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October 16, 2014 

 
Pamela J. Henderson, 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, DC 20555-0001 
 
       Re: 2014 Alabama Rules Revisions 
 
Dear Ms. Henderson: 
 
 
 The Agency has reviewed the comments received in your letter dated May 2, 2014.  
Attached you will find our response to your comments.  Responses are color coded to the 
comment received.  This rule making was allowed to die because comments received resulted in 
some substantive changes to our x-ray rules; Therefore, the rules package (with all comments 
incorporated, including those from the NRC) went back out for public comment the last week of 
August.  There were no public comments pertaining to agreement material rules received during 
either comment period.  I had inquired and been told that since no changes, other than those that 
address the NRC comments, were made to the byproduct materials rules sections, another review 
by the NRC was not necessary during the second comment period.   
 
In their meeting on October 15, 2014, the State Committee on Public Health approved the final 
version of these rules.  They are to be published with an effective date of December 1, 2014.  
Copies of these rules are being sent to you electronically. 
 
If you have any questions, please feel free to contact me. 
 
 
        Sincerely, 

         
 
        David Walter, Director 
        Office of Radiation Control 
Attachment 
DW 
 

State Health Officer 
Donald E. Williamson, MD 

P U B L I C H E A L T H 
S T A T E   O F   A L A B A M A   D E P A R T M E N T O F  



 

COMPATIBILITY COMMENTS ON ALABAMA PROPOSED REGULATIONS 
 

 
STATE SECTION 

 
NRC SECTION 

 
RATS ID 

 
CATEGORY 

 
SUBJECT and COMMENTS Response 

1 420-3-26-.02 
(21) 
 
 
 
 

71.97 
 

2004-1 B Advanced notification of shipment of 
nuclear waste 
 
AL needs to incorporate 71.97(a)(2) by 
reference. 
 
AL needs to incorporate 71.97(a)(2) by 
reference in order to meet the 
Compatibility Category B designation 
assigned to 10 CFR 71.97.  
 
(Comment partially resolved from 
letter dated August 30, 2010) 

Added 71.97(a)(2) by deleting it from the 
NOT INCORPORATED BY 
REFERENCE list in .02(21)(a)2. 

2 420-3-26-
.02(10)(t) 

32.72 
 

2007-1 
2007-3 

B 
 

Manufacture, preparation, or transfer 
for commercial distribution of 
radioactive drugs, containing 
byproduct material for medical use 
under Part 35 
 
AL does not have equivalent regulations 
corresponding to 10 CFR 32.72(a)(2)(iv), 
32.72(b)(3), 32.72(b)(4), 32.72(b)(5)(iii), 
or 32.72(b)(5)(v). 
 
AL needs to rewrite 420-3-26-
.02(10)(t)1.(ii)(II) and (III) to read “(II) 
Registered or licensed with the Alabama 
Board of Pharmacy or another state 
agency as a drug manufacturer, (III) 
Licensed as a pharmacy by the Alabama 
Board of Pharmacy or another State 
Board of Pharmacy; [insert equivalent 

32.72(a)(2)(iv) added as 420-3-26-
.02(10)(t)1.(ii)(IV); 32.72(b)(5)(iii) and 
32.72(b)(5)(v) added as 420-3-26-.02(t)5. 
The way we interpret 32.72(b)(3) (“The 
actions authorized in paragraphs (b)(1) and 
(b)(2) of this section are permitted in spite of 
more restrictive language in license 
conditions.”)  it says you can never have a 
circumstance that would override rules 
32.72(b)(1) or (2).  We questioned the NRC 
regarding this.  NRC answered “10 CFR 
32.72(b)(3) came into existence when a 
final rule was published on December 2, 
1994.  This rulemaking is RATS ID 
1995-1.  While that RATS ID does not 
break out specific sections of 10 CFR 
32.72 and their associated compatibility it 
does show that at that time (and still 
currently) all of 10 CFR 32.72 is a 



 

 
STATE SECTION 

 
NRC SECTION 

 
RATS ID 

 
CATEGORY 

 
SUBJECT and COMMENTS Response 

text to 10 CFR 32.72(a)(2)(iv)].”  
 
AL needs to insert their equivalent 
reference to 10 CFR 32.72(a)(2)(iv) in 
420-3-26-.02(10)(t)2.  
 
AL needs to insert their equivalent 
reference to 10 CFR 32.72(b)(4) in 420-
3-26-.02(10)(t)2.(i).  
 
AL needs to rewrite 420-3-
26.02(1)(t)2.(ii) to read “… to work as an 
authorized nuclear pharmacist if:  (I) This 
individual qualifies as an authorized 
nuclear pharmacist as defined in 420-3-
26-.07(2), (II)This individual meets the 
requirements in 420-3-26-.07(28)(b) and 
420-3-26-.07(30) and the licensee has 
received an approved license amendment 
identifying this individual as an 
authorized nuclear pharmacist; or (III) 
This individual is designated as an 
authorized nuclear pharmacist in 
accordance with paragraph [insert 
equivalent to 10 CFR 32.72(b)(4) once 
added] of this section.”  
 
AL needs to readopt 420-3-26-
.02(10)(t)2.(iii)(III) and rewrite it to read 
“The permit issued by an Agency, US 
Nuclear Regulatory Commission, or 
Agreement State licensee or a 
Commission master materials permittee 
of broad scope or the authorization from a 

compatibility category B. 
 
“Per the Statements of Consideration for 
the rule the rationale behind its creation 
states “A new 32.72(b)(3) has been 
added to the final rule to make clear 
that the actions authorized in 32. 
72(b)(1) and (2) are permitted in spite 
of more restrictive language in existing 
license conditions and to avoid the need 
for many license amendments in order 
to implement the Commission's 
intentions.” 
 
“Seeing as how this was the case for 
something that occurred in the 1994/1995 
timeframe I can see how it might appear 
to not apply to current licensing as this 
was almost 20 years ago and could cause 
confusion.  That said this text still does 
exist in NRC rule text and is a 
compatibility category B so therefore 
Agreement States are required to adopt an 
essentially identical regulation (regardless 
of whether the original intention of the 
regulation still applies to current licensing 
practice today).” 
Alabama has not included this rule text in 
the revised rule because we do not have 
any licenses from the 1995 time frame 
that have not been renewed, and therefore 
would not have any license conditions 
that would conflict with the rules, and 
placing such a rule in our rules 



 

 
STATE SECTION 

 
NRC SECTION 

 
RATS ID 

 
CATEGORY 

 
SUBJECT and COMMENTS Response 

commercial nuclear pharmacy authorized 
to list its own authorized nuclear 
pharmacists, or (IV) [insert equivalent to 
10 CFR 32.72(b)(5)(v)], and (V) A copy 
of  their license or registration to practice 
nuclear pharmacy by the Alabama Board 
of Pharmacy or other equivalent State 
Board of Pharmacy, no later than 30 days 
after the date that the licensee allows, 
under paragraphs [insert equivalent for 10 
CFR 32.72(b)(2)(i) and (b)(2)(iii)] of this 
section, the individual to work as an 
authorized nuclear pharmacist”.   
 
AL needs to make the above changes in 
order to meet the Compatibility Category 
B designation assigned to 10 CFR 32.72. 
 
(Comment partially resolved from 
letter dated July 14, 2010, which was 
revised in letter dated September 18, 
2013) 
 
 

completely defeats any license conditions 
that do not agree with our equivalent to 
32.71(b)(1) and (2). License conditions 
are put in place to cover unique areas that 
are not covered in the rules, or to override 
the rules to make the actions required of 
the licensee to be either more, or less, 
restrictive than the rules.  We must 
maintain that ability to assure the most 
effective radiation protection program.  
We recommend that the NRC delete 
32.72(b)(3) during their next proposed 
changes to 10 CFR Part 32. 
We cannot license an applicant unless 
they are first licensed by the Alabama 
Board of Pharmacy (BOP).  The BOP is 
the only Alabama agency that can issue a 
license to operate as a drug manufacturer.  
My license covers the radiation safety 
aspects of their operation, but they cannot 
get to the point that they need a 
radioactive materials license until the 
BOP gives them a license.  Licensure in 
another state might suffice with the Board 
of Pharmacy to expedite Alabama 
licensure, but without Alabama Board of 
pharmacy licensure, I am in conflict with 
their rules if I license them as a 
radiopharmacy. 
Since this is for the license applicant, this 
is OK and we have inserted an equivalent 
reference to 10 CFR 32.72(a)(2)(iv) in 
420-3-26-.02(10)(t)2. 
Equivalent reference to 10 CFR 
32.72(b)(4) in 420-3-26-.02(10)(t)2.(i). 
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added as .02(10)(t)2.(iii). 
420-3-26-.02(10)(t)2.(b)(ii)(II) and (III) 
have been changed or added. 
Everything was added with the exception 
that we do not allow a licensee to 
designate ANP’s, etc..  We require them 
to amend their license and get the 
approved amendment before they begin 
work.  That is to maintain our 
responsibility to assure that an individual 
is licensed by the appropriate state agency 
in their field before we authorize them to 
use licensed radioactive materials. 

3 420-3-26-
.03(33) 

20.2001 2007-3 C General requirements 
 
AL omits the reference to their regulation 
corresponding to 10 CFR 20.2008 from 
420-3-26-.03(33)(a)4. 
 
AL needs to add the above reference to 
420-3-26-.03(33) in order to meet the 
Compatibility Category C designation 
assigned to 10 CFR 20.2001.  
 
(Comment Stands from letter dated 
July 14, 2010) 

Reference is added to 420-3-26-.03(33). 
 

4 N/A 20.2008 2007-3 B Disposal of 11e.(3) and 11e.(4) 
byproduct material 
 
AL does not have a regulation 
corresponding to 10 CFR 20.2008. 
 
AL needs to add the above regulation in 
order to meet the Compatibility Category 

Rule equivalent to 20.2008 is added as 
420-3-26-.03(37.1). 
 



 

 
STATE SECTION 

 
NRC SECTION 

 
RATS ID 

 
CATEGORY 

 
SUBJECT and COMMENTS Response 

C designation assigned to 10 CFR 
20.2001 
 
(Comment Stands from letter dated 
July 14, 2010) 

5 420-3-26-
.07(26) 

35.50  2009-1 B Training for a radiation safety officer 
 
AL omits “or permit issued by a U.S. 
Nuclear Regulatory Commission master 
material license” from 420-3-26-
.07(26)(b)(2). 
 
AL needs to make the above change in 
order to meet the Compatibility Category 
B designation assigned to 10 CFR 35.50.   

Reference to NRC master materials 
license permit is added to 420-3-26-
.07(26)(b)2. 

6 420-3-26-
.07(29) 

35.57 2009-1 B Training for experienced radiation 
safety officer, teletherapy or medical 
physicist, authorized medical physicist, 
authorized user, nuclear pharmacist, 
and authorized nuclear pharmacist. 
 
AL needs to change 420-3-26-.07(29)(a) 
to read “…on an Agency, U.S. Nuclear 
Regulatory Commission, or Agreement 
State license, or a permit issued by an 
Agency, U.S. Nuclear Regulatory 
Commission, or Agreement State broad 
scope licensee or U.S. Nuclear 
Regulatory Commission master material 
license permit or by a U.S. Nuclear 
Regulatory Commission master material 
license permittee of broad scope before 
 
AL needs to change 420-3-26-.07(29)(b) 

This change has been made to 420-3-26-
.07(29)(b).  However, is this necessary 
since the definition of authorized user has 
been changed to add this as acceptable?  
Unlike an NRC license, which is not state 
specific, just being an AU in another state 
does not automatically allow you to be an 
AU in Alabama (or any other state for 
that matter). They must have a license to 
practice medicine in Alabama and we 
must verify that before allowing them to 
be amended on to a license as an AU. 
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SUBJECT and COMMENTS Response 

to read “…issued by the Agency, U.S. 
Nuclear Regulatory Commission, or 
Agreement State, a permit issued by a 
U.S. Nuclear Regulatory Commission 
master material licensee, a permit issued 
by an Agency, U.S. Nuclear Regulatory 
Commission, or Agreement State broad 
scope licensee or a permit issued by a 
Commission master material license 
broad scope permittee before…”   
 
AL needs to make the above changes in 
order to meet the Compatibility Category 
B designation assigned to 10 CFR 35.57. 

7 420-3-26-
.03(61) 

20.1403 2011-1 C Criteria for license termination under 
restricted conditions 
 
AL has an incorrect reference in 420-3-
26-.03(61)(a).  The reference needs to be 
changed to “420-3-26-.03(60).” 
 
AL has an incorrect reference in 420-3-
26-.03(61)(d)2.  The reference needs to 
be changed to “420-3-26-.03(61)(d)1.” 
 
AL has an incorrect reference in 420-3-
26-.03(61)(e)2.(i).  The reference needs to 
be changed to “420-3-26-.03(61)(e)1.” 
 
AL has two incorrect references in 420-3-
26-.03(61)(e)2.(iii).  The references needs 
to be changed to “420-3-26-.03(61)(b)” 
and “420-3-26-.03(61(c)” respectively. 
 

All references have been corrected. 
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AL needs to make the above changes in 
order to meet the Compatibility Category 
C designation assigned to 10 CFR 
20.1403.   

8 420-3-26-
.03(62) 

20.1404 2011-1 C Alternate criteria for license 
termination 
 
AL has three incorrect references in 420-
3-26-.03(62)(a).  The references needs to 
be changed to “420-3-26-.03(60),” “420-
3-26-.03(61)(b),” and “420-3-26-
.03(61)(d)1.(a)” respectively.   
 
AL has an incorrect reference in 420-3-
26-.03(62)(a)2.  The reference needs to be 
changed to “420-3-26-.03(61).”   
 
AL omits an equivalent regulation to 10 
CFR 20.1404(a)(5).   
 
AL needs to make the above changes and 
add an equivalent regulation to 10 CFR 
20.1404(a)(5) in order to meet the 
Compatibility Category C designation 
assigned to 10 CFR 20.1404. 

All references have been corrected. 
 
Equivalent text to 10 CFR 20.1404(a)(5). 
has been added as 420-3-26-.03(62)(a)5. 

9 420-3-26-
.03(64) 

20.1406(c)  2011-1 C Minimization of Contamination 
 
AL omits an equivalent regulation to 10 
CFR 20.1406(c). 
 
AL needs to add equivalent text to 420-3-
26-.03(64) in order to meet the 
Compatibility Category C designation 
assigned to 10 CFR 20.1406(c).   

Equivalent text has been added as 420-3-
26-.03(64)(b). 
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10 420-3-26-
.02(12) 

30.34 2011-1 
2012-3 

C/NRC Terms and conditions of licenses 
 
AL omits an equivalent regulation to 10 
CFR 30.34(b)(2). 
 
AL needs to remove 420-3-26-
.02(12)(h)1. and 3. from its regulations as 
these are equivalent to 10 CFR 
30.34(e)(1) and(3) which are 
Compatibility Category NRC. 
 
AL needs to make the above changes in 
order to meet the Compatibility Category 
C designation assigned to 10 CFR 
30.34(b) and the Compatibility Category 
NRC designation assigned to 10 CFR 
30.34(e)(1) and (3).   
 

Equivalent text to 10 CFR 30.34(b)(2) 
has been added as 420-3-26-.02(12)(b)2. 
 
420-3-26-.02(12)(h)1. and 3. have been 
deleted. 

11 420-3-26-
.02(26) 

30.35 
40.36 
70.25 

2011-1 H&S Financial assurance and recordkeeping 
for decommissioning. 
 
AL needs to change 420-3-26-.02(26)(a) 
to read “…greater than 120 days and in 
quantities exceeding 105 times the 
applicable quantities set forth in 
Appendix C to Rule 420-3-26-.03 … a 
combination of isotopes is involved if R 
divided by 105 is greater than 1 (unity 
rule) where R is defined here as the sum 
of the ratios of the quantity of each 
isotope to the applicable value in 
Appendix C to Rule 420-3-26-.03.”   
 
AL lists an incorrect reference in 420-3-

The numbers in Appendix F of 420-3-26-
.02 are equivalent to those in Appendix B 
of 10 CFR Part 30.  Appendix C of 420-
3-26-.02 is not equivalent to Appendix B 
of Part 30, so references to Appendix F of 
.02 were not changed. 
 
Reference changed. 
 
 
 
Text equivalent to 10 CFR 30.35(e) is 
now in 420-3-26-.02(26)(f). 
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26-.02(26)(b).  The reference “Appendix 
F of Rule 420-3-26-.03” needs to be 
changed to “Appendix C of Rule 420-3-
26-.03.”   
 
AL lists an incorrect reference in 420-3-
26-.02(c)1.  The reference should be 
changed to “420-3-26-.02(26)(f).”   
 
AL needs to change 420-3-26-.02(26)(f) 
to read “Each decommissioning funding 
plan must be submitted for review and 
approval and must contain a cost 
estimate…” 
 
AL needs to make the above changes in 
order to meet the Category H&S 
designation assigned to 10 CFR 30.35(a), 
(b), (e), and (g); 40.36(a), (b), (d), and (f); 
and 70.25(a)(2), (b), (e), and (g).   
 

12 420-3-26-
.02(17) 

40.46 
70.36 

2011-1 C Inalienability of licenses. 
 
AL does not adopt the essential elements 
of 10 CFR 40.46(b) and 70.36(b). 
 
AL needs to add a regulation to 420-3-26-
.02(17) that adopts the essential elements 
of 10 CFR 40.46(b) and 10 CFR 70.36(b) 
in order to meet the Compatibility 
Category C designation assigned to 10 
CFR 40.46 and 70.36. 
 

Essential elements of 10 CFR 40.46(b) 
and 10 CFR 70.36(b) are added as 420-3-
26-.02(17)(b). 

13 420-3-26- 34.20 2012-3 B Performance requirements for Rule 420-3-26-.04 is not being revised at 
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.04(5) industrial radiography equipment 
 
AL needs to change 420-2-26-.04(5)b.(3) 
to read “Modification of radiographic 
exposure devices, source changers, and 
source assemblies and associated 
equipment is prohibited unless the design 
of any replacement component, including 
source holder, source assembly, controls 
or guide tubes would not compromise the 
design safety features of the system.” 
 
AL needs to make the above change in 
order to meet the Compatibility Category 
B designation assigned to 10 CFR 
34.20(a)(1), (b), (c), (d), and (e). 
 

this time, and was not part of the 
proposed rules package submitted to 
NRC.  This item will be addressed during 
our next routine rules revision. 

14 420-3-26-
.02(4)(b) 

30.15 2012-4 B Certain items containing byproduct 
material 
 
AL needs to change the intro paragraph 
of 420-3-26-.02(4)(b) to read “Except for 
persons who apply byproduct material to, 
or persons who incorporate radioactive 
material into, the following products or 
persons who initially transfer for sale or 
distribution the following products 
containing radioactive material any 
person…” 
 
AL needs to delete “radium or” from 420-
3-26-.02(4)(b)1. 
 
AL needs to change the reference in 420-

Introductory paragraph for 420-3-26-
.02(4)(b) was amended. 
 
Changed list of isotopes to “radioactive 
material” in 420-3-26-.02(4)(b)1. 
 
The reference in 420-3-26-.02(4)(b)7.(iii) 
is changed to “…one exempt quantity 
set forth in Schedule B of this rule”. 
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3-26-.02(4)(b)7.(iii) to “an exempt 
quantity under Schedule B of this rule.” 
 
AL needs to make the above changes in 
order to meet the Compatibility Category 
B designation assigned to 10 CFR 30.15. 
 
 

15 420-3-26-
.02(4)(d) 

30.19 2012-4 B Self-luminous products containing 
tritium, krypton-85, or 
promethium-147 
 
AL needs to rewrite 420-3-26-.02(d)1. to 
state “Tritium, Krypton 85, or 
Promethium 147. Except for persons who 
manufacture, process, produce, or 
initially transfer for sale or distribution 
self-luminous products containing tritium, 
krypton 85, or promethium 147, any 
person is exempt from these rules to the 
extent that such person receives, 
possesses, uses, transfers, owns, or 
acquires tritium, krypton 85, or 
promethium 147 in self-luminous 
products manufactured, processed, 
produced, or initially transferred in 
accordance with a specific license issued 
by the U.S. Nuclear Regulatory 
Commission pursuant to Section 32.22 of 
10 CFR Part 32, which license authorizes 
the transfer of the product to persons who 
are exempt from regulatory requirements. 
The exemption in this paragraph (d) does 
not apply to tritium, krypton 

Text equivalent to 10 CFR 30.19, 
including 30.19(b), was incorporated into 
420-3-26-.02(4)(d)1. 
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85, or promethium 147 used in products 
for frivolous purposes or in toys or 
adornments.” 
 
AL omits an equivalent regulation to 10 
CFR 30.19(b). 
 
AL needs to make the above changes in 
order to meet the Compatibility Category 
B designation assigned to 10 CFR 30.19. 
 

 
 


