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Re: F01A-87-47

APPENDIX D

1. 4/23/86 Ltr from D.A. Nussbaumer to B. Salus re: changes to
radiation protection rules w/various craft ltrs dated
April 8 and April 9, 1986 (89 pages)

2. 8/6/86 Ltr from P.D. Eastvold to J. Lubenau re: trainir.g neecs
(2 pages)

3. 8/9/86 Ltr from D. Nussbaumer to T.R. Lash re: draft radiation
protection rules (2 pages)

4. 8/19/86 Ltr from B. Salus to J. Lubenau re: Senate Bill 2117 (6 pages)

5. 8/29/86 Ltr from D.A. Nussbaumer to T. Lash re: draft raciation
protection rules (12 pages)

6. 9/8/86 Memo from G.W. Kerr to J.G. Davis re: Licensing of Kress
Creek Radioactive Material (3 pages)

7. 10/3/86 Memo from G.W. Kerr to H.R. Denton re: Illinois Request
for 274b Agreement w/ enclosures (64 pages)

8. 10/21/86 Memo from G.W. Kerr to T.A. Rehm re: Speech - Illinois
Department of Nuclear Safety Conference on Future Radioactive
Material Licensing in Illinois w/ enclosure (18 pages)
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Ref: SA/J0L

APR 2 31986

Ms. Betsy Salus
Staff Legal Counsel
Department of Nuclear Safety
1035 Outer Park Drive
Springfield, Illinois 62704

Dear Ms. Salus:

Thank you for your letter of April 10,1986 to Joel tubenau concerning- |
,

the planned changes to the Department's radiation protection rules. We
also appreciated the opportunity to meet you on April 14, 1986 to
discuss our connents on the planned changes.

We believe that the changes proposed in response to our Category I
coerunts contained in my March 5,1986 letter to Mr. Seiple

; satisfactorily address those concerns.

We also reviewed with you the changes proposed in response to our other
cornents and to those submitted by other comentors. We found these to

; be acceptable with the following exceptions:

o The proposed change to Section 330.400(b)(4) should not
include the NRC as a possible transferee of radioactive
material. We consider the need to delete NRC to be Category I
coment.

o In Section 330.40(c)(4) and, we understand, elsewhere in the
regulations, the phrase "these regulations" is to be replaced
by "this Part." To ensure that no misunderstanding occurs,
when "this Part" is used in lieu of "these regulations" in the
context of exemptions from the regulation, it should be
accompanied by an explanation that it means codes 310, 320,
330, 340, 350, 351, 370, 400 and 601 or equivalent language.
Since this can affect the interstate distribution of certain
radioactive materials to persons exempt from regulation, we

j must identify this as a Category I comment.

I o You may wish to modify your response to the Amersham coment
concerning A and Ao values for certain sources of An and Pu.
A limited exdaption'for these sources exists in Illinois'
present proposed regulations at 341.40c52) which corresponds
to the NRC exemption provided in 10 CFR 71.10(b)(2).
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Ms. Betsy Salus -2-

IDMS seems to have made excellent progress in their draf ting the
revision to the regulations and the staff should be comended. We will
look forward to continuing to working with the State on the proposed
Section 274b agreement.

.

Sincerely.

Oricinsi signed byI
D. Eussbaumer

Donald A. Nussbaumer
Assistant Director for

State Agreements Program
Office of State Programs

Distribution:
SA R/F
Dir R/F
JMapes
RLickus, w/ incoming
Illinois file (fc) w/ incoming
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STATE OF |LLINOIS

DEPARTMENT OF NUCLEAR SAFETY4

1035 OUTER PARK DRIVE

SPRINGFIELD 62704

(217) 546-8100
TERRY R. LASH

Deoa April 10, 1986

Joel 0. Lubenau
Senior Project Manager
State Agreements Program
Office of State Programs
4550 Montgomery Avenue, Rm. 5523
Bethesda, MD 20814

Dear Mr. Lubenau:

Thank you for speaking with me today. I found it quite helpful to discuss
with you the changes we are planning to make to the Department's proposed
Agreement State rules.

As promised in our conversation, enclosed please find copies of our Draft,

| Second Notice. I look forward to going over these with you on Monday. Since
the Department's ability to change the proposed rules after the filing of
Second Notice is very limited, we need to resolve any problems which may still
remain.

Sincerely,

& QY
Betsy Salus
Staff Legal Counsel

BS:sp
Enc.-
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DRAFT
'
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April 8, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Administrative Rules ~ '

509 South Sixth Street
Room 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 330

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed
Amendment pertaining to Licensing of Radioactive Material.

In compliance with Section 220.500 of the Operational Rules of the Joint
,

Comittee on Administrative Rules, the Department of Nuclear Safety states as'

follows:

1) The name of the agency is the Department of Nuclear Safety.

| 2) The title of the Proposed Amendment is Licensing of Radioactive
Material, 32 Ill. Adm. Code 330.

3) The First Notice Period began on January 24, 1986, with the publica-
tion of Vol.10 Issue 4 of the Illinois Register, beginning at p.
1511.

4) Changes in the rule made during the First Notice Period are discussed
below,

i 5) Not applicable.
~

( 6) An analysis of the economic and budgetary effects of the Proposed
Amendment is enclosed.

7) The Proposed Amendment does not include an incorporation by reference
pursuant to Section 6.02(b) of the Illinois Administrative Procedure;

| Act.

I

_ _ .
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The incorporations by reference are made pursuant to Section 6.02(a)
of the Illinois Administrative Procedure Act. The Department has:

f

a) fully identified by location and date in the rule the
incorporated material;

b) included a statement that the incorporated material does not
include any subsequent amendments or editions; and

c) made a copy of the incorporated material available for public
inspection.

4

8) The Department has incorporated the recomanded changes received from
the Office of the Secretary of State, Administrative Code Unit. In
accordance with these recommendations, the Department intends to
recodify this Part and will adopt this Part in the recodified format.

,

i 9) Joint Comittee questions may be alrected to Betsy Salus, Staff
Counsel with the Department of Nuclear Safety at 546-8100. Ext. 216.

;

In compliance with Section 220.600, the Department of Nuclear Safety
states as follows:'

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Amendment on February 24, 1986. No coments were
received at this Public Hearing.

2) Written coments were received from Joseph M. Zlotnicki,
Radiation Safety Officer, Amersham Corporation; A.D. Riley,
Plant Manager, Allied Corporation; and Joel 0. Lubenau, U.S.
Nuclear Regulatory Commission (NRC), Office of State Programs.

,

: 344) The specific coments and suggestions made by these individuals ,

and entities and the Department's responses thereto are set
forth below,

i C0fmENTS FROM AMERSHAM CORPORATION
|

C0pmENT

Section 330.40 - License Exemption - Radioactive Materials Other Than
Source Material

"There is no exemption from itcensing for carriers of radioactive
material in Part 330. Section 330.110 requires that no ' person shall
receive, possess, use, or transfer (etc.) material except as
authorized in a specific or general license issued pursuant to Part
330 or es otherwise provided in that Part. It is assumed that the
Department intended to exempt carriers from Itcensing as Part 341.40
includes provisions for exegting them from the requirements for a
license to transport material."

<
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DEPARTENT RESPONSE:

The licensing provisions of 32 Ill. Adm. Code 330 do not apply to
carriers of radioactive material. In order to clarify this, the
Department'has added an exemption for carriers which has been
incorporatec into Section 330.10(b). Subsection (b) now states:

In addition to the requirements of Section
330.10(a), all licensees are subject to the
requirements of 32 111. Adm. Code 310, 320, 331,'

340, 341, and 400. Licensees engaged in industrial
radiographic operations are subject to the require-
ments of 32 Ill. Adm. Code 350. Licensees using
sealed sources in the healing arts are subject to
the requirements of 32 Ill. Adm. Code 370 and
ifcensees engaged in wireline and subsurface tracer
studies are subject to the requirements of 32 Ill.
Adm. Code 351. The requirements of 32 Ill. Adm.
Code 330 do not apply to carriers. Carriers are
subject to the requirements of 32 Ill. Adm. Code
341.

1

!
i C0pWENT

"It is reconnended that provisions for exempting carriers be included
in Part 330. This would also make the IDNS regulations consistent

3
with the NRC's provisions (See 10 CFR 30.13, 40.12, and 70.12)."

DEPARTENT RESPONSE:

As stated above, the Department has added an exemption for carriers ,

| in subsection 330.10(b) as modified. 1

!

COPMENT

;

i "An exemption is also required for persons using byproduct, source or
; special nuclear material under certain Department of Energy and

Nuclear Regulatory Consission contracts. (See 10 CFR 30.12, 40.11,
and 70.11.) 10 CFR 70.13 and 70.14 also include other exemptions for
the Department of Defense and the Department of Energy. Unless
Illinois' provisions are made consistent with the NRC, numerous

| license verification problems will occur for suppliers in Illinois."
:

! Di.PARTENT RESPONSE:
i

The specific exemption for contractors and subcontractors of the!

United States Department of Energy and of the United States Nuclear
Regulatory Connission who receive, possess, use, transfer, or acquire i

I

i

e
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-o- ,

. |

, .

,

Isources of radiation under their contracts is contained in the De-
partment's rule 32 Ill. Adm. Code 310.30(b). This subsection was not |
included in the Proposed Amendments as published in the Illinois '

Register as there were no changes to that subsection of the Part.

C0pe1ENT ;

Amersham sent a copy of the Atomic Industrial Forum's coments on the
NRC proposed rulemaking concerning financial surety arrangements.

" Additionally, Amersham requests the inclusion of an option for
demonstrating financial surety. A provision to allow a Parent
Company Guarantee as an acceptable arrangement should be added to the
proposed section."

DEPARTMENT RESPONSE:'

The Department has received and reviewed the Atomic Industrial
Forus's coments on the NRC proposed rulemaking concerning financial
surety arrangements. At present, the Department choosas to allow
only the more conservative fonas of financial surety listed.

C0re4ENT

Section 330.270 - Special Requirements for Specific Licenses of Broad
Scope

"Section 330.270(e)(1)(C) requir3s that persons licensed pursuant to
330.270 shall not conduct activities for which a specific license
issued by the Department under Sections 330.260, 330.280, or 330.290
is required. We did not find a Section 330.290 in the proposed
regulations. Clarification is needed on what provisions were meant
to apply here."

DEPARTMENT RESPONSE:

!

|
The references to Section 330.290 was a typographical error. Section
330.290 is not contained in the Proposed Amendments and therefore
this reference has been deleted.

C0pe n T*
;

| Section 330.280 - Special Requirements for a Specific License to
| Manufacture, Assen61e, Repair, or Distribute Commodities, Products,
! or Devices which Contain Radioactive Material
|

"Section 330.280(f) describes the requirements which must be met in'

order to have a license approved for the distribution of americium-
241, plutonium, or radium-226 calibration or reference sources to

.

1 -
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general licensees. It is assumed that a prospective supplier must
apply to the department for such authorization but this section is
somewhat confusing because only the NRC regulations are referenced."

DEPARTMENT RESPONSE:

Under this subsection, the Department is the entity to which an
application for a specific license should be submitted. The NRC
regulations referred to in subsection 330.280(f)(2) are incorporated
by reference into the rule. It is also noted that NRC regulations
are not the only regulations referenced in this subsection. Section
330.280(f)(1) clearly refers to Section 330.250 of the Department's
rule.

C0tNENT

"Section 330.280(1) lists the requirements for the distribution of
sources or devices containing radioactive material for medical use.
Paragraph 330.280(1)(3) requires that the label affixed to the source
or device (or to itt, storage container) contain a statement that the
item is authorized to be distributed to Group VI licensees. This
statement is misleading for calibration and reference sources since
these types of sources may be transferred in quantities not to exceed
3 aCi per source to any medical group licensee. (See 330.260(c)(4)
(D) not just those in Group VI.)

We recomend a modification of the wording to reflect this. If the
change is made, time must be allowed to make the change (which has
already been recomended by NRC Region III) to current literature."

DEPARTMENT RESPONSE:

A close reading of Section 330.280(1)(3) reflects that it does not
contain the limitation which Amersham suggests. The subsection
requires that the label state "that the source or device is licensed
by the Department for distribution to persons licensed pursuant to;

Section 330.260(c) and/or Appendix C, Group VI of this Part or under
equivalent ifcenses of the U.S. Nuclear Regulatory Comission, an'

i Agreement State, or a Licensing State." Medical licensees are
I authorized to receive calibration and reference sources pursuant to

330.260(c). Therefore, the label proposed is appropriate.

C0peENT

"Section 330.280(n) introduces a requirement which is not present in
the NRC regulations or in the Suggested State Regulations. It

! contains special requirements for the manufacture or inportation of
devices for transfer to persons having a specific license.

| It is not clear why such a provision has been included in the
,.

4
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regulations. In practice, a specific licensee cannot receive an
amendment to his license to add a new device unless the device has
been evaluated. This evaluation (which covers all of the items in
330.280(n)(2)(A)-(H)) is often requested by the manufacturer / importer
of a device to enable him to distribute his device to the widest
possible market. However, if a custom device is being manufactured
for one customer, it is often the customer who requests and pays for
the evaluation to be done (not the manufacturer). Therefore, it
seems inappropriate to require that the manufacturer / importer be held,

responsible for submitting and paying the fee for the evaluation of
any device that could be sold to a specific licensee."

DEPARTENT RESPONSE:

This requirement is not new for manufacturers in Illinois. The.

evaluation requirement in Section 330.280(n) was in place prior to
the proposing of these amendments. While it is true that neither the
Suggested State Regulation nor the NRC regulations require such an
evaluation to be performed by the manufacturer, neither of these.

regulations precludes it. Thus, the Department's requirement raises
no compatability question. It is the belief of the Department that
by requiring the manufacturer / importer to conduct the evaluation in
all cases, the rule will be more efficiently administered. Further-
more, in those cases where the manufacturer / importer is working withI

! a custos device, the cost of the evaluation can be passed on to the
customer by the manufacturer / importer.

C0tetENT

" Item (3) under 330.280(n) seems to be redundant as the transfer of
material is addressed much more completely in 330.400.

,

It is also unclear what constitutes a ' device'. There does not seem
to be a definition for this in the proposed rules.

,

It is also unclear whether the requirements of this sectioni

constitute a specific distribution license for a manufacturer /
distributor (as do much of the other sections in 330.280(n)). If so,
the licensee would seem to be subject to two fees for the device

| approval - Section 331 Appendix A - Item 3P and Item 9A (or 98).

We feel that this section of the proposed rule should be deleted
I since its provisions seem to be unnecessary in the practical sense

and may cause duplicate regulation of manufacturers / importers."

DEPARTMENT RESPONSE:
-

The Department agrees that subsection 330.280(n)(3) as proposed in
the First Notice was redundant. Therefore, subsection 330.280(n)(3)
has been modified to refer to Section 330.400 rather than reiterate
the requirements therein. Subsection 330.280(n)(3) has been modified
to state as follows:

. _ . - - -- ,.- _ -___ .-- - - - - ---_.- _ - -_.____
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The licensee under this paragraph shall not transfer
a device to any person until he has assertained that
such person has a 16eense wh6eh atherines h6m to
possess such radioaative material as may be een-
talmed in the devise except in accordance with the
requirements of Section 330.400.

Furthermore, a specific licensee under Section 330.280(n) who wishes
to distribute goods is required to pay two fees. One fee relates to
the thing to be distributed, the other fee relates to the distribu-
tor. Items 9A and 98 of Appendix A, 32 Ill. Adm. Code 331, set out
the fee which must be paid for the required safety evaluation of
devices or products for consnercial distribution. The fee for a
license to distribute approved devices is assessed against the
distributor pursuant to 32 Ill. Adm. Code 331, Appendix A, Item 3P.

. .

COMMENT

Section 330.360 - Persons Possessing a License for Source, Byproduct,
or Special Nuclear Material in Quantities Not Sufficient to Form a
Critical mass on Effective Date of These Regulations

" Licensees need assurance that their current NRC licenses will not
expire until an equivalent license or licenses are issued by IDNS.
Section 330.360 indicates that NRC Ifcensees will be deemed to
possess a like license issued by the Department but that the license
may be terminated by the Department 90 days af ter a notice of
expiration is issued. No provisions are included which assure a

~

licensee that a new IDNS license will be issued prior to the
expiration date set by the Department.

It is also unclear whether the Department will issue 'new' licenses
or simply expand the scope of existing licenses to include the
provisions of current NRC licenses. This could be a concern if
licensees were subject to the fees for a new license when IDNS issues
licenses for activities previously licensed by the NRC."

DEPARTMENT RESPONSE:

Amersham's concern, that a current NRC license could expire by order
of the Department before an equivalent license has been issued by the
Department, has merit. Therefore, Section 330.360 has been modified
as follows:

Any person, who, on the effective date of these
regulations possesses a general or specific license
for source, byproduct, or special nuclear material
in quantities not sufficient to form a critical
mass, issued by the U.S. Nuclear Regulatory
Commission, shall be deemed to possess a like



.
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license issued under. this Part and the Act (Ill. |

Rev. Stat. 1983, ch. 111 1/2, par. 211 et seq.),
such. Such license shall expire either 90 days
after reselpt from the Department of a nellee of
empiration of such lisense, or on the date er of

,

expiration specified in the U.S. Nuclear Regulato77
Commission license, whishever is earlier.

It should be noted however, that this provision does not prevent
revocation of Itcenses.*

The Department will not issue "new" licenses, but will expand the
scope of existing licenses to include the provisions of current NRC
licenses,

i

COPNENT

Section 330.320 - Expiration and Termination of Licenses

"Section 330.320 requires that an operator of a radiation
installation must notify the Department within 30 days of the
discontinuance of operations at the installation. Section 340.4070
also requires licensees to notify the department not less than 30
days before vacating or relinquishing possession of the premises.
Clarification is needed as to whether these notifications are
intended to be separate requirements or whether the intention of
these provisions will be fulfilled if users of radioactive material
comply with the termination requirements of Section 330.320."

DEPARTMENT RESPONSE:

The notification requirements of Section 330.300 and 32 Ill. Adm.
Code 340.4070 are separate requirements. The requirements of Part
330 are intended to assist the Department in keeping current records
of possession of radioactive materials. The requirements in 32 Ill.
Adm. Code 340 are intended to assure adequate decontamination.

'

C000ENT

Section 330.400 - Transfer of Material

"It is unclear if the provisions in Section 330.400 are intended to
allow persons regulated by IONS to transfer radioactive material to
the U.S. Nuclear Regulatory Connission or to the agencies in Agree-
ment or Licensing States which regulate the use of radioactive
material. It could be interpreted that the provisions apply only to
persons authorized by those agencies and not to the agencies
themselves.

Please clarify the scope of this provision."

.
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DEPARTMENT RESPONSE.

The Department did not intend Section 330.400 to prohibit the
transfer of radioactive material by Department licensees to the U.S.
Nuclear Regulatory Commission or other agencies which regulate the
use of radioactive material. To clarify the Department's intent,
subsection 330.400(b)(4) has been modified to provide:

b) Except as otherwise provided in his license and
subject to the provisions of Section 330.400(c) and
(d), any licensee may transfer radioactive material:

4) .to the U.S. Nuclear Regulatory Commission, an
Agreement State, or a Licensing State, to any
person authorized to receive such material
under terms of a general license or its
equivalent, or a specific license or equivalent
licensing document, issued by the Department,
the U.S. Nuclear Regulatory Comission, an
Agreement State, or any Licensing State, or to
any person otherwise authorized to receive such
material by the Federal Government or any

<

agency thereof, the Department, an Agreement
State, or a Licensing State; or

COPMENT

"The provisions of Section 330, Appendix C Group III(f) are not
consistent with the other medical groups involving radiopharsa-
ceuticals. No provisions have been included for the use of Group III
materials under a 'New Drug Application' (NDA) which has been
approved by the FDA."

DEPARTENT RESPONSE:

The Department agrees with Amersham that a provision for the use of
Group III materials under a "New Drug ' Application" approved by the
FDA should have been included. Such a provision has been added by
modifying Group III (f) which now provides:

f) Any generator or reagent kit for preparation and
diagnostic use of a radiopharmaceutical containing
radioactive material for which generater er reagent ,

kit a " Notice of Claimed Investigational Exemption-

, for a New Drug" (IND) has been accepted by the Food!

and Drug Administration (FDA) or a "New Drut
;

Application" (NDA) has been approved by the Food an0
Drug Administration (FDA).

COPMENTS FROM U.S. NUCLEAR REGULATORY COPMISSION

.
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Joel 0. Lubenau, Senior Project Manager, State Agreements Program, of!

the Office of State Programs, submitted the following coments on the
proposed Amendment.

C0fMENT

The following corrections should be made:

In 330.40(c)(3)(A), add " initially" after "or" in the 9th line.

In 330.200(a) and 330.200(b), " General licenses" should be singular
not plural.

In 330.220(1)(4)( A), " selenium" in the 9th line should be " selenium- .

75".

In 330.280(b)(2)(D)(11), the word " Human" in the first line should be
followed by "Use ".

In 330.280(b)(3)( A), "of" in the second line should be replaced with )
a coma.

In 330.280(b)(3)(B), " isotope" in the second line should be
" radioisotope".

In 330.280(j), "radiophareceuticals" should be
"radiopharmaceutical s".

In 330.320(d)(2), insert an "n" in "departmet".

In 330.360, change the "or" at the end of tne tenth line to "of".

In 330.500, "of Licenses" should be retained in title.

DEPARTIENT RESPONSE:

The Department has incorporated all of these suggested corrections
into the rules.

COpMENT

Section 330.250 - General Requirements for the Issuance of Specific
License

,

The language of 330.250(b)(1), (c)(1) and (d)(1) is " garbled" and
should be changed to be understandable.

DEPARlMNT RESPONSE:

1-

. ... . . . .



,
. . . - - . . -

- --

*
,

.

The Department disagrees that subsection 330,250(d)(1) is " garbled"
and therefore has not modified this subsection. However, the
language in subsections 330.250(b)(1) and (c)(1) have been modified
as stated below. In addition, subsection 330.250(f) has been
modified to clarify the reference as 330.250(c)

'

b) Environmental Report, Consencement of Construction

1) In the case of an application for a license to
receive and possess radioactive material for
cornercial waste disposal by land burial, or1

for the conduct of any other activity which the
Department determines will significantly affect
the quality of the environment, a license ap-

,

p11 cation will must be reviewed and approved if |
by the Department determ6ne, before connence- |

.

ment of construction of the plant or facility '

in which the activity will be conducted. has
eeneluded, after weighing Issuance of the
license shall be based upon a consideration by '

the Department of the environmental, economic, '

technical and other benefits against i_n com-
parison with the environmental costs and
sens6 der 6mg available al ternatives, and a ,

determination that the action called for is the
issuance of the proposed license, with any
appropriate conditions to protect environmental
values;

c) Financial Surety Arrangements for Site Reclamation
:

1) A lisense application will be approved if
Issuance of a license shall be dependent upon

; satisfactory evidence of financial surety to
ensure the protection of the public health and
safety in the event of abandonment, default, or
other inability of the licensee to meet the
requirements of the Act and this Part. pursu-
ant Pursuant to the Radiation Protection Act,

(111. Rev. stat.1984 Supp., ch.111 1/2, par..

216(a)(5)), and as otherwise provided, finan-
cial surety arrangements for site reclamation
which may consist of surety bonds, cash de-

L posits, certificates of deposit, deposits of
i government securities, letters or lines of

credit, or any combination of the above for the
categories of ifcensees listed in Section
330.250(fc)(4) has been established to ensure
the protection of the publie, health and safety;

in the event of abandonment, default, or other
inability of the lisensee to met the require-
ments of the Act and these regulattens. Deter-
mination of satisfactory surety arrangements
shall be subject to the following condit< ons:,

, - . . _ - - - - , . - . --_ --. .-. .. _ . - -. - - - - _ - _ . -
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COP 9ENTS FROM ALLIED CORPORATION:
,

A.D. Riley, Plant Manager of Allied-Signal's Metropolis Plant made
the following comments:

COPv4ENT

"The IDNS should correct references to sections which were not
included in the published rules, or provide the sections whTcT are
referenced. For example:

a. Section 330.250(a)(4), Page 1550, refers to special requirements
in Sections 330.260, 330.270, 330.280 or Section 330.290;
however, Section 330.290 g not provided in the as pubitsbed" t
rules. \

.

b. Section 330.250(c)(1) refers to Section 330.250(f)(4) which is
not provided in the "as published" document. Likewise, four (4)
additional references are made to 330.250(f) in Section -

330.250(c)(1), none of which are provided in the proposed [
rules."

DEPARTPENT RESPONSE:

The reference to Section 330.290 is a typographical error and has
been deleted.

Although the Sections were renumbered, the references in the text to
subsection 330.250(f) wert inadvertently left unchanged in the "as
published" rule.

The references in the text to subsection 330.250(f) should have been
to subsection 330.250(c). Therefore, the Department has modified
subsection 330.250(f) to read subsection 330.250(c).

COMENT

"Each section of '.ae proposed rules should support and agree with the
intent of other pertinent sections. For example: Section 330.30
exespts licensing requirements for source material concentrations of
less than 0.051; however, Section 330.320(d)(2) and (3) both state
that no detectable or residual contamination is allowed, or the
license continues, even though Section 330.30 says a license is not
required if source material concentrations are less than 0.055.

Section 330.320 should be appropriately modified to agree with
Section 330.30."

DEPARTENT RESPONSE:



.. - ... - - . . . .. ~. - , ____. - .- -- ._ _ _-- - .. .

.

.

The two provisions contained in Section 330.320 and 330.30 are not
inconsistent. Allied-Signal is correct in suggesting that under
330.320 a license can continue beyond its expiration date if
detectable levels or residual radioactive contamination attributable ;

to the licensee's activities are found. This requirement, that '

licensees decontaminate their facilities to the level that existed,

prior to commencement of their activities, demands nothing more than'

that licensees assume responsibility for their activities.

On the other hand, it would be administratively impracticable to
license every possessor, user, owner or transferor of source material
no matter how small the quantity. Thus, the Department, under

! Section 330.30 has set a threshold level (0.051 by weight source
material). If this quantity is never exceeded, no Ilcense is
requi red.

!

.

i COPMENT
|

"In view of the rather substantial changes we propose, a 90-day i

extension should be granted to allow IDNS an opportunity to delete
'amended or obsolete regulations from the "as published" rules. The

IDNS should redraft the proposed rules into an organized, numerical
sequence of sections in a single document. This will provide for, .

j inproved reading and understanding by members within the nuclear
industry and the public."

4

DEPARTIENT RESPONSE:

i

As the Department has resolved the issues raised by Allied-Signal,

! without substantially changing the rules as proposed, no extension of
the comment period is necessary.

;

| The following provisions have been modified to properly incorporate by
| reference material published in the Code of Federal Regulations.

1

Section 330.40(c)(4):

Resins Containing Scandium-46 and Designed for Sand
Consolidation in Oil Wells. Any person is exempt
from these regulations this Part to the extent that.

such person receives, possesses, uses, transfers,
owns, or acquires synthetic plastic resins contain-
ing scandium-46 which are designed for sand consoli-
dation in oil wells. Such resins shall have been
manufactured or imported in accordance with a
specific license issued by the U.S. Nuclear Regula- !

tory Commission, or shall have been manufactured in
accordance with the specifications contained in a

ispecific license issued by the Department or any
Agreement State to the manufacturwr of such resins
pursuant to licensing requirements equivalent to

.

v,_, ~---. . --- . ___-- . _ _ _ _ . , , _ _ _ _ _--,_m . . , , _ _ ~ ~ - -,_.-.-,,,.,,__m-,_ m,,,- - - - - . . . , - - -
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those in Sections 32.16 and 32.17 of 10 CFR Part 32
revised as of January 1,1985, of the regulations ot
the U.S. Nuclear Regulatory Commission.* This
exemption does not authorize the manufacture of any
resins containing scandium-46.

* AGENCY NOTE: Licensing requirements contained in
subsequent amendments or editions of 10 crR 3z are
not incorporated into this rule. A copy of 10 crR
32 ts available for public inspection at the
Department of Nuclear Safety.

Section 330.220(e)(1)(8):

each device has been manufactured, assent >1ed, or
imported in accordance with a specific license
issued by the U.S. Nuclear Regulatory Commission, or
each device has been manufactured or assembled in
accordance with the specifications contained in a
specific license issued by the Department or any
Agreement State to the manufacturer or assembler of
such device pursuant to licensing requirements
equivalent to those in Section 32.53 of 10 CFR Part
32, revised as of January 1,1985, exclusive of any
subsequent amendments or editions. A co)y of 10 cFR
32 1s available for public inspect 1on at the
Department of Nuclear Safety.

Section 330.220(g)(4):

I The general licenses in Section 330.220(g)(1), (2)
and (3) apply only to calibration or reference

i

sources which have been manufactured in accordance
4 with the specifications contained in a specific
; Ifcense issued to the manufacturer or taporter of

the sources by the U.S. Nuclear Regulatory Commis-
sfon pursuant to Section 32.57 of 10 CFR part 32 or

| Section 70.39 of 10 CFR part 70, revised as of
t January 1,1985 or which have been manufactured in

accordance with the specifications contained in a
specific license issued to the manufacturer by the
Department, any Agreement State, or Licensing State
pursuant to licensing requirements equivalent to
those contained in Section 32.57 of 20 CFR Pays 32
or Section 70.39 of 10 CFR Part 70, revised as of
January 1,1985. Licensing rec utrements contained.

in subsequent amendments or edit' ons of 10 CFR 3z or
10 cru zo are not incorporated into this rule.
Co31es of 10 CFR 32 and 10 CFR 70 are available for
pu')11c inspection at the Department of Nuclear
Safety.

Section 330.260(c)(2)( A):

,

,~,--,...,n.-- n-,--- ,-. , ,,,n,, , - , . , - _ ,- - - - - - , , , , , , , , - _ . , - , - - - - . , - , , _ , - - - , - , - , , . . , - , , , , - ,- _____ ---e-
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For Groups I, II,. IV, and V, no licensee or
registrant shall receive, possess, or use radio-
active material except as a radiopharmaceutical
manufactured in the form to be administered to the
patient, labeled, packaged, and distributed in
accordance with a specific license issued by the
Department pursuant to Section 330.280(j), a
specific license issued by the U.S. Nuclear
Regulatory Comission pursuant to Section 32.72 of
10 CFR part 32, or a specific license issued by an

,

Agreement State or a Licensing State pursuant to
equivalent regulations equivalent to those contained
in Section 32.72 of 10 CFR 3Z, revised as of January
1, 1985, exclusive of any subsequent amendments or
editions. A copy of 10 CFR 32 is available for
public inspection at the Department of Nuclear
safety.

Section 333.260(c)(2)(B)(11):

Generators or reagent kits containing radioactive
material that are manufactured, labeled, packaged,
and distributed in accordance with a specific
license issued by the Department pursuant to Section
330.280(k), a special license issued by the U.S.

| Nuclear Regulatory Comission pursuant to Section
i 32.73 of 10 CFR part 32,' or a specific license

issued by an Agreement State or a Licensing State
pursuant to equivalent regulations equivalent to
those contained in Section 32.73 of 10 CFR 32,
revised as of January 1, 1985, exclus1ve of any
subsequent amendments or editions. A copy of 10 CPR
3215 available for public inspection at the Depart-

'

ment of Nuclear Safety.

Section 260(c)(2)(C):

, For Group VI, no licensee or registrant shall
| receive, possess, or use radioactive material except
| as contained in a source or device that has been

manufactured, labeled, packaged, and distributed in'

accordance with a specific license issued by the
Department pursuant to Section 330.280(1), a
specific ifcense issued by the U.S. Nuclear,

| Regulatory Commission pursuant to section 32.74 of
10 CFR part 32, or a specific license issued to the

i manufacturer by an Agreement State or a Licensing
State pursuant to equivalent regulations equivalentt

| to those contained in Section 32.74 of 10 CFR 32,
l revised as of January 1, 1985, exclusive of any

subsequent amendments or editions. A copy of 10 CFR
| 32 is available for public inspection at the Depart-
'

ment of Nuclear Safety.
I

!

.

< .
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Section 330.260(c)(4)(D): .

Any radioactive material, in amounts not to exceed 3 -

millicuries (111 MBq) per source, contained ,in cali-
bration or reference sources that have been sunufac-
tured, labeled, packaged, and distributed in accor-
dance with a specific licensed issued by the Depart-
ment pursuant to Section 330.280(1), a specific -

license issued by the U.S. Nuclear Regulatory
Commission pursuant to Section 32.74 of 10 CFR part o . ,

32, or a specific license issued to the manufacturer j
by an Agreement State or a LicensingrState pursuant '

to equ6 valent regulations equivalent to those
contained in Section 32.74 of 10 cFR 3Z, revised as *

of January .1, 1955, exclustve of any subsequent.

amendments or editions. A Copy of 10 CFR 3Z 1s
available for public inspection at the Department of s
lluclear Safety.

,

Section 200 (c):

Licensing the Incorporation of Naturally Occurring
and Accelerator-Produced Radioactive Material into
Gas and Aerosol Detectors'. An application for a ->

specific license authorizing the incorporation of
NARM into gas and aerosol detectors to 'be distri- '

buted to persons exempt under Section 330.40(c)(3) ~ -

will be approved if the application satisfies
requirements equivalent to those contained in
Section 32.26 of 10 CFR part 32, revised as of
January 1,1985*. The maximum quantity of radium-
zz6 in each device shall not exceed: 0.1 microcurie
(3.7 kBq). p

* AGENCY NOTE: Licensing requirements contained in
,

subsequent amendments or editions of 10 CFR 32 are
.

not incorporated into this rule. A ccpy of 10 UPR
32 1s available for public inspection at the
Department of Nuclear safety. -

Section 330.280(e)(2): -

The applicant satisfied the requirements of Sections 1
32.53, 32.54, 32.55, 32.56, and 32.101 of 10 CFR ' '

part 32, revised as of January 1,1985, exclusive of ''

subsequent amendments or eattionsfor their equiva-
1ent. A copy of 10 CFR 3T15 available'for publit '

inspection at the Department of Nuclear Safety _

si

s

.

1

'
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Section 33).280(f)(2):g,
. 1

The applicant satisfies the requirements of Sections#e' ; '

32.57,. 32.'58, 32.59, and 32.102 of 10 CFR part 327 1

' 's and 'Section 70.39 of 10 CFR Part 70, revised as of

f ' January 1,1985, exclusive of subsequent amendments
> - or editions, or their equivalent, copies of 10 cra

32 and 10 CFR 70 are available for public inspec-,

i
j

M" tion at the Department of Nuclear Safety.
a

'

,

f b) Direct changes in the agency's programs include the increase of,a ._ computer use and the hiring of eight additional inspectors and' ' '
,

- necessary support staff for the implementation of this program.
There will be no change to the structure of the Department as a-.

! 'l result of this rulemaking.

c) Not applicable.. ,

t N

d) The Department proposed these amendments as a preliminary step<

towards achieving Agreement State status. Adoption of a compre-
h hensive State regulatory program with respect to byproduct material,,

'

source material, and special nuclear material in quantities net'

sufficient to form a critical mass is a prerequisite for execution by,

| :f the U.S, Nuclear Regulatory Connission of an agreement transferring>

i regulatory authority and responsibility for these materials to the
i State. The Department of Nuclear Safety is pursuing Agreement State

,

status in accordance with the legislative directives contained in the
low-Level Radioactive Waste Management Act (Ill. Rev. Stat.1985, ch.

!
'

- 1111/2, par. 241-2 (b) and the Radiation Protection Act (Ill. Rev.
Stat.1985, ch.111 1/2, par. 216(b)).

.
, ,

,

Sincerely,
,

_

! Terry R. Lash
Director
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April 8, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Adminfstrative Rules-

509 South Sixth Street-
.

Room 500
Springfield, Illinois 62701

,

i Re: 3{Ill.Adm. Code 331
i

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of NJelear Safety's Proposed Rule
| pertaining to Fees for Radioactive Material Licenses.
1

In compliance with Section 220.500 of the Operational Rules of the Joint
Committee on Administrative Rules, the Department of Nuclear Safety states as
follows:

I 1) The name of the agency is the Department of Nuclear Safety.'

s
,

2) The title of the Proposed Rule is Fees for Radioactive Material
' Licenses'; 32 Ill . Adm. -Code 331.

3) The First Notice Period began on January 24, 1986, with the publica--

| tion of Vol.10, Issue 4 of the Illinois Register, beginning at p.
| 1438.

4) Changes in the rule made during'the First Notice Period are discussed
below. )-

,

5) Not applicable.

6) An analysis of the economic and budgetary effects of the, Proposed
Rule is enclosed.

7) The Proposed Rule does not include any incorporations by reference. .

<

}

.
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8) The Department has incorporated the reconnended changes received from
the Office of the Secretary of State, Administrative Code Unit.

9) Joint Connittee questions may be directed to Betsy Salus. Staff
Counsel with the Department of Nuclear Safety at 546-8100. Ext. 216.

In compliance with Section 220.600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Rule on February 24, 1986. No connents were received
at this Public Hearing.

2) Written coments were received from Joseph M. Zlotnicki,
Radiation Safety Officer Amersham Corporation; Kenneth V.
Schreiner, Vice President, St. Francis Hospital; and Richard V.
Cushman, Administrative Assistant, Thorek Hospital and Medical
Center.

384) The specific comments and suggestions made by these individuals
and entities and the Department's responses thereto a.c set
forth below.

C0fHENTS FROM AMERSHAM CORPORATION

Joseph M. Zlotnicki, Radiation Safety Officer for Amersham made the
following coments regarding the Department's proposed Fee Schedule
and Collection Procedures.

CO M NT

" Amersham Corporation has a number of concerns with the proposed fee
schedule. Large increases are proposed for many of the operations
for which Amersham is licensed. Overall, the renewal fees for
licensed activities are expected to cost more than four times as much
with Illinois than the same renewals would have cost with the NRC.
The renewal of the major license could be almost ten times as
costly. In dollars, the increase in renewal fees for ifcensed
activities is expected to be almost $12,000. These increases seem
high, especially in light of the fact that NRC fees were only
recently increased."

.

DEPARTMENT RESPONSE

The Department's eventual objective is to make the licensing program
proposed in 32 Ill. Adm. Code 330 self-supporting. This could not be
accomplished if the Department were to retain the current U.S.
Nuclear Regulatory Comission (NRC) license fee schedule. After

.
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reviewing the experiences of other Agreement States, the Department
has determined if current NRC license fees were increased 20% across
the board, the Department would recover about 40% of the costs
associated with the licensing program. The fee schedule in the
Appendix provides such an increase.

Through public connents, it came to the Department's attention that
the proposed increase of 20% would result in actual increases of a
much greater magnitude for holders of multiple licenses. (See
connents of St. Francis Hospital and Thorek Hospital below). The
Department learned from the NRC that the NRC charges such licensees
for only one inspection. The disproportionate impact of the proposed
fee scheme on holders of multiple licenses was due to the fact that
the Department's proposed rule had no analogous provision.

In most cases, the Department does not break its fees into ifcense
fees and inspection fees. Therefore, to avoid the disproportionate
impset that the proposed fee increases would have on holders of
multi;.le licenses, the language of Agency Note (1) (a) and (c) in
Appendix 331 has been modified. This Section now provides that
holders of multiple licenses must submit the entire fee for the most
expensive license and 30% of the fee for other licenses which it may
hold. Agency Note (1) (a) and (c) now states:

(1) Types of fees - Separate charges as shown in
the schedule will be assessed for applications
for new licenses and approvals, issuance of new
licenses and approval s, and amendments and
renewals to existing Itcenses and approvals.
The following guidelines apply to these
charges:

| (a) Application fees - Applications for materials
| licenses and approvals must be accompanied by

the prescribed application fee. for each
,

sategory, ensept that applications .for For
| licenses covering more than_ only one Tee'

category and for a)provals, the prescribed fee
shall be the fee for the appropriate category
or ap>roval identified in Appendix A. of
spee6ah nuclear mater 6a1 er seurse material to
be used at the same location must be assempa-
nied by the prescribed application fee for the
highest fee eategory, When a lisense er
approval has empired, the application fee for
each sategory shall be due, ex?ept for lisenses.

severing more than one fee sategory of speelal
nuclear material er saurse material for use at

| the same lesation, in which ease the applisa-
tien fee fee the highest eategory applies For'

licenses covering more than one fee category,
the fee shall be 100% of the fee listed for the
highest fee category for which a license is
sought, plus 30% of the fee listed for each

|
'

.
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Other category for which a license is sought.

For licenses covering more than one fee
category of special nuclear material or source
material, the prescribed application fee is the
fee for the highest fee category for which a
license is sought.

The application fees listed in Appendix A are
based on a5 year license ters. In those
situations where a license 15 1ssued for less
than 5 years, a prorated portion of the
application fee will be refunded by the
Department to the licensee.

(c) Renewal fees - Applications for renewal of
materials licenses and approvals must be
accompanied by the prescribed renewal fee
except that applications for renewals of

i licenses- coverint more than one fee category
must be accompanied by the prescribed renewal
fee for the highest fee category for which a

' license renewal is sought, and 305 of the
renewal fee for each of the other fee catego-

ries for which license renewal is sous ht. For
each sategory , exeept that app beations
Applications for renewal of licenses and

'
approvals in fee categories 2C through 2E, 4A,i

SB, and 12 must be accompar ied by an applica-
tion fee of $150 for each fee category, and the

I additional renewal fee for each category shall
! be due upon notification by the Department in
| accordance with the procedures specified in

Section 331.120(d).

The renewal fees listed in Appendix A are based
on a 5 year renewal term. In those situations
where a license is renewed for less than 5
years, a prorated portion of the renewal fee
will be refunded by the Department to the
licensee.

!

!
!

C0tNENT
,

"It is our understanding that the fees listed are the maximum fees
that would have to be paid in each category. It is not clear,
however, if the licensee will be reinbursed for funds submitted in
excess of the required fee for the review and what the timescale for
reinbursement would be."

i

I
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DEPARTMENT RESPONSE

The fees listed in Appendix A are actual, not maximum fees.
Therefore, if a licensee pays the amount listed in the Appendix, no
reimbursement would be made. Those fees which are determined on a
" full cost" basis will be assessed in accordance with Section
331.120(b) and should not result in overpayment by a licensee.

COMMENT

"It is also not clear what ' payable upon notification' means. Does '

this mean within 30 days of the receipt of the bill? This would seem.

in most cases to be reasonable."
,

,

.

DEPARTMENT RESPONSE
.

The Department agrees with Amersham that some time frame for payment
should be included in the rules. Section 331.120(b) has been changed,

to reflect that payment is due within 30 days of receipt of the bill.

COPMENT

"It also should be defined what one ' full inspection' will entail.
Will an annual inspection cover all Itcensed activities? Will,

| inspections be performed on each licensed activity every year? This
is probably excessive for some activities as the NRC conducted

j- inspections of certain licensed activities (such as distribution of
exempt quantities) only once in three years."'

DEPARTMENT RESPONSE

The " full inspection" language used in footnote 4 of Appendix A
applies only to category 2E If censes ( Applications to terminate
category 2C and 20 licenses and to authorize decommissioning,
decontamination, reclamation or site restoration activities or the
possession and maintenance of a facility in a standby mode). It does
not reach the type of activities about which Amersham seems
concerned.

In order to clarify that footnotes 3 and 4 apply only to specific
categories of licenses, the notes have been amended to reflect the
categories to which they refer. Additionally, footnote 4 has been

.

modified to clarify that the full cost of inspection will be based on
| a) professional staff time required multiplied by the ra'te shown in
| 331.200, and b) any appropriate contractual support services costs.
!

COPMENTS FROM ST. FRANCIS HOSPITAL
|

| Kenneth V. Shreiner, Vice President, St. Francis Hospital submitted
|

*

,

l
|
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the following coasnents:

,

C0p0ENT

"Our hospital currently holds four radioactive material licenses for
.

human use:
'

1) USNRC for sealed sources in a teletherapy unit;

2) USNRC for sources not in a teletherapy unit

3) USNRC for plutonium pacemakers

4 IDNS for sources not in a teletherapy unit

Our current five year cost for renewal and inspection is $2,330. The
proposed IDNS agreement state fees would cost us $5,046, more than a: -

twofold increase. Most of the additional cost is due to separate
rather than multiple license inspections at a rate of $72/ hour rather'

than the $60/ hour as stated in the Illinois Register at page 1444.

The current cost to have an IDNS radioactive material license is $250
per five year period which includes all amendments and inspections.
If the IDNS can currently manage its licenses at $50 per annum as a
non-agreement state, why does the department need to raise its fees

i 600% to 800% for medical licen,es for agreement state status?

4 If the USNRC can operate on their current fee schedule (revised May,
1984), Illinois as an agreement state should be able to do the
same. If the State of Illinois cannot deliver the same quality of
service at the same or lower cost than the federal government, then
the State of Illinois should not impose additional economic burdens,

'

upon its subjects just so one of its departments can expand. If

i Illinois being an agreement state is going to cost us more than twice
as much as being governed by the USNRC, then Illinois should not be
an agreement state."

i

DEPARTIENT RESPONSE

: -

See response to Amersham Corporation's first Consnent, above.

C0peENT

"The main purpose of Illinois becoming an agreement state should be
to provide better and more cost-effective service to its citizens.
By keeping the current USNRC fee and inspection schedule, the IDNS
will increase its revenues substantially and the licensees can reduce

! their costs by Itcense co'nsolidation.
1

i We are very proud of our record at this hospital of keeping expenses
as low as possible without compromising care. We are doing our part

,

)
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in containing health care costs."

DEPARTENT RESPONSE

'

Because the Department has revised the license fee scheme to account
for the disproportionate impact on holders of multiple licenses, the
effect of the license fees on health care providers should be
minimal.

COPMENTS FROM THOREK HOSPITAL & EDICAL CENTER
.

CO M NT

"Our hospital currently holds three radioactive material licenses for
human use:

1) USNRC for sealed sources in a teletherapy unit
:'

2) USNRC for sources not in a teletherapy unit

3) .IDNS for sources not in a teletherapy unit

Our current five year cost for renewal and inspection is $1,980. The
proposed IDNS agreement state fees would cost us $3,675, more than a
twofold increase. Most of the additional cost is due to separate
rather than multiple license inspections at a rate of $72/ hour rather
than the $60/ hour as stated in the Illinois Register at page 1444.>

The current cost to have an IDNS radioactive material license is $250
per five year period which includes all amendments and inspections.
If the IDNS can currently manage its licenses at $50 per annum as a
non-agreement state, why does the department need to raise its fees
6001 to 8005 for medical licenses for agreement state status?

If the USNRC can operate on their current fee schedule (revised May,
1984), Illinois as an agreement state should be able to do the
same. If the State of Illinois cannot deliver the same quality of'

service at the same or lower cost than the federal government, then
the State of Illinois should not impose additional economic burdens
upon its subjects just so one of its departments can expand. If

Illinois being an agreement state is going to cost us more than twice
as much as being governed by the USNRC, then Illinois should not be
an agreement state."

"The main purpose of Illinois becoming an agreement state should be
to provide better and more cost-effective service to its citizens.

. By keeping the current USNRC fee and inspection schedule, the IDNS
! will increase its revenues substantially and the licensees can reduce
j their cost:, by license consolidation.
.

We are very proud of our record at this hospital of keeping expenses

:

.
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as low as pessible without compromising care. We are doing our part
*

j in containing health care costs." I

DEPARTMENT RESPDNSE

See response to Coments from St. Francis Hospital, above.

b) Direct changes in the agency's programs include the increase of>

computer use and the hiring of eight additional inspectors and
necessary support staff for the implementation of this program.
There will be no change to the structure of the Department as a
result of this rulemaking.,

c) Not applicable,

d)- The Department proposed these. rules as a preliminary step towards
achieving Agreement State status. Adoption of a comprehensive State
regulatory program with respect to byproduct material, source
material, and special nuclear material in quantities not sufficient
to form a critical mass is a prerequisite for execution by the U.S.
Nuclear Regulatory Comission of an agreement transferring regulatory
authority and responsibility for these materials to the State. The
Department of Nuclear Safety is pursuing Agreement State status in
accordance with the legislative directives contained in the Low-Level

:

Radioactive Waste Management Act (Ill. Rev. Stat.1985, ch.111 1/2,
par. 241-2 (b) and the Radiation Protection Act (111. Rev. Stat.
1985, ch.111 1/2, par. 216(b)).

,

i

Sincerely,

i

Terry R. Lash
Director

4

e

e

TRL:rm '

Enclosure

.
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April 8, 1986

Mr. Bruce A. Johnson
Executive Director
Joint committee on Administrative Rules
509 South Sixth Street
Room 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 340

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed
Amendment pertaining to Standards for Protection Against Radiation.

'

In compliance with Section 220.500 of the Operational Rules of the Joint
Comittee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) The name of the agency is the Department of Nuclear Safety.

2) The title of the Proposed Amendment is Standards for Protection
Against Radiation, 32 Ill. Adm. Code 340.

3) The First Notice Period began on January 24, 1986, with the
publication of Vol.10, Issue 4 of the Illinois Register, beginning

-

at p. 1722.

! 4) Changes in the rule during the First Notice Period are discussed
below.

5) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed
Amendment is enclosed. -

7) The Proposed Amendment does not include an incorporation by reference
pursuant to Section 6.02(b) of the Illinois Administrative Procedure
Act.

.
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The incorporations by reference are made pursuant to Section 6.02(a)
of the Illinois Administrative Procedure Act. The Department has:

a) fully identified by location and date in the rule the
incorporated material;

b) included a statement that the incorporated material does not
include any subsequent amendments or editions; and

c) made a copy of the incorporated material available for public
'

inspection.

8) The Department has incorporated the recomended changes received from
'

the Office of the Secretary of State, Administrative Code Unit. In
accordance with these recomendations, the Department intends to
recodify this Part and will adopt this Part in the recodified format.:

,

9) Joint Comittee questions may be directed to Betsy Salus, Staff
j Counsel with the Department of Nuclear Safety at 546-8100, Ext. 216.

In compliance with Section 220.600, the Department of Nuclear Safety
;

states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Amendment on February 24, 1986. No comments were
received at this Public Hearing.

! 2) Written comments were received from Joseph M. Z1otnicki,
Radiation Safety Officer, Amersham Corporation, and Donald A.
Nussbaumer and Joel 0. Lubenau, U.S. Nuclear Regulatory
Commission Office of State Programs.

,

384) The specific comments and suggestions made by these individuals,

and entities and the Department's responses thereto are set
forth below.

COPMENTS FROM AMERSHAM CORPORATION4

Joseph M. Zlotnicki, Radiation Safety Officer, Amersham Corporation,
comented on the Department's proposed amendment concerning dose

| subtraction from personnel monitoring records (340.4010) and
,

notification and reporting lost or stolen source material
(340.4020). His specific connents and the Department's responses-

thereto are as follows:
,

C0tNENT

i

i
" Amersham Corporation foresees some potential administrative

: difficulties with the previsions of Section 340.4010(a)(2). Amersham
has encountered numerous problems with film badge suppliers

,

i

!

.
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concernin!) the reporting of exposures. Most of the time,
artificia'ly high exposures are reported on the films because of
problems such as processing errors, exposure of the badge to light,
or daaage to the original control badge sent with a set of badges.

; In these cases the faulty exposure is recognized as a mishandling of
the film, not an exposure to the wearer. In other cases, when an

.

exposure could have been received by a wearer, subtraction of an
i exposure can be done only when it is clearly justified.
;

' If IDNS approval is required for the subtraction of any exposure from
the records, it is assumed that a comprehensive explanation for the

'
action would have to be submitted in either of the cases noted

! above. This explanation would presumably have to be retrieved and
approved by IDNS in writing. This could cause delays in the
compilation of other reports (e.g. RMA 1/2), possibly the submission
of unnecessary reports, and could occupy time that could more i

'

effectively be spent on other health physics matters.

j It seems more appropriate that licensees continue to be allowed to
| make appropriate alterations to exposure records as long as they ,

supply written justification within the records. The changes should'

be carefully reviewed by the Department's inspector during the annual
inspection. Corroborating situations could more easily be
demonstrated to the inspector while he is on site than in written
form to the Department."

, ,

DEPARTMENT RESPONSE:

The Department firmly believes that any inconvenience which is-

created by this " prior approval" requirement is far outweighed by the
i

benefits of accurate personnel monitoring. The Department has the'

responsibility to assure that accurate records are maintained. This
requirement, that subtractions of exposures are only performed where
appropriate, is consistent with carrying obt the Department's
responsibility.

The language of subsection 340.4010(a)(2) has been modified to
clearly state this requirement. The subsection now states:

.

2) Each No licensee or registrant shall not have
subtracf radiation exposures subtrasted from
orricial personnel monitoring records unless without
the prior approval is obtained from of the

-

Department.

*

C0ttENT

" Amersham concurs with the Department concerning the need to report
the loss or theft of radioactive materials that could cause a
substantial safety hazard immediately after such an occurrence
becomes known.

,

D
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However, we have some concerns about the provisions of Section
340.4020. The apparent loss or thef t of material most commonly
occurs during transportation. It of ten can take days or even weeks
to trace a shipment of material after a customer complains that it
has not been received.

'Innediate' notification of the loss or theft cannot be given until
it can be confirmed that the material is truly missing and not simply
in the transit system. Amersham also questions the need for
reporting that any quantity of radioactive material has been lost or
stolen. It is clear that the Department must be informed of the loss
u theft of materials that could give rise to high internal or
curnal exposures. It is not clear why small quantities (e/en those;

exempt from licensing) must be reported. Amersham recoracnds thati

| the provisions of this section be modified to avoid the additional
administrative burden."1 -

DEPARTMENT RESPONSE:

Given the health risks involved, the Department feels that all
material should be accounted for at all times. When a licensee or
registrant is aware that the material cannot be located, the
Department is to be notified. This is the case even if the material
is later found to have been detained in the " transit system".
Additionally, because the Department must be able to account for the
cumulative effects of lost or stolen material, incidents involving
even small quantities of material must be reported to the Department.

,

In order to remove any aeiguity concerning the requirement of filing,

! a written report, subsection 340.4030(c) has been modified. This
' subsection now states:

.

Any report filed with the Department pursuant to
Sestion 340,4030 shall be prepared in such a manner

| that names of individuals who have resolved
excessive deses will be stated in a separate part of
the report In addition .to the Innediate
Notification and Twenty-Four Hour Notification
required by subsections (a) and (b), each licensee
or registrant sna11 file a written report with the
Department in accordance with the provtsions of
beCtion J9U.4UbU.

|

C0tHENTS FROM U.S. NUCLEAR REGULATORY C0tWISSION

Donald A. Nussbaumer, Assistant Director for State Agreements
Program, Office of State Programs, and Joel 0. Lubenau, Senior
Pro;ect Manager, Office of State Programs, had the following connents
on Part 340:

C0teENT
.

-

h

.
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In Part 340.3070(d), fourth line, "However* should be "However".

In Part 340.3080(a)(9), second line, add "to" after " reduce".
1

"In Section 340.3110 Transfer for Disposal and Manifests,
subparagraph a) states that "Each shipment of radioactive waste to a
licensed land disposal facility shall be accompanied by a shipment
manifest that contains the name, address, and telephone number of the

! person transportiny the waste to the land disposal facility'
(underlining added?. The person identified on the manifest must be
the person generatir.) the waste. The generator will be the person; .

who will be knowledgeable about the contents of the waste shipment
i (as described in the manifest). The change is also necessary to

assure nationally uniform requirements for manifests, regardless of
origin or destination of the licensed waste shipment. We apologize '

;

for not having brought this to your attention earlier."

DEPARTMENT RESPONSE: ;

The Department has modified Sections 340.3070(d) and 340.3080 to |
incorporate these changes. The Department has also substituted the4

I word " generating" for the word " transporting" in Section 340.3110.
Additionally, the Department has modified the fourth sentence of
subsection 340.3110(a) to clarify that the weight percentage of the1 ,

chelating agent must be estimated if a waste contains more than 0.11
,t chelating agents. This sentence now states:

; a) Each shipment of radioactive waste to a licensed
'

land disposal facility shall be accompanied by a'

i shipment manifest that contains the name, address, ;
' and telephone number of the person transporting

generating the waste to the land disposal
facility. The manifest shall also indicate as,

' completely as practicable: a physical description
of the waste; the waste volume; radionuclide
identity and quantity; the total radioactivity; and
the principal chemical form. The solidification
agent shall be specified. Wastes containing more i

than 0.11 chelating agents by weight shall be
identified and the weight percentage of the
chelating agent shall be estimated. Wastes classi-
fled as Class A, class B, or Class C in Section
340.3070 shall be clearly identified as such in the ;

manifest. The total quantity of the radionuclides '

H-3, C-14. Tc-99 and I-129 shall be shown.

|

COMENT

The Department has received connents regarding(confusing references
i

to Section 330.290, formerly Section 330.29. See connents from |
Amersham to Section 330.290) ;

_ _ _ _ . _ _ _ _ _ _ . _ _ _ _ _ - _ _ _ _ __.
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DEPARTIENT RESPONSE:

Section 330.29 was deleted from 32111. Adm. Code 330 in a previous
rulemaking. Therefore, to avoid confusion, Section 340.1060(g) which
would have been applicable only to persons licensed pursuant to4

Section 330.29 has been deleted.4

.

The following Sections have been modified to properly incorporate into the|
.i

rule the material being referenced.

| Section 340.1030(c):

| When respiratory protective equipment is used to
limit the inhalation of airborne radioactive

i material pursuant to Section 340.1030 (c)(2), the
licensee or registrant may make allowance for such

!, use in estimating exposures of individuals to such
.

material provided that such equipment is used as
! stipulated in Section 20.103(c) of 10 CFR 201
j revised as of January 1,1985, exclusive of subse-

'

quent amendments or editions. A Co)y of 10 GFR 20
1s available for public inspection a3 the Department

>

i of Nuclear 5afety.

: -

| Section 340.1030(d):
*

Unless otherwise authorized by the Department, the
licensee or registrant shall not assign protection
factors in excess of those specified in Appendix A
of Section 20.103(d) of 10 CFR 20 in selecting and

! using respiratory protective equipment.* The
Department may authorize a licensee to usi higher'

i protection factors on receipt of an application
; providing that the applicant: ,

i

| 1) describes the situation for which a need exists
j for higher protection factors; and

'
4

2) demonstrates that the respirator protective'

.

equipment w111 provide these higher protection
factors under the proposed conditions of use.i

* AGENCY NOTE: The refemnce to 10 CFR 20 is to the
verston revised as of January 1,1y53, exclusive of

| subsequent amendments or eattions. A Copy of IU brK ;

ZU 1s ava11anie for puolic inspection as sne'

Department of nuclear sarety.

; Section 340.2020(e):

i All personnel dosimeters, except extremity I

dosimeters and pocket ionization chan6ers, that
| require processing to yield a dose equivalent and ,

I !
1

!

-;
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that are su by licensees to comply with
paragraph (a)pplied

-

of this section:

1) shall be processed by a processor holding a'

i curmnt personnel dosimetry accmditation
. certificate from the National Voluntary
' Laboratory Accmditation Program of the

National Bureau of Standards in accordance with
accreditation criteria established in 15 CFR,

7b, revised as of January 1,1985 in conformityi

with National 5tandard for dos 1 metry testing
ANSI N13.11-1983, 1983 edition *, and

i 2) shall be approved in this accreditation
accreditation process for the type of radiation,

~

or radiations from Table 1 of ANSI N13.11-198311983 edition * that most closely approximate the
: type of radiation or radiations for which the

individual wearing the dosimeter is monitomd.

| * AGENCY NOTE: This Section incorporates the
criteria in the January 1,1955 revision of 15 GPR'

i 7b, and in ANSI N13.ll-1983,1953 edition, exclusive
of subsequent amendments or editions. copies of

} both 15 cFR 7b and ANSI 'N13.ll-1953 are available
for public inspection at the Department of Nuclear,

Safety. copies of ANSI N13.ll-1953 can be obtained
directly from the American National 5tandards
Institute,1430 Broadway, New York, New York 10015..

Section 340.2030(c)(6):
4

Each area in which there may exist radiation levels
in excess of 500 rems (5.0 Sv) in 1 hour at 1 meter>

: from a sealed radioactive source that is used to
1 irradiate materials shall have entry control devices
| and alarms meeting the criteria specified in Section

20.203(c)(6) of 10 CFR 20, revised as of January 1,
1985, exclusive of subsequent amendments or'

i editions. A copy of 10 cFR 20 1s available for
; public inspection at the Department of Nuclear
i Safety.

b) Direct changes in the agency's programs include the increase of
computer use and the hiring of eight additional inspectors and.

{ necessary support staff for the implementation of this p,rogram.
There will be no change to the structure of the Department as a
result of this rulemaking.

c) Not applicable.
,

l
1
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d) The Department proposed these amendments as a preliminary step
towards achieving Agreement State status. Adoption of a compre-
hensive State regulatory program with respect to byproduct material,
source material, and special nuclear material in quantities not
sufficient to form a critical mass is a prerequisite for execution by
the U.S. Nuclear Regulatory Commission of an agreement transferring
regulatory authority and responsibility for these materials to the
State. The Department of Nuclear Safety is pursuing Agreement State
status in accordance with the legislative directives contained in the
Low-Level Radioactive Waste Management Act (Ill. Rev. Stat.1985, ch.
1111/2, par. 241-2 (b) and the Radiation Protectior, Act (111. Rev.
Stat.1985, ch.111 1/2, par. 216(b)).

Sincerely,

.

Terry R. Lash
Director

1

l

TRL:rs
Enclosure

:
I

'
.

|
|

|
.
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April 8,1986

Mr. Bruce A. Johnson
Executive Director
Joint Comittee on Administrative Rules
509 South Sixth Street
Room 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 351

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nucleaa Safety's Proposed Rule
pertaining to Radiation Safety Requirements for Wireline Service Operations a
kbsurface Tracer Studies.

In compliance with Section 220.500 of the Operational Rules of the Joint
Comittee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) The name of the agency is the Department of Nuclear Safety.

2) The title of the Proposed Rule is Radiation Safety Requirements for
Wireline Service Operations & Subsurface Tracer Studies, 32111. Adm.
Code 351.

3) The First Notice Period began on January 24, 1986, with the
publication of Vol.10, Issue 4 of the Illinois Register, beginning
at p.1696.

i
'

4) No conments were received by the Department during the First Notice
! Period.
|

5) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed
Rule is enclosed.

7) The Proposed Rule does not include an incorporation by reference
uant to Section 6.02(b) of the Illinois Administrative Procedure

.
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The incorporation by reference is made pursuant to Section 6.02(a) of i
the Illinois Administrative Procedure Act. The Department has: )

a) fully identified by location and date in the rule the
incorporated material;

b) included a statement that the incorporated material does not
include any subsequent amendments or editions; and

c) made a copy of the incorporated material available for public
inspection.

8) The Department has incorporated the reconnended changes received from
the Office of the Secretary of State Administrative Code Unit.-

"

9) Joint Connittee questions may be directed to Betsy Salus, Staff |
Counsel with the Department of Nuclear Safety at 546-8100, Ext. 216. |

In compliance with Section 220.600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Rule on February 24, 1986. No comments were received
from this Public Hearing.

2) No written connents were received.

384) Not applicable.

.

Section 351.1080(c) has been modified to prcperly incorporate by reference
American National Standard N542, " Sealed Radioactive Sources,'

Classification". This Section r.aw states that:
\.

Each sealed source, except those containing radioactive
material in gaseous form, used in downhole operations two
(2) years after the effective date of this Part shall be
certified by the manufacturer or other testing organiza-
tion acceptable to the Department as meeting the sealed
source performance requirements for oil well-log
contained in the American National Standard NS42, ging asSealed
Radioactive Sources, Classification" in effect en the

effestive date of this Part 1978 edition. Subsequent
amendments or editions of American National Standard NS4Z
are not incorporated in this rule. A copy of American
National 5tandard N54215 available for public inspection
at the Department of Nuclear Safety. Copfes of the
standard can be obtained directly from the American
National 5tandards Institute, 1930 Broadway, New York ,
New Yort 10018.

_ - - _ . .- - ,- -__,,_ , - - - - -____ ___.- - -__.-.-___._.- - _ _ _ _ _ _
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b) Direct changes in the agency's programs include the increase of '

computer use and the hiring of eight additional inspectors and
necessary support staff for the implementation of this program.
There will be no change to the structure of the Department as a
result of this rulemaking.

c) Not applicable,

d) The Department proposed these rules as a preliminary step towards
achieving Agreement State status. Adoption of a comprehensive State
regulatory program with respect to byproduct material, source
material, and special nuclear material in quantities not sufficient
to form a critical mass is a prerequisite for execution by the U.S.

| Nuclear Regulatory Connission of an agreement transferring regulatory
authority and responsibility for these materials to the State. The
Department of Nuclear Safety is pursuing Agreement State status in

.

accordance with the legislative directives contained in the Low-level
' Radioactive Waste Management Act (111. Rev. Stat.1985, ch.1111/2,
i par. 241-2 (b) and the Radiation Protection Act (Ill. Rev. Stat.

1985, ch.111 1/2, par. 216(b)).

i
: Sincerely,
1

|

Terry R. Lash'

! Director
!

|

|

|

TRL:rs
Enclosurei

.
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April 8, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Consnittee on Administrative Rules
509 South Sixth Street-

Room 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 370

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed
Amendment pertaining to Use of Sealed Radioactive Sources in the Healing Arts.

In compliance with Section 220.500 of the Operational Rules of the Joint
Cosmittee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) The name of the agency is the Department of Nuclear Safety.

2) The title of the Proposed Amendment is Use of Sealed Radioactive
Sources in the Healing Arts, 32 Ill. Adm. Code 370.

3) The First Notice Period began on January 24, 1986, with the
publication of Vol.10. Issue 4 of the Illinois Register, beginning

; at p.1845.

! 4) No consents received by the Department during the First Notice
Period.

5) Not applicable.

! 6) An analysis of the economic and budgetary effects of the Proposed
Amendment is enclosed.

,

, 7) The Proposed Amendment does not include any incorporations by
reference.

f

i

i
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8) The Department has incorporated the recomended changes received from
the Office of the Secretary of State, Administrative Code Unit.

9) Joint Comittee questions may be directed to Betsy Salus, Staff
Counsel with the Department of Nuclear Safety at 546-8100, Ext. 216.

In conpliance with Section 220.600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Amendment on February 24, 1986. No coments were
received at this Public Hearing.

2) No written cassents were received.

384) Not applicable.

b) Direct changes in the agency's programs include the increase of
computer use and the hiring of eight additional inspectors and
necessary support staff for the implementation of this program.
There will be no change to the structure of the Department as a
result of this rulemaking.

-c) Not appifcable.

d) The Department proposed these amendments as a preliminary step
towards achieving Agreement State status. Adoption of a compre-
hensive. State regulatory program with respect to byproduct material,
source material, and special nuclear material in quantities not
sufficient to form a critical mass is a prerequisite for execution by
the U.S. Nuclear Regulatory Commission of an agreement transferring
regulatory authority and responsibility for these materials to the
State. The Department of Nuclear Safety is pursuing Agreement State
status in accordance with the legislative directives contained in the
Low-Level Radioactive Naste Management Act (Ill. Rev. Stat.1985, ch.
1111/2, par. 241-2 (b) and the Radiation Protection Act (111. Rev.
Stat.1985, ch.111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director -

TRL:rs
Enclosure

.
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April 8, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Comittee on Administrative Rules

*

509 South Sixth Street.

Room 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 400

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed Rule
pertaining to Notices, Instructions and Reports to Workers and Inspections.

In compliance with Section 220.500 of the Operational Rules of the Joint
Comittee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) The name of the agency is the Department of Nuclear Safety.

2) The title of the Proposed Rule is Notices, Instructions & Reports to
Workers; Inspections, 32 Ill. Adm. Code 400.

3) The First Notice Period began on January 24, 1986, with the
publication of Vol.10 Issue 4 of the Illinois Register, beginning
at p. 1687.

4) Changes in the rule made during the First Notice Period are discussed
below.

5) Not applicable.

6) An analysis of the economic and budgetary effects of the, Proposed
Rule is enclosed.

7) The Proposed Rule does not include any incorporations by reference.

t

- _ . _ _ _ _ _ _ _ . . _ -_. _ , . _ . . _ . _ _ . . _ . . ._ _
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8) The Department has incorporated the recomended changes received from
the Office of the Secretary of State, Administrative Code Unit.

9) Joint Committee questions may be directed to Betsy Salus, Staff
Counsel with the Department of Nuclear Safety at 546-8100. Ext. 216.

In compliance with Section 220,600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Rule on February 24, 1986. No connents were received
at this Public Hearing.

2) Written comments were received from Joseph M. Ilotnicki,
Radiation Safety Officer, Amersham Corporation.

344) The specific consents and suggestions made by these individuals
and entities and the Department's responses thereto are set
forth below.

COMENTS FROM AMERSHAM CORPORATION

Joseph M. Ilotnicki, Radiation Safety officer, Amersham Corporation,
submitted the following comments:

ComENT

Section 400,130 - Monitoring and Reporting Exposure of Workers

" Amersham Corporation requests' clarification of the provisions of
Section 400,130(b). This section requires that the licensee shall
advise each worker annually of the worker's exposure to radiation or
radioactive material as shown in records maintained pursuant to
Section 340.4010(a) and (c). Since Section 340.4010(a) and (c)
require that records be maintained only for persons who are required
to be monitored, Amersham is assuming that annual reporting is only
required for worters who are required to be monitored (not all
employees irrespective of their exposure to radiation).

Please confirm that this interpretation is correct.

The same question also applies to Section 400,130(c). It is assumed
that this requirement was meant only to apply to persons, who are
required to be monitored.

Amersham Corporation does not believe that reports of exposure upon
termination should automatically be supplied to a tenminating
egioyee. Many employees, when terminating employment at Amersham,
go on to positions which do not involve exposure to radiation. The J
employee's records are maintained and can be obtained by an egioyee

.

... ..
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upon request, but we have found that only a small percentage of'

esployees have requested their records.

j It is recomended that the IDNS regulations be modified to be
consistent with the U.S. Nuclear Regulatory Comission, i.e., that
the records of a worker's exposure be generated at the request of the
worker and not automatically at his termination."'

l DEPARTMENT RESPONSE

] Amersham's assumptions are correct. Annual reporting is only
| required for workers whose exposure levels are required to be
' monitored. Similarly, the licensee or registrant need only furnish
j reports upon termination of esployment to those employees who are

required to be monitored.:

Amersham's point, that because few esployees actually wish to obtain
i their exposure records, the employer should not be required automati-

.
cally to provide such records, is well taken. The Department has,

j therefore, modified subsection (c) to reflect that exposure records
1 must be furnished only upon request. Subsection 400.130'c) now
1 states:
.

Each At the request of a worker, each licensee or
registrant sna11 Turnish to eaen the worker a report

i of the worker's exposure to radiaITiin or radioactive
i material upon termination of employment. Such

report shall be furnished within 30 days from the ;
3

j time of term 6mation of employment the request is
! made or within 30 days after the exposure of the
i TWvidual has been determined by the licensee or

registrant, whichever is later. The report shall;

cover each calendar quarter in which the worker's
,

! activities involved exposure to sources of radiation
! and shall include the dates and locations of wort
| under the license or registration in which the

worker participated.

t

| b) Direct changes in the agency's programs include the increase of
computer use and the hiring of eight additional inspectors and'

i necessary support staff for the implementation of this program,
i There will be no change to the structure of the Department as a
I result of this rulemaking.
I

'

: c) Not applicable. ,
,

.

! d) The Department proposed these rules as a preliminary step towards
! achieving Agreement State status. Adoption of a comprehensive State

regulatory program with respect to byproduct material, source,

I
material, and special nuclear material in quantities not sufficient
to fore a critical mass is a prerequisite for execution by the U.S.'

j Nuclear Regulatory Cosmission of an agreement transferring regulatory

| *
;

,

. _ _ . _ _ ___
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authority and responsibility for these materials to the State. The,

Department of Nuclear Safety is pursuing Agreement State status in
accordance with the legislative directives contained in the Low-level
Radioactive Waste Management Act (Ill. Rev. Stat.1985, ch.1111/2,
par. 241-2 (b) and the Radiation Protection Act (Ill. Rev. Stat.
1985, ch.111 1/2, par. 216(b)).

Sincerely,
.

Terry R. Lash-

Director

,

TRL:rm
Enclosure

.

!

!

!

|

i *
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April 9, 1966

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Ahtnistrative Rules
509 South Sixth Street
Room 500
Springfield, Illinois 62701

Re: 32 111. Ah. Code 200

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed
Menkent pertaining to Administrative Hearings.

In compliance with Section 220.500 of the Operational Rules of the Joint
: Committee on Administrative Rules, the Department of Nuclear Safety states as
I follows:

f 1) The name of the agency is the Department of Nuclear Safety.

2) T'he title of the Proposed Amenhent is Administrative Hearings 32
i Ill . Ah. Code 200.
I

3) The First Notice Period began on January 24, 1986, with the pubitca-
tion of Vol.10, Issue 4 of the Illinois Register, beginning at p.
1405.

4) Changes in the rule made during the First Notice Period are discussed
. below, and a copy of the amended version for publication as adopted
' is attached. .

5) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed:

j Amenhent is enclosed.

|

I
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7) The Proposed Amendment does not include an incorporation by reference
pursuant to Sections 6.02(a) or (b) of the Illinois Adn.inistrative
Procedure Act.

8) The Department has incorporated the recommended changes received from s

the Of fice of the Secretary of State, Administrative Code Ur.it. 3

(i.e., the section source notes have been corrscted to reflect the'
action taken by the Department; the shortened form of the Depart '
ment's name has been set out in parentheses and there4*/ter the ,
shortened form has been used and the term "these regul ations' c,e
"these rules" has' been changed to "this Part" wherever it appears.)

,

.

9) Joint Committee questions may be dire::ted to Kathleen Knepper tit 546-
8100, Ext. 218.

t

In compliance with Section 220.600, the Department of Nuclear Safety' *
'

states as follows:

a) 1) The Department of Nuclear Safety held a Public Heartrtg on the
Proposed Amen &nent on February 24,1986. No coments were
received during this Public Hearing.

2, 3, 44) Written coments were received from comonwealth Edison. These -
coments and the Department's response thereto era set forth
below.

COMMENT

Section 200.30(c) - Misnomer of Party
.

'

"This subcection authorizes the Department to correct the name of a
party at any time. It is not clear whether such corrections will be .

,

limited to clerical errors or will ' include changing parties to
proceed against the real party in interest. If the latter is
intended, how would such a change in party affect an ongoing
proceeding? These matters need to be clarified."

DEPARTMENT RESPONSE:

The Department believes that the rule is clearly limited in scope to
provide that the name of an individual who has alrea$ been made a
party to the proceeding may be corrected at any time. Therefore,we
have not modified the rule.

.

6

E
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copMENT
! .

f

Section 200.40 - Joinder and Intervention
i

! ''The rules would no longer provide for joinder by persons necessary
for_ a complete determination of a controversy or whose interest may-

be iffected by an order. The rules would also no longer provide for'
/-

intervention by persons whose interests would be affected by a final
i'' order. The deletion of opportunities for joinder and intervention'

.

prevents the possibility that IONS orders could unfairly affect'

licenses not pemitted to participate in IDNS proceedings. Such
- exclusion from proceedings also presents the possibility of denial of,

due process rights. Accordingly, joinder of and intervention by
))ctnsees should be provided for under standards which establish thej

k
- snoAng necessary to establish that a licensee's interest would be

af fected by a proceeding."
. ,

$ ,

' DEPARTMENT RESPONSE:,

:

In the Proposed Amendnents, Section 200.40 has been retitled " Form of
Papers" and Section 200.140, has been retitled "Amenenents". Sectioni

: 200,140 covers joinder and intervention of parties as well as amend-
ments to the pleadings. Therefore, it is not necessary nor would it;

-be appropriate to retain joinder and intervention in Section 200.40.:

knsubstantive modifications have been incorporated in Section 200.40'

and the subsequent Section for clarity. In Section 200.40 subsec->

i
't. ions (c) and (d), the word " notices" has been changed to "docu-
eents". This is intended to make clear that any docisnents submitted''

j

! by tespondent must conform to these requirements. In Section 200.50

actions"; in subsection (b)pers" has been changed to " pleadings,
subrection (a) the word "pa

| the Order and Notice are made morec

ge'aeric to conform to other changes in the rules; and in subsection
(c) the word " papers" has been changed to "other documents".''

|

comEur
'

Section 1200.70 - Right to a Hearing'

,e ,

| -

"The rules do not address whether a request for a hearing stays the'
f

| Department's taking of a proposed action untti the hearing is
| completed. Because a hearing is designed to determine whether

allegations are correct, it would violate elementary notions of
justice not to stay proposed Department actions until the conclusion

i
of 'e. heari ng. The only situation justifying a deviation from such a

!
rule would be an instance involving significant, iminent irrever-
sible harm to the public health and safety. This section should be,

,

aanded by adding provisions implementing these coments."
\

|
DEPARTENT RESPONSE:'

.

-

\

,

*
|

.-
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The Dep$rtment agrees that this Section, as written in the Proposed
Joendments, _was. unclear and imprecise. The Department intends that a
request for a hearing by a Respondent will st4y any action by the
Department unless there is an immediate threat to public health or
safety in which case the Department may a'ct immediately pending a
hearing. This is now detailed in subsection (d). At the same time,
the initial Order sent out by the Department is intended to take
effect in the event that the Respondent does not request a hearing.
We have modified Section 200.70 to establish that the initial
doctssents sent out pursuant to Section 200.60 will notify Respondent
of the nature of the allegations and the Respondent's right to
reqaest that a hearing be held before any action is taken by the
Department. The docisnents are renamed Preliminary Order and Notice
of Opportunity for Hearing to provide greater clarity regarding their
impact on the Department's procedures. Sections 200.30, 200.60,
200,100, 200.180 and 200.200 have been corrected to provide consis-
tency with the changes in Section 200.70 and, as appropriate, to
further clarify these procedures. The Department has also corrected
an internal inconsistency which was noted between Sections 200.60 and"

200.70 regarding the time frame within which a Respondent must
request a hearing.

COP 94ENT

Section 200.80 - Motions

"This section would delete allt provisions for discovery. Discovery
is essential to preparation for a formal hearing. It should be
included subject to limitations to prevent its abuse."

~

DEPARTMENT RESPONSE:
~

We believe that sufficient opportunity for pre-hearing discovery is
assured by the rights afforded by the State Freedom of Information
Act coupled with the Respondent's right to receive information in a
pre-hearing conference in accordance with Section 200.120. However,
Section 200.120 has been modified to clarify that " exchange of
witness lists" is one of the procedures which may occur in a pre-
hearing conference. Nonsubstantive clarifications have been incor-
prated in Section 200.80 by adding the words "by the hearing
officer''and "for a decision". These modifications do not alter the
Department's initial intent, but simply clarify it.

'

C0pt(ENT

Section 200.100 - Hearing Officer

' Subsection 200.100(b) would not dispalify a person from being a
.

Hearing Officer even if that person was involved in preliminary
l procedures or was familiar with the facts of a case from sources

other than for testimony. Does involvenent in preli;ainary procedures

.

. - . . . - , . , . - . , . , _ . .,..m._., . - _ _ , - _ . , _ , . _ _ _ _ . , ,
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include investigation and/or preparation of a Notice of Violation?
If so, the appointment of a person so involved might sem afoul of
the due process requirement of a hearing by a unprejudiced examiner.

,

Problems of inherent bias are also raised by permitting a Hearing
Examiner to be a person familiar with the facts from sources
extrinsic to a hearing. These problems should be avoided by amending
the proposed rules to limit Hearing Officers to persons having no
previous involvement in a particular case."

DEPARTENT RESPONSE:

The Department agrees in part with the thrust of this coment and has -

modified subsection (b) of this rule by deleting the words " involve-
ment in preliminary procedures or" from this rule.

T

COMMENT

Section 200.110 - Ex Parte Consultation ,

"The bar on ex >arte communications would be extended to preclude
communicattoliiI atween parties. Such a restriction is not regired ,

for a fair proceeding. In fact, such an unusual restriction could
preclude negotiations leading to the settlement of contested
issues. Accordingly, this restriction should be deleted."

DEPARTENT RESPONSE:

The Department agrees and has concluded that the rule should simply
state that we will follow the express provisions of the Administra-
tive Procedure Act on this matter.

COMMENT

i

Section 200.R0 - Conduct of Hearing

"The Hearing Officer's authority under this section suggests that
hearings are to be more in the inquisitorial style of continental
jurisprudence than in the adversarial style of the Conmon Law. It is

not clear that such a radical departure from customary practice would
comport with the requirements of Due Process. For example, subsec-
tion (c) gives the Hearing Officer sweeping powers to shape a-

proceeding without providing the parties with ' sufficient advance
notice to prepare themselves properly to participate in such a
hearing. Accordingly, this section should be amended to establish in
advance an order of hearing."

DEPARTENT RESPONSE:

!
|

|

|
| ?

. _ - . - - . -_. ..
- _ -.
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We agree and have modified the rule in accordance with this comment
to set forth the usual order of these hearings. In order to provide
consistency between these changes and other Mtions, we have '

modified Section 200.100(d) by adding the words " oral testimony and
other" to subsection (d)(3) and by addin the words "in accordance
with Section 200.80" to subsection (d)(5 .

COMMENT
,

Section 200.140 - Amendments

"This provision, by failing to set either time limits on the late
addition or modification of allegations or even reasonable criteria
for such late developments creates the itke11 hood of lengthy,
uncontrollable proceedings. Accordingly, this provision should be
amended to provide deadlines for establishing the issues in a hearing4

and criteria for substantial changes to those issues beyond thosei

deadlines.";

|

'

DEPARTMENT RESPONSE: -

While the Department does not wish to place a time limit on the,

| introduction of these matters, we have narrowed the standard for
| permitting such introduction.by changing the standard to "for good
| cause shown". We have also added a provision which gives the hearing

officer the authority to suspend the proceedings if such modifica-,

tions are penmitted during the hearing and have unended Section
200.170(a) to similarly clarify that the hearing officer may suspend
the hearing if new matters are introduced in accordance with that
subsection.

CON 1ENT

Section 200.160 - Witnesses at Hearings

" Subsection (c) permits the direct and cross-examination of witnesses
to the extent 'shown to be necessary to a full and fair disclosure of
facts'. This standard could embroil a hearing in lengthy, tangential
arguments over what is 'necessary'. Accordingly, this section should
be amended to delete any such standard and to simply authorize the
Hearing Officer to exercise his/her authority to conduct a hearin
accordance with the commonly accepted procedures at comon law." g in

.

DEPARTMEKT RESPONSE:

We disagree and believe that the standard is appropriate.

CON 4ENT

Section 200.170 - Evidence at Hearings
i

.

,,- - , - - - - - - - . , - - , - - - - - , -
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"Tnts provision is somewhat schizophrenic. On the one hand it
applies the rules of evidence applied in the Circuit Courts instead
of the more relaxed rules usually associated with administrative
proceedings. But on the other hand, the provision also provides for
the discretionary admission of evidence 'of the type connonly relied
upon by reasonably prudent persons in the conduct of their affairs'.
This vague standard will not only generate substantial, tangential
agreements over issues of what is cannonly relied on and who is
reasonably prudent, but also, when coupled with the provision's
predisposal to admit evidence of arguable admissibility, will result
in the aenission of material not usually aenissible even under the
more relaxed standards of most administrative proceedings.
Accordingly, this provision should be amended to
workable rule for the adnissibility of evidence." provide a clear,.

DEPARTENT RESPONSE:

We agree that the rule was unclear as written and ha've modified
subsections (a) and (b) of this subsection. We have deleted the
words "of the type connonly relied upon by reasonably prudent persons
in the conduct of their affairs" and replaced this phrase with
"necessary to a full and fair disclosure of facts bearing upon
matters at issue" in subsection (b), a standard which appears
elsewhere in this Part, and therefore affords more consistency.

COMMENT

Section 200.210 - Hearing Record

"Moreover, no provision is made for curing the effects of an ex parte
connunication. The inclusion of such cannunications in the record,
Section 200.210(b)(6), will not give the parties an opportunity to
respond meaningfully to such connunications. Accordingly, provisions
should be made for the prompt disclosure of such connunications and
for opportunities by the parties to respond to them."

DEPARTENT RESPONSE:

The Department has modified the rule to provide that any ex parte
connunications should be disclosed in the record,

~

b) These amendnents will not necessitate any changes in the programs or
structure of the Department.

c) Not applicable.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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d) The Department by adopting these Amenhents will provide a consis-
tent, workable framework for conducting administrative hearings and
for affording other due process protections to licensees and other
affected persons.

Sincerely,

Terry R. Lash
Director

.

:

TRL:rs
Enclosure

.

e
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April 9,1986

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Akinistrative Rules
509 South Sixth Street
Room 500
Springfield, Illinois 62701

Re: 32 Ill. A&. Code 310

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed
Amendment pertaining to General Provisions for Radiation Protection.

In compliance with Section 220.500 of the Operational Rules of the Joint
Comittee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) Tne name of the agency is the Department of Nuclear Safety.

2) The title of the Proposed Amenhent is General Provisions for
Radiation Protection, 32 Ill. A&. Code 310.

3) The First Notice Period began on January 24, 1986, with the publica-
tion of Vol.10 Issue 4 of the Illinois Register, beginning at p.
1459.

4) Changes in the rule made during the First Notice Period are discussed
below.

5) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed <

Ameneent is enclosed.

7) The Proposed Amenhent does not include an incorporation by reference
pursuant to Section 6.02(b) of the Illinois Administrative Procedure
Act.
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The incorporations by reference are made pursuant to Section 6.02(a)
of the Illinois Administrative Procedure Act. The Department has:

ia) tully identified by location and date in the rule the
incorporated material;

b) included a statement that the incorporated material does not
include any subsequent amendnents or editions; and

c) made a copy of the incorporated material available for public
inspection.

8) The Department has incorporated the recommended changes received from
the Office of the Secretary of State, Administrative Code Unit.

9) Joint Comittee questions may be directed to Betsy Salus, Staff-

Counsel with the Department of Nuclear Safety at 546-8100, Ext. 216.

In compliance with Section 220.600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Amendnent on February 24, 1986. No coments were'

.

received at this Public Hearing.

2) Written coments were received from Donald A. Nussbaumer and
Joel 0. Lubenau of the U.S. Nuclear Regulatory Comission (NRC)
Office of State Programs, and from Joseph M. Zlotnicki,
Radiation Safety Officer, Amersham Corporation.

384) The specific coments and suggestions made by these individuals
and entities and the Department's responses thereto are set
forth below.

,

.

COMMENTS FROM U.S. NUCLEAR REGULATORY COMMISSION:

Donald A. Nussbaumer, Assistant Director for State Agreements
Program, Office of State Programs, and Joel 0. Lubenau, Senior
Project Manager, State Agreements Program, consented on Section
310.10. Their coments are as follows:

'

COMMENT -

Sec. 310.10 - Scope

"In our opinion, the language used by Illinois to revise the Scope
limits the applicability of the Illinois regulations with respect to
those satters 'for which Federal law gives exclusive regulatory

'

jurisdiction to the U.S. Nuclear Regulatory Commission. ' (Emphasi s
supplied.) Although it can be argued $ hat the language used by

- . - - . .- ._,, . . - - . - . --_ _ _
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Illinois accurately reflects the fact that under the provisions of
the 1959 Federal-State Amendment to the Atomic Energy Act, regulatory
authority over Atomic Energy Act materials was either to be exercised

,

by the Commission or by the State but not by both, the criterion of
' exclusive jurisdiction' if applied literally would permit the State j

to claim that Illinois regulations remain applicable in those cases ;

in which regulatory authority over atomic energy materials is |

exercised by NRC and by any other Federal or State authority. EPA's
authority to regulate radioactive pollutants under the Clean Air Act
Amenenents of 1977, and EPA's Atomic Energy Act authority to I

establish generally applicable environmental standards for the
protection of tne general environment from radioactive material are
cases in point. The preferred language is that used in the SSR.
However, the problem could also be renedied by striking the word
' exclusive' from the text of Section 310.10." Also, in Section
310.10 - Agency Note, "The first 'and' in the next to the last line4

of the note should be 'an'."

b f

DEPARTMENT RESPONSE:

The Department, in response to NRC's cominents, has modified this
Section to incorporate the language of the Suggested State
Regulations (SS') Section 310.10 now provides:

| Section 310.10
;
' Except as otherwise specifically provided,

these regulations apply to all persons who
receive, possess, use, transfer, own or acquire
any source of radiation within the State of
Illinois where the Department maintains
jurisdistion for regualting such seurses of
radiation;provided, however, that nothing in
these regulations shall apply to these matters
for which federal law gives exsissive reguia-
tory jurisdistion to any person to the extent,
such wrson is subject to regulation by the
U.S. D uclear Regulatory Commission.'
~

AGENCY NOTE: Attention is directed to the;

fact that regulation by the State of source
material, byproduct material , and special'

nuclear material in quantities not sufficient
to form a critical mass is subject to the
provisions of and an agreement between the-

State and the LC5. Nuclear Regulatory
Comission and to 10 CFR part 150 of the
Consission's regulations.

:

COMMENTS FROM AMERSHAM CORPORATION:

|

l

.
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COPO4ENT

Sec. 310.20 - Definitions
,

.

"The definition of ' Licensing State' needs further clarification. It

is not clear who assesses if a state's regulations are equivalent to
the Suggested State Regulations and if the state has an effectivei

program for the regulatory control of NARM (therefore meeting the
current definitions in 310.20). This is of practical importance to
licensees since some products cannot be received by certain licensees
unless the products have been manufactured in accordance with the
regulations of a Licensing State."

,

|
i

| DEPARTMENT RESPONSE:

It was the intent of the Department that the assessment of other
States' regulations for equivalency with the Suggested State
Regulations is to be made by the Conference of Radiation Control
Program Directors. This group will designate a State as a " Licensing
State" if the State's regulations are equivalent to those of the
Suggested State Regulations for Control of Radiation and if the State j

has an effective program for the regulatory control of naturally
occurring and accelerator-produced radioactive material (NARM). The -

Department has modified the definition of the tem " Licensing State"
to clarify this intent. The definition now reads:

Section 310.20 ,

" Licensing State" means any State with regula-
tiens equivalent to these regulations for the
sentrol of asselerator-prodused and naturally
essurring radioastive material which has been
provisionally or finally designated as such by
the Conference of Rad' atton Control Program
Directors,- which reviews state regulations to
establish equivalency with the suggested state
Regulation's and ascertains whether a State has

1 an effective program for control of NARM. The
'

Conference will des 11 plate as Licensing States
those states with regulations equivalent to the
sug gested state Regul ations for Control of

| Raciation relating to, and an effective program
for, the regulatory control of na3urally
occurring radioactive material (NARM)."

.

COMMENT
~

Sec. 310.40 - Records

" Clarification is needed as to the scope of the requirement for
'maintaining records of storage of sources of radiation. It is felt

that special records for ' storage' need not be generated if records
such as inventory and/or transfer records can account for materials

.

-nn-- e-,---- - .ww.e-ew.,y.,- , = -, - - - - - - - ., , , - . - - - -,,,,-,,e, , - - - - , - - - , . - - - - - - , - - - - - - - - - - -
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awaiting sale or further action. Amersham acknowledges that records
of the. storage of waste must be generated in order to complete IDNS's
waste survey forms."

DEPARTMENT RESPONSE:

Section 310.40 states in part that "...each ifcensee and registrant
shall maintain records showing the receipt, transfer, use, storage
and disposal of all sources of radiation." To the extent that
inventory and/or transfer records doceent storage, no other storage
records need be maintained to satisfy this regirement. If existing
records do not document storage, additional " storage records" would
have to be generated.

COMMENT

| Sec. 310.130 - The International System of Units (SI)
|

" Amersham Corporation congratulates the Department on its,
'

acknowledgment of the need to include S.I. Units in the proposed
regul ations. It is not clear, however, if S.I. Units alone are
acceptable for use by licensees. This is especially important to
Amersham Corporation as Amersham's parent company in England must
comply with international rules on the use of S.I. Units. To avoid
relabeling, etc., in the United States, it will be important that the
use of S.I. Units alone is seen to be acceptable."

!
l DEPARTMENT RESPONSE:

The use of S.I. units alone will not be acceptable. Because
radioactive material may be used by persons not familiar with the
International System of Units, it is imperative that where labeling
is required, measurements be given, at least parenthetically, in
English units.

The Department received the following general comments from Pei-Jan Paul
Lin, Ph.D., President, American Association of Physicists in Medicine,
Midwest Chapter:

COMMENT

"In the past the MCAAPM has supported agreement state' status with
qualifications. Those qualifications have expressed twat major
concerns. The first of these is for the background and training of
the State of Illinois personnel which has traditionally been far
behind that of the staff of the US Nuclear Regulatory Connission
(NRC). The second has been a question as to whether the IDMS rules
and procedures will be more or less rational than those of the USNRC
which have often been less than optimal. Associated with this latter
westion is whether the users of radioactive materials will have a
reasonable input into the regulatory process under an agreement

,

.
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state. The MCAAPM had hoped that there would be major movement on
these two items before the' final decision came. Unfortunately, about
the only positive indication that we have seen recently is the
apparently more frequent use of the Radiation Protection Advisory
Council.

Because the two principal conditions considered necessary by the
MCAAPM have not been adequately met, the MCAAPM is against the State
of Illinois becoming an agreement state at this time. We would like
to emphasize that this position is not a shift in our historical
stance but indicates our concern with the conditions which we feel
are necessary for an improvement in the present regulatory
si tuation."

DEPARTMENT RESPONSE:
*

The Department of Nuclear Safety takes exception to the suggestion
that its staff is "far behind that of the staff of the USNRC". In
fact, an examination of the staff's @alifications would reveal that
the Department's employees are well crecentialed, and that they
actively engage in continuing education and professional development.

The Department also takes exception t.o the Association's suggestion
that users of radioactive materials do not have reasonable opportun->

ities to participate in the regulatory process. When Illinois
becomes an Agreement State, the regulatory framework provided in the
Administrative Procedure Act will be applicable to the Department's
rulemaking activities. This framework provides opportunities for the
public to participate.

The Department is pursuing Agreement State status pursuant to the
decision of the Governor and the General Assembly. Furthermore, the

;

Department objects to Dr. Lin's assertion that "the two principal
coaditions considered necessary by the MCAAPM (for endorsement of the
decision to pursue Agreement State status) have not been met". The
Department of Nuclear Safety has both the competence and the desire'

to implement a regulatory program which is responsive to the needs of;

; users of radioactive materials as well as protective of the health
and safety of the citizens of Illinois.

The Department also notes that it is not alone in taking exception to
the suggestions made by Dr. Lin, on behalf of the MCAAPM. Dr.
Jacques Ovadia, past president of the MCAAPM, and past president of
the American Association of Physicists in Medicine (AAPM), addressed,

a letter to Director Lash in which he expressed disagreement with the
substance of Dr. Lin's assertions. Dr. Ovadia stated the following:

"I as distressed that see members who are presently
in the leadership of the Midwest Chapter of the AAPM
have expressed their opposition to the efforts
directed at attaining agreement State Status for

exam consider see of hein Mr.pleLin,Is letter to Mr. Sie leIllinoi s. For
comments made

9
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! (sic) to show a lack of mature judpent, particular-
! ly in assessing the relative ' rationality' of IDNS
l rules and procedures as compared to those of the

NRC. I am not aware that a vote was taken with
|

suitable notice that this subject would be discussed
| at the February meeting of the Mikest AAPM at
,

Evanston Hospital . This meeting was the first

| opportunity to see the letters and I as personally
| offended by letters written on the letterhead of sur

professional society which have gross errors in
! spelling, grannar, or syntax. I have expressed

verbally uly objections to this entire action to Mr.
Paul Lin.

I ha've great confidence in your leadership of the
IDNS, having followed tne development of the Central
Mi&est Compact, and in the considered and thought-
ful advice you will receive from the Advisory under-

the chairmanship of Larry Lanz 1."

The following definitions have been modified to properly incorporate by
reference material published in the Code of Federal Regulations:

" Major processor" means a user processing, handling,
or manufacturing radioactive material exceeding Type
A quantities as unsealed sources or material, or
exceeding 4 times Type 8 quantities as sealed
sources, but does not include nuclear medicine
programs, universities, industrial .radiographers, or
small industrial programs. Type A and 8 quantities
are defined in Section 71.4 of 10 CFR 71, revised as
of January 1, 1985, exclusive of an;r subsement

| amenenents or editions. A copy of 1) CFR 71 15
available for pubite inspection at the Department of
Nuclear Safety.

" Regulations of the U.S. Department of Transporta-
tion" means the regulations in 49 CFR 100-1891
revised as of November 1, 1984, exclusive of an;r
subsecuent amenenents or editions. A copy of 49 GF (
100-129 1s available for public inspection at the
Department of Nuclear Safety.

b) Direct changes in the agency's programs include the increase of
computer use and the hiring of eight additional inspectors and
necessary support staff for the implementation of this program.
There will be no change to the structure of the Department as a
result of this rulemaking.

c) Not applicable.
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d) The Department proposed these amendnents as a preliminary step |

towards achieving Agrement State status. Adoption of a compre-
hensive State regulatory program with respect to byproduct material,
source material, and special nuclear material in quantities not
sufficient to form a critical mass is a prerequisite for execution by
the U.S. Nuclear Regulatory Commission of an agreement transferring
regulatory authority and responsibility for these materials to the
State. The Department of Nuclear Safety is pursuing Agrement State
status in accordance with the legislative directives contained in the
Low-Level Radioactive Waste Management Act (Ill. Rev. Stat.1985 ch.
1111/2, par. 241-2 (b) and the Radiation Protection Act (Ill. Rev.
Stat. 1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director

i-

TRL:rn
Enclosure

1

e

e
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April 9, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Administrative Rules
509 South Sixth Street
Roan 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 320

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed
Amendment pertaining to Registration of Radioactive Material or Radiation
Pbchine.

In compliance with Section 220.500 of the Operational Rules of the Joint
Committee on Administrative Rules, the Departrent of Nuclear Safety states as
foll ows:

1) The name of the agency is the Department of Nuclear Safety.

2) The title of the Proposed Amendment is Registration of Radioactive
Material or Radiation Machine, 32 Ill. Adm. Code 320.

3) The First Notice Period began on January 24, 1986, with the publica-
tion of Vol.10, Issue 4 of the Illinois Register, beginning at p.
1715.

4) Changes in the rule made during the First Notice Period are discussed
below.

5) Not applicable.-

6) An analysis of the economic and budgetary effects of the' Proposed
Amendment is enclosed.

7) The Proposed Amendment does not include any incorporations by
reference.

.

, . _ . _ _ _ __. _ _ . . _ . __ ,_ _ _ _ _ _ _ _ _
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8) The Department has incorporated the recommended changes received from
the Office of the Secretary of State. Administrative Code Unit.

9) Joint Committee questions may be directed to Bets, Salus, Staff
Counsel with the Department of Nuclear Safety at 546-8100. Ext. 216.

In compliance with Section 220.600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Amendment on February 24, 1986. No coments were
received at this Public Hearing.

2) Written coments were received from Donala A. Nussbataner and
Joel 0. Lubenau of the U.S. Nuclear Regulatory Canmission (NRC)
Office of State Programs and Norman Wandke, Assistant Vice
President, Nuclear Services of Commonwealth Edison.

384) The specific coments and suggestions made by these individuals
and entities and the Department's responses thereto are set
forth below.

C0pe4ENTS FROM U.S. NUCLEAR REGULATORY COMISSION

Donald A. Nussbaumer and Joel 0. Lubenau of the U.S. Nuclear
Regulatory Comission, Office of State Programs, made the following
comment regarding Section 320.10:

. COMMENT

Section 320.10 - Registration

"The proposed revision of Section 320.10 Registration, presents a
similar problem. (See NRC coments to Section 310.10) In this case,
it is our view that the words 'unless Federal law gives exclusive'

regulatory jurisdiction over such operatio'n, any operator of a
facility where radiation machines are used or where radioactive
material is produced, transported, stored, used, or disposed of any
purpose, shall register such radiation installation with the,

Department...' Either of tne remedies suggested earlier would be'

acceptable here as well ."

DEPARTMENT RESPONSE:
'

The Department, in response to NRC's comments, has modified this
Section to incorporate the language of the Suggested State
Regulations (SSR). Section 320.10 now provides:

i

.j .
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Section 320.10

Arty operator of a facility where radiation machines
are used or where radioactive material is produced,
transported, stored, used, or disposed for any
purpose, WRIess federal law gives enolusive
PejWIS%ePy jWP4sd46%4eR SYeP sWGh opePa448R 4e which
is not subject to regulation by the U.S. Nuclear
Regulatory Commission, shall regtster such radiation
installation with the Department. Registration,

shall be before the installation is placed in
operation and shall be on a form prescribed by the
Department which shall include:-

a) the operator's name,
.

b) the location and confines of the radiation
install ation,

c) the type, strength, and number of sources
of radiation expected to be produced,
used, operated, stored, or disposed.-

COMMENTS FROM COMMONWEALTH EDISON:

Norman Wandke, Assistant Vice President, Nuclear Services of
Commonwealth Edison, commented on Sections 320.10, 320.20 and
320.40. His consnents are as follows:

COMMENT

Section 320.10 - Registration
1

"Section 320.10, the principal registration requirement is vague.
This section requires the registration of ' radiation installa-
ti ons . ' This terin is not defined. From the structure of the
section, the term appears to mean a ' facility where radiation
machines are used or where radioactive material is produced,

,
transported, stored, used or disposed of for arty purpose.' If the

i- foregoing is intended to constitute the definition of radiation
installation, that intention should be made explicit. Moreover, the
ters ' radiation machine' should be defined."

DEPARTMENT RESPONSE: -

The terms " radiation installation" and " radiation machine" are
'

defined in 32 Ill. Adn. Code 310.10. The definitions contained in
Part 310 also apply to the following Parts: 32 Ill . Adn. Code 320,
330, 331, 340, 341, 350, 351, 370, 400 and 601 unless specifically
indicated therein.

|

}
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ComENT

"Section 320.10 exempts from registration any radiation installation i
the operation of which, under federal law, is subject to the I

Commission (gulatory jurisdiction of the U.S. Nuclear Regulatory
exclustve re

iNRC'). By tying this exemption to exclusive federal
regulation of operation the scope of this exemption is unclear.
Edison understands this provision to mean that any facility which
requires any licens#! from the NRC is not subject to any registration
requirement for any activity conducted within that facility. If this
is the Departnert's intent, it should be stated explicitly. If this
is not the Department's intent, revised proposed rules clarifying the
Department's intent should be republished for notice and comment."

DEPARTMENT RESPONSE:
.

The exemption in the registration requirement is intended to cover
only those activities for which the federal government has preempted
all regulatory authority. Thus, an NRC licensee would be subject to
the registration requirement to the extent that activities conducted
at the licensee's facility are subject to state regulation.

ComENT

Section 320.20 - Amenhents

"Section 320.20 re@ ires the registration of any changes in the
'ntaber or strength of sources or of the output of radiation produced
in or by the installation.' Natural radioactive dec4y will cause'

| changes in the strength of sources and their outputs of radiation.
| Thus, this provision will require all operators of sources
| continually to obtain amendments. This section should be amended to

exclude changes due to the natural decay process and to limit
ameneents to substantial changes."

DEPARTENT RESPONSE:

The Department does not intend to require registration of changes in
strength of sources due to natural radioactive decgy. To clarify the
Department's intent, the exclusion of such changes from the registra-
tion requirement has been incorporated into the requirement. Section
320.20 now states that:

Section 320.20 -

I" Registration shall be required only at the
time the radiation installation is placed in
operation unless there is a change in the
nimber or strength of sources or of the output
of energy of radiation produced in or by the

.

e
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installation so registered. If there is any
changels1), other than change due to natural
radioactive decay, the operator shall register
such change (s,) with the Department. Registra-
tion shall be on a fom prescribed by the De-
partment and shall be submitted in accordance
with the following schedule:

COMMENT

Section 320.40 - Exemptions

"Section 320.40(a) exempts from registration ' natural radioactive
materials of an equivalent specific radioactivity not exceeding that
of natural potassim. ' Is this criterion intended to refer to the
level of naturally radioactive potassium in the human body? If so,
that intent should be clarified: If not, the reference level should
be specified."

DEPARTENT RESPONSE:

The reference level here is the specific radioactivity of naturally
occurring potassim, and not the level of natural radioactive
potassiin in the human body.

COMMENT

"Section 320.40(b) exempts from registration ' radioactive material in
such quantity that if the entire amount were taken internally, con-
tinuously or at one time by a person, no harmful effect would be
likely to result. ' This criterion implicitly sets a de minimis
level. This is because under the linear hypothesis, ariy exposure to
radiation results in a comensurate increase in the probability of
radiation-induced cancer. Therefore, this provision establishes a
level of likelihood of harm below which no registration is required.
That de minimis level of probability of harm should be made explicit
and be applied consistently to all potential exposures."

DEPARTENT RESPONSE:

Section 320.40(b) is intended to exempt from registration " radio-
active material in such quantity that if the entire amount were taken
internally, continuously, or at one time by a person, no harmful
effect would be likely to result." The subsection then lists maximum
pantities, in microcuries, for which registration is not re@ ired.
While it is true that, theoretically, the criterion sets a de minimis
level of hars determined linearly, such a regulatory standard would
not be practical. Therefore, the Department has set maximum quan-
tities for which registration is not rewired.

.
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b) Direct changes in the agency's programs include the increase of
computer use and the hiring of eight additional inspectors and
necessary support staff for the implementation of this program.
There will be no change to the structure of the Department as a
result of this rulemaking.

c) Not applicable.

d) The Department proposed these amendnents as a preliminary step
towards achieving Agreemsnt State status. Adoption of a compre-
hensive State regulatory program with respect to byproduct material
source material, and special nuclear material in quantities not
sufficient to form a critical mass is a prerequisite for execution
the U.S. Nuclear Regulatory Commission of an agreement transferring
regulatory authority and responsibility for these materials to the
State. The Department of Nuclear Safety is pursuing Agreement Stat
status in accordance with the legislative directives contained in t
Low-Level Radioactive Waste Management Act (Ill. Rev. Stat.1985 ch
111 1/2, par. 241-2 (b) and the Radiation Protection Act (Ill. Rev.-
Stat. 1985, ch. 111 1/2, par. 216(b)).

Sincerely,

.

Terry R. Lash
Director

.

J

|

| .

TRL:nn
Enclosure

.
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April 9, 1986

Mr. Bruce A. Johnson
Executive Of rector
Joint Committee on Administrative Rules
509 South Sixth Street
Room 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 341

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed Rule
pertaining to Transportation of Radioactive Material.

In compliance with Section 220.500 of the Operational Rules of the Joint<

Committee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) The name of the agency is the Department of Nuclear Safety.,

2) The title of the Proposed Rule is Transportation of Radioactive
Material, 32 Ill. Adm. Code 341.

3) The First Notice Period began on January 24, 1986, with the
publication of Vol.10. Issue 4 of the Illinois Register, beginning
at p.1800.

4) Changes in the rule made during the First Notice Period are discussed
i below.

5) Not applicable.
.

6) An analysis of the economic and budgetary effects of the Proposed
Rule is enclosed.

7) The Proposed Rule does not include an incorporation by reference
pursuant to Section 6.02(b) of the Illinois Administrative Procedure
Ac t.

.
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The incorporations by reference are made pursuant to Section 6.02(a)
of the Illinois Administrative Procedure Act. The Department has:

a) fully identified by location and date in the rule the
incorporated material;

b) included a statement that the incorporated material does not
include any subsequent amendments or editions; and

ic) made a copy ol the incorporated material available for public
inspection.

8) The Department has incorporated the reconnended changes received from
the Office of the Secretary of State, Administrative Code Unit.

9) Joint Comittee questions may-be directed to Betsy Salus, Staff
Counsel with the Department of Nuclear Safety at 546-8100, Ext. 216.

:

In compliance with Section 220.600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Rule on February 24, 1986. No comments were received
at this Public Hearing.

2) Written coments were received from Joseph M. Ilotnicki,
Radiation Safety Officer Amersham Corporation, and Norman
Wandke, Assistant Vice President, Nuclear Services, Connonwealth
Edison.

384) The specific comments and suggestions made by these individuals
and entities and the Department's responses thereto are set
forth below.

,

,

COPMENTS FROM AMERSHAM CORPORATION ;

i Joseph M. Zlotnicki, Radiation Safety Officer for Amersham
Corporation, submitted connents in response to Sections 341.40,

| 341.200, and Appendix A of the Department's proposed transportation
! rules. The coments, and the Department's responses, are as follows:
i

COPMENT

" Clarification is required on several points in Section 341.40.

) We believe that 341.40(b) and (c) intends to exempt any Itcensee,
:| that is, any person who might otherwise be subject to these
! regulations because he is licensed to possess or own (etc.) material

pursuant to Section 330, from the requirements of Part 340. We do
,

1 .

*
t
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not believe that " licensee" in this sense refers to person (sic)
being Itcensed to Part 340.

Please confirm that this interpretation is correct.

We also believe that there is a typographical error in 341.40(c). To I

make the. requirements of 341.40(c) consistent with the USNRC
1 . regulations (which we believe was intended) the reference to 341.140 i

should be changed to read '341.160'."

DEPARTENT RESPONSE:

.

Amersham Corporation's interpretation is correct. Subsections 341.40
'

(b) and (c) exempt, under specific conditions, persons Itcensed pur-
suant to 32 Ill. Adm. Code 330. Amersham is also correct that the*

reference in 341.40(c) should be to Section 341.160, not 341.140.
This error has been corrected.

COP 9ENT.

| " Amersham Corporation has several questions concerning the Quality
Assurance Program required in Section 341.200.

! In this section, the Department is requiring each ' licensee' to
! establish, maintain, and execute a quality assurance program. It is

not clear who the ' licensee' is intended to be in this case: someone;

Itcensed pursuant to Part 330 or someone licensed pursuant to Part-

341.

We believe the Department intended that this requirement apply to
I those persons . licensed pursuant to Part 341 to make its rules
| consistent with those of the USNRC.

If this is not the case, Amersham takes strong objection to the
requirement. It would be practically impossible to document the'

comprehensive Q.A. program that would apply to all radioactive
material packages (from exempt through Type 8) between the
implementation date of the regulations and the first shipment of a ,

package.
,

Even if this requirement applies only to licensees of Part 341, it is
not clear whether a separate Q.A. program must be submitted and
approved by IONS before a licensee's first shipment (again, a
practical impossibility) or if the licensee's present NRC-approved*

Q.A. programs will be deemed to be acceptable. ,

There are presently no provisions for continuing operations under |

NRC-approved Q.A. programs as there are for NRC-issued licenses.
(Refer to Section 330.360). Amersham feels that such provisions are
essential.

It is also felt that IDNS did not intend this requirement to apply to

.-. - - - - . . _ - - _ - _ . - _ _ _ _ . . _ _ . . - . _ _ _ ~ _ _ - . . . _ - _ _ . ._-
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carriers. However, if the definition of 'Itcensee' as someone being
, - licensed pursuant to Part 341 is applied, generally licensed carriers

(341.60) would seem to be included.

| We note that the requirements in 10 CFR 71 for obtaining the approval
' for a Type 8 package are appamntly being retained by the EC.

Please clarify whether the NRC will retain its authority to regulate
the Q.AT programs developed for these packages and approved by the'

NRC or if IDNS is assuming the responsibility for approving Q.A.
| programs in place of the RC."

:

DEPARTMENT RESPONSE:

The Department intends the Quality Assurance requirements of Section
341.200 to apply only to persons licensed pursuant to Part 341. The
Department is sympathetic to Amersham's concern that operations
remain uninterrupted during the transition of regulatory authority-

from the U.S. Nuclear Regulatory Conulission (NRC) to the State. The
requirements of Section 341.200 apply only to the shipper, not the
transporter of radioactive material. This is the only reasonable
meding of the provision. Furthermore, subsection 341.200(a) clearly
states that the Department is responsible for the approval of quality
assurance programs.

The Department has modified this section to clarify the Department's
intent, and has further modified subsection 341.200(a) to permit the
continuance of operations with quality assurance programs which have
been approved by the NRC prior to the execution of an agreement by

;i the NRC and the State. Of course, failure to maintain a quality
assurance program which meets the Department's standards for approval
would result in a withdrawal of approval by the Department. Section
341.200, as modified, now states:

a) Each lisensee person licensed pursuant to this
,

| Part shall estabitsh, maintain, and execute a

| quality assurance program to verify, by
procedures such as checking, auditing, and
inspection, that deficiencies, deviations, and

I defective material and equipment relating to
the shipment of packages containing radioactive'

materials are prosptly identified and
corrected. Prior to the use of any package for
the shipment of radioactive material, each
Itcensee shall obtain Department approval of

,

its quality assurance program; provided,
! however, that quality assurance programs
! approved by the U.S. NJclear Regulator?

! Comission prior to the state's attainment o'
Agreement state status will be deemed to have'

been approved by the Department.

i b) Each lisensee person licensed pursuant to this

!

.

'
_ _ _ _ _ _ . _ _ _ . , . . _ _ _ . _ _ _ _ _ . _ _ _ _ _ _ . _ . _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ __
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Part shall document the quality assurance,

: program by written procedures or instructions
'

and shall carry out the program in accordance
with those procedures throughout the period
during which packaging is used. The licensee
shall identify the material and components to

!.

, be covered by the quality assurance program.
,

c) The Heensee A person licensed pursuant to this
Part shall safntain sufficient written records
to demonstrate compliance with the quality

: assurance program. Records pertaining to the
use of a package for shipment of radioactive
material must be retained for a period of two

-(2) years after shipment.
.

:

C0ptENT

"We have noted a significant omission from Section 341 Appendix A.;

A special note is included next to americium-241 and plutonium in the
table of Ag and A2 values in the Department of Transportation
regulations in 49 CFR 173.435. This note indicates that for
shipments solely with'"the United States, the A3 value is 20 curies
for americium and plutonium contained in Am-Be or Pu-Be neutron
sources or in nuclear-powered pacemakers.

:

We trust that this notation will be included in the final version of'

the IDNS regulations."
,

,

DEPARTIENT RESPONSE:

! Table A-1 of Appendix A does not contain an omission. The table came
I from the regulations of the U.S. Nuclear Regulatory Commission,10

CFR 71.137, not the U.S. Department of Transportation. The table, as
| pubitsbed in the NRC regulations, does not have a note concerning
|

americium and plutonium contained in As-Be or Pu-Be neutron sources
or in nuclear-powemd pacemakers. Therefore, no such note has beeni

included in the Department's regulations.

C0f0ENTS FROM C06940NWEALTH EDISON

Nonnan Wandke, Vice President, Nuclear Services for Commonwealth
Edison, made the following connent:

.

COP 94ENT

" Edison recognizes that these proposed rules are similar to those
promulgated by the NRC for the same purposes. 10 CFR Part 71.
However, the Department's proposed rules are not identical to the
NRC's rules and one of those differences is significant. The.

"

.
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Department's proposed rules do not include an exemption steilar to
the NRC's exemption from certain requirements on the use of type 8
packages for low specific activity material. See 10 CFR 71.52.
Clearly, in the NRC's view, such an exemption is consistent with '

protection of the public health and safety. Therefore, the
Department's failure to provide such an exemption could result in a
shortage of type 8 casks and unnecessarily higher costs for:

transporting and disposing of such waste without a consensurate
increase to public health and safety. Accordingly, these proposed
rules should be amended to include an exemption similar to the NRC's
exemption in 10 CFR 71.52."

DEPARTENT RESPONSE:

10 CFR 71.52 provides only that low specific activity material need
not be packaged in Type 8 packages. If such material is not packaged
in a Type 8 package, it must be packaged in a package which meets the
standards for all packages (10 CFR 71.43 - 71.47). Since the
Department's regulations do not generally require that radioactive
material be packaged in Type 8 packages, exemption of low specific
activity material from such a requirement is unnecessary.

The following provisions have been modified to properly incorporate by
reference material published in the Code of Federal Regulations:

Section 341.20:

" Regulations of the U.S. Department of Transpor-
tation" means the regulations in 49 CFR parts 100-

! 189, revised as of Noveder 1,1984, exclusive of
subsec uent amendments or editions. A copy of 49 GrK
100-It9 is available for public inspection at the

.

Department of Nuclear Safety.'

i " Type 8 packaging" means a packaging designed to
retain the integrity of containment and shielding

| required by U.S. RC regulations when subjected to
L the normal conditions of transport and hypothetical

accident test conditions set forth in 10 CFR part-

71, revised as of November 1,1984, exclusive of
subsequent amendments or edittons. A copy of 10 GrK

,
' 71 1s available for public inspection at the Depart-

ment of Nuclear safety.
,

.

Section 341.80(b):-

! The package may not be used for a shipment to 'a
location outside the United States af ter August 31,
1986, except under special arrangement approved byi

! the U.S. Department of Transportation in accordance
| with 49 CFR 173.417, revised as of Noveder 1,1984,

exclusive of subsequent amendments or editions. A'

!
:

*
.

|
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copy of 49 CFR 173 is available for public inspec-
tion at the Department of Nuclear Safety.,

Section 341.90(a):
'

A general license is issued to any licensee of the
Department to transport or to deliver to a carrier
for transport licensed material in a specification
container for a Type 8 quantity of radioactive
material as specified in the regulations of the U.S.
DOT in 49 CFR Parts 173 and 178, revised as of j
November 1,1984, exclusive of subsecuent amendments
or editions. Copies of 49 CPR 173 and 175 are
available for public inspection at the Department of
Nuclear Safety.

Section 341.90(d):

The general license in Subparagraph subsection (a) ;,

is subject to the limitation that the specification~

container may not be used for a shipment to a loca-
tion outside the United States after August 31,
1986, except under special arrangements approved by
U.S. 00T in accordance with 49 CFR 173.472, revised
as of November 1, 1984, exclusive of subsequent
amendments or editions. A copy of 49 CPR 173 1s

! .available for public inspection at the Department of
Nuclear Safety.

Section 341.190(c)(2):

A description of the nuclear waste contained in the
shipment as required by the regulations of the U.S.
Department of Transportation, 49 CFR 172.202 and
172.203(d), revised as of Novenber 1,1984*;

* AGENCY NOTE: Requirements contained in subsequent
amendments or editions of 49 CFR 172 are not incor-
porated into this rule. A copy of 49 CPR 172 1s
available for public inspection at the Department of
Nuclear Safety.

I
|

| b) This rulemaking will result in no direct changes in the Department's
program. No additional people will be hired to implement and enforce
this program. The Department, under its existing rules and in
cooperation with Illinois Department of Transportation, is currently
involved with the enforcement of packaging and transportation

.
requirements. The degree of involvement should not increase

' significantly as a result of this rulemaking.

c) Not appitcable.

!

.
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d) 'The Department proposed these rules as a preliminvy step towards _ '

achieving Agreement State status. Adoption of a comprehensive State
regulatory program with respect to byproduct material, source
material, and special nuclear material in quantities not sufficient . ;

'

to form a critical ness is a prerequisite for execution by the U.S. '

Nuclear Regulatory Comission of an agreement transferring regulatory
.

;

authority and responsibility for these materials to the State. The
Department of Nuclear Safety is pursuing Agreement State status in
accordance with the legislative directives contained in the Lcw-Level
Radioactive Waste Management Act (Ill. Rev. Stat.1985, ch. -1111/2,
par. 241-2 (b) and the Radiation Protection Act (Ill. Rev. Stat. -
1985, ch.111 1/2, par. 216(b)).

Sincerely.
.

. .

Terry R. Lash
Directar

- ;

f
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4
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April 8, 1986

Mr. Bruce A. Johnsen
Executive Director
Joint Comittee on Ad:ninistrative Rules
509 South Sixth Street
Room 500
Springfield, Illinois 62701

- Re: 32 Ill. Adm. Code 350

Dear Mr. Johnson:

This SECat!J NOTICE is for the Department of Nuclear Safety's Proposed
Amendment per'aining to Industrial Radiography.

In cocilance with Section 220.50f| of the Operational Rules of the Joint
j Comittee on Administrative Rules, the Department of Nuclear Safety states as

follows:~

'

1) The name of th's agency is the Department of Nuclear Safety.,

..

2) The title of the Proposed Amendment is Industrial Radiography, 32
Ill. Adm. Code 350.

'"
3)' The First Notice Period began on January 24, 1986, with the

-publication of Vol.10. Issue 4 of the Illinois Register, beginning
at p'.1886.

4) Changes in the rule made during the First Notice Period are discussed
below.: ,

'

5)- Not app;icable..

6) An analysis of the economic and budgetary effects of the " Proposed
Amendment is enclosed.

7) The Proposed Amendment does not include an incorporation by reference,

pursuant to Section 6.02(b) of the Illinois Administrative Procedure
Act. ,

i,

|

- - - -
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The incorporation by reference is made pursuant to Section 6.02(a) of
the Illinois Administrative Procedure Act. The Department has:

a) fully identified by location and date in the rule the
incorporated material; *

b) included a statement that the incorporated material does not
', include any subsequent amendments or editions; and

,F_

'
c) made a copy of the incorporated material available for public" inspection.

8) The' Department has incorporated the recomended changes received from
the Office of the Secretary of State, Adrinistrative Code Unit. In
accordance with these recommendations, the Department intends to
recodify this Part and will adopt this Part in the recodified format.

'

9) Joint Comittee questions may be directed to Betsy Salus, Staff
Counsel with the Department of Nuclear Safety at 546-8100, Ext. 216.

In compliance with Section 220.600, the Department of Nuclear Safety istates as follows:
i

; .p a) 1) The Department of Nuclear Safety held a Public Hearing on the
; Proposed Amendment on February 24 '1986. No coments were
' received at this Public Hearing.

"
2) Written coments were received from Joel 0. Lubenau, U.S.

Nuclear Regulatory Commission, Office of State Programs.

384) The specific coments and suggestions made by these individuals,

; and entities and. the Department's responses thereto are set
j forth below.

[ COMENTS FROM U.S. NUCLEAR REGULATORv r.CmISSION
'

'
' Joel 0. Lubenau, Senior Project foge State Agreements Program.-

,

Office of State Programs, made tie fr/ ;owing coment regarding this
Amendment.

COWENT
l

i In Section 350.30, " requirement" in the fifth line should be
" requirements".

DEPARTMENT RESPONSE

The Department has corrected Section 350.30 by changing " requirement"
to " requirements".

/

's; '

i

\
. .
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The following Sections have been modified to properly incorporate
reference material published in the Code of Federal Regulations.

Section 350.3060(a)(4):

Comply with all applicable requirements of 32 Ill.
Adm. Code 340. If such a system is a certified
cabinet x-ray system, it shall also cogly with all
applicable requirements listed in 21 CFR 1020.40,
revised as of April 1,1985, exclusive of subsequent
amendments or editions. A copy of 21 CFR IDZJ 15
available for public inspection at the Department of
Nuclear Safety.

Section 350.3070(c):.

Each cabinet x-ray system shall be in conformance
with the applicable regulations in 21 CFR 1020.40,
revised as of April 1,1985, exclusive of subsequent
amenoments or editions, unless approval has been
granted by the Department pursuant to 32 Ill. Adm.
Code 310. A copy of 21 CFR '1020 is available for
public inspection at the Department of Nuclear
Safety,

;

b) Direct changes in the agency's programs include the increase of
computer use and the hiring of eight additional inspectors and
necessary support staff for the iglementation of this program.

| There will be no change to the structure of the Department as a
I result of this rulemaking.

c) Not applicable.

d) The Department proposed these amendments as a preliminary step
towards achieving Agreement State status. Adoption of a compre-
hensive State regulatory program with respect to byproduct material,
source material, and special nuclear material in quantities not
sufficient to form a critical mass is a prerequisite for execution by
the U.S. Nuclear Regulatory Comission of an agreement transferring
regulatory authority and responsibility for these materials to the
State. The Department of Nuclear Safety is pursuing Agreement State
status in accordance with the legislatPie directives contained in the

.
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Low-Level Radioactive Waste Management Act (Ill. Rev. Stat.1985, ch.
1111/2, par. 241-2 (b) and the Radiation Protection Act (Ill. Rev..

; Stat.1985, ch.111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director,

.

O

TRL:rs
Enclosure
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April 9, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Administrative Rules
509 South Sixth Street *

Room 500
Springfield, Illinois 62701

Re: 32 Ill. Adm. Code 601

Dear Mr. Johnson:

This SECOND NOTICE is for the Department of Nuclear Safety's Proposed Rule
pertaining to Licensing Requirements for Land Disposal of Radioactive Waste.

In compliance with Section 220.500 of the Operational Rules of the Joint
Conmittee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) The name of the agency is the Department of Nuclear Safety.

2) The title of the Proposed Rule is Licensing Requirenents for Land
Disposal of Radioactive Waste, 32 Ill. Adm. Code 601.

3) The First Notice Period began on January 24, 1986, with the publica-
tion of Vol.10, Issue 4 of the Illinois Register, beginning at p.
1659.

4) Changes in the rule made during the First Notice Period are discussed
below.

5) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed
Rule is enclosed.

~

7) The Proposed Rule does not include any incorporations by reference.

.

e
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8) The Department has incorporated the recomended changes received from
the Office of the Secretary of State, Administrative Code Unit.

9) Joint Committee questions may be directed to Betsy Salus, Staff
Counsel with the Department of Nuclear Safety at 546-8100. Ext. 216.'

In compliance with Section 220.600, the Department of Nuclear Safety
states as follows:

a) 1) The Department of Nuclear Safety held a Public Hearing on the
Proposed Rule on February 24, 1986. No comments were received
at this Public Hearing.

2) Written comments were received from Norman Wandke, Assistant
Vice President, Nuclear Services, Connonwealth Edison, and

i Donald A. Nussbaumer and Joel 0. Lubenau of the U.S. Nuclear
; Regulatory Commission, Office of State Programs.

384) The specific comments and suggestions made by these individuals
and entities and the Department's responses thereto are set
forth below.

COMENTS FROM COMONWEALTH EDISON
I

Norman Wandke, Assistant Vice President, Nuclear Services of
Commonwealth Edison, had the following comments pertaining to
Sections 601.120, 601.140, 601.150, 601.160, 601.200, 601.260 and
601.300 of the Department's proposed rules:

COMENT

j Section 601.120 - Conditions of Licenses
1

"Section 601.120(b) does not establish any conditions on the'

! Department's authority to suspend or revoke a license. Although the
' Department has substantial discretion to regulate within its

jurisdiction, licensees are entitled to notice of how such discretion
will be exercised. For example, the NRC in 10 CFR 61.24(e)
enumerates the conditions which could lead to the revocation or
suspension of a NRC license for the land disposal of radioactive

! waste. Therefore, Section 601.120(b) should be amended to-

incorporate a similar enumeration of the conditions which could lead4

| the Department either to suspend or to revoke a license.'"
!

DEPARTMENT RESPONSE:

i
As was stated in the First Notice, 32 Ill. Adm. Code 601 is a,

modified version of the U.S. Nuclear Regulatory Commission (NRC)|

!

|
4
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regulations regarding the licensing of land disposal of radioactive
waste (10 CFR 61). The Department has proposed this Part to achieve

<

compatibility with NRC regulations, a prerequisite to becoming an |*

Agreement State. The Department recognizes that there must be i

additional rulemaking to implement the provisions of the Illinois
Low-Level Radioactive Waste Management Act (Ill. Rev. Stat.1985, ch.
111 1/2, pars. 241, et seq.). Such rulemaking w111 include standards
for licensing a low-Tevei waste disposal facility. Untti those
standards are developed fully, it is impossible to enumerate all the
conditions which could result in suspension or revocation of a
license. Once licensing standards are developed, the Department
anticipates that this rule will be expanded. In the meantime, it,

'

must be adopted in its present form to ensure compatibility with NRC
requirements.

..

1

COPMENT

Section 601.140 - Contents of Application for Closure
!

"Section 601.140(b) does not acknowledge any findings and ~
re@irements on closure which would have been made during the initial
licensing proceeding. To the extent that any new information
developed from operational data obtained after that proceeding
supports those initial findings and requirements, no additional
regirements should be imposed as a condition of closure."

DEPARTMENT RESPONSE:

; It is unnecessary for Section 601.140(b) to provide for the '

acknowledpent of findings and requirements on closure made during
the initial licensing proceeding. This is because section 601.130(b)
does so. Section 601.130(b) states that "information contained in
previous applications, statements or reports filed with the Depart-
ment under the license may be incorporated by reference if the

, references are clear and specific". If the information has not been' included in any of these doctments, it may be included in the
appitcation pursuant to Section 601.140(a )(1) .

C0pmENT

Section 601.150 - Post-Closure Observation
Section 601.160 - Post-Closure Procedures
Section 601.310 - Funding for Disposal Site Closure and Stabilization

i
i " Sections 601.150 and 601.160 do not establish time limits in which
! the Department would have to act on a licensee's application for the
| State to accept custody of a low-level radioactive waste disposal

facility. The addition of such time limits would reduce the
regulatory uncertainties which could be expected to deter potential
applicants for a license to operate such a facility.

1

!

,

e
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Sections 601.160(c) and 601.310(a)(2) do not establish any limit on
the time for which funds should be available for the long term care
of a decommissioned low-level waste facility. Such a facility will
not require indefinite care because radioactive decay of its
radioactive contents will reduce those contents to insignificant
levels in time periods which can be determined from the initial
radioactive contents of the waste. Therefore, to ensure that
potential applicants for a facility license are not discouraged by>

unnecessarily high facility decosuissioning costs, the rules should
include a provision for determining the period for which long-term
care would be required."

DEPARTMENT RESPONSE:
.

See the Department's response to the comment on Section 601.120.
Until a particular facility design has been chosen, the Department is
not in a position to propose an appropriate time span for agency
action on a Itcensee's appifcation for transfer of custody. Once,

' facility licensing standards have been adopted, this Section can be
expanded to include a specific time.

,

COP 9 TENT

'

Section 601.200 - Performance Objectives - Protection of Individuals
from Inadvertent Intrusion

: "Section 601.200 would require a licensee to design, operate and'

close a land disposal facility in a asnner which ensures the
protection of any individual who enters the disposal site after the
removal of active institutional controls. Such an absolute
requirement cannot be implemented nor can such implementation be
demonstrated. Accordingly, this provision should be amended to
incorporate the standard of reasonable assurance as applied to all
other nuclear activities."

DEPARTMENT RESPONSE:

The requirements of Section 601.200 are identical to those contained
in the U.S. Nuclear Regulatory Comissions regulations,10 CFR
61.42. In order to achieve cospatibility with the re

i NRC and to become an Agreement State, the Department'gulations of the
.

s regulations
must not be less stringent than the language proposed in Section
601.200.

,

; C0petENT

|

Section 601.260 - Technical Requirements - Environmental Monitoring

|
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"Section 601.260(b) requires a monitoring system capable of detecting 1

releases to the environment prior to the escape of those release over '

the site boundary. Such a system may not be laplementable for
releases to ground water. Accordingly, this provision should be
modified to provide for such a circumstance." i

I

DEPARTMENT RESPONSE,:

The Department disagrees with Commonwealth Edison on this point. Of
all releases to the environment, releases to groundwater are the
easiest to detect prior to escape over site boundaries, since
groundwater is easily monitored and travels slowly.

COPMENT

Section 601.330 - Maintenance of Records, Reports, and Transfers

; "Section 601.330(b) would require all records to be retained
'

indefinitely unless retention periods are explicitly established.
This will result in the indefinite retention of too many unnecessary
records. To prevent such an unwarranted burden, this provision-

should be amended to establish a reasonable retention period for all
records except for those which should be retained indefinitely."

DEPARTMENT RESPONSE:

Since custody of the facility is transferable to the State, it is not
unreasonable that all records necessary for safe post-closure manage-
ment be maintained by the licensee for ultimate transfer to the

' State. The intent of this requirement is to ensure that the State
will have all information necessary to assume custody of the;

j facility.

|

| COMENT

"Section 601.330(h)(2)(F) would authorize the Department to obtain
'

any information it desired from a licensee. Such broad authority
could result in unwarranted burdensome requests for information
unrelated to the operation of a disposal facility. To prevent the
unwarranted imposition of such requests, this provision should be
amended to limit infomation requests to information relevant to
regulating a land disposal facility."i

.

| DEPARTMENT RESPONSE:

! This provision has been modified to incorporate the change suggested
i by Cosmonwealth Edison. This was the intent of the Section as
I proposed originally. Section 601.330(h)(2)(F) wf11 now read as
| follows:

,

:

f
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2) The report shall include:

F) any other information, relevant to regulation
of the land disposal facility, that the Depart-
ment say require.

ComENTS FROM U.S. NUCLEAR REGULATORY COPMISSION

' Donald A. Nussbaumer, Assistant Director for State Agreements
Program, Office of State Programs, and Joel 0. Lubenau, Senior
Project Manager, State Agreements Program, made the following
comments:,

,

COpMENT

Section 601.20 -Definitions,

1

"Section 601.20, Definitions, provides a definition for (low-level,

radioactive) waste and states that the term " waste" "has the same'

meaning as in the Low Level Radioactive (Waste) Policy Act, P.L. 96-
573." That act was amended in 1925 and the definition of waste
should track the recent amendments. The following would be
acceptable:

'...has the same meaning as in the Low Level Radioactive (Waste)
Policy Act, P.L. 96-573, as amended, i.e., radioactive material
that (A) is not high-level radioactive waste, spent nuclear
fuel, or byproduct material (as defined in section 11e.(2) of
the Atomic Energy Act of 1954 (42 U.S.C. 2014(e)(2))); and (8)
the Nuclear Regulatory Commission, consistent with existing law
and in accordance with paragraph (A), classifies as low-level
radioactive waste. '"'

.

DEPARTMENT RESPONSE:
t

The Department has modified the definition of " waste" (Iow-level
radioactive waste) to conform with the definition of low-level

.

radioactive waste found in the 1985 amendments to the Low-Level
| Radioactive Waste Policy Act. The definition has been modified to; read as follows:
i

! " Waste" means those low-level radioactive wastes
that are acceptable for disposal in a land disposal ~
factitty. For the purposes of this definition, low-
level waste has the same meaning as in the Low-Level

: Radioactive Waste Policy Act, P.L. 96-573, as
amended, i.e., radioactive waste material that ( A)

;
1s not slassified as high-level radtoactive waste, i! IFansurants waste, spent nuclear fuel, or byproduct

i

:

t

O

4
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material (as defined in Section 11 e.(2) of the
1Atomic Energy Act of 1954 (42 U.S.C. 2014(e)(2)); '

and (B) the Nuclear Regulatory Comission,
consistent with existing law and in accordance with
paragraph ( A), classifies as low-level radioactive

waste turan6mm er ther6ve taHings and waste).

C0fMENT

In Section 601.20, Chelating Agent, second line, the word "glucinic"
is misspelled. --

In Section 601.80(d), second line, close up lines 2 and 3 on page
containing 601.90.

.

In Section 601.140(a)(2), second line, shouldn't "or"'be "of"?

In Section 601.250(b), second if ne, add " top of the" before " waste".

In Section 601.250(b), third line, add "below the top surface of the
cover" af ter " meters".

DEPARTMENT RESPONSE:
.

The Department has incorporated the suggested changes in Sections
601.20 and 601.80(d). In Section 601.140(a)(2) "or" is the correct
word. The suggested changes for 601.250(b) were not made because the
Department believes that all surfaces, not just top surfaces, should
be protected by a 5 meter barrier.

.
.

b) This rulemaking, by itself, will result in no direct changes in the
Department's programs. The Waste and Transportation Division of the
Department's Office of Environmental Safety is in the process of
expanding, but the expansion is primarily due to the increased
responsibilities imposed on the Department by the Illinois Low-Level

! Radioactive Waste Management Act, Ill. Rev. Stat.1985, ch.111 1/2,
pars. 241-1, et, seq.

c) Not applicable.

d) The Department proposed these rules as a preifminary step towards-

achieving Agreement State statuc. Adoption of a comprehensive State
regulatory program with respect to byproduct material, source
material, and special nuclear material in quantities not sufficient
to form a critical mass is a prerequisite for execution by the U.S.
Nuclear Regulatory Comission of an agreement transferring regulatory
authority and responsibility for these materials to the State. The
Department of Nuclear Safety is pursuing Agreement State status in
accordance with the legislative directives contained in the Low-Level

.
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Radioactive Waste Management Act (Ill. Rev. Stat.1985. ch.1111/2,
par. 241-2 (b) and the Radiation Protection Act (Ill. Rev. Stat.
1985, ch. 111 1/2, par. 216(b)).

Sincerely.

Terry R. Lash
Director

TRL:rm
Enclosure
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STATE OF |LLINOIS

DEPARTMENT OF NUCLEAR SAFETY
j- [[

LV
1035 OUTER PARK DRIVE

SPRINGFIELD 62704
(217) 546-8100

TERRY R. LA5H
oiatetoa

August 6, 1986

Mr. Joel tubeneau
Office of State Programs

g United States Nuclear Regulatory Commission
y Washington, D.C. 20555
E .

Dear Joel:-

Enclosed is the chart outlining the training needs for the AgreementState staff which you wanted.
to you. Sorry it took so long to get this

If you have any questions, please let me know.

Sincerely,

tLN-
,

Paul D. Eastvold, Manager
Office of Radiation Safety

PDE:lbs

Enclosure
J
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