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Ref: SA/J0L
APR 23 1986

Ms. Betsy Salus

Staff Legal Counsel
Department of Nuclear Safety
1035 Outer Park Drive
Springfield, I11inois 62704

Dear Ms. Salus:

Thank you for your letter of April 10, 1986 to Joel Lubenau 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 corments on the planned changes.

We believe that the changes proposed in response to our Category I
comments 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
cormments and to those submitted by other commentors. We found these to
be acceptable with the following exceptions:

0 The proposed change to Section 330.400(b)(4) should not
include the NRC as a possible transferee of radicactive
materfal. We consider the need to delete NRC to be Category I
comment.,

0 In Section 330.40(c)(4) and, we understand, elsewhere in the
regulations, the phrase "these regulations™ {s 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 regulatfon, it should be
accompanied by an explanation that 1t 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
must fdentify this as a Category I comment.

0 You may wish to modify your response to the Amersham corment
concerning A, and A. values for certain sources of Am and Pu.
A 1imited exlnption‘for these sources exists in I11{nois’
present proposed regulations at 341.40c¢'2) which corresponds
to the KRC exemption provided in 10 CFR 71,10(b)(2).

oFricy
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Ms. Betsy Salus

IDNS seems to have made excellent progress in their drafting the
revision to the regulations and the staff should be commended. We will
look forward to continuing to working with the State on the proposed
Section 274b agreement,

Distribution:
SA R/F

Dir R/F
JMapes

Sincerely,

Oricinel sigoed bY!
D. Bussbauner
Donald A. KNussbaumer
Assistant Director for
State Agreements Program
Office of State Programs

RLickus, w/incoming
I1inois file (fc) w/incoming

OFFICE )

suRName Pt

DAY[.

................................................................

NRC FORM 318 (10.80) NRCWM 0240

OFFICIAL RFCORD COPY



STATE OF ILLINOIS

DEPARTMENT OF NUCLEAR SAFETY
1035 QUTER PARK DRIVE
SPRINGFIELD 62704
(217) 546-8100
TeRRY R LASH
Dirgcron

Mpril 10, 1986

Joel 0. Lubenau

Senior P-oject 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 Notfce. 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,

S /54—
| Betsy Salus

Staff Legal Counsel

BS:sp
Enc.



April 8, 1986

Mr. Bruce A. Johnson

Executive Director

Joint Committee on Administrative Rules
509 South Sixth Street

Room 500

Springfield, IN11inois 62701

Re: 32 I11. 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
Committee on Administrative Rules, the Department of Nuclear Safety states as

follows:

1)
2)

3)

4)

5)
6)

7)

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

The title of the Proposed Amendment {s Licensing of Radioactive
Material, 32 I11. Adm. Code 330.

The First Notice Period began on January 24, 1986, with the publica-
tion of Vol. 10, Issue 4 of the I11inois Register, beginning at p.
1511.

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

Not applicable.

An analysis of the economic and budgetary effects of the Proposed
Amendment 1s enclosed.

The Proposed Amendment does not include an incorporation by reference
pursuant to Section 6.02(b) of the Il1linois Administrative Procedure
Act.



8)

9)

The incorporations by reference are made pursuant to Section 6.02(a)
of the I11inois Administrative Procedure Act. The Department has:

a) fully fdentified by location and date in the rule the
fncorporated material;

b) 1included a statement that the incorporated material does not
include any subsequent amendments or editions; and

¢) made a copy of the incorporated materfal avaflable for public
fnspection.

The Department has incorporated the recomm:nded 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.

Joint Committee questions may be ai ected 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 comments were
received at this Public Hearing.

2) Written comments 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 Commissfon (NRC), 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.

COMMENTS FROM AMERSHAM CORPORATION

COMMENT

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

"There 15 no exemption from licensing for carriers of radioactive
materfal 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 ¢s otherwise provided in that Part. It is assumed that the
Department intended to exempt carriers from licensing as Part 341.40
includes provisions for exempting them from the requirements for a
licens2 to transport material.*®



DEPARTMENT RESPONSE :

The licensing provisions of 32 I11. Adm. Code 330 do not apply to
carriers of radioactive materfal. In order to clarify this, the
Department has added an exemption for carriers which has been

incorporatea into Section 330.10(b). Subsection (b) now states:

In additfon to the requirements of Section
330.10(a), all liicensees are subject to the
requirements of 32 I11. Adm. Code 310, 320, 331,
340, 341, and 400. Licensees engaged in industrial
radiographic operations are subject to the require-
ments of 32 I11. Adm. Code 350. Licensees using
sealed sources in the healing arts are subject to
the requirements of 32 I11. Adm. Code 370 and
licensees engaged in wireline and subsurface tracer
studies are subject to the requirements of 32 I11.
Adm. Code 351. The requirements of 32 I11. Adm.
Code 330 do not apply to carriers. (arriers are
subject to the requirements of 32 I11. Adm. Code
3T,

COMMENT

"It is recommended that provisions for exempting carriers be included
in Part 330. This would also maie the IDNS regulations consistent
with the NRC's provisions (See 10 CFR 30.13, 40.12, and 70.12)."

DEPARTMENT RESPONSE:

As stated above, the Department has added an exemption for carriers
in subsection 330.10(b) as modified.

COMMENT

“An exemption is also required for persons using byproduct, source or
specfal nuclear material under certain Department of Energy and
Nuclear Regulatory Commissfon 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
INinois' provisions are made consistent with the NRC, numerous
license verification problems will occur for suppliers in I11inofs.”

Do PARTMENT RESPONSE :

The specific exemption for contractors and subcontractors of the
United States Department of Energy and of the United States Nuclear
Regulatory Commissfon who receive, possess, use, transfer, or acquire



sources of radiation under their contracts s contained in the De-
partment's rule 32 111, Adm. Code 310.30(b). This subsection was not
{ncluded in the Proposed Amendments as published in the Illinois
Register as there were no changes to that subsection of the Part.

COMMENT

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

*Additionally, Amersham requests the inclusion of an option for
demonstrating financial surety. A provisfon 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
Forum's comments on the NRC proposed rulemaking concerning financial
surety arrangements. At present, the Department chooses to allow
only the more conservative forms of financial surety listed.

COMMENT

Section 330.270 - Specfal Requirements for Specific Licenses of Broad
Scope

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

DEPARTMENT RESPONSE:

The references to Section 330.290 was a typographical error. Section
330.290 1s not contained in the Proposed Amendments and therefore
this reference has been deleted.

COMMENT

Section 330.280 - Special Requirements for a Specific License to
Manufacture, Assemble, 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



general licensees. It is assumed that a prospective supplier must
apply to the department for such authorization but this section {s
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 fn subsection 330.280(f)(2) are incorporated
by reference into the rule. It 1s 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.

COMMENT

"Section 330.280(1) 1ists the requiremeants for the distribution of
sources or devices containing radicactive material for medical use.
Paragraph 330.280(1)(3) requires that the label affixed to the source
or device (or to fts storage contafner) contain a statement that the
ftem is authorized to be distributed to Group VI licensees. This
statement 1s misleading for calibration and reference sources since
these types of sources may be transferred in quantities not to exceed
3 oCi per source to any medical group licensee. (See 330.260(c)(4)
(D) not just those in Group VI.)

We recommend a modification of the wording to reflect this. If the

change 1s made, time must be allowed to make the change (which has
already been recommended 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 1icenses of the U.S. Nuclear Regulatory Commission, an
Agreement State, or a Licensing State." Medical licensees are
authorized to receive calibration and reference sources pursuant to
330.260(c). Therefore, the label proposed is appropriate.

COMMENT

*Section 330.280(n) introduces a requirement which s not present in
the NRC regulations or in the Suggested State Regulations. It
contains specfal requirements for the manufacture or importation of
devices for transfer to persons having a specific license.

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



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 evaluatfon (which covers all of the ftems in
330.280(n)(2)(A)-(H)) 1s often requested by the manufacturer/importer
of a device to enable him to distribute his device to the widest
possible market. However, 1f a custom device 1s befng manufactured
for one customer, 1t is often the customer who requests and pays for
the evaluation to be done (not the manufacturer). Therefore, it
seems fnappropriate 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."”

DEPARTMENT RESPONSE :

This requirement 1s not new for manufacturers in I11inois. The
evaluation requirement in Section 330.280(n) was in place prior to
the proposing of these amendments. While it 1s 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 with
a custom device, the cost of the evaiuation can be passed on to the
customer by the manufacturer/importer.

COMMENT

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

It 1s 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 section
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 9B).

we feel that this section of the proposed rule should be deleted
since its provisions seem to be unnecessary in the practical sense
and may cause duplicate regulation of manufacturers/importers.”

DEPARTMENT RESPONSE :

The Departmeat 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 reifterate
the requiremeats therein. Subsection 330.280(n)(3) has been modified
to state as fellows:



The licensee under this paragraph shall not transfer
a device to any person wrti} he has ascertatned thas
sueh persen has a Jtcense which atherizes him teo
pessess sweh radipactive material as may be con-
Sained 4n the deviee except 'n accordance with the
requirements of Section 330.400,

Furthermore, a specific 1icensee 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 I11. Adm. Code 331, set out
the fee which must be paid for the required safety evaluation of
devices or products for commercial distribution. The fee for a
Ticense to distribute approved devices 1s assessed against the
distributor pursuant to 32 I11. Adm. Code 331, Appendix A, Item 3P.

COMMENT

Section 330.360 - Persons Possessing a License for Source, Byproduct,
or Specfal Nuclear Materfal 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 1ssued by IDNS.
Section 330.360 indicates that NRC l1icensees will be deemed to
possess a 1ike license fssued by the Department but that the license
may be terminated by the Department 90 days after a notice of
expiration is fssued. 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 1s also unclear whether the Department will fssue 'new' licenses
or simply expand the scope of existing licenses to include the
provisions of current NRC 1icenses. 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 materfial
in quantitifes not sufficient to form a critical
mass, fissued by the U.S. Nuclear Regulatory
Commission, shall be deemed to possess a 1ike




license fssued under this Part and the Act (I11.
Rev. Stat. 1983, ch. 111 1/2, par. 211 et seq.)y
sueh. Such license shall expire etcher 90 days
after recedpt from She Department of 2 netice of
expiration of sueh 3tcemse; or on the date er of
expiration specified in the U.S. Nuclear Regulatory
Commissfon 1icensey whichever 45 eariier,

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

The Department will not fssue “"new" licenses, but will expand the

scope of existing 1icenses to include the provisions of current NRC
1icenscs.

COMMENT

Section 330.320 - Expiration and Termination of Licenses

"Section 330.320 requires that an operator of a radfation
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 1s 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 radicactive material
comply with the termination requirements of Section 330.320.°

DEPARTMENT RESPONSE :

The notification requirements of Sectfon 330.300 and 32 I11. 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 materfals. The requirements in 32 I11.
Adm. Code 340 are intended to assure adequate decontamination.

COMMENT
Section 330.400 - Transfer of Material

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

Please clarify the scope of this provision.”



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 provisfons of Section 330.400(c) and
(d), any licensee may transfer radioactive materfal:

4) to the U.S. Nuclear Regulatory Commission, an
Kgreement State, or a Licensing State, to any
person authorized to receive such materfal
under terms of a general license or f{ts
equivalent, or a specific license or equivalent
licensing document, issued by the Department,
the U.S. Nuclear Regulatory Commission, 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

COMMENT

*The provisions of Section 330, Appendix C Group III(f) are not
consistent with the other medical groups invoiving radiopharma-
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."

DEPARTMENT RESPONSE:

The Department agrees with Amersham that a provision for the use of
Group 111 materials under a "New Drug Application®™ approved by the

FDA should have been included. Such a provision has been added by

modifying Group 111 (f) which now provides:

f) Any generator or reagent kit for preparation and
diagnostic use of a radiopharmaceutical containing
radfoactive materfal for which gemerater er reagent
kit a "notice of Claimed Investigational Exemption
for a New Drug" (IND) has been accepted by the Food
and DOrug Administration (FDA) or a "“New Or
Application" (NDA) has been approved by the Food an
Drug Administration (FDA).

COMMENTS FROM U.S. NUCLEAR REGULATORY COMMISSION




Joel 0. Lubenau, Senfor Project Manager, State Agreements Program, of
the Office of State Programs, submitted the following comments on the
proposed Amendment.

COMMENT

The following corrections should be made:

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

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

In 330.220(i)(4)(R), “"selenium™ in the 9th 1ine should be “"selenium-
.

In 330.280(b)(2)(D)(1i), 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 comma.

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

In 330.280(j), "radiopharmceuticals” should be
"radiopharmaceuticals”.

In 330.320(d)(2), fnsert an "n" in “departmet”.

In 330.360, change the “"or" at the end of tne tenth l1ine to “"of".

In 330.500, "of Licenses”™ should be retafned in title.

DEPARTMENT RESPONSE:

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

COMMENT

Section 330.250 - Genera) 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.

DEPARTMENT RESPONSE :
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The Department disagrees that subsection 330.250(d)(1) 1s “"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 add¢ition, subsection 330.250(f) has been
modified to clarify the reference as 330.250(c)

b) Environmental Report, Commencement of Construction

1) In the case of an application for a license to
recefve and possess radioactive material for
commercial waste disposal by land burfal, or
for the conduct of any other activity which the
Department determines will significantly affect
the quality of the environment, a license ap-
plication wil} must be reviewed and approved if
by the Department determine, before commence-
ment of construction of the plant or facility
fn which the activity will be conducted. has
conciuded; after weighing Issuance of  the
1icense shall be based upon a consideration b
the Department of the environmental, economic,
technical and other bLenefits against in com-
parison with the environmental costs and
€onsidering ava2ilable alternatives, and a
determination that the action called for 1s the
issuance of the proposed license, with any
appropriate conditions to protect environmenta)
values;

¢) Financial Surety Arrangements for Site Reclamation

1) A license application will be approved 4f
Issuance of a license shall be dependent upon

satisfactory evidence of financial surety to
ensure the protection of the public Eﬂfﬁ and
safety In Ege event of abandonment, default, or
other Tnability of the Ticensee to meet the

0
requirements o¥ the Act and this Part. purse-
ant Pursuant to the Radiation Protection Act
(11 Rev,. Stat. 1984 Supp., ch. 111 1/2, par.
216(a)(5)), and as otherwise provided, finan-
cfal surety arrangements for site reclamation
whieh may consist of surety bonds, cash de-
posits, certificates of deposit, deposits of
government securities, letters or 1lines of
credit, or any combination of the above for the
categorfes of 1licensees 1listed 1n Section
330.250(€c)(4) has been established to ensure
the protection of the publie health and safety
in the event of abandenment; default; or other
inability of the licensee to met the require-
ments of the Aet and these requlations. Deter-
mination of satisfacto surety arg%%mnfs
shall be subject to the following con ons:




COMMENTS FROM ALLIED CORPORATION:

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

COMMENT

"The IDNS should correct references to sections which were not
included in the published rules, or provide the sections which 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 13.not provided fn the “as S'Sfished'
rules. A

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

33?.250(c)(l). none of which are provided in the proposed

rules.”

DEPARTMENT RESPONSE :

The reference to Section 330.290 1s a typographical error and has
been deleted.

Although the Sections were renumbered, the references in the text to
subsection 330.250(f) were 1nadvertently left unchanged in the “as
published” rule.

The references in the text to subsectfon 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).

COMMENT

"Each section of ' .e proposed rules should support and agree with the
intent of other pertinent sections. For example: Sectfon 330.30
exempts licensing requirements for source material concentrations of
less than 0.05%; however, Section 330.320(d)(2) and (3) both state
that no detectabIe or residual contamination 1s allowed, or the
license continues, even though Section 330.30 says a license is not
required 1f source material concew°rations are less than 0.05%.

Section 330,320 should be appropriately modified to agree with
Section 330.30."

DEPARTMENT RESPONSE :
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The two provisfons contained in Section 330.320 and 330.30 are not
inconsistent. Allfed-Signal 1s correct in suggesting that under
330.320 a license can continue beyond fts expiration date 1f
detectable levels or residual radioactive contamination attributable
to the licensee's activities are found. This requirement, that
1icensees 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, 1t would be adminfstratively impracticable to
license every possessor, user, owner or transferor of source materfal
no matter small the quantity. Thus, the Department, under
Section 330.30 has set a threshold level (0.05% by weight source
material). If this quantity s never exceeded, no license {s
required.

COMMENT

"In view of the rather substantial changes we propose, a 90-day
extensfon 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 crganized, numerical
sequence of sections in a single document. This will provide for
{fmproved reading and understanding by members within the nuclear
fndustry and the pubific.”

DEPARTMENT RESPONSE :

As the Department has resolved the fssues rafsed by Allfed-Signal
without substantially changing the rules as proposed, no extension of
the comment perfod 1s necessary.

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

Section 330.40(c)(4):

Resins Containing Scandfum-46 and Designed for Sand
Consolfdation in 011 wWells. Any person 1s exempt
from these reguiations this Part to the extent that
such person recefves, possesses, uses, transfers,
owns, or acquires synthetic plastic resins contain-
ing scandium-46 which are desfgned for sand consolf-
dation in of! wells. Such resins shall have been
manufactured or {mported {n accordance with a
specific 1icense fssued by the U.S. Nuclear Regula-
tory Commission, or shall have been manufactured in
accordance with the specifications contained in a
specific 1icense {1ssued by the Department or any
Agreement State to the manufacturer of such resins
pursuant to licensing requirements equivalent to



those in Sectfons 32.16 and 32.17 of 10 CFR Pars 32
revised as of Januar‘ 1, 1985, of the regulations of

ae clear Regulatory Commission.* This
exemption does not authorize the manufacture of any
resins containing scandfum-46.

*AGENCY NOTE: Licensing nauinnnts contained 1n
subsequent amendment; or e ons o are
not incorporated nto this rule.” K copy of 10 CFR
37 1s available for public hspec&on at  the

Department of Nuclear Safety.
Section 330.220(e)(1)(B):

each device nas been manufactured, assembled, or
imported 1n accordance with a specific license
fssued 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 {1ssued by the Deparument 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 an

s or editions. copy 0
37 1s available for public !nspection at the

Department of NucTear Safety.
Section 330.220(g)(4):

The general licenses fn Section 330.220(g)(1), (2)
and (3) apply only to calibration or reference
sources which have been manufactured in accordance
with the specifications contained in a specific
license fssued to the manufacturer or fimporter of
the sources by the U.S. Nuclear Regulatory Commis-
sfon pursuant to Sectfon 32.57 of 10 CFR Pars 32 or
Sectfon 70.39 of 10 CFR PRars 70, revised as of
January 1, 1985 or which have been manufactured 1n
accorznce with the specificatfons contained in a
specific 1icense issued to the manufacturer by the
Department, any Agreement State, or Licensing State
pursuant to Tlicensing requirements egquivalent to
those contained in Sectfon 32.57 of 20 CFR Pa~: 32
or Sectfon 70.39 of 10 CFR Pars 70, revised as of
January 1, 1985, Licensing requirements contained
ons 0 or

€.

10" CFR are no ncorporated into this rul
Copies of 10T are avaiiable for
C

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



«15-

For Groups I, II, IV, and V¥V, no licensee or
registrant shall receive, possess, or use radio-
active materfal except as a radfopharmaceutical
manufactured in the form to be administered to the
patient, 1labeled, packaged, and distributed in
accordance with a specific license {1ssued by the
Department pursuant to Sectfon 330.280(J), a
specific license 1ssued by the U.S. WNuclear
Regulatory Commissfon pursuant to Sectfon 32.72 of
10 CFR Parts 32, or a specific license fssued by an
Agreement State or a Licensing State pursuant to
equivalent regulations equivalent to those contained
in Section 32.72 of 10 ', _revised as of January
I, 1985, exclusive of any subsequent amendments or
ons. copy © s available for
pubTic Tnspection at the Department of Nuclear

safety.
Section 330.260(c)(2)(B)(11):

Generators or reagent kits containing radioactive
material that are manufactured, labeled, packaged,
and distributed 1n accordance with a specific
1icense issued by the Department pursuant to Section
330.280(k), a special license {issued by the U.S.
Nuclear Regulatory Commissfion pursuant to Section
32.73 of 10 CFR Part 32, or a specific license
fssued 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, exclusive of %g_
subsequent amendments or editions. A copy of 10

32 1s available for public Tnspection at ¥BE Depart-
ment of NucTear Safety.

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

For Group VI, no 1licensee or registrant shall
receive, possess, or use radioactive material except
as contained fn a source or device that has been
manufactured, labeled, packaged, and distributed in
accordance with a specific license {ssued by the
Department pursuant to Section 330.280(1), a
specific license 1f1ssued by the U.S. Nuclear
Regulatory Commissfon pursuant to section 32.74 of
10 CFR Pars 32, or a specific license issued to the
manufacturer by an Agreement State or a Licensing
State pursuant to equivalent regulations equivalent
to those contained in Section 32.74 of I(; CFR 37,
revised as of January 1, 1985, exclusive of an
subsequent amendments or editions. A copy of 10 CF‘
32 1s availabTe Tor pubTic Tnspection at the Depart-
ment of NucTear Safety.




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

Any radfoactive materfal, in amounts not to exceed *
millicuries (111 MBq) per source, contained fn cali-
bration or reference sources ihat have *een w:nufac-
tured, labeled, packaged, and distributed 1r accor-
dance with a specific licensed fssued by the Depart-
ment pursuant to Sectfon 330.280(1), a specific
license {ssued by the U.5. Nuclear Regulatory
Commissfon pursuant to Section 32.74 of 10 CFR Part
32, or a specific 1icense 1ssued to the manufacturer
by an Agreement State or a Licensine State pursuint
to equivaleat regulations equivalent to ‘thuse
contained in Section 32.74 of mem
of Janvary 1, 1985, exclusive of any subseq.ent
amendments or editions. A copy of 10 CFR 32 1s

availabTe for pubTic Tnspection at the Department of
NucTear Safety.

Section 280 (¢):

Licensing the Incorporaticr. of Naturally Occurring
and Aczelerator-Produced Kadioactive Materfal finic
Gas and Aerosol Detectors An application Yor a
specific license authorizing the 1inceurporation of
NARM 1into gas and aerosol detectors to oe distri-
buted to persons exempt under Section 330.40(c)(3)
will be approved {f the appification satisfies
requirements equivalent to those contained 1n
Section 32.25 of 10 CFR Part 32, revised as of
January 1, 1985*. The maximum quaniity of radium-
226 1n each device shall not excezd .1 microcurie
(3.7 kBq).

*AGENCY NOTE: Licensing requirements contained 1r
subsequent amendments or editions of 10 CFR 32 are
not_incorporat:d into this rule. K copy of 10 CFR
32 s availatle for pubTic TInspection at the
Department of Nuclear Safety.

Section 330.280(e)(2):

The applicant satisfied the requirements of Sections
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 eaitions, o thelr equiva-
ent. N copy of U CFR 37 s ivailable for public
inspecton at the Departm:nt of NucTear Safety




b)

c)

d)

TRL.m

cection 33).280(f)(2):

The applicant satisfies the requirements of Sections
32,5/, 32.58, 32.59, and 32,102 of 10 CFR Part 32
and Sectiun 70.39 of 10 CFR Part 70, revised as of

January 1, 1985, exclusive of subsequent amendments
or eii%ions or thelr equivalent. éo Tes of 10 CFR
32‘353'TU'C?§_70 are avaflable foF’BUBTTE'1EE'EET
tion at the Ue artment of Nuclear Si?e%z.

Direct charges 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.

Not applicable.

The Department proposed these amendments as a preliminary step
towards achieving Agreement State status. Adoption of a compre-
hensive State regulatory program with respect %o 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. Aduclear Regulatory Commission of an agreement transferring
regulzciry authority and responsibility for these materials to the
Statc. The Department of Nuclear Safety is pursuing Agreement State
status in accordance with the legislative directives contained ifn the
Los-Level Radioactive Waste Management Act (I11. Rev. Stat. 1985, ch.
111 1/2, par. 241-2 (b) and the Radiation Protection Act (I11. Rev.
Stat. 1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director

fnclosure
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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, I11inofs 6270]

Re: 32 I11. Adm. Code 331
Dear Mr. Johnson:

This SECOND NOTICE 1s for the Department of Nuclear Safety's Propcsed Rule
pertaining to Fees for Radioactive Material Licenses.

In compliance with Section 220.500 of the Operatfonal Rules of the Joint
Committee on Adminictrative 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 Fees for Radioactive Material
Licenses, 32 I11. &dm. Code 331.

3) The First Notice Period bagan on January 24, 1986, with the publica-
tion of Vol. 10, Issue 4 of the I11inofs Register, beginning at p.
1438.

4) Changes in the rule made during the Fi~st Notice Period are discussed
below.

5) Not applicable.

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

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



8)

9)

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

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 Departrent of Nuclear Safety held a Public Hearing on the
Proposed Rule on February 24, 1986. No comments were recefved
at this Public Hearing.

2) written comments were received from Joseph M. Zlotnicki,
Radiation Safety Officer, Amersham Corporation; Kennzth 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=¢ set
forth below.

COMMENTS FROM AMERSHAM CORPORATION

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

COMMENT

"Amersham Corporation has a number of concerns with the proposed fee
schedule. Large increases are proposed for many of the operations
for which Amersham 1s licensed. Overall, the renewal fees for
licensed activities are expected to cost more than four times as much
with I11inofs 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 licensed
activities is expected to be almost $12,000. These increases seem
high, especially in 1ight 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 I11. Adm. Code 330 self-supporting. This could not be
accomplished 1f the Department were to retain the current U.S.
Nuclear Regulatory Commission (NRC) license fee schedule. After



reviewing the experiences of other Agreement States, the Department
has determined 1f current NRC license fees were increased 20% across
the board, the Department would recover about 40% of the costs
assocfated with the licensing program. The fee schedule in the
Appendix provides such an increase.

Through public comments, 1t 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
comments 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 1icenses was due to the fact that
the Department's proposed rule had no analogous provision.

In most cases, the Department does not break 1ts fees into license
fees and inspection fees. Therefore, to avoid the disproportionate
impact that the proposed fee increases would have on holders of

mu t!, le licenses, the language of Agency Note (1) (a) and (c) in
Appencix 331 has been modified. This Section now provides that
“ulders of multiple Ticenses must submit the entire fee for the most
expensive 1icense and 303 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 approvals, and amendments and
renewals to existing licenses 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. feor each
category; except that applicatiens fer For
licenses covering mere tham only one ¥ee
category and for approvals, the prescribed fee
shall be the fee for the appropriate category
or approval 1identified in Appendix A. ef
special nmuciear material or source material te
be wsed at the same location must be accompa-
nied by the preseribed application fee for the
highest fee ecategery: When a lieense or
approval has expired; the application fee for
each category shall} be due; except for }icenses
sovering more than ene fee category of special
nuclear material or source material for use at
the same lecasiony #n which ease the applica-
tien fee fe+ ihe highest eategery appiies For

Yicenses covering more than one fee category,
the Tee shall be lIIJIJ‘I of the fee Tisted for fk
highest fee category for which a license 1s
sought, plus JU% of the fee listed for each




other category for which a license is sought.

For licenses covering more than one fee
category of special nuclear material or source
naterla‘, the prescribed application fee 1s the
fee for tbe‘h{gggst fee category for which a
license 1s sought.

The applicatfon fees listed in Appendix A are
based on a 5 year license term. In those
situations where a license 1s JIssued for less
than 5 years, a prorated portion of the
application fee will De refunded by the
Department to the Ticensee.

(c) Renewal fees - Applications for renewal of
materfals licenses and approvals must be
accompanied by the prescribed renewal fee
except that applications for renewals df
1icenses covering more than one fee category
must De accompanied by the prescribed renewal
fee for the highest fee category for which a
Ticense reneua{ Ts sought, ang 308 of the
renewal fee for each of the other fee catego-
ries for which license renewal 1S sought. fer
eaeh eategeryy except Shat  appiiecatiens
Applications for renewal of licenses and
2pprovals 1n fee categories 2C through 2E, 4A,
58, and 12 must be accomparied by an applica-
tion fee of $150 for each fee category, and the
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 1s renewed for less than 5
years, a prorated portion of the renewal fee
will Dbe refunded by the Uepartment to the
Ticensee.

COMMENT

"It is our understanding that the fees 1isted are the maximum fees
that would have to be pafd in each category. It is not clear,
however, if the licensee will be reimbursed for funds submitted in
excess of the required fee for the review and what the timescale for
reimbursement would be."



DEPARTMENT RESPONSE

The fees 1isted in Appendix A are actual, not maximum fees.
Therefore, 1f a 1icensee pays the amount listed in the Appendix, no
reimbursement would be made. Those fees which are determined on a
"full cost” basfs will be assessed in accordance with Section
331.120(b) and should not result in overpayment by a licensee.

COMMENT
"It 1s also not clear what ‘payable upon notification' means. Does

this mean within 30 days of the receipt of the bil1? 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.

COMMENT

"It also should be defined what one ‘full inspection’' will entail.
Will an annual inspection cover all licensed activities? Will
inspections be performed on each licensed activity every year? This
is probably excessive for some activities as the NRC conducted
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 licenses (Applications to terminate
category 2C and 20 1icenses 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 1icenses, 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 rate shown in
331.200, and b) any appropriate contractual support services costs.

COMMENTS FROM ST. FRANCIS HOSPITAL

Kenneth ¥. Shreiner, Vice President, St. Francis Yospital submitted



the following comments:

COMMENT

"Our hospital currently holds four radioactive materfal 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

B IDNS for sources not in a teletherapy unit

Our current five year cost for renewal and inspection s $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 I1linofs Register at page 1444.

The current cost to have an IDNS radfoactive materfal license is $250
per five year perfod 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
600% to 800% for medical licenses for agreement state status?

If the USNRC can operate on their current fee schedule (revised May,
1984), I11inofs as an agreement state should be able to do the

same. If the State of Il11inois cannot deliver the same quality of
service at the same or lower cost than the federal government, then
the State of I11inofs should not impose additional economic burdens
upon its subjects just so one of its departments can expand. If
I11inofs being an agreement state is going to cost us more than twice
as much as being governed by the USNRC, then I111nois should not be
an agreement state.”

DEPARTMENT RESPONSE

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

COMMENT

"The main purpose of I11inofs becoming an agreement state should be
to provide better and more cost-effective service to 1ts citizens.

By keeping the current USNRC fee and inspection schedule, the IDNS
will increase its revenues substantially and the 1icensees can reduce
their costs by Yicense consolidation.

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



fn containing health care costs.”

DEPARTMENT RESPONSE

Because the Department has revised the license fee scheme to account
for the disproportionate impact on holders of muitiple 1icenses, the
effect of the 1icense fees on health care providers should be
minimal.

COMMENTS FROM THOREK HOSPITAL & MEDICAL CENTER

COMMENT

"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 fnspection 1s $1,980. The
proposed IDNS agreement state fees would cost us $3,675, more than a
twofold increase. Most of the additfonal 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 Il11inois Register at page 1444,

The current cost to have an IDNS radiocactive material license is $250
per five year period which includes all amendments and inspections.
If the IDNS can currently manage 1ts licenses at $50 per annum as a
non-agreement state, why does the department need to raise its fees
600% to B00% for medical licenses for agreement state status?

If the USNRC can operate on their current fee schedule (revised May,
1984), I11inofs as an agreement state should be able to do the

same. If the State of I11inois cannot deliver the same quality of
service at the same or lower cost than the federal government, then
the State of I111nois should not impose additional economic burdens
upon its subjects just so one of its departments can expand. If
I111nois being an agreement state 1s going to cost us more than twice
as much as being governed by the USKRC, then I11inofs should not be
an agreement state.”

"The main purpose of I11inois 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 substantfally and the licensees can reduce
their cost” by license consolfdation.

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



b)

c)

d)

TRL : rm
Enclosure

as low as possible without compromising care. We are doing our part
in containing health care costs.”

DEPARTMENT RESPONSE

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

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.

Not applicable.

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
materfal, and special nuclear material in quantities not sufficient
to form a critical mass is a prerequisite for executfon by the U.S.
Nuclear Regulatory Commission of an agreement transferring reg.latory
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 (I11. Rev. Stat. 1985, ch. 111 1/2,
par. 241-2 (b) and the Radiation Protection Act (I11. 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 Administrative Rules
509 South Sixth Street
Room 500
Springfield, I1linois 62701
Re: 32 111. 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 Operatfonal Rules of the Joint
Committee on Administrative Rules, the Department of Nuclear Safety states as
follows:

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

2) The title of the Proposed Amendment {s Standards for Protection
Against Radfation, 32 Iil. Adm. Code 340.

3) The First Notice Period began on January 24, 1986, with the
pub11ca;10n of Vol. 10, Issue 4 of the I11inofs Register, beginning
at p. 1722. s

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 I11inois Administrative Procedure
Act.



8)

9)

The incorporations by reference are made pursuant to Section 6.02(a)
of the 111inois 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

¢) made a copy of the incorporated materfal available for public
inspection.

The Department has incorporated the recommended 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 Pzrt in the recodified format.

Joint Committee questions may be directed to Betsy Salus, Staff
Counse! 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
recefved at this Public Hearing.

2) Written comments were received from Joseph M. Zlotnicki,
Radiation Safety Officer, Amersham Corporation, and Donald A.
Nussbaumer and Joel 0. Lubenau, U.S. Nuclear Regulatory
Commissfon 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.

COMMENTS FROM AMERSHAM CORPORATION

Joseph M. Zlotnicki, Radfatfon Safety Officer, Amersham Corporation,
commented 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 comments and the Department's responses
thereto are as follows:

COMMENT

"Amersham Corporation foresees some potential administrative
difficulties with the pr~-sfons of Section 340.4010(a)(2). Amersham
has encountered numerous problems with film badge suppliers



concernin? the reporting of exposures. Most of the time,
artificially high exposures are reported on the films because of
problems such as processing errors, exposure of the badge to 1ight,
or darage 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
exposure can be done only when it 1s clearly justified.

If 1ONS approval is required for the subtraction of any exposure from
the records, it 1s assumed that a comprehensive explanation for the
action would have to be submitted in efither 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
effectively be spent on other health physics matters.

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 1s on site than in written
form to the Department.”

DEPARTMENT RESPONSE :

The Department firmly believes that any inconvenience which s
created by this “"prior approval™ requirement is far outweighed by the
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, s consistent with carrying out 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) Eaeh No licensee or registrant shall met have
subtract radiation exposures subtracted from
official personnel monitoring records wniess without
the prior approval 4s ebtained from g! the
Department.

COMMENT

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



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

‘Immediate’ notification of the loss or theft cannot be given unti)
it can be confirmed that the materfal 1s truly missing and not simply
fn the transit system. Amersham also questions the need for
reporting that any quantity of radioactive materfal has been lost or
stolen. It is clear that the Department must be informed of the loss
v " theft of materfals that could give rise to high internal or

¢ .ernal exposures. It is not clear why small quantities /even those
exempt from 1icensing) must be reported. Amersham recomsends that
the provisfons of this section be modified to avoid the additional
administrative burden.”

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 materfal cannot be located, the
Department is to be notified. This is the case even {f the material
is later found to have been detained in the "transit system".
Additionally, because the Department must be able to account for the
cumylative effects of lost or stolen material, incidents invoiving
even small quantities of material must be reported to the Department.

In order to remove any ambiguity concerning the requirement of filing
a written report, subsection 340.4030(c) has been modified. This
subsection now states:

Any repert filed with the Department pursuant to
Section 340,4030 shall be prepared 4n such a mamner
that names eof individuals whe have recedved
excessive doses will be stated 4n a separate pars of
the repert In addition to the Immediate
Notification and Twenty-Four Hour MWotification

sha € a wr n report w
par Tn accordance with the provisions of
Séction J3U 3050,

COMMENTS FROM U.S. NUCLEAR REGULATORY COMMISSION

Donald A. Nussbaumer, Assistant Director for State Agreements
Program, Office of State Programs, and Joel 0. Lubenau, Senfor
Pro'«:t l;a‘sager. Office of State Programs, had the following comments
on Part $

COMMENT



In Part 340.3070(d), fourth Yine, “"However® should be “"However".
In Part 340.3080(a){9), second Yine, add “"to" after "reduce".

"In Section 340.3110, Transfer for Disposal and Manifests,
subparagraph a) states that “"Each shipment of radioactive waste to a
1icensed land disposal facility shall be accompanied by a shipment
manifest that contains the name, address, and telephone number of the
person trans ortig% the waste to the land disposal facility”
{underiTning 2dded). The person fdentified on the manifest must be
the person gmntin ‘he waste. The generator will be the person
who will be xnowledgeable about the contents of the waste shipment
(as described in the manifest). The change 1s 2lso necessary to
assure natfonally 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
1ncorgonu these changes. The Department has also substituted the
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 the
chelating agent must be estimated if a waste contains more than 0.1%
chelating agents. This sentence now states:

a) 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 tnnnruu'

neratin the waste to the land disposa
":_CTTTG_.’" The manifest shall also f{ndicate as
completely as practicable: a physical description
of the waste; the waste volume; radfonuclide
fdentity and quantity; the total radioactivity; and
the principal chemical form. The solidification
agent shall be specified. Wastes containing more
than 0.1% chelating agents by wefght shall be
fdentified and the weight percentage of the
chelating agent shall be estimated. MWastes classi-
fied as Class A, CTass B, or Class C in Section
340.3070 shall be clearly fdentified as such in the
manifest. The total quantity of the radionuclides
H-3, C-14, Tc-99 and 1-129 shall be shown.

COMMENT

The Department has received comments ngarding confusing references
to Section 330.290, formerly Section 330.29. (See comments from
Amersham to Section 330,290



DEPARTMENT RESPONSE :

Section 330.29 was deleted from 32 111, Adm. Code 330 in 2 previous
rulemaking. Therefore, to avoid confusion, Sectfon 340.1060(g) which
would have been applicable only to persons licensed pursuant to
Section 330.29 has been deleted.

The following Sections have been modified to properly incorporate into the
rule the material being referenced.

Section 340.1030(c):

when respiratory protective equipment 1s used to
1imit the 1{nhalation of airborne radiocactive
material pursuant to Sectfon 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 1s used as
stipulated 1n Section 20.103(c) of 10 CFR 20,
revised as of January 1, 1985, exclusive of subse-

of NucTear Safety.

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 usé higher
protection factors on recefpt of an application
providing that the applicant:

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

2) demonstrates that the respirator protective
equipment will provide these higher protection
factors under the proposed conditions of use.

*AGENCY NOTE: The reference to 10 CFR 20 1s to the
version revised as o

Section 340,2020(e):

A1l personnel dosimeters, except extremity
dosimeters and pocket fonfzation chambers, that
require processing to yleld a dose equivalent and



that are supplied by Ilficensees to comply with
paragraph (a) of this section:

1) shall be processed by a processor holding a
current personnel dosimetry accreditation
certificate from the Natfonal Voluntary
Laboratory Accreditation Program of the
Natfonal Bureau of Standards in accordance with
accreditation criteria established in 15 CFR

7b, revised as of January 1, 1985 in conformity
uitﬁ NatTonal Standard for dosimetry testing

ANSI N13.11-1983, 1983 cdition’ and

2) shall be approved 1in this aeereditation
accreditation process for the type of radfation
or radiations from Table 1 of ANSI N13.11- 1983,
1983 edition* that most closely approximate the
type of radiation or radiations for which the
individual wearing the dosimeter 1s monitored.

*AGENCY NOTE: This Sectfon incorporates the
criteria In the Junuar 1 Wmﬂﬂon 0

o
i‘nc‘l rom the mrTcan National Sﬁnaari

nstitute, roadway, Wew York, New York I00IB..
Section 340.2030(c)(6):

Each area in which there may exist radfation levels
fn excess of 500 rems (5.0 Sv) 1n 1 hour at 1 meter
from a sealed radicactive source that {s used to
frradfate materials shall have entry control devices
and alarms meeting the criterfa specified in Section
20.203(c)(6) of 10 CFR 20, revised as of January 1,
1985, exclusive of subsequent amendments or
ednfons K copy of 10 tFl¢ 20 1s available for
pubTTc Tnspection

“at the Department of Nuclear
Sfcf.

Direct changes in the agency's programs include the increase of
computer use and the hiring of efght 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.

Not applicable.
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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 materfal,
source materfal, and special nuclear materfal in quantities not
sufficient to form a critical mass s a prerequisite for execution by
the U.S. Nuclear Regulatory Conmissfon of an agreement transferring
regulatory authority and responsibility for these materfals to the
State. The Department of Nuclear Safety s pursuing Agreement State
status in accordance with the legislative directives contained in the
Low-Level Radfoactive Waste Mana nt Act (IV1. Rev. Stat. 1985, ch.
111 1/2, par. 241-2 (b) and the Radfation Protectior -t '!1!. 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 Administrative Rules
509 South Sixth Street

Room 500

Springfield, I111inofs 62701

Re: 32 I11. Adm. Code 351
Dear Mr. Johnson:

This SECOND NOTICE 1s for the Department of Nuclea~ Safety's Proposed Rule

g:rtaining to Radiation Safety Requirements for Wireline Service Operations &
bsurface Tracer Studies.

In compliance with Section 220.500 of the Operational Rules of the Joint
goT?ittee on Administrative Rules, the Department of Nuclear Safety states as
ollows:

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

2) The title of the Proposed Rule 1s Radiation Safety Requirements for
:;;el;g: Service Operatfons & Subsurface Tracer Studfes, 32 I11. Adm.
e .

3) The First Notice Period began on January 24, 1986, with the
pub!lc:z;gn of Vol. 10, Issue 4 of the Illinofs Register, beginning
at p. "

4) :o :::nnts were received by the Department during the First Notice
erfod.

5) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed
Rule 1s enclosed.

7)  The Proposed Rule does not include an incorporation by reference
Rg:Suant to Section 6.02(b) of the Il11inois Administrative Procedure



8)

9)

The incorporation by reference is made pursuant to Section 6.02(a) of
the 1111nois 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
fnciude any subsequent amendments or editions; and

¢) made a copy of the incorporated materfal avaflable for public
fnspection.

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

Joint Committee questions may be directed to Betsy Salus, Staff
Counse! 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 comments were recefved.

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 row states that:

Each sealed source, except those containing radivactive
material in gaseous form, used in downhole operations two
(2) years after the effect‘ve date of this Part shall be
certified by the manufacturer or other testing organfza-
tion acceptable to the Department as ncﬁn‘ the ualed
source performance requirements for ofl wel log ng as
contained in the American National Standard N542, Su\cd
Radioactive Sources, Classification® #n o"u\ on the
effective date of this Part 1978 edition. Subsequent
amendments or editions of AmerfCan National SuFm'FUg*S'IY

are not incorporated in this rule. A copy of American
National saﬂ.ra N53Z 15 availabTe forjugilc Tnspection
at the Department of Nuclear Safety. Co fes of the

rican
B ruﬁay, New York,




b)

c)

d)

TRL:rm
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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.

Not applicable.

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 materfal, source
material, and special nuclear materfal 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 materfals to the State. The
Department of Nuclear Safety is pursuing Agreement State status in
accordance with the legislative directives contained in the Low-Level
Radfoactive Waste Management Act (111, 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(Db)).

Sincerely,

Terry R. Lash
Director



April 8, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Administrative Rules
509 South Sixth Street
Room 500
Springfield, I11inofs 62701
Re: 32 I11. Adm. Code 370

Dear Mr. Johnson:

This SECOND NOTICE 1s 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
Committee on Administrative Rules, the Department of Nuclear Safety states as
follows:

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

2) The title of the Proposed Amendment 1s Use of Sealed Radioactive
Sources in the Healing Arts, 32 111, Adm. Code 370.

3) The First Notice Period began on January 24, 1986, with the
publicatlgn of Vol. 10, Issue 4 of the 1111nofs Register, beginning
at p. 1845,

4) No comments recefved by the Department during the First Notice
Period.

5) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed
Anendment 1s enclosed.

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



In co
states as

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

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

mpliance with Section 220.600, the Department of Nuclear Safety
follows:

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) No written comments were received.

384) Not applicable.

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

Not applicable.

The Department proposed these amendments as a preliminary step

towards achieving Agreement State status. Adoption of a compre-
hensive State regulatory program with respect ta byproduct material,
source material, and special nuclear materfal in quantities not
sufficient to form a critical mass s a prerequisite for execution by
the U.S. Nuclear Regulatory Commission of an agreement transferring
regulatory authority and responsibility for these materfals to the
State. The Department of Nuclear Safety 1s pursuing Agreement State
status in accordance with the legislative directives contained in the
Low-Level Radioactive Waste Management Act (111, Rev. Stat. 1985, ch.
111 1/2, par, 241-2 (b) and the Radiation Protection Act (I11. 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 Administrative Rules
509 South Sixth Street ‘
Room 500
Springfield, I11inois 62701
Re: 32 11, Adm. Code 400

Dear Mr. Johnson:

This SECOND NOTICE 1s 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
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 1s Notices, Instructions & Reports to
Workers; Inspections, 32 111, Adm. Code 400.

3) The First Notice Period began on January 24, 1986, with the
publlc::;gn of Yol. 10, Issue 4 of the I111nois Register, beginning
at p. :

4) gn:ngos in the rule made during the First Notice Period are discussed
.”.

§) Not applicable.

6) An analysis of the economic and budgetary effects of the Proposed
Rule 1s enclosed.

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



The Deparutment 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 Betsy Salus, Staff
Counse! 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.

Written comments were received from Joseph M. Zlotnicki,
Radiation Safety Officer, Amersham Corporation.

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

COMMENTS FROM AMERSHAM CORPORATION

Joseph M. Zlotnicki, Radfation Safety Officer, Amersham Corporation,
submitted the following comments:

COMMENT
Section 400,130 - Monftoring 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 1s assuming that annual reporting 1s only
required for workers who are required to be monitored (not all
employees irrespective of their exposure to radiation).

Please confirm that this interpretation 1s correct.

The same question also applies to Section 400.130(c). It 1s 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 terminating
employee. Many employees, when terminating employment at Amersham,
go on to positions which do not involve exposure to radiation. The
employee's records are maintained and can be obtained by an employee




b)

¢)
d)

S oo

upon request, but we have found that only a small percentage of
employees have requested their records.

It 1s recommended that the IDUNS regulations be modified to be
consistent with the U.S. Nuclear Regulatory Commissfon, 1.e., that
the records of a worker's exposure be generated at the request of the
worker and 7ot automatically at his termination.®

DEPARTMENT RESPONSE

Amersham's assumptions are correct. Annual reporting s only
required for workers whose exposure levels are required to be
monitored. Similarly, the licensee or registrant need only furnish

reports upon termination of employment to those employees who are
required to be monitored.

Amersham's point, that because few employees actually wish to obtain
their exposure records, the employer should not be required automati-
cally to provide such records, 1s well taken. The Department has,
therefore, modified subsection (c) to reflect that exposure records
must be furnished only upon request. Subsection 400.130!¢c) now
states:

faeh At the request of a worker, each licensee or
regls worker a report
of the worker's exposure to radiation or radioactive
material upon termination of employment. Such
report shall be furnished within 30 days from the
time of tSemmination of employment the request s
made, or within 30 days after the exposure ©
vidual has been determined by the licensee or
registrant, whichever 1s later. The report shall
cover each calendar quarter in which the worker's
activities involved exposure to sources of radiation
and shall 1include the dates and locations of work

under the license or registration in which the
worker participated.

Direct changes in the agency's programs include the increase of
computer use and the hiring of efght 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.

Not applicable.

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 3uanut1u not sufficient
to form a critical mass 1s a prerequisite for execution by the U.S.
Nuclear Regulatory Commission of an agreement transferring regulatory
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authority and responsibility for these materfals to the State. The
Department of Nuclear Safety 1s pursuing Agreement State status in
accordance with the legislative directives contained in the Low-Leve)
Radtoactive Waste Management Act (I11. Rev. Stat. 1985, ch. 111 1/2,
par. 241-2 (b) and the Radiation Protection Act (I11. Rev. Stat.
1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director
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Aoril 9, 1986

Mr. Bruce A. Johnson

Executive Director

Joint Committee on Administrative Rules
509 South Sixth Street

Room 500

Springfield, I11inois 62701

Re: 32 IN1. Adn. Code 200

Dear Mr. Johnson:

This SECOND NOTICE 1s for the Department of Nuclear Safety's Proposed
Anendment pertaining to Administrative Mearings.

In complfance 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 1s the Department of Nuclear Safety.

2) The title of the Proposed Amendment 1s Administrative Mearings, 32
I11. Adn. Code 200.

3) The First Notice Perfod ho?an on January 24, 1986, with the publica-
:182 of Yol. 10, Issue 4 of the I111nofs Register, beginning at p.

4) Changes 1n the rule made during the First Notice Perfod 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
Amendment 1s enclosed.



The Proposed Amendment does ot include an incorporation by reference
pursuant to Sections 6.02(a) or (b) of the 1111nots Adrinicirative
Procedure Act.

The Department has incorporated the recommended changes recefved from
the Office of the Secretary of State, Administrative Code Unit.
(1.e., the section source notes have been corracted to reflect the
action taken by the Department; the shortened form of the Depart-
ment's name h2s been set out in parentheses and thered ter the
shortened form nas been used and the term “these regul stions® or
“these rules”® has been changed to "this Part® whereve: 1t apnecrs.)

Joint Committee questions may be directed to Kathleen Knepper ut 546-
8100, Ext. 218.

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

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

2, 3, 84) Written comments were received from Comonwealth Edison. These

comments and the Departmeni's response thereto ar2 set forth
below.

COMMENT
Section 200.30(c) - Misnomer of Party

*This subsection authorizes the Department to correct tie name of a
party at any time. It 1s not clear whether such cor ections w'll be
1imited to clerical errors or will Include changing parties to
proceed against the real party in interest. If the latter {s
intended, how would such a change in party affect an ongoing
proceeding? These mattirs need to be clarified.”

DEPARTMENT RESFONSE :

The Department believes that the rule 1s clearly 1imited 1n scope to
provide that the name of an indivicual who has already been made 2
party to the proceeding may be corrected at any time. Therefore, we
have not modified the rule.




COMMENT
Section 200.40 - Joinder and Intervention

*Ihe rules would no longer provide for joinder by persons necessary
for ¢ 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
order. The deletion of opportunities for joinder and intervention
prevents the possibility that IONS orders could unfairly affect
1icenses not permitted to participate in IONS proceedings. Such
exclusfon from proceedings also presents the possibility of denial of
due process ri ?hts. Accordingly. joinder of and intervention by

) lernsees should be provided for under standards which establish the
snowing necessary to establish that a licensee's interest would be
a’ fected by a proceeding.”

DEPAKTMENT_RESPONSE :

In «he Proposed Amendments, Section 200.40 has been retitled "Form of
Papers" and Section 200.140, has been retitied “"Amendments®. Section
200.140 covers joinder and intervention of parties as well as amend-
ments to the pleadings. Therefore, it 1s not necessary nor would 1t
b sppropriate to retain joinder and intervention in Section 200.40.
Nonsubstantive modifications have been incorporated in Section 200.40
and the subsequent Section for clarity. In Section 200.40 subsec-
tions (c) and (d), the word "notices" has been changed to “docu-
werts®, This s intended to make clear that any documents submftted
uy %espondent must conform to these requirements. In Section 200.50
sub-ection (a) the word "papers™ has been changed to “"pleadings,
potions®; 1n subsection (b) the Order and Notice are made more

aeric to conform to other changes in the rules; and in subsection
¢) the word “"papers® has been changed to "other documents®.

COMMENT
Section 200.70 - Right to a Hearing

*The rules do not address whether a request for a hearing stays the
Uepartment's taking of a proposed action until the hearing 1s
completed. Because a hearing 1s desi rod to determine whether
allcgations are correct, 1t would violate elementary notions of
jusilce not to stay proposed Department actions until the conclusion
of ¢ hearing. The only situatfon justifying a deviation from such a
ru'e would an instance involving significant, fmminent frrever-
sible harm to the public health and safety. This section should be
suended by adding provisions fmplementing these comments.”

DEPARTMENT RESPONSE :




The Department agrees that this Section, as written in the Proposed
Mendments, was unclear and fmprecise. The Department intends that a
request for a hearing by a Respondent will stay any action by the
Department unicss there is an fmmediate threat to public health or
safety in which case the Department may act fmmediately pending a
hearing. This 1s now detafled n subsection (d). At the same time,
the initial Order sent out by the Department s 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
documents sent out pursuant to Section 200.60 will notify Respondent
of the nature of the allegatfons and the Respondent's right to
request that a hearing be held before any action 1s taken by the
Department. The documents are renamed Preliminary Order and Notice
of Opportunity for Hearing to provide greater clarity regarding their
fmpact 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.

COMMENT
Section 200.80 - Motions
*This section would delete all 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 belfeve that sufficient opportunity for pre-hearing discovery 1s
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 iists” 1s one of the procedures which may occur in a pre-
hcaring conference. Nonsubstantive clarifications have been incor-
jorated 1n Section 200.80 by adding the words “"by the hearing
oificer® and "for a decisfon®. These modifications do not alter the
Department's initfal intent, but simply clarify 1t.

COMMENT
Section 200.100 - Hearing Officer

*Subsection 200.100(b) would not disqualify a person from being a
Hearing Officer even if that person was involved in preliminary
procedures or was familfar with the facts of a case from sources
other than for testimony. Does involvement in preliainary procedures



fnclude fnvestigation and/or preparation of a Notice of Violation?
1f so, the appointment of a person so involved might seem afoul of
the due process requirement of a hearing by a unprejudiced examiner.
Problems of inherent bias are also rafsed 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 1imit Hearing Officers to persons having no
previous 1nvolvement in a particular case.®

DEPARTMENT RESPONSE:

The Department agrees in part with the thrust of this comment and has
modified subsection (b) of this rule by deleting the words "involve-
ment in preliminary procedures or® from this rule.

COMMENRT

Section 200.110 - Ex Parte Consultation

*The bar on ex parte communicatfons would be extended to preclude
communications ween parties. Such a restriction 1s not required
for a fair proceeding. In fact, such an unusual restriction could

preclude negotiations leading to the seitiemeni of contested
{ssues. Accordingly, this restriction should be deleted.”

DEPARTMENT 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
Sectfon 200.:?0 - 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 Common 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.”

DEPARTMENT RESPONSE:




We agree and have modified the rule 1n accordance with this comment
to set forth the usual order of these hearings. In order to provide
consistency between these changes and other tions, we have
modified Sectfon 200.100(d) by adding the words "oral testimony and
other® to subsection (d)(3) and by adding the words "in accordance
with Section 200.80" to subsection (d)(Sg.

COMMENT
Section 200.140 - Amendments

*This provisfon, by failing to set efther time 1imits on the late
addition or modification of allegations or even reasonable criteria
for such late developments creates the 1ikelihood of lengthy,
uncontrollable proceedings. Accordingly, this provision should be
amended to provide deadiines for establishing the {ssues 1n a hearing
and :;iteria for substantial changes to those fssues beyond those
deadlines.”

DEPARTMENT RESPONSE:

While the Department does not wish to place a time 1imit 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 1f such modifica-
tions are permitted diring the hearing and have amended Section
200.170(a) to similarly clarify that the hearing officer may suspend
the hearing 1f new matters are introduced in accordance with that
subsection.

COMMENT

Section 200.160 - Witnesses at Hearings

"Subsection (c) permits the direct and cross-examinatfon of witnesses
to the extent ‘shown to be necessary to a full and fair disclosure of
facts'. This standard could embrofl a hearing fn lengthy, tangential
arguments over what fs '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 hearing in
accordance with the commonly accepted procedures at common law."

DEPARTMENT RESPONSE:

We disagree and belfeve that the standard is appropriate.

COMMENT
Section 200.170 - Evidence at Hearings




*Tnis provision 1s somewhat schizophrenic. On the one hand 1t
applies the rules of evidence applied in the Circuit Courts instead
of the more relaxed rules usually associated with adminfstrative
proceedings. But on the other hand, the provision also provides for
the discretionary admission of evidence 'of the type commonly relfed
upon by reasonably prudent persons in the conduct of their affairs’.
This vague standard will not only generate substantfal, tangentia)
agreements over fssues of what s commonly relfed on and who 1s
reasonably prudent, but also, when coupled with the provision's
predisposal to admit evidence of arguable admissibilfty, will result
in the admission of materfal not usually admissible even under the
more relaxed standards of most administrative proceedings.
Accordingly, this provision should be amended to provide a clear,
workable rule for the adnissibility of evidence."”

DEPARTMENT RESPONSE:

We agree that the rule was unclear as written and have modified
subsections (a) and (b) of this subsection. We have deleted the
words “of the type commonly 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 1n 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
communication. The inclusfon of such cammunications in the record,
Section 200.210(b)(6), will not give the parties an opportunity to
respond meaningfully to such conmunications. Accordingly, provisfons
should be made for the prompt disclosure of such communications and
for opportunities by the parties to respond to them."

DEPARTMENT RESPONSE:

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

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

Not applicable.




d) The Department by adopting these Amendments wil)l provide a consis-
tent, workable framework for conducting administrative hear‘ngs and
for affording other due process protections to 1icensees and other
affected persons.

Sincerely,

Terry R. Lash
Director

TRL:m
Enclosure



pRAFT

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 I11. Adm. Code 310

Dear Mr. Johnson:

This SECOND NOTICE 1s for the Department of Nuclear Safety's Proposed
Amendment pertaining to General Provisfons for Radiation Protection.

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

2) The title of the Proposed Amendment is General Provisions for
Radiation Protection, 32 I11. Adm. Code 310.

3) The First Notice Perfod 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
Amendment 1s enclosed.

7) The Proposed Amendment does not include an incorporation by reference
pursuant to Section 6.02(b) of the I111nois Administrative Procedure
kt.



8)

9)

The incorporations by reference are made pursuant to Section 6.02(a)
of the 1111nofs Administrative Procedure Act. The Department has:

a) fully fdentified by location and date in the rule the
fncorporated material;

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

¢) made a copy of the incorporated material available for public
{nspection.

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

Joint Committee questions may be directed to Betsy Salus, Staff
Counse] 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 recefved from Donald A. Nussbaumer and
Joel 0. Lubenau of tie U.S. Nuclear Regulatory Commission (NRC)
Office of State Programs, and from Joseph M. Zlotnicki,
Radiation Safety Officer, Amersham Corporation.

384) The specific comments and suggestions made by these indfviduals

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 Agreementis
Program, Office of State Programs, and Joel 0. Lubenau, Senfor
Project Manager, State Agreements Program, cammented on Sectfon
310.10. Their comments are as follows:

COMMENT
Sec. 310.10 - Scope

“In our opinfon, the language used by I1linofs to revise the Scope
limits the applicability of the I111nofs regulations with respect to
those matters 'for which Federal law gives exclusive regulator*
jurisdiction to the U.S. Nuclear Regulatory Commission.” (Emp asis

supplied.) Although 1t can be argued ghat the language used by




I111nofs accurately reflects the fact that under the provisions of
the 1959 Federal-State Amendment to the Atomic Energy Act, regulatory
authority over Atomfc Energy Act materfals was efther to be exercised
by the Commissfon or by the State but not by both, the criterion of
‘exclusive jurisdiction' 1f applied 1iterally would permit the State
to claim that I111nofs regulations remain applicable 1n those cases
in which regulatory authority over atomic energy materials {s
exercised by NRC and by any other Federal or State authority. EPA's
authority to regulate radioactive pollutants under the Clean Afr Act
Amendments of 1977, and EPA's Atomic Energy Act authority to
establish generally applicable enviromuental standards for the
protection of tne general environment from radfoactive material are
cases in point. The preferred language is that used in the SSR.
However, the problem could also be remedied 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 line
of the note should be ‘an'.®

DEPARTMENT RESPONSE:

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

Sectfon 310.10

Except as otherwise specifically provided,
these regulations apply to all persons who
receive, possess, use, transfer, own or acquire
any source of radfation within the State of
I11inofs where she Department maintains
jurisdiction feor requalting swush sources of
radiatéen;provided, however, that nothing 1in
these regulatifons s apply to these matters
for which federal Jaw gives exclusive reguia-
tory jurisdictien te any person to the extent,

rson is subject to regulation by the

*AGENCY NOTE: Attention 1s 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 fs subject to the
provisions of amd an agreement between the
State and the U.S. Nuclear Regulatory
Commissfon and to 10 CFR Parts 150 of the
Commission's regulations.

COMMENTS FROM AMERSHAM CORPORATION:




COMMENT
Sec. 310.20 - Definitions

*The definftion of 'Licensing State' needs further clarification. It
fs not clear who assesses 1f a state's regulations are equivalent to
the Suggested State Regulatfons and 1f the state has an effective
program for the regulatory control of NARM (therefore meeting the
current definftions in 310.20). This 1s of practical importance to
J{censees since some products cannot be received by certain licensees
unless the products have been manufactured in accordance with the
regulations of a Licensing State.®

DEPARTMENT RESPONSE:

It was the intent of the Department that the assessment of other
States' regulations for equivalency with the Suggested State
Regulations 1s to be made by the Conference of Radiation Control
Program Directors. This group will designate a State as a "Licensing
State” 1f the State's regulations are equivalent to those of the
Suggested State Regulations for Control of Radiation and if the State
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 term "Licensing State*
to clarify this intent. The definition now reads:

Section 310.20

"Licensing State” means any State with reguia-
tiens equivalent te these regulations for the
contrel of accelerator-produced and nmaturally
eccurring radioactive materiad which has been
provisionally or finall desiinatea as such 15
the Conference of ation Control Program
Directors, which reviews state regulations to
establish equivalency with the Suggested State
ReguTation's and ascertains whether a State has
an effective program for control of NARN. The
Conference will designate as Licensing States
those States with re u;aﬂons € u!uler& to the
Suggested State Regulations aor Control _of
ation refating to, and an effective program
For, the regulatory control of naturally
occurring radioactive material [NARM)."

COMMENT

Sec. 310.40 - Records

"Clarification 1s needed as to the scope of the requirement for
maintaining records of storage of sources of radifation. It is felt

that specfal records for 'storage' need not be 2enerat dif reﬁ)rfs
such as inventory and/or transfer records can aCcount for materials



awaiting sale or further actfon. Amersham acknowledges that records
of the storage of waste must be generated in order to complete IDNS's
waste survey forms."

DEPARTMENT RESPONSE :

Sectfon 310.40 states 1n part that "...each licensee and registrant
shall maintain records showing the receipt, transfer, use, storage
and disposal of all sources of radfation.” To the extent that
fnventory and/or transfer records document storage, no other storage
records need be maintained to satisfy this requirement. 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 Corporatfon congratulates the Department on {ts

acknowl edgment of the need to include S.I. Units in the proposed
regulations. It s not clear, however, 1f S.I. Units alone are
acceptable for use by licensees. This is especially fmportant to
Anersham Corporatfon as Amersham's parent company in England must
comply with international rules on the use of S.I1. Unfts. To avoid
relabeling, etc., 1n the Unfted States, 1t will be important that the
use of S.I. Units alone 1s seen to be acceptable."

DEPARTMENT RESPONSE :

The use of S.1. units alone will not be acceptable. Because
radioactive material may be used by persons not familiar with the
International System of Units, 1t s imperativc that where labeling
fs required, measurements be given, at least parenthetically, in
English units.

The Department received the following general comments from Pei-Jan Paul
Lin, Pn.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 two major
concerns. The first of these is for the background and training of
the State of I1linofs personnel which has traditionally been far
behind that of the staff of the US Nuclear Regulatory Commission
(NRC). The second has been a quesifon as to whether the IDNS rules
and procedures will be more or less ratfonal than those of the USNRC
which have often been less than optimal. Associated with this latter

qestion is whether the users of radfocactive materials will have a
reasonable input into the regulatory process under an agreement



state. The MCAAPM had hoped that there would b2 major movement on
these two ftems before the final decisfon came. Unfortunately, about
the only positive indication that we have seen recently s 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 1s against the State
of 1111nofs becoming an agreement state at this time. We would 1ike
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
situation.”

DEPARTMENT RESPONSE:

The Department of Nuclear Safety takes exception to the suggestion
that 1ts staff is “far behind that of the staff of the USNRC". In
fact, an examination of the staff's qualifications 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 Lo the Association's suggestion
that users of radioactive materials do not have reasonable opportun-
fties to participate in the regulatory process. When I111nois
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 {s 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
conditions considered necessary by the MCAAPM (for endorsement of the
decisfon 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 s responsive to the needs of
users of radioactive materials as well as protective of the health
and safety of the citizens of Il1linois.

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 {n Medicine (AAPM), addressed
a letter to Director Lash 1n which he expressed disagreement with the
substance of Dr. Lin's assertions. Or. Ovadia stated the following:

"] am distressed that some members who are presently
in the Yeadership of the Midwest Chapter of the AAPM
have expressed their opposition to the efforts
directed at attaining agreement State Status for

INMinois. For example, I ionsider same of t
comments made 1n Mr. LIn's letter to Mr. Sieple



(sic) to show 2 lack of mature judgment, particular-
ly in assessing the relative ‘ratfonality’ of IDNS
rules and procedures as compared to those of the
NRC. I am not aware that a vote was taken with
suftable notice that this subject would be discussed
at the February meeting of the Midwest AAPM at
Evanston Hospital. This meeting was the first
opportunity to see the letters and 1 am personally
offended by letters written on the letterhead of my
professional society which have gross errors fin
spelling, grammar, or syntax. I have expressed
;er?aniy my objections to this entire action to Mr.
aul Lin.

I have great confidence in your leadership of the
IDNS, having followed tne development of the Central
Midwest Compact, and in the considered and thought-
ful advice you will receive from the Advisory under
the chairmanship of Larry Lanzl."

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 B quantities as sealed
sources, but does not fnclude nuclear medicine
programs, universities, industrial radiographers, or
small industrial programs. Type A and B quantities
are defined in Section 71.4 of 10 CFR 71, revised as
of January 1, 1985, exclusive of any subse ent
amendments or editions. A copy of TB CFR ;! Ts
available for public inspection a e Department O
NucTear Safety.

*Regulations of the U.S. Department of Transporta-
tion® means the regulatfons in 49 CFR 100-189,
revised as of November 1, 1984, exclusive of an
subsequent amendments or eaif!ons. K copy of &9 CF‘

- s available for public inspection a
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.

¢) Not applicable.



d)

TRL:m

8-

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 materfal 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 s pursuing Agreement State
status in accordance with the legislative directives contained in the
Low-Level Radfoactive Waste Management Act (I11. Rev. Stat. 1985 ch.
111 1/2, par. 241-2 (b) and the Radiation Protection Act (I11. Rev.
Stat. 1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director

Enclosure



DRAFT

April 9, 1986

Mr. Bruce A. Johnson

Executive Director

Joint Committee on Administrative Rules
509 South Sixth Street

Room 500

Springfield, Illinofs 62701

Re: 32 IN1. Adm. Code 320

Dear Mr. Johnson:

This SECOND NOTICE 1s for the Department of Nuclear Safety's Proposed
Amendment pertaining to Registration of Radioactive Material or Radiation
Machine.

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 Anendment is Registration of Radioactive
Material or Radiation Machine, 32 I11. Adm. Code 320.

3) The First Notice Perfod began on January 24, 1986, with the publica-
t;og of Yol. 10, Issue 4 of the Il1inofs 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 1s enclosed.

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



8)

9)

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

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

In complfance 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
recefved at this Public Hearing.

2) Nritten comments were recefved from Donal~ A. Nussbaumer and
Joel 0. Lubenau of the U.S. Nuclear Regulatory Commissfon (NRC)
Office of State Programs and Norman Wandke, Assistant Vice
Presfdent, Nuclear Services of Commonwealth Edison.

384) The specific comments 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 and Joel 0. Lubenau of the U.S. Nuclear
Regulatory Commission, Office of State Programs, made the following
comment regarding Section 320.10:

COMMENT

Section 320.10 - Registration

"The proposed revision of Sectfon 320.10, Registration, presents a
similar problem. (See NRC camments to Sectfon 310.10) In this case,
it 1s our view that the words 'unless Federal lTaw gives exclusive
regulatory jurisdiction over such operation, any operator of a
facility where radfation machines are used or where radioactfve
material 1s produced, transported, stored, used, or disposed of any
purpose, shall register such radiatfon fnstallation with the
Department...' Either of tne remedies suggested earlier would be
acceptable here as well.”

DEPARTMENT RESPONSE :

The Department, 1n response to NRC's comments, has modified this
Section to incorporate the language of the Suggested State
Regulations (SSR). Section 320.10 now provides:



Section 320.10

Any operator of a facility where radiation machines
are used or where radioactive material 1s produced,
transported, stored, used, or disposed for any
purpose, wniess federal Jaw gives exsiusive
regulatory jurisdiction ever such eperation te which
1s not subject to regulation by the U.S. Nuclear
WeguTatory Commission, shall register such radiation
fnstallation with the Department. Registration
shall be before the 1{nstallation 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
installation,

¢) 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 comments are as follows:

COMMENT

Section 320.10 - Registration

"Section 320.10, the principal registration requirement 1s vague.
This section requires the registration of 'radiation installa-
tions.' This term is not defined. Fram the structure of the
section, the term appears to mean a 'facility where radiation
machines are used or where radfoactive material is produced,
transported, stored, used or disposed of for any purpose.' If the
foregoing 1s intended to constitute the definition of radiation
fnstallatfon, that intention should be made explicit. Moreover, the
term 'radiation machine' should be defined."

DEPARTMENT RESPONSE :

The terms "radiation fnstallation® and "radfation machine® are
defined in 32 I11. Adm. Code 310.10. The definitfons contained in
Part 310 also apply to the following Parts: 32 I111. Adn. Code 320,
330, 331, 340, 341, 350, 351, 370, 400 and 601 unless specifically
indicated therein.



COMMENT

“"Section 320.10 exempts from registration any radiation fnstallation
the og;ration of which, under federal law, 1s subject to the
exclusive re?ulatory Jurisdiction of the U.S. Nuclear Regulatory
Commission ('NRC'). By tying this exemption to exclusive federal
regulation of operation the scope of this exemption 1s unclear.
Edison understands this provisfon to mean that any facility which
requires any 1icense from the NRC 1s not subject to any registration
requirement for ary activity conducted within that facility. If this
is the Departmeri's intent, 1t should be stated explicitly. If this
s not the Department's intent, revised proposed rules clarifying the
Department's intent should be republished for notice and comment.®

DEPARTMENT RESPONSE:

The exemption 1n the registration requirement 1s 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.

COMMENT
Section 320.20 - Amendments

“Section 320.20 requires the registration of any changes in the
‘number or strength of sources or of the output of radiation produced
in or by the installation.’ Natural radioactive decay 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
amendments to substantial changes."®

DEPARTMENT RESPONSE :

The Department does not intend to require registration of changes 1n
strength of sources due to natural radioactive decay. 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

"Registration shall be required only at the
time the radiation installation fs placed in
operation unless there fs a change in the
number or strength of sources or of the output
of energy of radiation produced 1n or by the



fnstallation so registered. If there 1s any
change¢sd, other than change due to natural
radioactive decay, the operator shall register
such change¢ss with the Department. Registra-
tion shall be on a form prescribed by the De-
partment and shall be submitted 1n 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 potassium.' 1Is this criterion intended to refer to the
level of naturally radioactive potassium 1n the human body? 1If so,
that intent should be clarififed: If not, the reference leve! should
be specified.”

DEPARTMENT RESPONSE :

The reference level here 1s the specific radioactivity of naturaily
occurring potassium, and not the level of natural radioactive
potassium in the human body.

COMMENT

“Section 320.40(b) exempts from registration 'radioactive material in
such quantity that 1f 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 1s because under the 1inear hypothesis, any exposure to
radiation results in a commensurate increase in the probability of
radiation-induced cancer. Therefore, this provisfon establishes a
level of 11kelfhood of harm below which no registration 1s required.
That de minimis level of probability of harm should be made explicit
and be applied consistently to all potential exposures.”

DEPARTMENT RESPONSE:

Section 320.40(b) 1s intended to exempt from registration “radio-
active materfal 1n such quantity that 1f the entire amount were taken
internally, continuously, or at one time by a person, no harmfu)
effect would be 1ikely to result.” The subsection then 1ists maximum
quantities, in microcuries, for which registration is not required.
While 1t s true that, theoretically, the criterion sets a de minimis
level of harm determined 1inearly, such a regulatory standard would
not be practical. Therefore, the Department has set maximum quan-
tities for which registration is not required.




b)

c)

d)

TRL:m
Enclosure

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

Not applicable.

The Department proposed these amendments as a preliminary step
towards achieving Agreement State status. Adoption of a campre-
hensive State regulatory program with respect to byproduct material
source material, and specfal 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 1n accordance with the legislative directives contained in t
Low-Level Radioactive Waste Management Act (I11. Rev. Stat. 1985 ch
111 1/2, par. 241-2 (b) and the Radfatfon Protection Act (I11. Rev.
Stat. 1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director



/

DRAFT

April 9, 1986

Mr. Bruce A. Johnson
Executive Director
Joint Committee on Administrative Rules
509 South Sixth Street
Room 500
Springfield, I1linofs 62701
Re: 32 I11. Adm. Code 341

Dear Mr. Johnson:

This SECOND NOTICE fs 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 I11. Adm. Code 341,

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

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 1s enclosed.

7)  The Proposed Rule does not include an incorporation by reference
pursuant to Sectfon 6.02(b) of the I111nois Administrative Procedure
Act.



8)

9)

The incorporations by reference are made pursuant to Section 6.02(a)
of the I111nois Administrative Procedure Act. The Department has:

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

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

¢) made a copy of the incorporated material available for pudbiic
{nspection,

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

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. WNo comments were recefived
at this Public Hearing.

2) written commentis were recefved from Joseph M. Zlotnicki,
Radfation Safety Officer, Amersham Corporation, and Norman
Wandke, Assistant Vice President, Nuclear Services, Commonwealth
Edison.

384) The specific comments and suggestions made by these indfviduals

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

COMMENTS FROM AMERSHAM CORPORATION

Joseph M. Zlotnicki, Radiation Safety Officer for Amersham
Corporation, submitted comments fn response to Sections 341.40,
341,200, and Appendix A of the Department's proposed transportation
rules. The comments, and the Department's responses, are as follows:

COMMENT

*Clarification is required on several points in Section 341.40.

We belfeve that 341.40(b) and (c) intends to exempt any licensee,
that 1s, any person who might otherwise be subject to these
regulations because he 1s licensed to possess or own (etc.) material
pursuant to Section 330, from the requirements of Part 340. We do



not believe that “licensee” in this sense refers to person (sic)
befng 1icensed to Part 340.

Please confirm that this interpretation 1s correct.
We also belfeve that there is a typographical error in 34]1.40(c). To
make the requirements of 341.40(c) consistent with the USNRC

regulations (which we belfeve was intended) the reference to 341.140
should be changed to read '341.160'.°

DEPARTMENT RESPONSE :

Amersham Corporatfon's interpretation 1s correct. Subsections 341.40
(b) and (c) exempt, under specific conditions, persons licensed pur-
suant to 32 111, Adm. Code 330. Amersham is also correct that the
reference in 34]1.40(c) should be to Section 341.160, not 341.140,
This error has been corrected.

COMMENT

"Amersham Corporation has several questfons concerning the Qualfity
Assurance Program required in Section 341.200.

In this section, the Department is reoufring each 'licensee’ to
establish, maintain, and execute a qualfty assurance program. It is
not clear who the ‘licensee’' 1s intended to be in this case: someone
1icensed pursuant to Part 330 or someone licensed pursuant to Part
341.

We believe the Department intended that this requirement apply to
those persons licensed pursuant to Part 341 to make 1ts rules
consistent with those of the USNRC.

If this 1s 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
materfal packages (from exempt through Type B) between the
implementation date of the regulations and the first shipment of a
package.

Even 1f this requirement applies only to licensees of Part 341, 1t fs
not clear whether a separate Q.A. program must be submitted and
approved by IDNS before a licensee's first shipment (again, a
practical fmpossibility) or 1f 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
essentfal.

It 1s also felt that IDNS did not intend this requirement to apply to



carriers. However, 1f the definition of 'licensee’ as someone being
licensed pursuant to Part 341 s applied, generally licensed carriers
(341.60) would seem to be included.

We ncte that the requirements in 10 CFR 71 for obtaining the approval
for a Type B package are apparently being retained by the NRC.
Please clarify whether the NRC will retain its authority to regulate
the Q.A. programs developed for these packages and approved by the
NRC or 1f IDNS 1s assuming the responsibility for approving Q.A.
programs in place of the NRC.®

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 1s sympathetic to Amersham's concern that operations
remain uninterrupted during the transition of regulatory authority
from the U.S. Nuclear Regulatory Commissfon (NRC) to the State. The
requirements of Section 341.200 apply only to the shipper, not the
transporter of radfoactive material. This is the only reasonable
reading 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 sectfon 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 executfon of an agreement by
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 3teensee person licensed pursuant to this
Part shall establish, maintain, and execute a
quality assurance program to verify, by
procedures such as checking, auditing, and
inspection, that deficiencies, deviations, and
defective materfal and equipment relating to
the shipment of packages containing radioactive
materfals are promptly fdentified and
corrected. Prior to the use of any package for
the shipment of radfoactive materfal, each
1icensee shall obtain Department approval of
fts quaHt"y1 assur:nco program; provided,
however, that qualit assurance rograms
approved by the U.S. Nuclear Regulato
Commission prior to the State's attainment o‘
Kgreement SEaE status will be deemed to have
been approved by the Department.

b) Each }ieensee person licensed pursuant to this




Part shall document the quality assurance
program by written procedures or f{nstructions
and shall carry out the program in accordance
with those procedures throughout the period
during which packaging 1s used. The licensee
shall {dentify the materfal and components to
be covered by the quality assurance program.

c) The }igensee A person licensed pursuant to this
Part shall main
to demonstrate compliance with the quality
assurance program. Records pertaining to the
use of a package for shipment of radiocactive
materfal must be retained for a perfod of two
(2) years after shipment.

COMMENT

"we have noted a significant omissfon from Section 341, Appendix A.

A special note 1s included next to americium-241 and plutonfum in the
table of A; and A; values in the Department of Transportation
regulations in 49 CFR 173.435. This note indicates that for
shipments solely with'"the Unfted States, the A; value s 20 curfes
for americfum and plutonium contained in Aa-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.®

DEPARTMENT RESPONSE:

Table A-1 of Appendix A does not contafn an omission. The table came
from the regulations of the U.S. Nuclear Regulatory Commission, 10
CFR 71.137, not the U.S. Department of Transportation. The table, as
published in the NRC regulations, does not have a note concerning
americium and plutonfum contained in Am-Be or Pu-Be neutron sources
or in nuclear-powered pacemakers. Therefore, no such note has been
included in the Department's regulations.

COMMENTS FROM COMMONWEALTH EDISON

Norman Wandke, Yice President, Nuclear Services for Commonwealth
Edison, made the following comment:

COMMENT

"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 fdentical to the
NRC's rules and one of those differences is significant. The




Department's proposed rules do not include an exemption similar to
the NRC's exemption from certain requirements on the use of type B
packages for low specific activity materfal. See 10 CFR 71.52.
Clearly, in the NRC's view, such an exemption {s consistent with
protection of the public health and safety. Therefore, the
Department's faflure to provide such an exemption could result in a
shortage of type B casks and unnecessarily higher costs for
transporting and disposing of such waste without a commensurate
fncrease 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."

DEPARTMENT RESPONSE:

10 CFR 71.52 provides only that low specific activity material need
not be packaged in Type B packages. If such material fs not packaged
ifn a Type B package, 1t must be packaged in a package which meets the
standards for all packages (10 CFR 71.43 - 71.47). Since the
Department's regulatfons do not generally require that radiocactive
material be packaged in Type B packages, exemption of low specific
activity materfal from such a requirement is unnecessary.

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

Section 341.20:

"Regulations of the U.S. Department of Transpor-
tatfon™ means the regulations in 49 CFR Parts 100-
189, revised as of November 1, 1984, exclusive of
subsequent amendments or editions. A copy of 49 CFR
100-139 Ts available for public 1mec%on at the

Department of Nuclear Safety.

"Type B packaging® means a packaging designed to
retain the integrity of containment and shielding
required by U.S. NRC regulations when subjected to
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
suﬁse uent amendments or editions. A copy of 10 CFR
s available Tor pubTic Tnspection a part-
ment of Nuclear Safety.

Section 341.80(b):

The package may not be used for a shipment to a
location outside the United States after August 31,
1986, except under special arrangement approved by
the U.S. Department of Transportation in accordance
with 49 CFR 173.417, revised as of November 1, 1984,
exclusive of subsequent amendments or editions. A




copy of 49 CFR 173 1s avaflable for public inspec-
Ug%'ﬂ'mNrmnf of NucTear Safety.

Section 341.90(a):

A general license 1s fissued o any licensee of the
Department to transport or to deliver to a carrier
for transport licensed material in a specification
container for a Type B quantity of radioactive
material as specified in the regulations of the U.S.
DOT in 49 CFR Parts 173 and 178, revised as of
November 1, 1984, exclusive of subsequent amendments
or editions. pies © an are
available for public inspection at the Department of
NucTear Safety.

Section 341.90(d):

The general license in Subparagraph subsection (a)
fs 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. DOT in accordance with 49 CFR 173.472, revised
as of November 1, 1984, exclusive of subsequent
amendments or editions. A copy of 49 CFR 1;5 Ts
available for public Tnspection at the Department of
NucTear 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 November 1, 1984*;

*AGENCY NOTE: Requfirements contafned in subsequent
amendments or editions of 49 CFR 172 are not incor-

orated into this rule. A copy of 49 CFR 172 1s
available for pubTic Tnspection 0’{ the Department of

NucTear Safety.

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 I111nofs 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.

Not applicable.



d)

TRL:rm

The Department proposed these rules as a prelimina-y step towards
achieving Agreenent State status. Adoption of a :omprehensive State
regulatory progr:a with respect to byproduct material, source
material, ard special nuclear material in quantities not sufficient
to form a critical mess fs a prerequisite for execution by the U.S.
Nuclear Ragulatory Commission of an agreement transfarring regulatory
authority and responsibility for these materials to the State. The
Department of Nuclear Safety s pursuing Agreement State status in
accordance with the legislative directives contained in the L w-Leve!
Radioactive Waste Management Act (I11. Rev. Stat. 1985, ch. 1:1 1/2,
par. 241-2 (b) and the Radiation Protection Act (I1i. Rey. Stat.
1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Directur

Enclosure



April 8, 1986

Mr. Bruce A. Johnscn

Execuci-e Direcor

Joint Committee on Adninistrative Rules
509 South Sixth Street

Room 500

Springfield, I1linofs €2701

Re: 32 111, Adm. Code 350
Dear Mr. Johneon,

This SECUN) NOTICE 1s for the Department of Nuclear Safety's Proposed
Amendment periaining to Industrial Radiography.

In covc’fance with Section 220.50" of the Operational Rules of the Joint
Comnittee on Administrative Rules, the Department of Nuclear Safety states as
follows:

1) The nume of th: agency fs the Department of Nuclear Safety.

2) The title of the Proposed Amendment s Industrial Radfography, 32
111, Adm, Code 350.

3)  The First Notice Period began on January 24, 1986, with the
w.hcat;on of Vol. 10, Issue 4 of the I11inois Register, beginning
& p. 1186,

4) Changes in the rule made during the First Notice Perfod are discussed
elow.

5) Not appiicable.

6)  %r aralysis of the economic and budgetary effects of the Proposed
Amendment 1s enclosed.

.
-~

The Proposed Amendment does not include an fncorporation by reference
pursuent to Section 6.02(b) of the Il11inofs Administrative Procedure
Act.



The incorporation by reference 1s made pursuant to Section 6.02(a) of
the I11inois Administrative Procedure Act. The Department has:

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

b) 1included a statement that the incorporated material does not
include any subsequent amendments or editions; ard

¢) made a copy of the incorporated material available for pudblic
inspection.

8) The Department has incorporated the recommended changes received from
the Office of the Secretary of State, Aduinistrative 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 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 Amendment on February 24, 1986. No comments were
received at this Public Hearing.

2) Written comments were received from Joel 0. Lubenau, U.S.
Nuclear Regulatory Commission, Office of State Programs.

344) The specific comments and suggestions made by these individuals

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

COMMENTS FROM U.S. NUCLEAR REGULATORY MMISSION

Joel 0. Lubenau, Senfor Project F- ag. - State Agreements Program,
Office of State Programs, made ¢ . ** . wing comment regarding this
Anendment .

COMENT

In Section 350.30, "requirement®™ in the fifth 1ine should be
“requirements”.

DEPARTMENT RESPONSE

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



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

Section 350.3060(a)(4):

Comply with all applicable requirements of 32 Il1.
Adm. Code 340. If such a system is a certified
cabinet x-ray system, it shall also comply with all
applicable requirements listed in 21 CFR 1020.40
revised as of April 1, 1985, exclusive of subseauenf
amendments or editions A copy of

available for pubTic Inspection at the Department of
NucTear 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 subsegueni'
amendments or editions, unTess approval has been
granted by the Department pursuant to 32 I11. Adm.
Code 310. A copy of 21 CFR 1020 1s available for
public 1inspection 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 cf this rulemaking.

c) Not applicable.

d) The Department proposed these amendments 2s 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 materfal in quantities not
sufficient to form a critical mass 1s a prercquisite 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 1s pursuing Agreement State
status in accordance with the legislative directives contained in the



Low-Level Radioactive Waste Management Act (I11. Rev. Stat. 1985, ch.
111 1/2, par. 241-2 (b) and the Radiation Protection Act (I11. Rev.
Stat. 1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director

TRL:rm
Enclosure



April 9, 1986

Mr. Bruce A. Johnson

Executive Director

Joint Committee on Administrative Rules
509 South Sixth Street ‘
Room 500

Springfield, I11inois 62701

Re: 32 111. Adm. Code ©0l

Dear Mr. Johnson:

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

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 1s Licensing Requirements for Land
Disposal of Radioactive waste, 32 I11. Adm. Code 601.

3\ The First Notice Period began on January 24, 1986, with the publica-
tion of Yol. 10, Issue 4 of the I11inofs Register, beginning at p.
1659,

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

Not applicable.

An analysis of the economic and budgetary effects of the Proposed
Rule 1s enclosed.

The Proposed Rule does not include any incorporations by reference.




8)

9)

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

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, Commonwealth Edison, and
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.

COMMENTS FROM COMMONWEALTH EDISON

Norman Wandke, Assistant Yice 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:

COMMENT

Section 601.120 - Conditions of Licenses

"Section 601.120(b) does not establish any conditions on the
Department’'s authority to suspend or revoke a license. Altnough the
Department has substantfal 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 1icense for the land disposa' of radfoactive
waste. Therefore, Section 601.120(b) should be amended to
fncorporate a similar enumeration of the conditions which could lead
the Department efther to suspend or to revoke a license."

DEPARTMENT RESPONSE:

As was stated in the First Notice, 32 I11. Adm. Code 601 is a
modified version of the U.S. Nuclear Regulatory Commission (NRC)



regulations regarding the licensing of land disposal of radiocact{ve
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
additional rulemaking to implement the provisions of the I1linois
Low-Level Radfoactive Waste Management Act (I11. Rev. Stat. 1985, ch.
111 1/2, pars. 241, et seq.). Such rulemaking will include standards
for 1icensing a Tow-Tevel waste disposal facility. Until those
standards are developed fully, 1t 1s impossible to enumerate all the
conditions which could result in suspension or revocation of a
Ticense. Once 1icensing standards are developed, the Department
anticipates that this rule will be expanded. In the meantime, it

must be adopted in fts present form to ensure compatibility with NRC
requirements.

COMMENT

Section 601.140 - Contents of Application for Closure

"Section 601.140(b) does not acknowledge any findings and
requirements on closure which would have been made during the initial
Iicensing proceeding. To the extent that any new information
developed from operational data obtained after that proceeding
supports those fnitial findings and requirements, no additiona)
requirements should be fmposed as a condition of closure.”

DEPARTMENT RESPONSE:

It 1s unnecessary for Section 601.140(b) to provide for the
acknowledgment of findings and requirements on closure made durin}
the initial 1icensing proceeding. This 1s because section 601.130(b)
does so. Sectfon 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 1f the
references are clear and specific®. If the information has not been
included in any of these documents, it may be included in the
application pursuant to Section 601.140(a)(1).

COMMENT

Section 601.150 - Post-Closure Observation
Section 601.160 - Post-Closure Procedures
Section 601.310 - Funding for Disposal Site Closure and Stabilization

"Sections 601.150 and 601.160 do not establish time limits 1n which
the Department would have to act on a 1fcensee's application for the
State to accept custody of a low-level radfoactive waste disposal
facility. The addition of such time 1imits would reduce the

regul atory uncertainties which could be expected to deter potential
applicants for a license to operate such a facility.



Sectfons 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 radfoactive decay of fts
radfoactive contents will reduce those contents to insignificant
levels in time periods which can be determined from the initia)
radioactive contents of the waste. Therefore, to ensure that
potential applicants for a facility 1icense are not discouraged by
unnecessarily high facility decommissioning 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 1s
not in a position to propose an appropriate time span for agency
action on a licensee's application for transfer of custody. Once
facility 1icensing standards have been adopted, this Section can be
expanded to include a specific time.

COMMENT

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 manner 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. Muclear Regulatory Commissions regulations, 10 CFR

61.42. In order to achieve compatibility with the regulations of the
NRC and to become an Agreement State, the Department's reg::ations
must not be less stringent than the language proposed in tion
601.200.

COMMENT

Section 601.260 - Technical Requirements - Environmental Monitoring



"Sectfon 601.260(b) requires a monitoring system capable of detecting
releases to the environment prior to the escape of those release over
the site boundary. Such a system may not be fmplementable for
releases to ground water. Accordingly, this provision should be
modified to provide for such a circumstance.®

DEPARTMENT RESPONSE:

The Department disagrees with Commonwealth Edison on this point. Of
all releases to the environment, releases to groundwater are the
easfest to detect prior to escape over site boundaries, since
groundwater is easily monftored and travels slowly.

COMMENT

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, 1t 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 1s to ensure that the State
will have all information necessary to assume custody of the
facility.

COMMENT

"Section 601.330(h)(2)(F) would authorize the Department to obtain
any information it desfred 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 1imit information requests to information relevant to
regulating a land disposal facility."

DEPARTMENT RESPONSE :

This provision has been modified to incorporate the change suggested
by Commonwealth Edison. This was the intent of the Section as
proposed originally. Section 601.330(h)(2)(F) wil) now read as
follows:



2) The report shall include:

F) any other informatfon, relevant to regulation
of the land disposal *acilltz, that Egi Depart-
ment may require.

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, made the following
comments:

COMMENT
Section 601.20 -Definftions

"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 Radicactive (Waste) Policy Act, P.L. 96-
§73." That act was amended in 19¢5 and the definition of waste
should track the recent amendments. The following would be
acceptable:

'...has the same meaning as fn the Low Level Radfoactive (waste)
Policy Act, P.L. 96-573, as amended, f.e., radioactive material
that (A) 1s not high-level radicactive waste, spent nuclear
fuel, or byproduct materfal (as defined in section 1le.(2) of
the Atomic Energy Act of 1954 (42 U.S.C. 2014(e)(2))); and (B)
the Nuclear Regulatory Commission, consistent with existing law

and in accordance with paragraph (A), classifies as Tow-level
radioactive waste,'"

DEPARTMENT RESPONSE :

The Department has modified the definition of "waste® (low-level
radioactive waste) to conform with the definition of low-level
radfoactive waste found in the 1985 amendments to the Low-Level

Radioactive Waste Policy Act. The definition has been modified to
read as follows:

"Waste" means those low-level radfoactive wastes
that are acceptable for disposal in a land disposal
facility. For the purposes of this definition, low-
level waste has the same meaning as 1n the Low-Leve!)
Radfoactive wWaste Policy Act, P.L. 96-573, as
amended, 1.e., radioactive waste material that (A)
Ts not elassified as high-level radioactive waste,
Transuranie waste; spent nuclear fuel, or byproduct



b)

c)
d)

material (as defined in Section 11 e.(2) of the
Atoaic Energy Act of 1954 (42 u.S.C. 2014(e)(2));
and (B) the uuclnr—l:ggatorﬁ mmission,
consistent with existing law and Tn accordance with
aragraph (A), classifies as Tow-Tevel radioactive

waste turanium or erium R§S and was

COMMENT

In Section 601.20, Chelating Agent, second 1ine, the word "glucinic"
is misspelled. -

In Sectfon 601.80(d), second 1ine, close up 1ines 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 1ine, add "top of the" before "waste".

In Section 601.250(b), third 11ne, add "below the top surface of the
cover” after "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" 1s 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 barrfer.

This rulemaking, by ftself, will result in no direct changes in the
Department's programs. The Waste and Transportation Division of the
Department's Office of Environmental Safety 1s in the process of
expanding, but the expansfon 1s primarily due to the increased
responsibilities imposed on the Department by the I111nois Low-Level
Radioactive Waste Management Act, I11. Rev. Stat. 1985, ch. 111 1/2,
pars. 241-1, et seq.

Not applicable.

The Department proposed these rules as a preliminary step towards
achieving Agreement State statuc. Adoption of a comprehensive State
regulatory program with respect to byproduct materfal, source
materfal, and special nuclear material in quantities not sufficient
to form a critical mass fs a prerequisite for execution by the U.S.
Nuclear Regulatory Commission of an agreement transferring regulatory
authority and responsibility for these materfals to the State. The
Department of Nuclear Safety 1s pursuing Agreement State status in
accordance with the legislative directives contained in the Low-Level



Radioactive waste Management Act (I11. Rev. Stat. 1985, ch. 111 1/2,
par. 241-2 (b) and the Radfation Protection Act (I11. Rev. Stat.
1985, ch. 111 1/2, par. 216(b)).

Sincerely,

Terry R. Lash
Director

TRL:rm
Enclosure
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STATE OF ILLINOIS

DEPARTMENT OF NUCLEAR SAFETY
1035 OUTER PARK DRIVE

SPRINGFIELD 62704

(217) 546-8100
TERRY R LASH

Direcron

August 6, 1986

Mr. Joel Lubeneau
Office of State Programs

United States Nuclear Regulatory Commission
Washington, D.C. 20555

Dear Joel:

Enclosed is the chart outlining the trainin

State staff which you wanted. Sorry it too
to you.

g needs for the Agreement
k so long to get this

If you have any questions, please let me know.

Sincerely,

o

Paul D. Eastvold, Manager
Office of Radiation Safety

PDE:1hs

Enclosure
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