TEXAS DEPARTMENT OF STATE HEALTH SERVICES

P.O. Box 149347

Austin, Texas 78714-9347

1-888-963-7111

DAVID L. LAKEY, M.D. TTY: 1-800-735-2989
COMMISSIONER www.dshs.state.tx.us

August 11, 2010

Mr. Terrence Reis

Deputy Director

Division of Materials Safety and State Agreements

Office of Federal and State Materials and
Environmental Management Programs

U.S. Nuclear Regulatory Commission

Washington, D.C. 20555-0001

Dear Mr. Reis:

Enclosed is a copy of the final revisions to the Texas Regulations for Control of
Radiation, 25 Texas Administrative Code (TAC), §289.201 relating to Standards for
Protection Against Radiation from Radioactive Material, §289.203 relating to Notices,
instructions, and Reports to Workers; Inspections; §289.251 relating to Exemptions,
General Licenses, and General License Acknowledgements, and §289.252 relating to
Licensing of Radioactive Material (revisions effective February 18, 2010.) The final
regulation changes are identified by shaded text. Please see the following table that
identifies the equivalent amendment to NRC'’s regulations.

We believe that adoption of these revisions satisfies the compatibility and health and
safety categories established in the Office of Federal and State Materials and
Environmental Management Programs (FSME) Procedure SA-200, with the exception
of the following noted items. However, concerning 25 TAC §289.203, please note that
no changes were made during this revision due to compatibility items.

If you have any questions, please feel free to contact me at 512-834-6770, ext. 2239, or
Cindy.Cardwell@dshs.state.tx.us.

Sincerely,

i Codcll

Cynthia C. Cardwell, Manager

Radiation Group

Policy, Standards, and Quality Assurance Unit
Department of State Health Services
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.201(b)(22)

30.4

2007-3

C

Meets compatibility

§289.201(b)(73)

35.2

2007-3

H&S

NRC comment per letter dated
Sept 29, 2009 -

Definition: Positron Emission
Tomography (PET)
radionuclide production
facility.

Texas has omitted the definition
for Positron Emission
Tomography (PET) radionuclide
production facility from their
regulations.

Texas needs to adopt the
definition of Positron Emission
Tomography (PET) radionuclide
production facility to 289.201(b)
to meet the Compatibility
Category H&S designation
assigned to Section 10 CFR
35.2.

Meets compatibility

§289.201(b)(97)

35.2

2002-2

[B]

NRC comment per letter dated
Oct 29, 2009 -

Definition: Sealed Source
Texas adds language to their
definition of Sealed Source and
device which makes the

Meets compatibility
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

definition less restrictive than
NRC'’s definition. Texas needs to
remove “under the most severe
conditions that are likely to
encountered in normal use and
handling” from the definition.

Texas needs to make the above
change in order to meet the
Compatibility Category [B]
designation assigned to 10 CFR
35.2 Definition Sealed Source.

§289.201(b)(98)

20.1003

2002-1

NRC comment per letters
dated June 27, 2007, Jan 2,
2008, and Jan 21, 2010 -

Definitions: Shallow Dose
Equivalent

Texas’ definition of Shallow Dose
equivalent states “... external
exposure of the skin or the skin
of an extremity...”. Texas omits
the phrase “of the whole body”.
The definition should read
“...external exposure of the skin
of the whole body or the skin of
an extremity...”.

Also Texas’ definition contains
“averaged over an area of 1
square centimeter”. This phrase
needs to be removed as the
NRC definition does not contain

Meets compatibility
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

this.

Texas needs to make the above
changes to its definition for
Shallow-dose equivalent in
289.201 (b)(95) to meet the
Compatibility Category A
designation assigned 10 CFR
20.1003 definition of Shallow
dose equivalent.

§289.203(d)

19.13

2008-1

NRC comment per letter dated
Jan 21, 2010 -

Notification and reports to
individuals.

Texas omits equivalent
regulations to 19.13(b) from
289.203(d).

Texas needs to add an
equivalent section to 19.13(b) to
289.203(d) in order to meet the
Compatibility Category C
designation assigned to 10 CFR
19.13.

TX will address this
item in 2010 rule
revision.

§289.251(e)(1)(C)

30.14

2007-2

Meets compatibility

§289.251(e)(2)(A)

30.18(a)

2007-2

Meets compatibility

§289.251(e)(2)(B)

30.18(b)

2007-3

Meets compatibility
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STATE SECTION NRC SECTION | RATS ID | CATEGORY SUBJECT and COMMENTS TX RESPONSE
§289.251(e)(2)(F) 30.18(e) 2007-2 B Meets compatibility
§289.251(e)(3)(A)(iI)(N(-h-) | 30.15(a)(1)(viii) | 2007-3 B TX states "January 1,

1986" instead of
NRC's "November 30,
2007" since TX has
been exempting these
items since 1986.
§289.251(e)(3)(A)(i)(X) 30.15(a)(7) 2007-2 B Meets compatibility
§289.251(e)(3)(C)(i) 30.20(a) 2007-3 B NRC comment per letter dated | Meets compatibility

Sept 29, 2009 -

Gas and aerosol detectors
containing byproduct material

Texas has omitted the phrase "or
initially transfer for sale or
distribution" when discussing the
requirements for an exemption to
the licensing requirements of gas
and aerosol detectors containing
byproduct material.

Texas needs to add the phrase
to 289.251(e)(3)(C) to meet the
Compatibility Category B
designation assigned to Section
10 CFR 30.20(a).
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STATE SECTION NRC SECTION | RATS ID | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.251(e)(3)(C)(i)(1) 30.20(a) 2007-3 B Meets compatibility
§289.251(e)(3)(C)(i)(II) 30.20(a) 2007-3 B Meets compatibility
§289.251(e)(3)(C)(i)(I1) 30.20(a) 2007-3 B Meets compatibility
§289.251(e)(3)(D) 30.16 2007-2 B Meets compatibility
§289.251(f)(4)(H)(iv)(Il)(-b-) 31.5(c)(2) 2001-1 B NRC comment per letter dated | TX is waiting on final

January 2, 2008

Certain detecting, measuring,
gauging, or controlling
devices and certain devices
for producing light or an
ionized atmosphere

Texas has an additional
requirement that each source
has to be tested for leakage
within six months prior to being
used or transferred. Texas’s rule
has the essential elements of the
NRC, but is more restrictive than
the NRC’s GL rule. As noted in
the September 20, 2007 All
Agreement States Letter FSME-
07-087, the determination on this
provision will be held in
abeyance until such time that the
NRC completes the GL Device
rulemaking.

NRC GL rulemaking.
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.251(f)(4)(H)(iv)(IV)

31.5(c)(4)

2001-1

B

NRC comment per letter dated
January 2, 2008

Certain detecting, measuring,
gauging, or controlling
devices and certain devices
for producing light or an
ionized atmosphere

Texas has extra requirements
that the test records shall identify
the device tested by
manufacturer, model and serial
number of the device, serial
number of the sealed source.
Texas’s rule has the essential
elements of the NRC, but is
more restrictive than the NRC’s
GL rule. As noted in the
September 20, 2007 All
Agreement States Letter FSME-
07-087, the determination on this
provision will be held in
abeyance until such time that the
NRC completes the GL Device
rulemaking.

TX is waiting on final
NRC GL rulemaking.

§289.251(f)(4)(H)(iv)(IX)

31.5(c)(7)

NA

Meets compatibility

§289.251(f)(4)(H)(iv)(XI)

31.5(c)(8)iii)(A)-
(D)

2007-2

Meets compatibility
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.251 ()(4)(K)(i)

31.12(a)

2007-3

C

NRC comment per letter dated
Sept 29, 2009 -

General license for certain
items and self-luminous
products containing radium-
226

Texas has omitted the
requirements of paragraphs 10
CFR 31.12(a)(1) through 10 CFR
31.12(a)(5). These requirements
list the products for issuance of
the general license under this
part.

Texas needs to add these
paragraphs to 289.251(f) to meet
the Compatibility Category C
designation assigned to Section
10 CFR 31.12.

Meets compatibility,
but TX omits
"manufactured prior to
November 30, 2007,"
since TX has been
licensing these items
prior to 2007.

TX rule meets
compatibility. These
paragraphs were
already included in the
proposed rule
(§289.251(f)(4)(K)(i)(1)-
(V)) that was provided
for NRC review on
8/11/09.
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STATE SECTION NRC SECTION | RATS ID | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.251(g)(1) 31.5(c)(13) 2007-3 B Meets compatibility
§289.251(i) 30.34 2001-1 H&S NRC comment per letter dated | Meets compatibility

Jan 21, 2010 -

Terms and conditions of
licenses.

Texas omits the following from
its regulation for general and
specific licenses:

1) the phrase “under any chapter
of title 11 (Bankruptcy of the
United States Code”;

2) the sentences “An entity (as
that term is defined in 11 U.S.C.
101(14)) controlling the licensee
or listing the license or licensee
as property of the estate; or An
affiliate (as that term is defined in
11 U.S.C. 101(2)) of the
licensee.”; and

3) the phrase “or against” in
289.251 (i) (3) after “...or
involuntary petition for
bankruptcy by.....".

Texas need to add the above
phrase and sentences to its
regulation in order to meet the
Compatibility Category H&S
designation assigned to 10 CFR
30.34”

TX rule adopts the
essential objectives
and maintains
consistency of rule
language throughout
the chapter.
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STATE SECTION NRC SECTION | RATS ID | CATEGORY SUBJECT and COMMENTS TX RESPONSE
§289.252(i)(5) 32.13 2007-2 C NRC comment per letter dated | TX rule meets
Sept 29, 2009 - compatibility. This
requirement was
Same: Prohibition of already included in the
introduction proposed rule
Texas has omitted the (§289'25.2(')(5)) that
requirement prohibiting the was provided for NRC
introduction of byproduct review on 8/11/09.
material to a product with the
knowledge that it will be
transferred to persons exempt
under 10 CFR 30.14
Texas needs to adopt this
paragraph in their regulations to
meet the Compatibility Category
C designation assigned to
Section 10 CFR 32.13.
§289.252(n)(2) 32.59 2007-3 B Meets compatibility
§289.252(0) 32.74 2007-1 B Meets compatibility
2006-1 Meets compatibility

NRC comment per letter dated
Oct 5, 2009 -

Manufacture and distribution
of sources or devices
containing byproduct material
for medical use

Texas omits 289.256(q) from the
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

introductory paragraph in
289.252(0). The sentence should
read "...or for use of sealed
sources listed in 289.256(q), (rr),
(bbb), and (ddd) of this title..."

Texas also allows in
289.252(0)(2) for "...labeling for
sealed sources that do not
require long-term storage may
be on a leaflet or brochure that
accompanies the sealed
source;". NRC does not have an
equivalent provision in its
regulations making Texas'
regulation less restrictive. Texas
needs to remove the wording
from 289.252(0)(2).

Texas needs to make the above
changes to 289.252(0) in order
to meet the Compatibility
Category B designation assigned
to 10 CFR 32.74.

§289.252(p)(1)(F)

32.71(b)(8)

2007-3

Meets compatibility

§289.252(p)(2)(A)

32.71(c)(1)

2007-3

Meets compatibility

§289.252()(1)(A)())

32.72(a)(2)(i)

2007-3

Meets compatibility
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STATE SECTION NRC SECTION | RATS ID | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.252(r)(1)(A)(iii) 32.72(a)(2)(iii) 2007-3 B Meets compatibility
§289.252(r)(1)(A)(iv) 32.72(a)(2)(iv) 2007-3 B Meets compatibility
§289.252(r)(1)(A)(v) 32.72(a)(2)(v) 2007-3 B Meets compatibility
§289.252(r)(1)(C)(ii) 32.74 2006-1 B NRC comment per letter dated | Meets compatibility

Oct 5, 2009 -

Manufacture, preparation, or
transfer for commercial
distribution of radioactive
drugs containing byproduct
material for medical use under
part 35

Texas is more restrictive by
adding requirements to labeling
required for a syringe or vial.
Texas needs to remove
289.252(r)(1)(C)(ii)(11) & (I1I) from
its regulations.

Texas omits an equivalent
section to 10 CFR 32.72(b)(3)
from its regulations. Texas needs
to add equivalent text to
289.252(r).

Texas needs to make the above
changes to 289.252(r) in order to
meet the Compatibility Category
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STATE SECTION NRC SECTION | RATS ID | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
B designation assigned to 10
CFR 32.72.
§289.252(r)(3) 32.72(b) 2002-2 B Meets compatibility
§289.252(r)(3)(A) 32.72(b)(1) 2002-2 B Meets compatibility
§289.252(r)(3)(B) 32.72(b)(2) 2002-2 B Meets compatibility
§289.252(r)(3)(B)(i) 32.72(b)(2)(i) 2002-2 B Meets compatibility
§289.252(r)(3)(B)(ii) 32.72(b)(2)(ii) 2007-3 B Meets compatibility
§289.252(r)(3)(B)(iii) 32.72(b)(2)(iii) ? B Meets compatibility
§289.252(r)(3)(C) 32.74 2006-1 B NRC comment per letter dated | Meets compatibility

Oct 5, 2009 -

Manufacture, preparation, or
transfer for commercial
distribution of radioactive
drugs containing byproduct
material for medical use under
part 35

Texas is more restrictive by
adding requirements to labeling
required for a syringe or vial.
Texas needs to remove
289.252(r)(1)(C)(ii)(I1) & (I1I) from
its regulations.
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STATE SECTION NRC SECTION | RATS ID | CATEGORY SUBJECT and COMMENTS TX RESPONSE

Texas omits an equivalent

section to 10 CFR 32.72(b)(3)

from its regulations. Texas needs

to add equivalent text to

289.252(r).

Texas needs to make the above

changes to 289.252(r) in order to

meet the Compatibility Category

B designation assigned to 10

CFR 32.72.
§289.252(r)(3)(D) 32.72(b)(4) 2007-3 B Meets compatibility
§289.252(r)(3)(D)(i) 32.72(b)(4)(i) 2007-3 B Meets compatibility
§289.252(r)(3)(D)(ii) 32.72(b)(4)(ii) 2007-3 B Meets compatibility
§289.252(r)(3)(E) 32.72(b)(5) 2007-1 B Meets compatibility

2007-3
§289.252(r)(3)(E)(i) 32.72(b)(5)(i) 2007-3 B Meets compatibility
§289.252(r)(3)(E)(ii) 32.72(b)(5)(ii) 2007-3 B Meets compatibility
NA 32.72(b)(5)(iii) 2007-3 B TX does not have
Master Material
Licenses
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STATE SECTION NRC SECTION | RATS ID | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.252(r)(3)(E)(iii) 32.72(b)(5)(iv) 2007-3 B Meets compatibility
§289.252(r)(3)(E)(iv) 32.72(b)(5)(v) 2007-3 B Meets compatibility
§289.252(r)(3)(E)(v) 32.72(b)(5)(vi) 2007-3 B Meets compatibility
§289.252(x)(5) 30.34 2001-1 H&S NRC comment per letter dated | Meets compatibility

Jan 21, 2010 -

Terms and conditions of
licenses.

Texas omits the following from
its regulation for general and
specific licenses:

1) the phrase “under any chapter
of title 11 (Bankruptcy of the
United States Code”;

2) the sentences “An entity (as
that term is defined in 11 U.S.C.
101(14)) controlling the licensee
or listing the license or licensee
as property of the estate; or An
affiliate (as that term is defined in
11 U.S.C. 101(2)) of the
licensee.”; and

3) the phrase “or against” in
289.251 (i) (3) after “...or
involuntary petition for
bankruptcy by....."

Texas need to add the above
phrase and sentences to its
regulation in order to meet the

TX rule adopts the
essential objectives
and maintains
consistency of rule
language throughout
the chapter.
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STATE SECTION NRC SECTION | RATS ID | CATEGORY SUBJECT and COMMENTS TX RESPONSE
Compatibility Category H&S
designation assigned to 10 CFR
30.34”
§289.252(x)(9) 30.34(9) 2007-3 H&S Meets compatibility
§289.252(gg) 30.35 & 40.36 2003-1 H&S NRC comment per letter dated | TX will address this

Jan 21, 2010 -

Financial assurance and
recordkeeping for
decommissioning

Texas omits equivalent sections
to 10 CFR 40.36(a) & the intro
paragraph of 40.36(b) in
289.252(gg). Texas needs to
apply financial assurance and
decommissioning requirements
to “possession and use of more
than 100mCi of source material
in a readily dispersible form” and
“possession and use of
quantities of source material
greater than 10mCi but less than
or equal to 100mCi in a readily
dispersible form.”

Texas needs to make the above
change to 289.252(gg) in order
to meet the Compatibility
Category H&S designation
assigned to 10 CFR 40.36.

item in 2010 rule
revision.
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STATE SECTION NRC SECTION | RATS ID | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.252(kk)(1) 30.32(j) 2007-3 B Meets compatibility
§289.252(kk)(2) 30.34()) 2007-3 B Meets compatibility
§289.252(jj)(2) 40.36 2003-1 H&S NRC comment per letter dated | Meets compatibility

Jan 2, 2008 and Sept 29, 2009

Financial assurance and
recordkeeping for
decommissioning Texas uses
the words radioactive material to
encompass byproduct and
source material. However by
doing this and referencing Figure
289.252(jj)(2) Texas shows its
10°limits for natural thorium and
uranium at 10Ci, well above the
100mCi limit set in 10 CFR 40.36
for source material. Texas
should move natural thorium and
uranium in its table to the row
with the limit of 1.0uCi and a 10°
limit of 100mCi. Texas needs to
move natural uranium and
thorium in its Figure
289.252(jj)(2) in order to meet
the Compatibility category H&S
designation assigned to 10 CFR
40.36.
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.252(jj)(7)

30.72

2007-3

H&S

Meets compatibility
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