March 28, 2013

Dr. Augustinus Ong, Administrator
Radiological Health Section

Division of Public Health Services
Department of Health and Human Services
29 Hazen Drive

Concord, NH 03301-6504

Dear Dr. Ong:

We have reviewed the proposed changes to the New Hampshire regulations to Part He-P 4035
of the New Hampshire Rules for the Control of Radiation (NHRCR), received by our office on
December 7, 2012. These regulations were reviewed by comparison to the equivalent Nuclear
Regulatory Commission (NRC) rules in 10 CFR Parts 20, 30, 31, 32, 35, 16, 150 and the
requirements of the seven amendments identified in the enclosed State Regulation Status
(SRS) Data Sheet. We discussed our review of the regulations with you on March 22, 2013.

As a result of our review, we have 58 comments that have been identified in the enclosure.
Please note that we have limited our review to regulations required for compatibility and/or
health and safety. Under our current procedure, a finding that the New Hampshire regulations
meet the compatibility and health and safety categories of the equivalent NRC regulation may
only be made based on a review of the final New Hampshire regulations. However, we have
determined that if the proposed regulations that we reviewed were adopted, incorporating our
comments and without other significant change, they would meet the compatibility and health
and safety categories established in the Office of Federal and State Materials and
Environmental Management Programs (FSME) Procedure SA-200, “Compatibility Categories
and Health and Safety Identification for NRC Regulations and Other Program Elements.”

We request that when the proposed regulations are adopted and published as final regulations,
a copy of the “as published” regulations be provided to us for review. As requested in FSME
Procedure SA-201, “Review of State Regulatory Requirements,” please highlight the final
changes, and provide a copy to Division of Materials Safety and State Agreements, FSME.

The SRS Data Sheet summarizes our knowledge of the status of other New Hampshire
regulations, as indicated. Please let us know if you note any inaccuracies, or have any
comments on the information contained in the SRS Data Sheet. This letter, including the SRS
Data Sheet, is posted on the FSME website: http://nrc-stp.ornl.gov/rulemaking.html.
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If you have any questions regarding the comments, the compatibility and health and safety
categories, or any of the NRC regulations used in the review, please contact Kathleen Schneider
State Regulation Review Coordinator, at (301) 415-2320 (kathleen.schneider@nrc.gov) or
Stephen Poy at (301) 415-7135 (stephen.poy@nrc.gov).

Sincerely,

/RA/

Pamela J. Henderson, Deputy Director
Division of Materials Safety and State Agreements
Office of Federal and State Materials

and Environmental Management Programs

Enclosures:
1. New Hampshire SRS Data Sheet
2. Compatibility Comments
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COMPATIBILITY COMMENTS ON NEW HAMPSHIRE PROPOSED REGULATIONS

STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

1

4003.01(dg)

20.1003

1997-3
2002-2

A

Definitions: Public dose

In 4003.01(dg), the definition of Public
dose, New Hampshire (NH) needs to
insert the phrase “or to any other
source of radiation under the control
of a licensee or registrant” after “from
licensed or registered operators.”

NH needs to substitute the phrase
“dose received as a patient from
medical practices, or dose from
voluntary participation in medical
research programs.” with the phrase
“from any medical administration the
individual has received, from
exposure to individuals administered
radioactive material and released
under [NH’s equivalent to 10 CFR
35.75], or from voluntary participation
in medical research programs.”

NH needs make the above changes
in order to meet the Compatibility
Category A designation assigned to
10 CFR 20.1003 Definitions: Public
dose.

N/A

20.1301
(a) and (c)

1997-3
2002-2

Dose limits for individual members
of the public

NH did not submit their equivalent
regulation to 10 CFR 20.1301(a) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category A
designation assigned to 10 CFR
20.1301(a).




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

3

4032.07

32.72

2002-2
2006-1
2007-1
2007-3

B

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

NH did not submit their equivalent
regulation to 10 CFR 32.72 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
32.72.

4035.02(e)

35.2

2002-2
2006-1

Definitions: Authorized medical
physicist

NH needs to make the following
changes:

a) NH needs to replace “He-P
4035.25 or He-P4035.28” with
“He-P 4035.25(a) and He-P
4035.29” in their definition of
Authorized Medical Physicist in
4035.01(e).

b) NH omits the equivalent to
paragraphs (ii) and (iv) of the 10
CFR definition of Authorized
Medical Physicist from their
definition in 4035.01(e).

c) NH need to add “or teletherapy
physicist in 4035.01(e)(2).

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.2 Definition: Authorized
medical physicist.

4035.02
(f)

35.2

2002-2
2006-1

Definitions: Authorized nuclear
pharmacist

NH needs to make the following
changes:




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

a) NH needs to replace “He-P
4035.26 or He-P4035.28” with
“He-P 4035.26(a) and He-P
4035.29” in their definition of
Authorized Nuclear Pharmacist in
4035.02(f).

b) NH needs to add the word “or”
after “...that authorizes medical
use” and before “the practice of
nuclear medicine...” in
4035.02(f)(2).

c) NH needs to add the words “that
has been authorized to identify
authorized nuclear pharmacists”
after “...commercial nuclear
pharmacy” and before “issued by
an agency...” in 4035.02(f)(2).

d) NH needs to revise the phrase “or
the manufacture and distribution
of radiopharmaceuticals” in
4035.02()(2) to “or in accordance
with [NH equivalent to 10 CFR
32.72(b)(4)].”

e) NH omits the equivalent to
paragraphs 2(ii) and 2(iv) of the
10 CFR definition of Authorized
nuclear nharmacist from their
definition in 4035.02(f).

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.2 Definition: Authorized
nuclear pharmacist.

6 | 4035.02
(9)

35.2

2002-2
2006-1

Definitions: Authorized user

NH omits the equivalent to paragraph
2(ii) of the 10 CFR definition of
Authorized user from their definition in
4035.02(g).

NH needs to add the above provision
in order to meet the Compatibility
Category B designation assigned to
10 CFR 35.2 Definition: Authorized
user.




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

7

4035.02
(hh)

35.2

2002-2
2005-2
2006-1

B

Definitions: Radiation Safety
Officer

NH needs to make the following
changes:

a) NH needs to replace “He-P
4035.23 and He-P 4035.24; or
He-P 4035.28” with “He-P
4035.24(a) or (c)(1) and He-P
4035.29” in their definition of
Radiation Safety Officer.

b) NH needs to add the words
“specific medical use” after
“Agreement State” and before
“license” in 4035.02(hh)(2).

c) NH needs to remove the words
“or other equivalent permit or
license recognized by the Agency
for similar types and uses of
byproduct material” from their
definition of Radiation safety
officer in 4035.02(hh).

d) NH omits the equivalent to
paragraph 2(ii) of the 10 CFR
definition of Radiation Safety
Officer from their definition in
4035.02(hh).

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.2 Definition: Radiation
Safety Officer.

4035.02
(N

35.2

2002-2

Definitions: Sealed source

NH needs to change the word
“enclosed” to “encased” in their
definition of Sealed source.

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.2 Definition: Sealed
source.




STATE SECTION NRC SECTION RATS ID CATEGORY SUBJECT and COMMENTS
9 4035.22 35.49 2002-2 C Suppliers for sealed sources or
2006-1 devices for medical use
NH needs to add the wording
“Nuclear Regulatory Commission”
after “...an Agreement State” in
4035.22(a) and (b).
NH needs to make the above
changes to meet the Compatibility
Category C designation assigned to
10 CFR 35.49.
10 | 4035.24 35.50 2002-2 B Training for Radiation Safety
2005-2 Officer
2006-1
2009-1 NH omits an equivalent to 10 CFR
35.50(a)(1)(i) — (iii), (a)(2)(i) — (iii),
(c)(1), (d), and (e). NH needs to
include these provisions in 4035.24.
NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.50.
11 | 4035.25 35.51 2002-2 B Training for an authorized medical
2005-2 physicist
2006-1
2009-1 NH needs to make the following

changes:

a) NH omits a reference in 4035.25.
The first sentence should read
“Except as provided in 4035.28...”

b) NH omits an equivalent to 10 CFR
35.51(a)(1), (a)(2)(i) and (ii),
(a)(3), and (c).

¢) NH omits an equivalent to 10 CFR
35.51(b)(1), including (b)(1)(i)-(iv),
which needs to be essentially
identically.

d) NH needs to rewrite 4035.25(b)(2)
to read “Has obtained written
attestation that the individual has
satisfactorily completed the
requirements in 4035.25(c) and




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

(a)(1) and (a)(2), or 4035.25(b)(1)
and (c), and has achieved a level
of competency sufficient to
function independently as an
authorized medical physicist for
each type of therapeutic medical
unit for which the individual is
requesting authorized medical
physicist status. The written
attestation must be signed by a
preceptor authorized medical
physicist who meets the
requirements in §§ 4035.25,
4035.28, or equivalent Agreement
State or Nuclear Regulatory
Commission requirements for an
authorized medical physicist for
each type of therapeutic medical
unit for which the individual is
requesting authorized medical
physicist status; and...”

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.51.

12

4035.26

35.55

2002-2
2005-2

Training for an authorized nuclear
pharmacist

NH needs to make the following
changes:

a) NH needs to add the wording
“Except as provided in 4035.28,”
to the beginning of the
introductory paragraph and
remove the wording “or Licensing
State certification for NARM” from
the end of the introductory
paragraph.

b) NH omits an equivalent to 10 CFR
35.55(a)(1)-(a)(4) in 4035.25(a).
4035.25(a) is not essentially
identically as written to the
provisions in 10 CFR 35.55(a)(1)-

(@)4).




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

c) NH needs to remove the word
“Didactic” and add the wording
“200 hours of classroom and
laboratory” in front of the word
“training” in 4035.26(b)(1)a.

d) NH states in 4035.26(b)(2) “Has
obtained written certification...”
NH needs to change this to state
“Has obtained written
attestation...”

e) NH omits a reference to an
equivalent regulation for 10 CFR
35.55(a)(1), (a)(2), and (a)(3) in
4035.26(b)(2).

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.55.

13

4035.28

35.57

2002-2
2005-2
2009-1

Training for experienced Radiation
Safety Officer, teletherapy or
medical physicist, authorized user,
and nuclear pharmacist

NH needs to make the following
changes:

a) NH omits an equivalent to 10 CFR
35.57(a), including (a)(1) and
(a)(2), which needs to be
essentially identically.

b) NH omits an equivalent to 10 CFR
35.57(b), including (b)(1) and
(b)(2), which needs to be
essentially identically.

c) NH omits an equivalent to 10 CFR
35.57(c).

NH needs to make the above
changes to meet the compatibility
Category B designation assigned to
10 CFR 35.57.




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

14

4035.34

35.60

2002-2

H&S

Possession, use, and calibration of
instruments to measure the activity
of unsealed byproduct

NH needs to make the following
changes:

a) NH needs to replace the word
“Testing” with “Calibration” and
insert the word “Used” after
“...Instruments” and before “to
Measure...” in the introductory
paragraph of 4035.34.

b) NH needs to replace the word
“test” with “calibrate” after
“...shall” and before “the
instrumentation...” in 4035.34(b).

c) NH needs to remove 4035.34(c)
from its regulations.

NH needs to make the above
changes to meet the compatibility
Category H&S designation assigned
to 10 CFR 35.60.

15

4035.36

35.63

2002-2

H&S

Determination of dosages of
unsealed byproduct material for
medical use

NH needs to make the following
changes:

a) NH omits an equivalent to 10 CFR
35.63(b)(2)(ii).

b) NH needs to add the wording
“does not fall within the prescribed
dosage range or if the dosage”
after “if the dosage” and before
“differs from the prescribed
dosage” in 4035.36(d).

NH needs to make the above
changes to meet the Category H&S
designation assigned to 10 CFR
35.63.




STATE SECTION NRC SECTION RATS ID CATEGORY SUBJECT and COMMENTS
16 | 4035.46 35.100 2002-2, H&S Use of unsealed byproduct
2005-2 material for uptake, dilution, and
2006-1 excretion studies for which a
2007-3 written directive is not required
NH needs to replace the phrase
“specified in He-P 4035.48, He-P
4035.51” to “specified in He-P
4035.51, or 4035.55 and
4035.51(c)(1)b.7” in He-P 4035.46(b).
NH needs to make the above change
to meet the Category H&S
designation assigned to 10 CFR
35.100.
17 | 4035.48 35.190 2002-2 B Training for uptake, dilution and
2005-2 excretion studies
2006-1
2007-1 NH needs to make the following
2009-1 changes:

a) NH needs to rewrite 4035.48(a) to
read “Meets the requirements in
4035.48(c)(2), is certified by a
medical specialty board whose
certification process includes all of
the requirements in He-P
4035.48(c)(1) and whose
certification process has been
recognized by the Nuclear
Regulatory Commission or an
Agreement State.”

b) NH does not have an equivalent
regulation to 10 CFR 35.190(a)(1)
and (2).

c) NH omits the phrase “..., including
a minimum of 8 hours of
classroom and laboratory
training,” after “training and
experience” and before “in basic
radionuclide handling techniques”
in 4035.48(c)(1).

d) NH omits the phrase “and
radiation safety” after “techniques”
and before “applicable” in




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

4035.48(c)(1).

e) NH needs to replace the phrases
in 4035.48(c)(1)b and
4035.48(c)(2) “requirements in
He-P 4035.48, He-P 4035.51 or
He-P 4035.55” with the phrase
“requirements in He-P 4035.28,
He-P 4035.48, 4035.51, or He-P
4035.55.”

f) NH needs to replace the word
“byproduct” with the word
“radioactive” in 4035.48(c)(1)b.1.
Presently, NH'’s definition of
byproduct material is missing
parts (3) and (4) of the definition
for byproduct material as provided
in 10 CFR 20.1003.

g) NH states in 4035.48(c)(2) “Has
obtained written certification...”
NH needs to change this to state
“Has obtained written
attestation...”

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.190.

18

4035.49

35.200

2002-2
2005-2
2006-1
2007-3

H&S

Use of unsealed byproduct
material for imaging and
localization studies for which a
written directive is not required

NH needs to make the following
changes:

a) NH needs to add the word
“‘unsealed” after “...any” and
before “byproduct material...” in
the introductory paragraph of
4035.49.

b) NH needs to add the wording “or
He-P 4035.55 and
4035.51(c)(1)b.7” after
“...specified in He-P 4035.51” in
4035.49(b).

10




STATE SECTION NRC SECTION RATS ID CATEGORY | SUBJECT and COMMENTS
NH needs to make the above
changes to meet the Category H&S
designation assigned to 10 CFR
35.200.
19 | 4035.51 35.290 2002-2 B Training for imaging and
2005-2 localization studies
2006-1
2007-1 NH needs to make the following
2009-1 changes:
a) In the introductory paragraph, NH

b)

has the incorrect reference to the
equivalent regulation in 10 CFR
35.200. NH needs to change “He-
P 4035.46” to “He-P 4035.49”

NH needs to rewrite 4035.51(a) to
read “Meets the requirements in
4035.51(c)(2), is certified by a
medical specialty board whose
certification process includes all of
the requirements in He-P
4035.51(c)(1) and whose
certification process has been
recognized by the Nuclear
Regulatory Commission or an
Agreement State.”

NH did not submit an equivalent
regulation to 10 CFR 35.290(a)(2)
for review.

NH omits a reference in
4035.51(b). The sentence should
read “Is an authorized user under
He-P 4035.55 and meets the
requirements in
4035.51(c)(1)b.7,...”

NH omits the phrase “..., including
a minimum of 80 hours of
classroom and laboratory
training,” after “training and
experience” and before “in basic
radionuclide handling techniques”
in 4035.51(c)(1).

NH needs to include their
equivalent reference to 10 CFR
35.57, which is 4035.28, in
4035.51(c)(1)(b) and (c)(2).

11




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

g) NH omits a reference in
4035.51(c)(1)b. The sentence
should read “...He-P 4035.55 and
4035.51(c)(1)b.7., or
equivalent...”

h) NH needs to remove the word
“byproduct” from 4035.51(c)(1)b.6
and insert the words “of
radioactive drugs” between the
words “dosages” and “to
patients...”

i) NH states in 4035.51(c)(2) “Has
obtained written certification...”
NH needs to change this to state
“Has obtained written
attestation...”

i) NH omits a reference to the
equivalent regulation for 10 CFR
35.100 in 4035.51(c)(2). The
sentence should read
“...independently function as an
authorized user for the medical
uses authorized under He-P
4035.46 and He-P 4035.49.”

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.290.

20

4035.52

35.300

2002-2
2006-1
2007-3

H&S

Use of unsealed byproduct
material for which a written
directive is required

NH needs to make the following
changes:

a) NH needs to add the wording “or
equivalent regulations of another
Agreement State or the Nuclear
Regulatory Commission” after
“...these regulations” in
4035.52(a).

b) In4035.52(b), NH needs to omit
the reference to He-P 4035.28
and replace it with He-P 4035.19.

c) NH needs to remove the wording

12




STATE SECTION NRC SECTION RATS ID CATEGORY SUBJECT and COMMENTS
“Radioactive Drug Research
Committee-approved application”
from 4035.52(c) and (d).
NH needs to make the above
changes to meet the Category H&S
designation assigned to 10 CFR
35.300.
21 | 4035.55 35.390 2002-2 B Training for use of unsealed
2005-2 byproduct material for which a
2006-1 written directive is required
2009-1

NH needs to make the following
changes:

a) In the introductory paragraph of
4035.55, NH needs to add the
word “unsealed” after
“...authorized user of” and before
“byproduct material...”

b) NH omits an equivalent to 10 CFR
35.390(a), including (a)(1) and
(a)(2), that is essentially
identically.

c) NH omits the phrase “...including
a minimum of 200 hours of
classroom and laboratory
training,” after “training and
experience” and before “in basic
radionuclide handling techniques”
in 4035.55(b)(1).

d) NH needs to include their
equivalent reference to 10 CFR
35.57, which is 4035.28, in
4035.55(b)(1)b. and (b)(3).

e) NH needs to change the word
“byproduct” to “the word
“‘radioactive” in 4035.55(b)(1)b.1.
Presently, NH'’s definition of
byproduct material is missing
parts (3) and (4) of the definition:
Byproduct material as provided in
10 CFR 20.1003.

f) NH needs to remove
4035.55(b)(1)b.6 and b.7 from its
regulations.

13




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

g) In 4035.55(b)(2), NH needs to
remove the sentence “This
experience may be obtained
concurrently with the supervised
work experience required by He-P
4035.55(b)(1)b” from its
regulations.

h) NH needs to add the words “for
which a written directive is
required” at the end of
4035.55(b)(2)a., c., and d.

i) NH needs to remove the sentence
“Experience with at least 3 cases
in category (b) also satisfies the
requirement in category (a)” from
4035.55(b)(2)b.

i) NH states in 4035.55(b)(3) “Has
obtained written certification...”
NH needs to change this to state
“Has obtained written
attestation...”

k) NH needs to rewrite 4035.55(b)(3)
to read “...the individual has
satisfactorily completed the
requirements in He-P
4035.55(b)(1) or He-P
4035.55(a)(1) and (b)(2)...”

NH needs to make the above
changes to meet the compatibility
Category B designation assigned to
10 CFR 35.390.

22

4035.56

35.392

2002-2
2005-2
2009-1

Training for the oral administration
of sodium iodide 1-131 requiring a
written directive in quantities less
than or equal to 1.22
Gigabecquerels (33 millicuries)

NH needs to make the following
changes:

a) NH needs to rewrite 4035.56(a) to
read “Is certified by a medical
specialty board whose certification
process includes all of the
requirements of He-P 4035.56(c)

14




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

and whose certification process
has been recognized by the
Nuclear Regulatory Commission
or an Agreement State and who
meets the requirements of
4035.56(c)(3). (The names of
board certifications which have
been recognized by the
Commission or an Agreement
State will be posted on the NRC's
Web page.); or...”

NH needs to include their
equivalent reference to 10 CFR
35.57, which is 4035.28, in
4035.56(c)(2) and (c)(3).

NH needs to remove the word
“‘unsealed” from 4035.56(c)(2)d.
NH needs to remove the words
“greater than” from 4035.56(c)(2)f.
and replace the words with “less
than or equal to” in the sentence.
NH needs to replace the word
“certification” with “attestation” in
4035.56(c)(3).

NH needs to remove the words
“...of unsealed byproduct material
using sodium iodide 1-131 in
activities less than or equal to
1.22 gigabecquerels (33
millicuries)” from the first sentence
in 4035.56(c)(3) and replace the
words with “authorized under
4035.52.”

NH needs to replace the words
“The written certification must be
signed by a preceptor authorized
user, who meets the requirements
of He-P 4035.55(b), He-P
4035.57, or equivalent Agreement
State or Nuclear Regulatory
Commission requirements.” with
the words “The written attestation
must be signed by a preceptor
authorized user who meets the
requirements in He-P 4035.28,
He-P 4035.55, He-P 4035.56, and
He-P 4035.57 or equivalent

15




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

Agreement State or Nuclear
Regulatory Commission
requirements.” in 4035.56(c)(3).

NH needs to make the above
changes to meet the compatibility
Category B designation assigned to
10 CFR 35.392.

23

4035.57

35.394

2002-2
2005-2
2006-1
2009-1

Training for the oral administration
of sodium iodide 1-131 requiring a
written directive in quantities
greater than 1.22 Gigabecquerels
(33 millicuries)

NH needs to make the following
changes:

a) NH needs to rewrite 4035.57(a) to
read “Is certified by a medical
specialty board whose certification
process includes all of the
requirements in 4035.57 (c)(1)
and (c)(2), and whose certification
has been recognized by an
Agreement State or the Nuclear
Regulatory Commission, and who
meets the requirements in
4035.57(c)(3). (The names of
board certifications which have
been recognized by the Nuclear
Regulatory Commission or an
Agreement State will be posted on
the NRC's Web page.); or’

b) NH needs to include their
equivalent reference to 10 CFR
35.57, which is 4035.28, in
4035.57(c)(2) and (c)(3).

c) NH needs to remove the word
“‘unsealed” from 4035.57(c)(2)d.

d) NH needs to replace the word
“certification” with “attestation” in
4035.57(c)(3).

e) NH needs to remove the words
“...of unsealed byproduct material
using sodium iodide 1-131 in
activities less than or equal to

16




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

1.22 gigabecquerels (33
millicuries)” from the first sentence
in 4035.57(c)(3) and replace the
words with “authorized under
4035.52.”

NH needs to replace the words
"The written certification must be
signed by a preceptor authorized
user, who meets the requirements
of He-P 4035.55(b), He-P
4035.57, or equivalent Agreement
State or Nuclear Regulatory
Commission requirements.” with
the words “The written attestation
must be signed by a preceptor
authorized user who meets the
requirements in He-P 4035.28,
He-P 4035.55, He-P 4035.56, and
He-P 4035.57 or equivalent
Agreement State or Nuclear
Regulatory Commission
requirements.” in 4035.57(c)(3).

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.394.

24

4035.66

35.490

2002-2
2005-2
2006-1
2009-1

Training for use of manual
brachytherapy sources

NH needs to make the following
changes:

a)

NH needs to rewrite 4035.66(a) to
read an equivalent statement to
10 CFR 35.490(a), including (a)(1)
and (a)(2).

NH needs to include their
equivalent reference to 10 CFR
35.57, which is 4035.28, in
4035.66(b)(1)b and (b)(2).

NH needs to add the words “Has
completed” to the beginning of the
first sentence in 4035.66(b)(2).
NH needs to add the words “the
Royal College of Physicians and
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

Surgeons of Canada” after
“...Graduate Medical Education”
and before “or the Committee on
Postdoctoral Training of the
American Osteopathic
Association” to the first sentence
in 4035.66(b)(2).

NH omits an equivalent reference
to 10 CFR 35.490(a)(1) in
4035.66(b)(3).

NH needs to replace the word
“certification” with “attestation” in
4035.66(b)(3).

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.490.

25

4035.67

35.491

2002-2
2005-2
2006-1
2009-1

Training for ophthalmic use of
strontium-90

NH needs to make the following
changes:

a)

NH needs to delete the words
“Licensing State certification for
NARM” and insert the word “or”
after the words “He-P 4035.66” in
4035.67(a).

NH needs to include the words “at
a medical institution, clinic, or
private practice” after the words
“‘under the supervision of an
authorized user” in 4035.67(b)(2).
NH needs to replace the word
“certification” with “attestation” in
4035.67(b)(3).

NH needs to include their
equivalent reference to 10 CFR
35.57, which is 4035.28, in
4035.67(b)(3).

NH needs to replace the words
“paragraphs (1) and” with the
word “paragraph” in
4035.67(b)(3).
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.491.

26

4035.78

35.632

2002-2

H&S

Full calibration measurements on
teletherapy units

NH needs to remove “+/- 5 percent”
from 4035.78(b)(1) and replace it with
“+/- 3 percent.”

NH needs to make the above change
in order to meet the Category H&S
designation assigned to 10 CFR
35.632.

27

4035.81

35.642

2002-2

H&S

Periodic spot-checks for
teletherapy units

NH needs to add the word “written”
between “...in accordance with” and
“procedures established by...” to
4035.81(b).

NH needs to make the above change
to meet the Category H&S
designation assigned to 10 CFR
35.642.

28

4035.83

35.645

2002-2

H&S

Periodic spot-checks for gamma
stereotactic radiosurgery units

In 4035.83(b)(2), NH needs to replace
“He-P 4035.83(a)(1)” with “He-P
4035.83(a).”

NH needs to make the above
changes to meet the Category H&S
designation assigned to 10 CFR
35.645.

29

4035.73

35.690

2002-2
2005-2
2006-1
2009-1

Training for use of remote
afterloader units, teletherapy units,
and gamma stereotactic
radiosurgery units

19
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NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

NH needs to make the following
changes:

a)

h)

NH omits an equivalent to 10 CFR
35.690(a), including (a)(1) and
(a)(2), which needs to be
essentially identically.

NH needs to include their
equivalent reference to 10 CFR
35.57, which is 4035.28, in
4035.73(b)(2), (b)(3) and (b)(4).
NH needs to add the words “Has
completed” to the beginning of the
first sentence in 4035.73(b)(3).
NH needs to add the words “the
Royal College of Physicians and
Surgeons of Canada” after
“...Graduate Medical Education”
and before “or the Committee on
Postdoctoral Training of the
American Osteopathic
Association” to the first sentence
in 4035.73(b)(3).

NH needs to replace the word
“certification” with “attestation” in
4035.73(b)(4).

NH omits an equivalent reference
to 10 CFR 35.690(a)(1) and (c) in
4035.73(b)(4).

NH needs to add the equivalent of
“The written attestation must be
signed by a preceptor authorized
user who meets the requirements
in §§ 35.57, 35.690, or equivalent
Agreement State requirements for
an authorized user for each type
of therapeutic medical unit for
which the individual is requesting
authorized user status...”

NH omits an equivalent to 10 CFR
35.690(c).

NH needs to make the above
changes to meet the Compatibility
Category B designation assigned to
10 CFR 35.690.
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RATS ID
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30

4035.117

35.3045

2002-2

C

Report and notification of a
medical event

NH needs to make the following
changes:

a)

NH needs to add the wording “or
dose that would have resulted
from the prescribed dosage”
between “...prescribed dose” and
“by more than...” in
4035.117(a)(1).

NH needs to add the wording “or
more” between “50 percent” and
“of the dose...” in 4035.117(a)(3).
NH needs to revise the third
sentence in 4035.117(e) to read
“If the referring physician or the
affected individual cannot be
reached within 24 hours, the
licensee shall notify the individual
as soon as possible thereafter.
The licensee may not delay any
appropriate medical care for the
individual, including any
necessary remedial care as a
result of the medical event,
because of any delay in
notification.”

NH needs to make the above
changes to meet the Compatibility
Category C designation assigned to
10 CFR 35.3045.

31

N/A

35.3047

2002-2

Report and notification of a dose to
an embryo/fetus or a nursing child

NH omitted the equivalent regulations
corresponding to 10 CFR 35.3047.

NH needs to add the above regulation
in order to meet the Compatibility
Category C designation assigned to
10 CFR 35.3047.
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RATS ID

CATEGORY

SUBJECT and COMMENTS

32

N/A

35.396

2005-2
2006-1
20091

B

Training for the parenteral
administration of unsealed
byproduct material requiring a
written directive.

NH omitted the equivalent regulation
to 10 CFR 35.396 for review.

NH needs to add the above regulation
in order to meet the Compatibility
Category B designation assigned to
10 CFR 35.396.

33

N/A

20. Appendix B

2006-1
2007-3

Standards For Protection Against
Radiation “List of Elements”

NH did not submit their equivalent to
10 CFR Part 20, Appendix B for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category A
designation assigned to 10 CFR Part
20, Appendix B.

34

4003.01(v)

20.1003
30.4
150.3

2007-3

H&S

Definition: Byproduct Material

NH omits (3) and (4) of the definition
byproduct materials as provided in 10
CFR 20.1003 in their definition of
byproduct material.

NH needs make the above change in
order to meet the Compatibility
Category H&S designation assigned
to 10 CFR 20.1003 Definitions:
Byproduct material.

35

4003.01

20.1003
30.4
150.3

2007-3

H&S

Definition: Discrete source

NH did not submit their equivalent
regulation for a definition of discrete
source to 10 CFR 20.1003 for review.

NH needs to provide for review the
above equivalent regulation in order
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NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

to meet the Compatibility Category
H&S designation assigned to 10 CFR
20.1003 Definitions: Discrete source.

36 | 4003.01

20.1003
30.4

2007-3

H&S

Definition: Particle accelerator

NH did not submit their equivalent
regulation for a definition of particle
accelerator to 10 CFR 20.1003 for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category
H&S designation assigned to 10 CFR
20.1003 Definitions: Particle
accelerator.

37 | 4003.01

20.1003
61.2

2007-3

Definition: Waste

NH needs to include the wording
“Waste means those low-level
radioactive wastes containing source,
special nuclear, or byproduct material
that are acceptable for disposal in a
land disposal facility. For the
purposes of this definition, low-level
radioactive waste means radioactive
waste not classified as high-level
radioactive waste, transuranic waste,
spent nuclear fuel, or byproduct
material as defined in paragraphs (2),
(3), and (4) of the definition of
Byproduct material set forth in this
section.” in their wording for the
definition of waste in 4003.01.

NH needs make the above change in
order to meet the Compatibility
Category B designation assigned to
10 CFR 20.1003: Definitions.

38 | N/A

20.2001 (a)(4)

2007-3

General requirements

NH did not submit their equivalent
regulation to 10 CFR 20.2001(a)(4)
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STATE SECTION

NRC SECTION

RATS ID CATEGORY

SUBJECT and COMMENTS

for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category C
designation assigned to 10 CFR
20.2001(a)(4).

39

N/A

20.2006 (e)

2007-3 B

Transfer for disposal and
manifests

NH did not submit their equivalent
regulation to 10 CFR 20.2006(e) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
20.2006(e).

40

N/A

20.2008

2007-3 B

Disposal of 11e.(3) and 11e.(4)
byproduct material

NH did not submit their equivalent
regulation to 10 CFR 20.2008 for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
20.2008.

41

N/A

30.3(a)

2007-3 C

Activities requiring license

NH did not submit their equivalent
regulation to 10 CFR 30.3(a) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category C
designation assigned to 10 CFR
30.3(a).
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RATS ID
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SUBJECT and COMMENTS

42

N/A

30.4

2007-3

C

Definition: Consortium

NH did not submit their equivalent
regulation for a definition of
consortium to 10 CFR 30.4 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category C
designation assigned to 10 CFR 30.4.

43

N/A

30.15 (a)(1)(viii)

2007-3

Certain items containing byproduct
material

NH did not submit their equivalent
regulation to 10 CFR 30.15(a) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
30.15(a).

44

N/A

30.18 (b)

2007-3

Exempt quantities

NH did not submit their equivalent
regulation to 10 CFR 30.18(b) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
30.18(b).

45

4030.03 (e)

30.20 (a)

2007-3

Gas and aerosol detectors
containing byproduct material

NH did not submit their equivalent
regulation to 10 CFR 30.20(a) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
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NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

designation assigned to 10 CFR
30.20(a).

46

4030.06 (i)

30.32 (g)

2007-3

Application for specific licenses

NH did not submit their equivalent
regulation to 10 CFR 30.32(g) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category C
designation assigned to 10 CFR
30.32(g).

47

N/A

30.32 (j)

2007-3

Application for specific licenses

NH did not submit their equivalent
regulation to 10 CFR 30.32(j) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
30.32(j).

48

N/A

30.34(g)

2007-3

H&S

Terms and conditions of licenses

NH did not submit their equivalent
regulation to 10 CFR 30.34(qg) for
review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category
H&S designation assigned to 10 CFR
30.34(g).

49

N/A

30.34())

2007-3

Terms and conditions of licenses
NH did not submit their equivalent
regulation to 10 CFR 30.34(j) for
review.

NH needs to provide for review the
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NRC SECTION

RATS ID CATEGORY

SUBJECT and COMMENTS

above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
30.34(j).

50 | 4031.04

31.5 (b)(1) &
(c)(13)

2007-3 C

Certain detecting, measuring,
gauging, or controlling devices
and/or an ionizing atmosphere

NH did not submit their equivalent
regulation to 10 CFR 31.5 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category C
designation assigned to 10 CFR 31.5.

51 | N/A

31.12

2007-3 C

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

NH did not submit their equivalent
regulation to 10 CFR 31.12 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category C
designation assigned to 10 CFR
31.12.

52 | N/A

32.57

2007-3 B

Calibration or reference sources
containing americium-241 or
radium- 226: Requirements for
license to manufacture or initially
transfer

NH did not submit their equivalent
regulation to 10 CFR 32.57 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
32.57.

27




STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

53

N/A

32.58

2007-3

B

Same: labeling of devices

NH did not submit their equivalent
regulation to 10 CFR 32.58 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
32.58.

54

N/A

32.59

2007-3

Same: Leak testing of each source

NH did not submit their equivalent
regulation to 10 CFR 32.59 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
32.59.

55

N/A

32.71(b)(8) &
(c)(1)

2007-3

Manufacture and distribution of
byproduct material for certain in
vitro clinical or laboratory testing
under general license

NH did not submit their equivalent
regulation to 10 CFR 32.71 for review.

NH needs to provide for review the
above equivalent regulation in order
to meet the Compatibility Category B
designation assigned to 10 CFR
32.71.

56

N/A

35.2

2007-3

H&S

Definition: Positron Emission
Tomography (PET) radionuclide
production facility

NH did not submit their equivalent
definition for Positron Emission
Tomography (PET) radionuclide
production facility for review.

NH needs to provide for review the
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STATE SECTION

NRC SECTION

RATS ID

CATEGORY

SUBJECT and COMMENTS

above equivalent regulation in order
to meet the Compatibility Category
H&S designation assigned to 10 CFR
35.2 Definition: Positron Emission
Tomography (PET) radionuclide
production facility.

57

4035.36

35.63(b)(2)(ii),
(b)(2)(iii), & (c)(3)

2007-3

H&S

Determination of dosages of
unsealed byproduct material for
medical use

NH needs to make the following
changes:

a) NH did not submit their equivalent
regulation to 10 CFR
35.63(b)(2)(ii) for review.

b) NH needs to add the wording
“does not fall within the prescribed
dosage range or if the dosage”
after “if the dosage” and before
“differs from the prescribed
dosage” in 4035.36(d).

NH needs to make the above
changes to meet the Category H&S
designation assigned to 10 CFR
35.63.

58

4030.08

30.72

2007-3

H&S

Schedule C — Quantities of
radioactive material requiring
consideration of the need for an
emergency plan for responding to
arelease

NH omitted radium-226 from the
equivalent table to Schedule C.

NH needs to add the above regulation
in order to meet the Compatibility
Category H&S designation assigned
to 10 CFR 30.72.
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