthority, otherwise
reserved to the NRC, over certain
radioactive materials ' and uses thereof
In a letter dated March 28, 1996,
Governor Weld certified that the
Commonwealth of Massachusetts has &
for the control of redistion
that is & te to protect
health and safety of the public within
the Commonwsealth with respect to the
materials covered by the proposed
Agreament, and that the onwealth
desires to assume regulatory
sibility for these materials
uded with the letter was the text of
the proposed Agreement, which is
shown in A dix A to this notice
The lpacmumontSm requested by
the Commonwealth of Massachusetts
under this proposed Agreement ere ( )
the regulation of byproduct materisls as
defined in Section 11e.(1) of the Act, (2)
the regulation of source materials, (3)
the regulstion of special nuclear
materials in quantities not sufficient to
form s critical mass, (4) the evaluation

' The materials, sometimes referred 10 &

“agreamen! matariels.” are: (a) Byproduct materials
= defined in Section 11.(1) of the Act: (b)
Byproduct materials as defined in Section 11e.(2) of
the Act: {c) Source materials as defined in Section
115 of the Act: and (d) Special nucies: materials
& defined in Section 11aa. of the Act, restricted 10
quantities not sufficient 1o fora e criticsl mass
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of the safety of sealed sources and
Ces (containing matarials coversd
by the Agreement) for distribution in
interstate commerce, and (5) the land
disposal of low-leve] radioactive waste
(es defined in the Low-Level
Radioactive Waste Policy Amendments
Act of 1985, 2 US.C 2021b) received
from other persons. The Commonwealth
du;u not wish u; assume authority over
regulstion of byproduct materials as

defined in Section 11e.(2) of the Act,
that is over tailings from the recovery of
sOurce malerials ore, but does
resarve the right (o apply st & future date
for an amended agreement to assurme
authority in this ares.

(b) The proposad egreement contains
nine articles that (1) list the materiels
and activities (o be covered by the

xﬂnnl. (2) specify the activity for
ich the Commission will mg
regulatory authority; (3) allow for future
amendmant of the Agreement; (4) aliow
for certain regulatary changws by the
Commission; ($) reference the continued
authority of the Commission for
purposes of ing nuclear
materials and restricted data; (6) commit
the Commenwealth and NRC to
exchange information necessary to
maintain coordinated and compatible

rograms, (7) recognize reciprocity of
loenses issued by the respective
agencies; (8) identify criteris for the
Suspension or termination of the
Ag;munt. end (8) specify the proposed
e ive date. The Comumission mserves
the option to modify the terms of the
Proposed Agreement in response to
comments, 1o correct errors, and to
make editorial changes in style. Also,
becauss of severs] issues posed by this
m which required resolution

the t could be

concluded, the effective date requested
by the Governor could not be realized.
The final text of the Agreement, with
the actual effective date, will be
published after the Agreement is
approved by the Commission

(c) The Massachusetts radiation
control program currently regulates
users of naturally-occurring and
scoelerator-produced radiosctive
materials, and users of certain radistion-
producing electronic machines. The
trogn.m was enabled by Massachusetts

w (Massachusetts General Law
IM.G.L] Chapter 111, §5B) in 1658. This
statute was later replaced by M.G.L.
Chapter 111, Sections 5\ through 5P, In
1987, M.G.L. Chapter 1 1H was added
1o provide for the regui tion of low-level
ntﬁoncuve waste. Section 7 of the
legislation contains the authority for the
Governor 1o enter inio an Agreemen!
with the Cammission

The Massachusetts regulstions
cantaln provisious for the orderly
transfer of suthority over NRC licenses
to the regulatory control of the
Commonwealth. After the effective date
of this proposed ut, licenses
issued Cy NRC will continue in effect
under Massachusetts regulatory
authority until these Licenses expire or
are replaced by Commonwealth issued
licenses.

(d) The NRC staff assessment inds the
proposed Massach usetts p
edequate to protect public health and
safety, and compatible with the NRC
program for materials regulation.

0. Summary of the NRC Staff
Assesament of the Massachusetts
Program for the Contrel of Agreement
Materials

NRC staff has oxamined the proposed
Massachusetts radietion contro)
program with respect tc the ability of
the to regulate agreement
materials. The examination was based
on the Commission's policy staiement
“Criteria for Guidance of States and
NRC in Discontinuance of NRC
Regulatory Authonity an Assumption
Therecf by States T Agreement”’
(referred (o herein as the “criterie”) (46
FR 7540, January 23, 1981, as amended).

(a) Organization and Personnel The
proposed program unit responsible for
n;uhu.n’ agreement materials will
consist of 13 technical/professional
positions within the existing radiation
control program of the Massachusetts
Department of Public Health. The
qualifications for staff mclmbau

ed in the personnel position
ptions, and the qualifications of
the current staff members, meet the
criteria for education, training and
rience. All current staff members
m 8t Jeast bachelor's degrees in
physical or life sciences, or have s
combination of education and
experience at least equivalent to &
bachelor's degree Most staff members
bold advauced degrees, and have had
additional training and experience in
redistion protection. Senior staff have
more than five ysars experience each in
redistion control programs. The
rogram director hes & master's degree
in public health and 15 years experiance
in regulatory health physics.

(b) Legisiatior and regulations. The
Massachusetts Department of Public
Health is designated by statute 1o be the
radistion control . The
Department is p-ovided by statute with
the authority to promulgate regulations,
issue licenses, issue orders. conduct
mtg-cuom and to enforce compliance
with regulations, license conditions,

and orders. Licensees are required by
lew 1o provide access to lnspectors
The Department has sdopted ~ °
regulations (Massachusetts Regulations
for the Control of Radiatian or MRCR)
provi:i.‘rif redistion protection standards
sasentially identical to the stendards in
10 CFR Peart 20. Technica) definitions in
the MRCR are also essentially identical
The MRCR require consideration of the
total radiation doses 1o individuals from
ell sources of radiation {except
background radistion and radiation
from medical treatment or
examinations, as is the case in the NRC
rules), whether the sources are in the
ion of the licensee or not. The
CR also require 8ppropriate surveys
and personnel monitoring under the
close supervision of technically
competent people, and the use of
radiation hmu signs and symbols
essentially identical to those contained
in 10 CFR Part 20. Posting requirements
and instruction of workers requirements
edopted in the MRCR are compatible
with the equivalent current
n&m‘nmenu of the NRC
othing in the Massachusetts statutes
or regulations seeks to late areas not
tted by the Atomic Energy Act.
© MRCR contain e provision to svoid
interference with those regulstory
requirements imposed by NRC pursuant
to the Act, and for which
Commonwealth licensees have not been
exempted under the agreement
(c) Storage and Disposal The MRCR
also contain compatible requirements
for the sto of radioactive material,
and for the disposal of radioactive
material as waste. The waste disposal
requirements cover both waste disposel
b{ material users and the land disposs!
Of waste received from other persous
The NRC staff noted some differences in
the MRCR waste regulations es
compared to the NRC regulstions in 10
CFR Part 61, but determined that the
nees ere related either to the
prohibition of shallow land burial as &
di technology or to the ownership
of the disposal site by the Massachusetts
Low-Level Radioactive Waste
Management Board. Becsuse of these
al provisions, NRC staff
ermined that the differences in the
regulations do not reduce the ability of
the Massachusetts radiation contro!
program to protect health and safety,
nor reduce the com tibility of the
p or the regulations themselves
(d) Transportation of Radioactive
Material ‘l{:MRCR contains rules

equivalent 10 10 CFR Part 71 as in effect
prior to April 1, 1996. Effective on that
date, the NRC amended Part 71 Under
current policy. an existing Agreement
State is allowed up 10 three years after

e et e S = . P . A e
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NRC adopts & final rule to adopt &

c’::mﬁbh rule, or to impose sach
ory provision of the rule using an
alternate legally binding requirement
(LBR), such as an order or license
candition. A State seeking an ment
is expected to have effective rules or
LBRs compatible with those of NRC in
effoct at the time the & ent becomes
effective. The intent of this expectation
is to spare licensees in the new
t State from the “whipsaw”

of being subjected first 1o the new
NRC requirements, then the old
zuénmmu when the agreement tages

. then agein to the new
requirements when later adopted by the
State. Massachusetts is in the process of
adopting rules compatible M\E the
revised 10 CFR Part 71. However, these
rules mey not become effective before
the ment is & Massachusetts
intends to impose uirements of
the new Part 71 mhslnolnuﬁmby
issuing sppropriate orders to the

{e) Recordkeeping and Incident
Reporting The MRCR incident reporting
requirements are similar to the
reguirements in the NRC rules. The NRC
staff noted that for some NRC rules that
specify & records retention period of less
than five years, the retention period

ed in the MRCR is shorter. The

stafl concluded, however, that the

retention periods specified in the MRCR
rules are adequate since the retention
periods are long enough to permit
examination of the records during
routine inspections. The MRCR imposes
retention requirements similar to the
NRC rules for records which must be
retained indefnitely or until the license
is terminated .

() Evaluation of License Applications.
The MRCR contains requirements
equivalent to the current NRC
regulations specifying the required
content of applications for licenses,
renewals, and amendments. The MRCR
also provide requirements equivalent to
the NRC r-auinmcnu for issuing
licenses an fying the terms and
conditions of licenses The agreement
materials program unit has adopted &
procedure for processing applications
that assures the regulatory requirements
will be met, or, if appropriate,
aa'gt.iom granted. The program unit
bas the suthority by Statute to impose
requirements in addition to the
requirements specified in the
regulstions. The program unit also
retains by regulation the suthority to
grent specific exemptions from the

ents of the regulations. The
CR specifies qualifications for the
use of radioactive materials iz ar on

humans thet are similar to the NRC
ents in 10 CFR Part 35.

Massachusetts licansing
procedures manual, along with the
accompanying regulatory guides, are
adapted from similar NRC documents
and contain adequate guidance for the
agreement materials program unit staff
to use when evaluating license
applications.

Inspections and Enforcement. The
Massach usetts radiation control
program has adopted a schedule
providing for the inspection of licensees
es frequently as, or more hqu::[v

by

- than, the inspection schedule

NRC. The agreement materials program
unit has adopted procedures for the
conduct of ans, the reporting of

inspection findings, and the report of
inspection results to the licensees The
Kugnm has also adopted procedures

r snforcement in the MRCR.

(h) Regulatory Administration. The
Massachusetts Department of Public
Health is bound by procedures specifiad
in Commonwealth statute for
rulemaking. The program has adopted

ures to assure fair and {mpartial
treatment of license applicants

{i) Coo, jon Other Agencies
The MRCR deems the holder of an NRC
license on the effactive date of the

ent to possess & like license
issued by Massachusetts. The MRCR
provides that these former NRC licenses
will expire either 90 days after receipt
from the redistion control program of &
notice of expiration of such license or
on the date of expiration specified in the
NRC license, whichever is earlier. The

MRCR also provides for “timel
renewal. " on aff the
continuance of for which an

application for renewal has been filed
more than 30 days prior to the date of
expiration of the license. Licenses in
timely renewal are not excluded from
the transfer continuation provision. The
MRCR provide exsmptions from the
Commonwealth's requirements for
licensing of sources of redistion for NRC
and U.S. Department of Energy
contractors or subcontractors

The Department of Public Health and
the Department of Labor and Industries
have antered into 8 Memorandum of
Understanding, as authorized elsewhere
in Massachusetts law, which provides
for the Department of Public Health to
axercise the responsgibility and authority
of the Department of Labor and
Industries with mr to rediation and

radiosctive The Department
of Environmental Protection is
designated as the agency to adopt the
suitability stan for any proposed

disposal site under the Massachusetts
Low-Leve! Radioactive Waste

ment Act. The Department of

Public Health will license and regulate
the site only after the Executive
Secretary for Environmental Affairs has
determined that the report on the site
charectarization study is in
conformance with the suitability
standards, and the Low-Level
Radioactive Waste Management Board
has selected the operator

The proposed Agreement commits the
Commonwealth to use its best efforts to
cooperste with the NRC and the other

ent States in the formulation of

standards and regulatory programs for
the protection against bazards of
radiation and to assure that the
Commonwealth’s program will continue
to be compatible with the Commission's
program for the regulation of like
materials. The proposed Agreement
stipulates the bility of reciprocal
recognition of licenses. and commits the
Commission and the Commonwealth to
use their best efforts to accord such
reciprocity

. Swaff Conclusion

Subsection 2744 of the Act provides
that the Commission shall enter into an
agreement under subsection 2740 with
any State if:

(a) The Governar of the State certifies
that the State has e program for the
cantrol of radiation s adequate to
protect public health and safety witn
respect to the materials within the State
covered by the pro; Agreement,

and that State desires to assume
regulatory res bility for such
materials; an

{(b) The Commission finds that the
State program is in accordance with the
requirements of Subzection 2740, and in
all other respects compatible with the
Commission’'s program for the
regulation of such msterials, and that
the State program is adequete to protect
public health and safety with respect to
the materials covered by the proposed

ent

On the basis of its assessment, the
NRC staff has concluded that the
Commonwealth of Massachusetts meets
the requirements of Section 274 of the
Act. The Commonwealth's statutes,
regulations, personnel, licensing,
inspection, and edministrative
procedures are compstible with those of
the Commission and adequate to protect
public bealth and sefety with respect to
the materials covered by the proposed
Agreement Since the Commonwealth is
not seeking suthority over byproduct
material as defined in Section 11e (2) of
the Act, Subsection 2740 is not
applicable to the proposed Agreement

e language of the Agreement!
requested by Governor Weld has been
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. revised to reflect that the effective date  and safety with respect to the materials special nuclear material, or of any

of the proposed Agreement and the within the Commonwealth covered by  production or utilization facility:
location st which it will be signed this Agreement, and that the C The disposal into the ooean or sea
remain to be determined. Certain Commonwealth desires to assume of by-product, source, or special nuclear
conventions have been used to highlight regulatory res bility for such waste materials as defined in
the proposed revisions New L'gguage is materials, and. tions or orders of the Commission,
shown inside boldfaced arrows, while Whereas, The Commission found on . The disposal of such other by-
that would be deleted is set off [November 1, 1995,) ${date to be product, source, or special nuclear
with brackets. determined )4 tha! the program of the material as the Commission from time to
Commonwealth for the regulation of the time determines by regulation or order
mln::m materials covered by this Agreement is  should, because of the hazards or
compatible with the Commission's potential hazards thereof, not be so
In sccordance with the Smell program for the tion of such disposed of without & license from the
Business Regulstory Enforcement materials and is uate to protect Commission; and,
denp Act of 1996, the NRC ha: public heaith and : .nd',’ E. The extraction or concentration of
determined that this action is not & Whereas, The Commonwealth and the source material from source material ore
major rulo _lnd has verified this Comunission ize the desirubility and the management and disposal of the
determination with the Office of and importance of cooperation|s resulting by-product materis|
Information and Regulatory Affairs of  between the Commission and the Article III
the Office of Management and Budget  Commonwealth in the formulation of
(OMB) standards for protection against hazards  This Agreement may be amended.
Deted ot Rockville. Maryland. this 19th day  ©f rediation and in assuring that upon spplication by the Commonwesith
of December, 1996 ' Commonwealth and Commission :::] a PE""]‘:’ ﬁ;ﬁamm:s)mun. ‘% )
For the U S Nuclear Regule rograms for protection against hazards ude the adclitional area(s) specified
Commission - of sadistion will be coordinsted and in Article II, pb E. whereby the
Paul H Lobaus, compatible: and. Commonwealth can exert regulstory
Acting Director, Office of State Programs .m‘:,.'ﬂ,. Commission and the control over the materiels stated therein
Common th recognize the
Appendix A Proposed Agreement desirability of reciprocal recognition of i N
Agreement Between the United States  licenses and exemptions from licensing Notwnhmdm this Agresnent. the
Nwclear Regulatory C lasian and of those materials subject to this Comxmunon_ may from time to time by
o Casamanweshh of M s ment: and. rule, regulation, or order, require that
for the Discontinuance of Cartatn ereas, This Agreement is entered  the manufacturer, processor, or
Commission Regulstory Authority and  ibt0 pursuant to the provisions of the producer of any equipment, device.
Respons Within the Atomic Energy Act of 1954, as amended; commodity, or other product containing
Common Pursuant to Section 274  INow, therefore, It is hereby agreed source. by-product, or special nuclear
of the Atomic Energy Act of 1854, as between the Commission and the material shall not transfer possession or
Amended Governor of the Commonwealth, acting :"’n‘i’:’l of such  roduct :J"“l:op“ﬂm‘
. in behalf of the on ; o a license or an exe.iption from
Wheress. The U_mtod States Nuclear follows: Commanweaith, & licensing issued by thp(‘,ommj“jon
Regulatory Commission (hereinafter i
referred to as the Commission) is Article | Article V
suthorized under Section 274 of the Subject to the exceptions provided in This Agreement shall not affect the
Atomic Energy Act of 1854, as amended  Aricles I, IV, and V. the Commission authority of the Commission under
(bereinafier referrad to as the Act), to shall discontinue, as of the effective Subsection 161b or 161i of the Act to
enter into agreements with the Governor  gue of this Agreement, the regulatory issue rules, 1egulations, or orders to
of any State providing for suthority of the Commission in the protect the common defense and
discontinuance of the regulatory Commonwealth under Chapters 6, 7, security, to j rotect restricted data or to
suthority of the Commission within the  gnd §, and Section 161 of the Act with  guard ageins' the loss or diversion of
State under Chapters 6, 7, and 8, and res to the following materials: special nuc’ear material
Section 161 of the Act with res to J By.produd materials as defined in Article V1
by-product materials as defined in Section 11e.(1) of the Act; - ,
Sections 11e. (1) and (2) of the Act, B. Source materials: The Com:nission will use its best
source materials, and special nuclear C. Special nuclear materials in efforts 1o cooperate with the
materials in quantities not sufficient to  quantities not sufficient to form a Common th and other Agreement
form a critical mass, and, critical mass: and. States in the formulation of standards
Whersas, The Governor of the D. Licensing of Low-Leve! Radioactive &nd regulatory programs of the
Commonwealth of Massachusetts is Waste Facilities Cominonwealth and the Commission for
wuthorized under Massach usetts General , protection against hezards of radistion
Laws, Chapter 111H, to enter into this ~ Article I and 1o assu» that Commonwealth and
ent with the Commission; and, This Agreement does not provide for Commission programs fer protection
ereas, The Governor of the discontinuance of any suthority and the egainst hazaras of radiation will be
Commonwealth of Massachusetts Commission shall retain suthority and  coordinated and compatible The
certified on [June 1, 1985,) #March 28,  responsibility with respect to regulation Commonwealth will use its best efforts
1996 ¢ that the Commonwealth of of. to cooperate with the Commission and

Massachusetts (hereinafter rsferred to as A. The construction and operation of  other Agreement States in the
the Commonwealth) has & program for mg production or utilization facility; formulation of standards and regulatory
the control of radiation hazards The export from or import into the  programs of the Commonwealth and the

sdaquate to protect (the) public health United States of by-product, source, or  Commission for protection against
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hazards of redistion and to assure that
the Commonwealth's will
continue to be compstible with the
program of the Commission for the
regulation of like materials. The
Commonwealth and the Commission
will use their best efforts to keep each
other informed of changes in
their respective and regulations
and licensing, inspection and
enforcement policies and criteria, and to
obtain the comments and sssistance of

the other party thereon.
Article VII

The Commission and the
Commonwealth agree that it is desirable
to provide reciprocal tion of
licenses for the materials listed in

Article | licensed by the other party or
by any other Agreement State
Accordingly, the Commission and the
State agree to use their best efforts to
develop appropriate rules, lations,
and procedures by which su
reciprocity will be sccorded

Artiche VIII

The Commission, upon its own
initiative after reasonable notice and
opportunity for hearing to the
Commonwealth, or upon request of the
Governor of the Commonwealth, may
terminate or suspend all or of this
Agreement and reassert the licensing
and regulatory suthority vested in it
under the Act If the Commission finds
that (1) such termination or suspension
is required to protect public health and
safety, or (2) the Commonwealth has not
complied with one or more of the
requirements of Section 274 of the Act.
The Commission may also, pursuant to
Section 274j of the Act, temporarily
lumnd all or part of this Agreement if,
in the judgement of the Commission, an
emergency situation exists requiring
immediate action to rnm public
health and safety and the

Commonwsealth has failed to take
pecessary steps. The Commission shall
periodically review this Agreement and
actions taken by the Commonwsalth
under this A ! to ensure
compliance with Section 274 of the Act.

Article IX

This nt ghall become
effective on [April 24, 1996,] (date to be
detarmined) and shall remain in effect
unless and until such time as it is
terminated pursuant to Article VI

Done st [Boston, Massachusetts)
(location to be determined), in triplicate,
this [24)th Dey of [April, 1096] (date to
be determined).

For the United States Nuclew Regulatory
Commission.

Shirkey Ann jacksen. »
Chairman.

For the Commonwealth of Massachusetts

Wilkiam 7. Weld,

Governor

[FR Doc. #7403 Piled 1-8-497; 8:45 am)
BLLING CODE 780601

BECURITIES AND EXCHANGE
w

[Fetuase o 36-A8840)

Filings Under the Public Utiiity Holding

Company Act of 1836, as Amended
(Act)

January 3, 997,

Notice is hereby given that the
following ﬁhng(l{hn/hnw been meas
with the Coramission pursuant to
provisions of the Act and rules
promulgated thereunder. All interested
persons are referred to the application(s)
and/or declarstion(s) for complete
statements of the proposed
transection(s) summarized below. The
application(s) and/or declaration(s) and
any amendments thereto is/are available
for public inspection through the
Commission’s Office of Public
Reference.

Interested persons wishing to
comment or request & hearing on the
spplication(s) and/or declaration(s)

ould submit their views in writing by
january 27, 1997, to the Secretary,
Securities and Exchange Commission,
Washington, D.C. 20549, and serve &
copy on tha relevant applicant(s) and/or

t(s) at the address(es) od
balow. Proof of service (by affidavit or,
in case of an at law,
certificate) should be filed with the
request. Any request for hearing shall
(o Gk i Mepuind. & pavess Who 09

t are disputed. A person 8o

will be notified of any hearing,
if ordered, and will receive a copy of
any notice or oider issued in the matter
After said date, the applicstion(s) and/
or declarstion(s), as or as amended,
masy be granted and/or permitted to
become effective.

Estergy Carparstion (78-8877)

Entergy Corporstion, 839 Loyola
Avenue, New Orleans, Louisians 70113
(“Entergy”’), & registared bolding
company, has filed & declaration with
the commission pursuant to sections
6{s) and 7 of the Act.

En sdopted an employee stock
option plan, known as the Entergy Stock
Investment Plen (“Plan”), dated October
26, 1993, In connection with the

implementation of the Plan, the
Commission, by order dated December
28, 1993 (HCAR No. 25063, authorized
Entergy, from time to time through
March 31, 1997, to (i) grant options
("Options") to eligible employees (as
hereinafter defined) to purchase up to
2,000,000 shares of its common stock,
$5 .. value, Or any successor security
(*‘Stock™), and (ii) to issue and sell up
w 2,000,000 sharos of such Stock upon
the exercise of such Options. In
addition, Entergy was suthorized to
:urdnn. from time to time thio

31, 1987, up to 2,000,000 shares
of Stock to be held as treasury shares.
pending resale to such employees, for

the purpose of satisfying the anticipated
n*hm:-mcnu of the Plan.
Plan, as currently in effect,

provides for three consecutive annual
offerings of Stock, with the first such
annual period commencing on April 1,
1994 and the third and final such
annual period termininating March 31,
1997 En DOwW proposes to renew
and extend the Plan for an additional
three year period commencing April 1,
1997, and to amend the Plan to provide
for such renewal and extension and for
the sale of up to 2,000,000 additiona!
shares of Stock during this extended
term

Accordingly, Entergy requests
suthorization, from time to time d
the period through March 31, 2000, to
grant additional Options pursuant to the
tarms of the Plan, es amended, and, in
connection with the execution of such
Options (and the Options previously
granted), to sell up to an aggregate
maximum of 4,000,000 shares of its
Stock (including the 2,000,000 shares
currently suthorized) which may be
either suthorized but unissued shares or
E:vioully issued shares purchased b

tergy on the open mark st and held {:y
the Carporstion as treasv /y shares
Entergy intends, pursus at to rule 42, to
purchase on the open market, from time
to time through March 31, 2000, up to
an te maximv.m of 4,000,000
shares of Stock (including the 2,000,000
shares currently suthorized), to be beld
as treasury shares pending resale to
participating employees pursuant to the
terms of the Plan.

Funds for the purchase of shares of
Stock on the open market to satisfy the

ents of the Plan will be
obtained from internally generated
funds. Proceeds from the sale of shares
of Stock under the Plan will become
of the coporste funds of

targy and will be used (i) to purchase
Stock of Entergy sold ar to be sold by
Entm under the Plan, or (ii) for other
general corporate purposes. Any
suthorization that is required under the
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ABSTRACT

The review and evaluation of operating experience of programs involving the use
of nuclear materials licensed by the Agreement States i< an integral part of the
scope of the Commission's responsibility under the Atomic Energy Act. It is
important to articulate an industry and regulatory responsibility to report
operating experience that may benefit health and safety. The review and
evaluation of operational data identifies safety-significant events and concerns,
and their causes.

This handbook has been developed to provide helpful information to the staff of
inc Agreement States who prepare operating experience reports for events that
have occurred in their State for voluntary submission to the NRC through a
voluntary exchange of information program carried out under the Agreement
State Program. The handbook presents the scope of the program and describes
procedures for the review, reporting, evaluation, and followup of nuclear material
events that occur in the Agreement States. The objective of the handbook 15 10:

L Improve technical information
* Standardize format

. Ensure consistency

. Facilitate information retrieval
. Reduce duplication of effort

It has been divided into two sections and one appendix.

Section 1 - defines the scope and
responsibilities of the Agreement
States and NRC offices for
reporting incidents and events
involving nuclear matenals.

Section 11 - describes the process
for reporting nuclear material
events that have occurred in the
Agreement States.

Appendix - contains forms,
figures and tables.
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PREFACE

Introduction

By formal agreement with the Nuclear
Regulatory Commission, a total of 29
States have assumed regulatory authonty
over byproduct, source and small
quantities of special nuclear material.
These States, known as Agreement States,
carry out independent regulatory programs
under State statutes and regulations for
nuclear materials licensees located in their
respective States.  The NRC directly
regulates licensees in the remaining 21
States, the District of Columbia, and all
the United States (U.S.) termtores.
Approximately 15,000 users are licensed
by the 29 Agreement States. Of these.
about 10,000 are authonized 1o use
byproduct matenals for industrial  uses
such as, manufacturing and commercial
distribution of licensed matenals 1n
calibration and test sources, mONItOnng
and measuring devices, academic research
and development, medical applications
and radiography. The remaining 5000
Agreement State licensees are authorized
to use radioactive materials for medical
diagnosis or therapy. See map of
Agreement States in this Handbook. The
regulatory authority and policies governing
the Agreement State Program and the
reporting of events 1s defined

below.

Section 274 of the Atomic Energy
Act, covering Cooperation With
States, states "It is the purpose of
this section--:

*(1) 1o recognize the interests of
the States in the peaceful uses of
atomic epergy, and to clanfy the
respective responsibilities under this
Act of the States and the
Commission with respect to the
regulaion of byproduct, source,
and special puclear matenals
(SNM);

(2) to recogmize the need, and
establish programs for cooperation
between the States and the
Commission with respect to control
of radiation hazards associated with
use of such matenals;”

Statutory Reporting Requirements

The Energy Reorganization Act, of

1974, as amended, directs
Commission 10:

*(2) investigate abpormal
occurrences and defects in nuclear
power plants and other licensed
facilinies...”

*(3) safeguard special nuclear
materials at all stages of the nuclear
fuel cycle...”

*(4) investigate suspected,
attempted, or actual thefts of
special puclear matenals in the
hcensed sector and develop
contingency plans for dealing with
such wncidents.”

*(6) protect the public against the
hazards of low-level radioactive
emuissions from licensed puclear
activities and facilines...”

02/07/95



As part of the collective effort by NRC
and the Agreement States to regulate
nuclear facilities and nuclear matenals
NRC, and compatible Agreement State,
regulations require the reporting, by the
regulated community, of incidents and
events involving nuclear  materials.
Agreement  States, however, provide
information concerning incidents and
events to the NRC on a voluntary basis.

Review of State Regulatory Programs

The NRC is required by the Atomic
Energy Act of 1954 to periodically review
Agreement  State  radiation  control
programs and confirm that they are
adequate to protect public health and
safety and are compatible with NRC
programs. The reviews follow the
guidelines contained in a Commission
Policy Statement published in the Federal
Register on May 22, 1992, Incidents and
events that have occurred in the
Agreement States are included in the
formal radiation control program reviews.

Vi
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Scope
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1.0 SCOPE AND RESPONSIBILITIES

Introduction

The scope and responsibilities of NRC offices and the Agreement Stales in the review,
evaluation, and followup, of operational and occupational incidents and events involving
nuclear material, including the medical use of byproduct material, is outlined below.

R . { Ev fof ) by
Agreement State Licensees

Agreement States voluntarily provide
information on incidents and events to
NRC through an exchange of information
program. Reports of operational events
by licensees are required through
Agreement State regulations that are
compatible with NRC reporting
requirements, e.g. 10 CFR §§ 20.2201-
20.2206,§ 30.50,834.30,§ 35.2,§ 35.14, 8¢
35.32-35.33,§ 39.77,§ 70.50. Agreement
State licensees submit event reports
consistent with their importance and
regulatory requirements to the Agreement
States. The Agreements States voluntarily
provide summary reports and statistical
data on operational events to the NRC
through the Office of State DJrograms
(OSP), Regional Offices, and the Office
for Analysis and Evaluation of
Operational Data (AEOD). Additional
information may be requested from the
Agreement State by OSP, the Regional
Office, or AEOD.

Notification Criteria - The Agreement
States notify NRC through the NRC
Operations Center, within the next
working day, of significant incidents that
have occurred in their State. The
Regional State Agreements  Officer
(RSAO) or a backup staff member is
responsible for follow-up of significant

events that have occurred in an
Agreement State. The Agreement S.ates
provide timely updates of information on
significant events through the RSAO and
the NMED database system. The
Agreement States notify NRC of other
events on a routine basis, within 30 days
of notification by an Agreement State
licensee, (1) through the Nuclear Maternal
Events Database (NMED) system or, (2)
on NRC Forms 565 and 566, with
additional supporting background
information comparable to the
information needed for NMED.

Agreement State Event Reporting - The
Agreement States are responsible for the
review, evaluation, and followup of
incidents and events involving nuclear
materials that have occurred in their State.
They also identify significant events that
meet the abnormal occurrence criteria.
They are responsible for collecung,
logging, storing, and retrieving nuclear
material incident and event information in
accordance with State regulations that are
compatible to those of the NRC. The
Agreement  States provide summary
reports and statistical data on incidents
and events to the NRC.

Preliminary Analvses - Prompt reviews of
events by the Agreement States shall be
performed in accordance with State
regulations that are compatible to NRC
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regulations, to identify health and safety
concerns of an immediate nature. When
an event occurs in an Agreement State,
the State is responsible for taking all
necessary action to ensure public health
and safety. NRC assistance may be
provided for events involving health and
safety concemns of an immediate nature
when requested by the State. App’ priate
program review and followup may be
provided by the Regional Offices and
OSP, for events that have been identified
as having a significant potential nsk to
public health and safety.

Nuclear Material Data Collection - The
office of AEOD is responsible for
developing and maintaining a Nuclear
Material Events Database (NMED)
collection of all nuclear material event
information that has been received from

NRC  matenal licensees and the
Agreement Staies. AEOD, along with
their contractor, Idaho National

Engineering Lab (INEL), has developed
an interim event reporting database
system using "FoxPro 2.0" software. As of
October 1994, all of the Agreement States
were provided with a copy of the interim
FoxPro version of the NMED system.
The Agreement States have Degun
working with the interim NMED system
and will provide feedback on their
experience with the system. Agre=ment
States now have the capability to send
updated information to NRC via diskette.

NOTE: The short-term, interim "FoxPro”
sofrware based sysiem, developed in a DOS
environment, requires the wuse of PC
diskertes to update informarion. The long-

Lo )

term "Microsoft Access” windows version,
client\server software, will provide on-line
real-time electronic transmission of eveni
data through the NMED system. We expect
to implement the Microsoft Access system by
the end of CY1995.

I issemination - Summaries and reports

of Agreement State nuclear material
operational event information shall be
maintained by AEOD. Any preliminary
predecisional supporting documentation,
i.e.inspection oOr investigation reports, etc
submitted in written form will become
part of the agency’s automated Document
Control System (DCS). Therefore, any
predecisional irformation provided by
Agreement States that should be restricted
from public dis:losure, should be clearly
identified on th. cover page, as follows:
"Preliminary, No' for Public Disclosure."

All  other nuclear matenal event
information, provided to NRC
electronically or in writtten form, 1e.,
interim and final event reports, medical
consultant reports, licensee event reports,
inspection reports, enforcement action,
etc. will be considered public information,
ard made avallable to the public In
:esponse to specific public inquires for
cvent information.  Additional specific
information may also be extracted from
the NMED system in response to public
inquiries.

Summaries and reviews of operationa!
events and experience for NRC licensees
and Agreement State licensees will be
published annually in NUREG-1272,
Office for Analysis and Evaluaton of
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Operational Data, Annual Report, Part Il
and those that have been identified as
abnormal occurrences will be made
publicly available through NUREG-0090,
Report to Congress on Abnormal
Occurrences, published quarterly.

Coordination with Food and Drug
Administration (FDA)

Through a formal agreement to exchange
information, NRC provides information to
FDA on incidents and events that may
potentially effect public health and safety,
such as equipment malfunctions and
failures, or medical misadministrations
involving products of mutual regulatory
concern.

Review of Operational Event Data - The
NRC Operations Center staff respond to
prompt notification calls received from
Agreement State staff, informing the NRC
of significant events that have occurred in
an Agreement  State. The NRC
Operations .. staff promptly transmit
tie information to the NRC Regions via
the Event Notification (EN) system. The
Regcional Staic  Agreements  Officer
(RSAQ) who is responsible for review and
followup of events involving nuclear
material that have occurred in an
Agreement State, promptly notifies OSP
when an event may involve significant
health and safety issues or national
interest. The RSAOQ is also responsible
for preparation of Preliminary
Notifications (PNs) on a given event in
accordance with criteria contained in NRC
Inspection Manual 1120. Please note that
IM1120 recommends the 1ssuance of a PN

within two hours of receiving information
on a given event.

NRC_Operzations Center - The NRC
Operations Center in Rockville, MD,
serves as the focal point for
communicating with NRC licensees, State
agencies, and other Federal agencies
about operating events in both the nuclear
reactor and nuclear material industry.
The Operations Center is staffed 24 hours
a day by an NRC Headquarters
Operations Officer (HOO), who is trained
1o receive, evaluate, and respond to events
reported to the Operations Center.

Long-Term Trends and Analyses - Long-
term trends and analyses studies of
nuclear materials operational  event
information are performed by AEOD in
coordination with other offices. The
various elements of the AE ) studies are
as follows:

1. Determination of the safety importance
and possible generic implications.

2. Coordination of the overall NRC
operational data program, and support of
the agency effort to prevent unnecessary
duplication of effort.

3. Evaluations of trends or patterns of
events in order to study and determine
implications for: safety corcerns arising
from the frequency of less significant
events; inadequacies or unreliability of
specific equipment or procedures.

4. Evaluation of specific evrrts in order
1o: identify poteuti=, abnormal
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occurrences for possible inclusion in
NUREG-0090, Report to Congress on
Abnormal Occurrences, published
quarterly by NRC. Some events can
require analysis from several perspectives,
perhaps by several different NRC offices
in  the context of each office's
responsibilities.

5. Feedback to industry, the regulatory
community and others lessions leamed in
order to improve safety.

An abnormal occurrence (AQ) is defined
as follows:

b — ————
Abnormal Occurrence - Section 208 of the
Energy Reorganization Act of 1974
identifies an abnormal occurrence as an
unscheduled incident or event that the
NRC determines to be significant from the
standpoint of public health or safety and
requires a quarterly report of such events
to be made to Congress.

The Agreement States voluntarily provide
draft AO writeups for events that meet
the AO criteria through the Agreement
State exchange of information program.
The draft writeups provide information
consistent with the samples provided in
the Appendix to this handbook. The AO
criteria are described in NUREG-0090,
"Report to Congress on Abnormal
Occurrences,” # quarterly report prepared
by AEOD, The Appendix to this
Handbook contains a description of the
current AO critenna. T e criteria are
currently under revision. (The revised
criteria are expected to be published for

comment in a Federal Register Notice in
early 1995.)

Feedback and Follow-on Actions - As part
of operating expenience feedback, AEOD
may provide lessons leammed to the
industry and the regulatory community,
and may make recommendations to
improve operational safety.  Specific
recommendations may involve: changes in
operationis or procedures, improvements in
training, changes in guidance documents
or the inspection progran; the issuance of
reports, Or improverients in data
collection, assessment, and feedback.
AEOD publishes studies of specific
operational events and, at appropnate,
recommends action to reduce the
probability that these events will recur
with the same frequency or will lead to
more serious events. AEOD also provides
technical training programs and cevelops
and provides videotapes to support various
training programs.

Overview through Agreement State
Program Reviews - Regular assessments
and evaluations of event review, reporting,
and follow-up are performed by the
Regional State Agreements Officer, OSP
and team members from other technical
offices, as deemed necessary, <unng
scheduled followup and routine hiennial
reviews of the Agreement State radiation
control programs.

Resolution _of Problems - Any
disagreements in the implementation of
these activities between other NRC offices
and the Agreements States shall be
referred to OSP.
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2.0 EVENT REPORTING PROCESS
SIS O LA RS L N T A WSETRN |

Introduction

When submitting an event report, enough information about an event should be provided
so that NRC can evaluate the event in terms of safety significance, long-term generic
implications, and as a possible candidate for the "Abnormal Occurrence Report to
Congress.” The following guidance has been provided to help in submitting event
information to the "Nuclear Materials Events Database (NMED)" or for written form event
information, completing NRC Form 565 or 566, along with a complete abstract and
supporting documentation, when necessary. Event information submitted in written form
should be compatible to the information that is necessary for entry into the NMED system.
Agreement States should generally, only submit information on incidents and events that
meet the regulatory reporting requirements of Agreement State regulations.

Unique Event ID Number: Always begin the original event report and any updates 1o it,
with the "Original Item No.," consisting of the State ID, year, sequsntially assigned ID
number, 1.e.,(NY-94-001), (NYC94-001), (UT-94-001). The "Original ltem No."should be
used for telephone, electronic or written notification of an event. This Original Item No.
is to be specified by the State at the time of the initial telephone call, and used for all
subsequent transmissions involving the specific event.

Prompt Notification The foliowing information should be

provided as a minimum:
1. Agreement States should report to the

NRC, within the next working day of a. Original Item No.

being notified, significant events requiring b. License No.

prompt notification (within 24 hours or C. Lxcensee_

less) as determined under applicable d. Event time, date location
Agreement State regulations and which e. Event type

are determined to be significant from the €. Any notifications, i.e.,other agencies,
standpoint of public health and\or safety. patient, press release, eic.

NOTE: Agreemen: States may use their discretion in f. Event description: release, isotope,
reporting other events that do not mee! regulatory activily, exposure(s), dose,

requirements bur have the potential for high media contamination level(s), equipment,
interest. (Significant event is defined in Table 1) malfunction, mode! No.,etc.

". Agreement States should report the 3. The NRC Operations Center will

tvents by telephone to the NRC
Cperations Center, telephone No. (301)
816-5100, (301) 951-0550, and FAX (301)
816-5151.

prcmptly notify the Region Duty Officer
of Agreement State events.
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4. All events reported to the NRC
Operations Center will be entered into the
Event Notification (EN) database and
distribution channel.

5. Following Region procedures, the
Regional State  Agreements  Officer
(RSAO) will prepare Preliminary
Notifications of Events or Unusual
Occurrences (PNs) as appropriate, follow
up on events with the Agreement State,
and act as a point of contact for the NRC
in developing additional information on
the event. The RSAO is responsible for
preparation of PNs on a given event in
accordance with criteria contained in NRC
Inspection Manual 1120. Please note that
IM1120 recommends preparation of a PN
within two hours of receiving information
on a given event. The Region and the
Office of Nuclear Material Safety and
Safeguards will decide whether follow-up
information and/or a follow-up PN will be
issued on a case by case basis.

6. Agreemen: States should also provide
a record of the event through the NMED
database system as soon as they have
sufficient information to indicate what
happened (30 day report). This record
should be updated as new or clarifying
information 1s developed.

7. The Idaho National Engineering
Laboratory (INEL) will receive
information on the event for input into the
Nuclear Material Events Database
(NMED) as follows:

(1) through the Preliminary Notification of
Events or Unusual Occurrences (PN),
(2) through the Operations Center Events
Notification system, and

(3) the record entry by the Agreement
State.

Routine Event Reporting

1. Agreement States should report routine
events within one month of being notified
of an event by an Agreement State
licensee or other person. (Routine event is
defined in Table 1)

2. Agreement States should provide a
record of the event through the NMED
database system. Follow the procedures
in the NMED Coding Manual provided by
INEL.

Event Report Updates (followup
information)

1. The initial Unique Event ID Number
(Original Item No.) should be included
whenever additional  followup event
information is provided to NRC.

2. Such documents may include, event
reports submitted to the Agreement State
by the licensee, and inspection oOr
investigation reports. The followup eveiit
information may be extracted,
summarized, and entered into NMED.

3. Follow the procedures for filing event
update reports to ensure that complete
information on events is input into the
Material Events Database. These
procedures are contained in the NMED
Coding Manual provided by INEL.

4. Additionally, when providing follow-up
reports, provide clear reference o0
documents on file at the State used to
generate the event reports.
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5. Written Followup Information: Written
form followup reports of significant (24
aour notification requirement) events that
are not readily available in electronic form
or are too bulky (lengthy) to send via E-
mail, 1.e. licensee reports, inspection
reports, State  investigation  reporis,
medical consultant report, etc. should be
sent with a cover page (see p. 8 of the
Handbook) to the Regional Statc
Agreements Officer (RSAO) and the
Deputy Direcior, OSP.

Any event information that 1s considered
preliminzry predecisional information by
the Stace should be clearly identified on
the cover page as follows: “"Preliminary,
Not for Public Disclosure."

Reporting  Events turough the
Nuclear Material Events Database
(NMED)

Agreement States can use the event
preparation program (computer software
distributed to the Agreement States at the
end of October 1994) to prepare event
reports. Reports in diskette form should
be sent to the Idaho National Engineering
Laboratory (INEL).

Beginning with the September 30, 1994
distribution of the interim database
system, operating event data submitted by
Agreement States and operaung event
data submitted to NRC by NRC licensees
can be shared by NRC and the Agreement
States. Agreement States will receive
monthly updates of data direct from
INEL.

An on-line system, replacing the diskette
system for preparing and transmitting
event reports to NRC, will be available by

the end of calendar year 1995, This
system will also provide database query
and reporting capabilites. Beginning on
November 30, 1994, the IRM software
contractor will begin testing this system
with query capability only.

Written Reports

Agreement States that choose not to
voluntarily participate in the Nuclear
Matenial Events Database (NMED)
program, may complete NRC Form 565,
"Event Report” or NRC Form 566,
"Medical Misadministration,” whichever is
applicable. These forms provide limited
basic information only. Written report
information should be compauble to the
level of detail on an event that is
necessary for the “NMED" database.
Therefore, in addition, please attach any
background documentation, i.e., State
summary report, licensee event
description, inspection report, etc. that
provides a complete description of the
event and any actions taken to prevent a
recurrence. Please use these guidelines
when preparing a written event report for
an incident that has occurred in your
State. Please send your completed form
and supporting descriptive documents,
along with a cover page (see p. 8 of the
Handbook) to the Deputy Director, OSP.

The following pages contain a consecutive
listing of the items that are included in
NRC Form 565, Event Report, and NRC
Form 566, Medical Misadministration
report form, as well as, any additional
necessary information, followed by a
description of the information that should
be provided. Also provided is a sample
cover page for sending in written event
informaton.
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EVENT REPORT COVER PAGE
PSR SRR SR T SN SN
AGREEMENT STATE

EVENT REPORT NO. - -

DATE:

Deputy Director
Office of State Programs

SUBJECT:

STATE:

Signature and Title:
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EVENT REPORT FORM 565
(Basic Information)

This form is an option for those
Agreement States who choose not to
voluntarily participate in the Nuclear
Material Events Database (NMED). The
information provide shall be compatible to
the information needed for the NMED
system and presented clearly in typed
form.

(a) Licensee (Name, city and State)
(b) Onginal Item No. (NYC-94-001)
(MS-94-001), State ID, year,
sequentially assigned ID number.
(c) Type of License

(d) License No.

(e) This Item No. (Update No. 01,02,

etc.)

() Abnormal Occurrence (Y'N). See
AO Criteria contained in NUREG-
0090

(g) Follow-up Report (Y\N) for
information that becomes available
after the initial report has been
submitted.

(h)  Isotope (i.e.,Cs-137;1r-192, Co-60,

Am-241, Po-210 etc. (clearly
identify any compound
radioisotopes).

Need to clearly show
radiopharmaceuticals, as well as
1s0topes.

(1)

o
(k)

)

(m)

(n)

(0)

P

Q)
(r)

(s)

Type of Isotope (AEA matenal,
accelerator produced, NARM, etc.)

Date of Event

Date of this Report

Amount of Radioactive Material
(Do not complete form if below
regulatory requirement).

Events Involving Overexposure

- No of Overexposures

- Source of Radiation

- Type of Individual

- Event Location

- Dose

Leaking Source

Lost or Stolen Material

- Event

- Event Location

- Probable Disposition

Release of Matenal

- Form

- Event

- Location

Events Involving Facilities

Events Involving Gauges

- Tyw
- Event

Events Involving Radiography

- Location
- Event
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(v
(u)
)

(w)

(x)

Event Involving an Irradiator
Events Involving Teletherapy
Transportation Event

- Location
- Shippers name and address

- Package type
- Package ldentificaion No.

Regulatory reporting requirement
(Indicate applicable licensee

reporting requirement)

ABSTRACT: Include where, when,
how, and why. (Describe the cause
of the event(s), all persons involved
and any health effects, and licensee
corrective actions.) Include any
actions taken by the State such as
enforcement. Attach any
supporting  ducumentation,  i.e.,
State summary report, licensee
report, inspection report, etc.

10
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MEDICAL MISADMINISTRATION
FORM 566 (Basic Inf ion)

This form is an option for Agreement
States that choose not to voluntanly
participate in the Nuclear Material Events
Database (NMED). The information
provided shall be compatible 10
information needed for the NMED system
and presented clearly in typed form.

(a) Licensee (Name, city and
State)

(b)  Original Item No. (NYC-94-001)
(MS-94-001), State ID, year,
sequentially assigned ID number.

(¢)  Type of License (Broad scope,
private practice medical, etc.)

(d) License No.

(e)  This Item No. (Update No. 01, 02,
03, etc.)

(f) Abnormal Occurrence (Y/N). See
AO Criteria contained in NUREG-
0090.

) Follow-up Report (Y\N)

(h)  Patient\Responsible  Relative

Notified (Y\N)

(1) 15 day Written Report Provided
(Y\N)

() Date of Event

Date of this Report

()

(m)

Regulatory reporting requirement
(Indicate applicable licensee
reporting requirement)

ABSTRACT:

Initial report: Incluce where, when,
how, and why, (provide as much
information as 1s known at the time
of the imual report).

NOTE: Need to clearly show
radiopharmaceuticals, as well as
isotopes.

Isotope and dose involved:
(i.e., 200 wuCi of Ilodine
Hippurate 1-131; 5 mCi of
lodine-125; 10 mCi of
lodine-131; 40 rad of Cs-
137; 2 mCi of Tc-99m; §
mCi of P-32, etc. (clearly
identify any compound
radioisotopes).

Exposure: Intended and actual

Treatment plan: fractionations, if
any.

Device (Equipment)
involved: High Dose Raie
Afterloader, Make and
Model No. ___, non-AEA
Accelerator, X-Ray, etc.
(where applicable).

Systems: Computer program and
developer.

Referring Physician
potified: (Y'\N)
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Irclude information on all person(s) that
may have been involved including
emplo)ees, i.e. assistants, technicians,
nurses, etc. Where applicable, descnbe
the prescribed treatment plan and the
actual treatments administered, including
fractionations. Provide an assessment of
any expected effects on all those who were
exposed, for unusual cases it may be
necessary to include a medical consultant.
What caused the event? Consultant used,
identify. Describe licensees corrective
acuons.

Updated Information: provide any
updated information in future reports, use
the Original Item ID# (MS-94-001) and
indicate on the cover page that it 1is
updated information.
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INFORMATION THAT WILL BE
REQUIRED FOR PROPOSED
ABNORMAL OCCURRENCES

In accordance with Section 208 of the
Energy Reorganization Act of 1974
(Public Law 93-438, 42 USC 5848) the
Commission shall submit to Congress each
Quarter a report listing any abnormal
occurrences... each report shall contain:

(a) The date and place of each
occurrence:;

(b) The nature and probable
consequences (effects) of each
occurrence;

(c) The cause or causes of each: and.

(d) Any action taken 1o prevent
recurrence,

(this 1includes corrective actions

taken by the licensee, and any
action taken by the Suate, (i.e.
satisfied with the following
corrective actions taken by the
licensee ..., and\or any actions
taken by the State, including
enforcement.)

The Agreement States support the NRC
in their effort to keep Congress appraised
of any significant events that may directly
affect public health and safety by
voluntarily providing information on
proposed abnormal occurrences that ha

occurred in their State,

13

ABNORMAL OCCURRENCE
REPORTS

Provisions for NRC obtaining sufTicient
details to file Abnormal Occurrence
Reports to Congress.

1. AEOD supervisor will directly contact
supervisor at Agreement State and request
additional information if needed to

prepare AO reports.

2. Agreement States will screen events for
events meeting AO critena and
recommend events for potential AOs.
AEOD also screens events for events
meeting AO criteria; and in some cases,
AEOD may independently recommend
events for potential AOs. NRC
Management Directive 8.1 “Abnormal
Occurrence Reporting” currently is being
revised to address Agreement State
screening of events for potential AOs and
other issues.

3, Agreement States, in accordance with
instructions in  Appendix A to this
Handbook, will prepare write-up for
potential AO events.

4. Future goal: Improve data collection
and event reporting by Agreement States
and revise Abnormal Occurrence write-ups
10 mase write-up more closely linked to
information in the Material Events
Database to eliminate need for
Agreement  States to provide draft
Abnormal Occurrence write-ups.
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EDITORIAL STYLE FOR NUMERICAL
SCIENTIFIC TERMS

Metric System: Use dual units, first use
Intemational System of Units (SI) with the
English unit equivalent following in
parentheses.  Spell out the first time it
appears, continue with an abbreviation.
For example:

1000 centigray (cGy) (1000 rad) the first
time, and continue with 1000 cGy (1000
rad).

50 millisieverts (mSv) (5 rem)
730 megabecquerel (MBg) (20.4 mCi)

UNITS OF RADIATION DOSE
(As defined in § 20.1004(a))

Gray (Gy) is the SI unit of absorbed dose.
One gray is equal to an absorbed dose of
1 joule/kilogram (100 rads).

Rad is the special unit of absorbed dose.
One rad is equal to an absorbed dose of
100 ergs/grams or 0.01 joule/kilogram
(0.01 gray).

Rem is the special unit of any of the
quantities expressed as dose equivalent.
The dose equivalent in rems is equal to
the absorbed dose in rads multiplied by
the quality factor (1 rem = 0.01 sievert).

Sievert is the SI unit of any of the
quantities expressed as dose equivalent.
The dose equivalent in sieverts 1s equal to
the absorbed dose in grays multiplied by
the quality factor (1 Sv = 100 rems).

14
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The following three tables provide useful information on 1. Definitions of event categories,
2. Reportable Events. and 3. Examples of reported events and sources of information.

1
f
|

Potential
Abnormal
Occurrences
(AO)

Table 1 |

DEFINITIONS OF EVENT CATEGORIES

Other Any event involving licensed nuclear materials that does, will, or
| S
Events

An abnormal occurrence is an unscheduled incident or event which
the Commission has determined to be significant from the standpoint
of public health or safety. NRC has established specific criteria to
evaluate the significance of an event as a potential AO (see
Appendix for additional information).

may impact public health and safety. Incidents that fall under this
category should be reported by the licensee to the appropnate
regulatory agency within 24 hours. As a minimum, this should
include events that are required under NRC and compatible State
regulations, such as 10 CFR 20.2202 (a), (b);

§830.50(a), (b); §§35.33(a).

Any event involving licensed nuclear material that does, will or may
lead to or may be part of a pattern that could pose a health and
safety risk. This category inci.des events that are required to be
reported within 30 days such as 10 CFR 34.40. Events that do not
require immediate notification. Incidents that do not meet the
regulatory threshold that could lead to or may be part of a pattern
that could pose a health and safety risk are also included in this
category.
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| Table 2

| REPORTABLE EVENTS

| 10 CFR 20.2201

i 10 CFR 20.2202

| 10 CFR 20.2203

| 10 CFR 21.21

| 10 CFR 30.50

| 10 CFR 34.30
| 10 CFR 35.33
10 CFR 35.2

| 10 CFR 36.83

| 10 CFR 39.77

| 10 CFR 40.60

| 10 CFR 70.50

| Typical items covered under reporung requiremernts include the following:

reports of theft or loss of licensed material.

immediate notifications... and 24 hour notification critena for
events involving byproduct, source, or special nuclear material.

radiation exposures, releases or concentrations of radioactive
material that exceed the limits.

reporting of defect in basic component, structure or system.
reporting of events involving:

Prevention of immediate protective action,

Unplanned contamination restricting access > 24 hours,

Safety equipment failed or disabled,

Unplanned medical treatment of contaminated person,

Fire, explosion affecting integrity of matenal or container.
radiation safety reporting requirements for radiographic operations.
notifications, seports, and records of misadministrations.
definitions, covering "Medical Use of Byproduct Matenal.”

notification of events involving irradiators.

notification of incidents and lost sources, abandonment procedures
for irretrievable source

reporting requirements for domestic licensing of source matenal to
receive, possess, use, transfer, or deliver source and byproduct
matenial

reporting requirements for incidents involving special nuciear
material (SNM).
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Table 3

EXAMPLES OF REPORTED EVENTS AND SOURCES OF
INFORMATION

OPERATIONAL EVENTS

® Medical Misadministrations (10 CFR Part 35)
® Radiopharmaceutical
® Brachytherapy
@ Teletherapy
® Gamma Stereotactic Radiosurgery

Radiation overexposures exceeding Part 20 dose limits
Unplanned contamination events

Radiography equipment failures

Loss or release of radioactive material

Leaking sealed sources

® This would include reporting of incidents or conditions that could have caused ﬁ
a radiation exposure or loss of material or otherwise affected public health and
safety, but did not meet the regulatory requirement.

SOURCES OF INFORMATION

® Voluntary event reports prepared by the Agreement States

e Voluntary submission of licensee event reports by Agreement States
to NRC

® Voluntary submission of proposed abnormal occurrence reports

® Analysis of and\or response to Agreement State incident\allegations
program during performance of routine program review by OSP and
the Regional State Agreements Officer (RSAO).
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APPENDIX

ABNORMAL OCCURRENCE CRITERIA

The following criteria, used to determine abnormal occurrence (AQ), were set forth in an
NRC policy statement published in the Federal Register on February 24, 1977 (Vol. 42, No.
37, pages 10950-10952).

An event will be considered an AO if it involves a major reduction in the degree of
protection of the public health or safety. Such an event would involve a moderate or more
severe impact on the public health or safety and could include but need not be limited to:

1.

Moderate exposure to, or release of, radioactive material licensed by or otherwise
regulated by the Commission;

Major degradation of essential safety-related equipment; or

Major deficiencies in design, construction, use of, or management controls for
licensed facilities or material.

Examples of the types of events that are evaluated in detail using these criteria are:

Eor All Licensees

1.

L2 ]

Exposure of the whoie body of any individual to 25 rem or more of radiation;
exposure of the skin of the whole body of any individual to 150 rem or more of
radiation; or exposure of the feet, ankles, hands or forearms of any individual to 375
rem or more of radiation [10 CFR 20.403(a)(1)], or equivalent exposures from
internal sources.

An exposure to an individual in an unrestricted area such that the whole body dose
received exceeds 0.5 rem in one calendar year [10 CFR 20.105(a)].

The release of radioactive material to an unrestricted area in concentrations which, if
averaged over a period of 24 hours, exceed 500 times the regulatory limit of
Appendix B, Table II, 10 CFR Part 20 [CFR 20.403(b)(2)].

Radiation or contamination levels in excess of design values on packages, or loss of
confinement of radioactive material such as (a) a radiation dose rate of ~ 000 mrem
per hour three feet from the surface of a package containing the radioacuve material,
or (b) release of radioactive material from a package in amounts greater than the

regulatory limit.

02/07/95



Event Reporting Handbook

- ) Any loss of licensed material in such quantities and under such circumstances that
substantial hazard may result to persons in unrestricted areas.

6. A substantiated case of actual or attempted theft or diversion of licensed material or
sabotage of a facility.

7. Any substantiated loss of special nuclear material or any substantiated inventory
discrepancy that is judged to be significant relative to normally expected performance
and that is judged to be caused by theft or diversion or by substantial breakdown of
the accountability system.

8. Any substantial breakdown of physical security or material control (1.e., access
control, containment, or accountability systems) that significantly weakened the
protection against theft, diversion, or sabotage.

9. An accidental criticality [10 CFR 70.52(a)).

10. A major deficiency in design, construction, or operation having safety implications
requiring immediate remedial action.

11.  Serious deficiency in management or procedural controls in major areas.

12.  Series of events (where individual events are not of major importance), recurring
incidents, and incidents with implications for similar facilities (generic incidents) that
create major safety concern.

Madicat Missdeniniceats

The NRC policy statement on Abnormal Occurrences (AOs) was published before licensees
were required to report medical misadministrations to the NRC. Therefore, during 1984,
NRC developed guidelines for selecting such events for AO reporting. These guidelines,
which are summarized in Table A-1, augment the NRC policy statement.

The AO criteria guidelines are currently under development to bring them into conformance
with ..ew medical misadministration definitions that became effective on January 27, 1992.
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Tabie A1

NRC Guidelines for Selecting Medical Misadmiristration Events

Event Type

(1 Administering b
radiopharmaceutica’ or radistion
from e sesled source other than
the one intended

2) Admimistenng & radiopharmaceutical
or radistion to the wrong patient

for Abnermal Occurrence (AD) Reporting
AQ Reporung Threshold
Dregnostc Cxposyre

It the improper admunistration results in
any part of the body receiving unscheduled
radisvion, en AQ report should be proposed
if:

(8) the sctusl dose to the wrong
body pert s grester than five
tmes the upper limit of the
normal  range of exposures
prescribed for diagnostic
procedures involving thet body
pert, or

) there are clinical indicetions of
any adverse health effects to the
wrong body part

If the parts of the body receiving radiation
improperly would heve received radiation
enyweay, had the propet sdministration
been used. en AQ report should be
proposed if

(al the sctual dose is greeter than
five times that intended to the
sbove described body perts, 9f,

(b) the above descnbed body parts
show signs of adverse heaith
effects grester than expected
had the proper administration
been used

An AD report should be proposed if:

(al the actual dose to the wrong
patent exceeds five times the
prescribed dose for the intendsd
petent, or

(b) the even! results in any adverse
health effects

A-5

if the improper administration results in
any part of the body receiving unscheduled
radistion, an AO report should be proposed
for any such event

It the parts of the body receiving redistion
improperly would have received radiation
anyway, had the proper administration
been used, en AQ report should be
proposed if.

(8) the sctual dose is grester than
1.5 umes thet intended to the
above described body perts, of.

b} the actual dose is less than 0.5
um2s that intended to the above
described body perts, 9!,

(e) the above descnbed body parts
show signs of esdverse health
effects grester than expected
had the proper adminisiration
been used, or

An AOQ repert should be proposed for sny
such event,
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Event Tvpe

(3

(4

(S

Administering °
radiopharmeceutical or radiation
by @ route of sdministration
other than that intended by the
prescrnbing physician.

Admiristering & disgnostic dose
of & rediophermaceutical
differing from the prescrbed
dose by more than 50 percent

Administenng a therapeutic dose
of @ radicpharmaceutical
differing from the prescribed
dose by more than 10 percent;
or administenng @ therapeutic
redistion dose from & sealed
source such that errors in the
source calibration, time of
exposure, and trestment
geometry result 1n & calculated
total trestment dose ditfering
from the final prescribed total
trestment dose by more than 10
percent.

Teble A1 (Conunued)

AQ Reporting Threshold

4

Seme guidelines as for Event Type 1.

An AQ report should be proposed if:

(@)

the sctusl dose 1s greater than
five uimes the prescrbed dose,
or,

the event results in adverse
heaith effects worse than
expected for the normal range of
exposures prescribed for the
diagnostic procedure

Not applicable

A-6

Therapeutic Exposure

Serne guideiines as for Event Type 1.

Not applicable.

An AO report should be proposed if-

(a)

(k)

(e}

d)

the actusl dose is greater than
1.5 umes the prescribed dose,

ot

the sctual dose s less than 0.5
tmes the prescribed dose, 07

the event results in adverse
heaith effects worse then would
be expected for the normal range
of exposures prescnbed for the
therapeutic procedure, of,

the event (regerdiess of eny
health etfects) sffects two or
more patients 8t the same
facility.
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Recurnng or sernes of events
(regardiess of the number of
patients or facilines involved.)

Genernc events.

Table A-1 (Continued!

R ing Thresh

For either diagnostic or therapeutic
exposures, en AO report should be
proposed tor recurnng events of 8 geres o'
events (in  which esach individual
misadministration 18 not  of major
importance| that create 8 significant public
heaith or safety concern.

For either diagnostic or therapeutic
exposures, en AQO report should be
proposed for missdmiristrations with
generic  implications that creete @
significant public health or safety concern

A-7
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GUIDELINES FOR
ABNORMAL OCCURRENCE WRITE-UPS

All AO write-ups should be complete, up-to-date, ind written in the proper format in a level
that is understandable to non-technical readers. }lease do not use bold or iralics in your
writeup; use underline instead. Any special fonts will be added during the putiishing stage by
the Technical Publications Specialist using the Kodak Exwprint Electronic Publishing System.

NOTE: Those Agzreement States that already have INTERNET E-Mail
capability may electronically send their AO information to OSP via Internet
using WordPerfect. Convert the file to a "DOS text" file by using the "Text
In/Out” function key in WordPerfect; add ".txt" as the file extension and
attach it to vour E-mail transmission.

Margin notation - Indicate the Original ID No., State ID-YR-ITEM NO. (XX-94-01)

First paragraph - State the particular AO criteria. Refer to the most recent report (NUREG-
0090), Appendix A. Agreement State events shall identify the State and the date tne information
was provided.

Date and Place - SzIf explanatory
Nature and Probable Consequences - Summarize the event and explain why the event is

important. State when you received notification from the licensee. Provide the specific details
of the event, i.e., exposure (where applicable), source, indicate the specific isotope(s)
(compound), quantity, dose (where applicable), treatment plan (where applicable), equipment,
manufacturer and Model No. Describe any immediate actions taken by the iicensee or the State
(confirmatory action letter, special inspection, enforcement conference, enforcement action(s),
eic. The write-up should answer where, when, how, why, and efforts to prevent recurrence.

For ocrupational, medical, or public overexposures identify whether the person was notified.
For m.ical misadministrations, include the intended and actual treatment plan, identify any
health effects. Mention if a medical consultant has been contracted to review the event. Include
the consultant’s conclusions and identify the effects on the patient. Never mention any health
effects on a patient without attributing the statement to the licensee or medical consultant.
Indicate whether the physician was notified.

NRC policy states that all documents must be published in dual units (Metric and English).
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Cause or Causes - Self explanatory

2V - Provide the
licensee actions in addition to the State actions (Inspection reports, enforcement actions, civil
penalties, information notices, bulletins, eic.)

Describe the State agency action to emphasize the corrective actions taken that resulted in the
State closing out the item, i.e., was State satisfied with the licensee's corrective actions, if so,
please indicate that the "state was satisfied with the following corrective actions taken by the
licensee ...." or "the licensee has complied with the corrective actions recommended by the State
as follows . . " Were there any enforcement actions, penalties, etc.?

Las! paragraph - Indicate the status by stating whether the AO is closed or remains open waiting
additional significant information. An item should only be identified as open if the State expects
additiona’ significant action may take place that will be covered in a followup report. The
followup report should be sent to NRC for inclusion as an update to the original AO write-up.
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SAMPLE INDUSTRIAL RADIOGRAPHY AO REPORT

State ID-Yr-No.
(XX-94-01)

Source\Quantity

Exposure

Industrial radiography overexposure at (Name of facility, City,
State) location.

In accordance with the AO criteria an extremity exposure
greater than 375 rem is considered an abnormal occurrence.

Date_and Place: The Agency was notified on (notification
date), by (Licensee), that a radiography overexposure had
occurred on (event date), at (facility, location (City,State)).

Nature and Probable Consequ:: ces: On (event date) al
approximately 7:00 PM, a radiography trainer working for
(Licensee) in (facility, location, (City, State)), expenienced a

source disconnect of a 96 cune indium-192 radiography source,
that resulted in an extremity exposure of at least 500 rem to

the thumb and index finger of a radiographer’s left hand. The
radiography trainer was radiographing weids on a 12 inch pipe
line in a five foot deep dirch at (Licensee), and began
experiencing difficulty with the source exiting from and
retracting into the camera earlier in the day. After completing
a radiograph, while trying to retract the source to the shielded
position, survey meter readings indicated a source disconnect.
The radiographer got a one inch thick lead sheet from the
radiography truck and covered the source in the guide tube. B)
this time it was dark. The radiographer helper rope off a larger
area and stayed a distance from the source. He then asked the
(Licensee) inspector to notify the radiography company RSO,
but to tell him that everything was under control, and that the
radiographer could handle the situation. As the trainer
disconnected the guide tube, the source assembly fell into the
mud at the bottom of a ditch. While picking up the source
assembly from the mud with channel lock pliers, the source
slipped. He instinctively reached for and straightened the
source assembly (pigtail) with his hand, apparently touching the
source in the process. He placed the pigtail into the camera,
intending to place the source capsule in first. He noticed the
survey meter reading high, indicating the source was outside of
the camera. The radiographer then removed the source from
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Eguipment\Device
(Manuf.\Model No.)

Event Reporting Handbook

the camera and placed it under the lead sheet. He then
removed the lockbox from the camera, inserted the source end
of the pigtail, replaced the lockbox and locked it. The source
was now secured in the shielded position. The barricades were
taken down, the equipment was loaded on the truck. and the
crew returned to the office. The company did not notify the
Agency of the disconnect.

About 10 days later, the radiographer started experiencing
discomfort in his left thumb and index finger and visited a
doctor for treatment on March 9, 1994, March 14, and 2 ril 1,
1994. On Apnl 11,1994, the RSO and the radiographe: visited
the Agency office and reported the incident. The Agency
investigated the incident at this time. The radiographer's film
badge reading was 1.06 rem whole body. An inspection of the
camera was performed by the company RSO the day after the
incident. The Licensee and the State Agency determined that
the company had ordered two model #22 pigtails and sources
from (Manufacturer, City, State), for the company's Gamma
Century radiography cameras. (Manufacturer) inadvertently
¢ant a model #22 and a Model #23 pigtail instead of the two
model #22°s ordered. The two models appear similar, but close
examination reveal two differences. The model #22 s
manufactured with 1/8 inch aircraft cable and a 3/4 inch
connector, the model #23 is manufactured with teleflex cable,
the same as the drive cable material, and a one inch connector.
The model #23 is not made to be used in the Gamma century
camera. The radiography company assumed the two pigtails
sent to them were model #22's. The #23 was mistakenly
placed in the Gamma century camera and is apparently the
cause of the disconnect. The Agency investigation determined
that the trainer had received at least a 1500 rem exposure to
the thumb and index finger of the left hand. The (State)
Radiation Control Program, in which th: manufacturer was
licensed, was informed of the incident and investigated the
manufacturer's (Licensee) error in sending the two different
pigtails to the radiography company.

Cause or Causes - The manufacturer’'s mistaken delivery of a

pigtail model number different than the one ordered and the
radiography company’'s assumption that the piglails they
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Status

received were the models they ordered, resulted in a pigtail
being used in a camera for which it was not manufactured. The
disconnect resulted from the difference in the length of the
connectors between the two models. Also, the radiographer
attempted an unauthorized recovery of the disconnected source.
The radiographer was not trained in source recovery and hac
no previous experience with source disconnects.

Actions Taken to Prevent Recurrence
Licensee - Actions will be given at the enforcement conference.

State Agency - The Licensee and radiographer were cited for
violations of the ‘ jation.
The Licensee was cited for the extremity exposure,
unauthorized retneval of a disconnected source, failure 1o
immediately notify the Agency of the incident, and failure to
notify the Agency in writing within thirty days of the incident.
The radiographer was cited for unauthorized retrieval of a
disconnected source. The incident has been referred for
escalated enforcement.

This file is (open\closed) in (State). The event will remain
open for addiuonal information from the State of (State).
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State ID-YR-NO.
(XX-94-02)

Critena

Procedure
Source(s)

Treatment plan
Device\Equipment

Actual vs. intended

SAMPLE MEDICAL AO REPORT

Medical Brad P T ILI
(Name of facility, City, State) location.

In accordance with the AO criteria, administering a therapeutic
dose that is greater than 1.5 times the prescribed dose should
be considered an abnormal occurrence.

Date and Place - The Agency was notified on (Date), that a
brachytherapy overexposure had occurred on (Event date(s)).
at Facility; City and State location).

Nature and Probable Consequences - A 68-year-old woman with
Stage 1] v2ginal cancer was referred to the hospital's radiation
therapy department for a gynecological brachytherapy
procedure involving the afterloading of cestum-137 and iridium-
192 sources. A plan was developed to deliver a total

dose of 6000 cenugray (cGy) (6000 rad) by a combination of
4000 cGy (4000 rad) from an external beam (linear accelerator)
and 2000 cGy (2000 rad) from vaginal implant therapy. The
external beam therapy was completed on September 9, 1993.
The patient was then evaluated and plans were made to
complete the implantation portion of the treatment. The
treatment plan for the implant therapy included calculations for
the time required to deliver 6000 c¢Gy (6000 rad). The dose
already delivered by the external beam was not considered in
the plan.

The attending physician reviewed the dose calculations on
October 9, the fourth day of the implant, and determined that
the duration of the implant treatment was likely to have been
too long. He immediately removed the implants. Calculatons
revealed that the patient received 4000 to 4500 c¢Gy (4000 to
4500 rad) from the brachytherapy treatment. Two days later,
on Monday October 11, the attending physician venfied with
the physics staff that his dose calculations were correct. The

patient received a total dose of 8000-8500 cGy (8000-8500 rad),
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administration

Health effect
to patient

Patient
notification

(4000 from external beam and 4000-4500 from the implant)
rather than the 6000 cGy intended (4000 from external beam
and 2000 from the implant). On October 11, the attending
physician in radiation oncology reviewed the radiation therap
calculations and verified with staff the actual a'‘mimistered dose.
A telephone report was made to the [ldentify State Health
Department] on October 12, 1993,and an on-site investigation
by State staff was conducted on October 14. A written report
from the licensee was submitted to the State agency on October
26. A committee of professionals convened to perform a
quality review. As a result of a literatur: and standard pracuce
review the committee concluded that the recommended
treatment for Stage 1l vaginal carcinoma 1s generally in & range
of 7000-7500 ¢Gy (7000-7500 rad) total dose with an external
dose of 4000-5000 cGy (4000-5000 rad) and delivery of the
remaining dose by implant. Others have recommended up 10
a total dose of 8500 cGy (8500 rad). This patient while
receiving more than her physician initially intended, did not
receive a dose markedly beyond recommended treatment for
her disease. The dose was within an acceptable range,
therefore, it is not anticipated that any complications beyond
those normally seen with treatment for this therapy will occur.
However, the patient will be closely monitored for any
complications and appropriate treatment will be provided. The
patient had been notified of the event by the atiending
physician on October 20. A letter confirming the discussion of
the event was also sent to the patent.

Cause or Causes - The reportable event was caus.d by a failure
to account for the previously administered external beam
therapy. The incident occurred due to lack of communication
of the prior therapy during the planning of the brachytherapy
treatment.
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Status

Actions Taken to Prevent Recurrence

Licensee - As soon as the licensee's management determined
that a reportable event had occurred, they formed a committee
of professionals not involved in the patient's care to conduct a
quality assurance review. The committee concluded that the
incident occurred due to lack of communication of the prior
therapy during the planning of the brachytherapy treatment.
They recommended that no brachytherapy be given without a
signed, written prescription by the attending physician. The
written  prescription must contain information about all
radiation therapy given to the patient. The medical center has
adopted the committee's recommendations and has initiated
training to the affected staff. This action should prevent a
recurrenc” of a similar event.

State agency - The results of the on-site investigation by the
State staff agrees with the findings of the licensee's quality
assurance review. The licensee's proposal appears to be
adequate 1o prevent recurrence.

The State considers this item (open, closed).
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COMMISSION NOTICES
REGULATORY GUIDE SERIES

DIVISION 1 — POWER REACTORS

ACTIVE REGULATORY GUIDES

Guide
Number Titie

1.1 Net Positive Suction Head for Emergency Core Cooling and Containment Heat
Removal System Pumps (Safety Guide 1)

1.2 (Withdrawn—See 56 FR 36175, 7/31/91)

1.3 Assumptions Used for Evaluating the Potential Radiological Consequences of a
Loss of Coolant Accident for Boiling Water Reactors

1.4 Assumptions Used for Evaluating the Potenuial Radiological Consequences of a
Loss of Coolant Accident for Pressurized Water Reactors

1.3 Assumptions Used for Evaluating the Potential Radiological Cor.c” quences of a
Steam Line Break Accident for Boiling Water Reactors (Safety Guide 5)

1.6 Independence Between Redundant Standby (Onsite) Power Sources and
Between Their Distribution Systems (Safecy Guide 6)

1.7 Control of Combustible Gas Concentrations in Containment Following a Loss-
of-Coolant Accident

1.8 Qualification and Training of Personnel for Nuclear Power Plants (Draft RS
807-5, Proposed Revision 2, published 2/79. Draft RS 807-5, Second
Proposed Revision 2, published 9/80; Draft OL 403-5, Third Proposed
Revision 2, published 1/85)

1.9 Selection, Design, and Qualification of Diesel-Generator Units Used as
Standby (Onsite) Electric Power Systems at Nuclear Power Plants (Draft
RS 802-5, Proposed Revision 3, published 11/88)

1.10 (Withdrawn—See 46 FR 37579, 7/21/81)

1.11  Instrument Lines Penetraung Primary Reactor Containment (Safety Guide 11)
Supplement to Safety Guide 11, Backfirting Considerations

1.12  Instrumentation for Earthquakes (Draft MS 1405, Proposed Rewvision 2,
published 7/&1)

1.13 Spent Fuel Storage Facility Design Basis (for Comment) (Draft CE 913-5,
Proposed Revision 2, published 12/81)

1.14 Reactor Coolant Pump Flywheel Integrity (for Comment)

Published
Rev. Month/Year

- 11/70

- 11/70
06/73
06/74

N -

- 11/70
06/73
2 06/74

—

- 03/71
- 03/71

- 03/71
| 0%/76
2 11/78

- 03/71
1 09/75
1-R 05/77
2 04/87

- 03/71
1 11/78
2 12/79
3 08/93

- 03/71
02/72

- 03/71
1 04/74

- 03/71
1 12/75

- 10/71
1 08/75

September 29, 1995



Guide Published
Number Title Rev. Month/Year

115 (Withdrawn—See 46 FR 37579, 7/21/81)

1.16  Reporting of Operating Information—Appendix A Technical Specifications

- 10/71
(for Comment) 1 10/73
2 09/74
3 01/75
4 08/75
117 (Withdrawn—See 56 FR 30777, 7/5/191) - -
1.18  (Withdrawn~See 46 FR 37579, 7/21/81) - -
119 (Withdrawn—See 46 FR 37579, 7/21/81) - -
1.20  Comprehensive Vibration Assessment Program for Reactor Internals During - 12/71
Preoperational and Initial Startup Testing 1 06/75
2 05/76 |
1.21  Measuring, Evaluating, and Reporting Radioactivity in Solid Wastes and - 12/71 |
Releases of Radioactive Materials in Liquid and Gaseous Effluents from 1 06/74 |
Light-Water-Cooled Nuclear Power Plants |
1.22  Periodic Testing of Protection System Actuation Functions (Safety Guide 22) - 02/72
1.23  Onsite Meteorological Programs (Sa