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 26, 2009

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:

The following final revisions to the Texas Regulations for Control of Radiation, 25 Texas
Administrative Code are available at: www.dshs.state.tx.us//radiation/rules.shtm. The
final changes to the regulations are shown as shaded text and correspond to the
following equivalent amendments to NRC's regulations.

§289.201 relating to General Provisions for Radioactive Material

§289.202 relating to Standards for Protection Against Radiation from Radioactive
Materials

§289.252 relating to Licensing of Radioactive Material

§289.256 relating to Medical and Veterinary Use of Radioactive Material (all NEW text
therefore no shaded text)

Rats ID Title State Section
2002-2 Medical Use of Byproduct Material §289.201
§289.202
Comment letter dated June 27, 2007 §289.252
Comment letter dated January 2, 2008 §289.256
2005-2 Medical Use of Byproduct Material-Recognition of §289.256

Specialty Boards-Part 35

Comment letter dated June 27, 2007

2006-1 Minor Amendments-Parts 20,30,32,35,40 and 70 §289.202
§289.252
Comment letter dated June 27, 2007 §289.256

Comment letter dated January 2, 2008
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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.

The following table also specifies a few items that are not compatible and provides
Texas' rationale for promulgating a regulation that is not compatible with NRC's
regulations.

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)(66) & (b)(73)

20.1003

2002-2

Meets compatibility.

§289.202(n)(6)

20.1301 (a) & (c)

2002-2

NRC comment per letters
dated June 27, 2007 and
January 2, 2008

Dose limits for individual
members of the public

Texas regulations omit 10 CFR
20.1301(c) “...a licensee may
permit visitors to an individual
who cannot be released, under
§35.75, to receive a radiation
dose greater than 0.1 rem (1
Mev) if ...”. Texas needs to add
the above section to meet the
Compatibility Category A
designation assigned to 10
CFR 20.1301.

Meets compatibility.

§289.252(r)(3)(A)

32.72(b)(1) &
(b)(2)(ii)

2002-2

The equivalent
requirement is
currently proposed
for revision to meet
compatibility with 10
CFR, 32.72(b)(1) &
(b)(2)(ii) as
reflected in TX letter
emailed on 8/11/09.
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STATE SECTION

NRC SECTION RATS

ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.252(r)(3)(B)(i)

32.72(b)(2)()) 2002-2

B

The equivalent
requirement is
currently proposed
for revision to meet
compatibility with 10
CFR, 32.72(b)(2)(i)
as reflected in TX
letter emailed on
8/11/09.

§289.252(0)(1)(H)

32.74(a) 2002-2

NRC comment per letter
dated June 27, 2007

Manufacture and distribution
of sources or devices
containing byproduct
material for medical use
Texas omits 10 CFR
32.74(a)(2)(vii) from its
regulations. Also Texas adds a
section (289.252 (0)(1)(H))
which does not appear in 10
CFR 32.74(a) Texas needs to
add section (a)(2)(vii) and
remove 289.252 (0)(1)(H) to
meet the Compatibility
Category B designation
assigned to 10 CFR 32.74(a).

Meets compatibility.
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STATE SECTION NRC SECTION RATS | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
ID

§289.201(b)(7) & (94) & 35.2 2002-2 B Meets compatibility.
§289.256(c)(3)-(5) & (25)

§289.256(c)(15), (22), (23), 2002-2 C Meets compatibility.
& (32)

§289.256(c)(20) & (c)(25) 2005-2 B Meets compatibility.
§289.256(c)(3)-(5), & (25) 2006-1 B Meets compatibility.
§289.256(c)(4)(E) 35.2 2002-2 B NRC comment per letters §289.256(c)(4)(E) is

2006-1 dated June 27, 2007 and required per the

January 2, 2008

Definitions: Authorized
nuclear pharmacist

Texas adds an additional
section (289.256(c)(4)(E)) to
their definition of Authorized
Nuclear Pharmacist. This
section makes this definition
more restrictive than NRC’s
definition. Texas needs to
remove section (E) from
289.256(c)(4) Authorized
Nuclear Pharmacist to meet
the Compatibility Category B
designation assigned to 10
CFR 35.2 Definition:
Authorized Nuclear
Pharmacist.

Texas Pharmacy
Act, Texas
Occupations Code,
Title 3, Subtitle J,
Chapters 551-566,
568 and 569.
Subparagraph (E)
of this definition will
remain in rule. To
remove this
language would put
the program in
conflict with state
law.
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STATE SECTION NRC SECTION ng‘S CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.256(d) 35.6 2002-2 C Meets compatibility.
§289.256(r) 35.11 2002-2 [C] Meets compatibility.
§289.256(f)(2), (9) & (h) 35.24(b) 2002-2 H&S Meets compatibility.
§289.256(i) 35.24(f) 2002-2 H&S Meets compatibility.
§289.256(s) 35.27 2002-2 H&S Meets compatibility.
§289.256(t) 35.40(a) & (b) 2002-2 H&S Meets compatibility.
§289.256(t)(4) 35.41(a) 2002-2 H&S Meets compatibility.
§289.256(u) 35.49 2002-2 [C] Meets compatibility.
§289.256(h) 35.50 2002-2 B Meets compatibility.
§289.256(h)(1)(B)ii)(I) 2006-1
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(h)(5)

35.50

2002-2
2005-2
2006-1

B

NRC comment per letters
dated June 27, 2007 and
January 2, 2008

Training for Radiation Safety
Officer

Texas cites the wrong
paragraph in 289.256(h)(5).
Texas states: “... has
successfully completed the
requirements in paragraph
(5)...”. Texas should state: “...
has successfully completed
the requirements in paragraph
(6)...”. Texas needs to change
289.256(h) to reflect the above
comment in order to meet the
Compatibility Category B
designation assigned to 10
CFR 35.50.

Meets compatibility.

§289.256()

§289.256(j)(1)(B)(ii) & (j)(3)

35.51

2002-2
2005-2

2006-1

Meets compatibility.
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(k)

35.55

2002-2
2005-2

B

NRC comment per letters
dated June 27, 2007 and
January 2, 2008

Training for an authorized
nuclear pharmacist

Texas states in 289.256(k)(1)
“... an agreement state and
who meets the requirements of
subparagraph (C) of this
paragraph.”. The statement
should be corrected to say “...
an agreement state and who
meets the requirements of
subparagraph (2)(C) of this
paragraph.” since
subparagraph (2)(C) is the
correct reference to NRC 10
CFR 35.55(b)(2). Texas needs
to make the above correction
in order to meet the
Compatibility Category B
designation assigned to 10
CFR 35.55.

Meets compatibility.

§289.256(1)

35.57

2002-2
2005-2

Meets compatibility.

§289.256(m)

35.59

2002-2
2006-1

Meets compatibility.
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STATE SECTION NRC SECTION RATS | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.256(v) 35.60 200I§-2 H&S Meets compatibility.
§289.256(w) 35.61 2002-2 H&S Meets compatibility.
§289.256(x) 35.63 2002-2 H&S Meets compatibility.
§289.256(z) 35.67 2002-2 H&S Meets compatibility.
§289.256(aa) 35.69 2002-2 H&S Meets compatibility.
§289.256(bb) 35.70 2002-2 H&S Meets compatibility.
§289.256(cc) 35.75 2002-2 C Meets compatibility.
2005-2

§289.256(dd) 35.80 2002-2 H&S Meets compatibility.

§289.256(ee) 35.92 2002-2 H&S Meets compatibility.

§289.256(ff) 35.100 2002-2 H&S Meets compatibility.
2005-2

§289.256(ff)(2)(B) 2006-1

§289.256(gg) 35.190 2002-2 B Meets compatibility.
2005-2

§289.256(hh) 35.200 38822 H&S Meets compatibility.
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STATE SECTION NRC SECTION RATS | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
ID

§289.256(ii) 35.204 2002-2 H&S Meets compatibility.

§289.256(jj) 35.290 2002-2 B Meets compatibility.
2005-2

§289.256(kk) 35.300 2002-2 H&S Meets compatibility.
2006-1

§289.256(ll) 35.310 2002-2 H&S Meets compatibility.

§289.256(mm) 35.315 2002-2 H&S Meets compatibility.

§289.256(nn) 35.390 2002-2 B Meets compatibility.
2005-2

§289.256(00) 35.392 2002-2 B Meets compatibility.
2005-2

§289.256(pp) 35.394 2002-2 B Meets compatibility.
2005-2

§289.256(rr) 35.400 2002-2 [C] Meets compatibility.

§289.256(ss) 35.404 2002-2 H&S Meets compatibility.

§289.256(tt) 35.406 2002-2 H&S Meets compatibility.

§289.256(uu) 35.410 2002-2 H&S Meets compatibility.
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STATE SECTION NRC SECTION ng‘S CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.256(vv) 35.415 2002-2 H&S Meets compatibility.
§289.256(ww) 35.432 2002-2 H&S Meets compatibility.
§289.256(xx) 35.433 2002-2 H&S Meets compatibility.
§289.256(yy) 35.457 2002-2 H&S Meets compatibility.
§289.256(zz) 35.490 2002-2 B Meets compatibility.

2005-2
§289.256(aaa) 35.491 2002-2 B Meets compatibility.
2005-2
§289.256(bbb) 35.500 2002-2 [C] Meets compatibility.
§289.256(ccc) 35.590 2002-2 B Meets compatibility.
2005-2
§289.256(ddd) 35.600 2002-2 [C] Meets compatibility.
§289.256(eee) 35.604 2002-2 H&S Meets compatibility.
§289.256(fff) 35.605 2002-2 H&S Meets compatibility.
§289.256(ggg) 35.610 2002-2 H&S Meets compatibility.
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STATE SECTION NRC SECTION RATS | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
§289.256(hhh) 35.615 200I§-2 H&S Meets compatibility.
§289.256(iii) 35.630 2002-2 H&S Meets compatibility.
§289.256(jjj) 35.632 2002-2 H&S Meets compatibility.
§289.256(kkk) 35.633 2002-2 H&S Meets compatibility.
§289.256(1Il) 35.635 2002-2 H&S Meets compatibility.
§289.256(mmm) 35.642 2002-2 H&S Meets compatibility.
§289.256(nnn) 35.643 2002-2 H&S Meets compatibility.
§289.256(000) 35.645 2002-2 H&S Meets compatibility.
§289.256(ppp) 35.647 2002-2 H&S Meets compatibility.
§289.256(qqq) 35.652 2002-2 H&S Meets compatibility.
§289.256(rrr) 35.655 2002-2 H&S Meets compatibility.
§289.256(sss) 35.657 2002-2 H&S Meets compatibility.
§289.256(1tt) 35.690 2002-2 B Meets compatibility.

2005-2
§289.256(uuu) 35.3045 2002-2 C Meets compatibility.
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STATE SECTION NRC SECTION RATS | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
ID
§289.256(vvv) 35.3047 2002-2 C Meets compatibility.
§289.201(g) & 35.3067 2002-2 C Meets compatibility.
§289.202(bbb)
§289.256(qq) 35.396 2005-2 B NRC comment per letters TX deleted the "or"
2006-1 dated June 27, 2007 and and replaced it with

January 2, 2008

Training for the parenteral
administration of unsealed
byproduct material requiring
a written directive. Texas
adds an “or” written at the end
of subsection 289.256(qq)(3).
This should be removed and
replaced with a “.”. Texas
needs to remove the “or’
written at the end of
subsection 289.256(qq)(3) and
replace it with a “.” in order to
meet the Compatibility
Category B designation
assigned to 10 CFR 35.396.

"and" as we
interpreted the
intent of 10 CFR
35.396(d)(1) to be
included with the
requirements of
35.396(a)-(c). TX
has determined that
this change was in
error and in the
future, will revise
§289.256(qq) to be
compatible with 10
CFR 35.396.
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STATE SECTION NRC SECTION RATS | CATEGORY | SUBJECT and COMMENTS | TX RESPONSE
ID
§289.252(r)(3)(B)(i) 32.72(b)(2)(ii) 2006-1 B NRC comment per letters The equivalent

dated June 27, 2007 and
January 2, 2008

Manufacture, preparation, or
transfer for commercial
distribution of radioactive
drugs containing byproduct
material for medical use
under part 35. Texas only
addressed part 35 changes in
this rulemaking. Texas will
need to address this section in
a future rulemaking in order to
meet the Compatibility
Category A designation
assigned to 10 CFR 20
Appendix B.

requirement is
currently proposed
for revision to meet
compatibility with 10
CFR, 32.72(b)(2)(ii)
as reflected in TX
letter emailed on
8/11/09.
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STATE SECTION NRC SECTION RATS | CATEGORY | SUBJECT and COMMENTS TX RESPONSE
ID
§289.252(0) 32.74 2006-1 B NRC comment per letters The equivalent
dated June 27, 2007 and requirement is
January 2, 2008 currently proposed
for revision to meet
Manufacture and distribution | compatibility with 10
of sources or devices CFR, 32.74 as
containing byproduct reflected in TX letter
material for medical use. emailed on 8/11/09.
Texas only addressed part 35
changes in this rulemaking.
Texas will need to address this
section in a future rulemaking
in order to meet the
Compatibility Category A
designation assigned to 10
CFR 20 Appendix B.
§289.256(u)(2) 35.49 2006-1 C Meets compatibility.
§289.256(k) 35.55 2006-1 B Meets compatibility.
§289.256(gg)(2) 35.190 2006-1 B TX will include ", or

equivalent
Agreement State
requirements; or
(c)(1)" in the future
revision of this rule
to meet
compatibility with 10
CFR 35.190.
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(gg)(3)(B) & (4)

35.190

2006-1

B

TX will include ", or
equivalent
Agreement State
requirements," in
the future revision
of this rule to meet
compatibility with 10
CFR 35.190.

§289.256(hh)(2)(B)

35.200

2006-1

H&S

TX will delete ", or
prior to the effective
date of this rule, the
requirements of
subsection (1)(2) of
this section for
imaging and
localization studies
not requiring a
written directive" in
the future revision
of this rule to meet
compatibility with 10
CFR 35.200

§289.256(jj)(1)(A)()

35.290(a)(1)

2006-1

Meets compatibility.
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(jj)(1)(B)

35.290(b)

2006-1

B

TX will include ", or
equivalent
Agreement State
requirements; or
(c)(1)" in the future
revision of this rule
to meet
compatibility with 10
CFR 35.290(b).

§289.256(jj)(1)(C)(ii)

35.290(c)(1)(ii)

2006-1

TX will include ", or
equivalent
Agreement State
requirements," in
the future revision
of this rule to meet
compatibility with 10
CFR
35.290(c)(1)(ii).

§289.256(jj)(1)(D)

35.290(c)(2)

2006-1

TX will include ", or
equivalent
Agreement State
requirements," in
the future revision
of this rule to meet
compatibility with 10
CFR 35.290(c)(2).
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(nn)(1)(B)

35.390(b)(1)(ii)

2006-1

B

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR
35.390(b)(1)(ii).

§289.256(nn)(1)(B)(vi)(IV)

35.390(b)(1)(ii)(G)(3)

2006-1

Meets compatibility.

§289.256(nn)(1)(C)

35.390(b)(2)

2006-1

TX will include ", or
equivalent
Agreement State
requirements"” in the
future revision of
this rule to meet
compatibility with 10
CFR 35.390(b)(2).

§289.256(00)(2)

35.392(b)

2006-1

TX will include ", or
equivalent
Agreement State
requirements; or
(c)" in the future
revision of this rule
to meet
compatibility with 10
CFR 35.392(b).
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(00)(3)(B)

35.392(c)(2)

2006-1

B

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.392(c)(2).

§289.256(00)(4)

35.392(c)(3)

2006-1

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.392(c)(3).

§289.256(pp)(2)

35.394(b)

2006-1

TX will include "or
equivalent
Agreement State
requirements; or
(c)" in the future
revision of this rule
to meet
compatibility with 10
CFR 35.394(b).
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(pp)(3)(B)

35.394(c)(2)

2006-1

B

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.394(c)(2).

§289.256(pp)(4)

35.394(c)(3)

2006-1

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.394(c)(3).

§289.256(qq)(1)

35.396(a)

2006-1

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.396(a).
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(qq)(2)

35.396(b)

2006-1

B

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.396(b).

§289.256(qq)(4)(B)

35.396(d)(2)

2006-1

TX will include ", or
equivalent
Agreement State
requirements," in
the future revision
of this rule to meet
compatibility with 10
CFR 35.396(d)(2).

§289.256(qq)(5)

35.396(d)(3)

2006-1

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.396(d)(3).

An Equal Employment Opportunity Employer and Provider




Cynthia C. Cardwell
August 26, 2009
Page 22

STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(zz)(2)(B)

35.490(b)(1)(ii)

2006-1

B

TX will include "or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR
35.490(b)(1)(ii).

§289.256(2z)(2)(C)

35.490(b)(2)

2006-1

TX will include "or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.490(b)(2).

§289.256(2z)(2)(D)

35.490(b)(3)

2006-1

TX will include "or
equivalent
Agreement State
requirements," in
the future revision
of this rule to meet
compatibility with 10
CFR 35.490(b)(3).
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STATE SECTION

NRC SECTION

RATS
ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(aaa)(1)

35.491(a)

2006-1

B

TX will include "or
equivalent
Agreement State
requirements; or
(b)" in the future
revision of this rule
to meet
compatibility with 10
CFR 35.491(a).

§289.256(aaa)(2)(C)

35.491(b)(3)

2006-1

TX will include ", or
equivalent
Agreement State
requirements," in
the future revision
of this rule to meet
compatibility with 10
CFR 35.491(b)(3).

§289.256(ttt)(2)(B)

35.690(b)(1)(ii)

2006-1

TX will include ", or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR
35.690(b)(1)(ii).

An Equal Employment Opportunity Employer and Provider




Cynthia C. Cardwell
August 26, 2009
Page 24

STATE SECTION

NRC SECTION RATS

ID

CATEGORY

SUBJECT and COMMENTS

TX RESPONSE

§289.256(ttt)(2)(C)

35.690(b)(2) 2006-1

B

TX will include "or
equivalent
Agreement State
requirements," in
the future revision
of this rule to meet
compatibility with 10
CFR 35.690(b)(2).

§289.256(ttt)(2)(D)

35.690(b)(3) 2006-1

TX will include "or
equivalent
Agreement State
requirements" in the
future revision of
this rule to meet
compatibility with 10
CFR 35.690(b)(3).
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