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November 18, 2014 
 
US Nuclear Regulatory Commission 
Division of Material Safety, State, Tribal and Rulemaking Programs (MSTR) 
 
Re: OAS Part 35 proposed rule revision comments 
 
The OAS Board has reviewed the July 21, 2014 Federal Register notice (NRC-2008-0175) 
which contained the proposed revision to 10 CFR Part 35.  The Board offers the following 
comments for review by the NRC. 
 
On February 28, 2013 the Board submitted comments to the NRC regarding the proposed 
revision to Part 35.  The Board is resubmitting the following comments from that letter for 
your consideration. 
 

1. 10 CFR 30.34 “Terms and conditions of licenses.”  The revision includes a reference to 
10 CFR 35.204(a) and 35.3204.  The Board questions whether 30.34(g) is necessary as 
it describes the testing of molybdenum-99 and strontium-82 generators which is 
described in 35.204.  This regulatory issue should be included in 10 CFR 32.72.  The 
Board recommends moving the regulation from 30.34(g) to 32.72. 
 

2. 35.24 “Authority and responsibilities for the radiation protection program.”  In the 
revision to 35.24(b), the last sentence states “These duties and tasks are restricted to the 
types of use for which the Associate Radiation Safety Officer has radiation safety 
training.”  The Board recommends this be changed to read: “These duties and tasks are 
restricted to the types of use for which the Associate Radiation Safety Officer is listed 
on the license as an authorized user, authorized medical physicist or authorized nuclear 
pharmacist, or has training in the radiation safety, regulatory issues and emergency 
procedures.”  This revision would align it with 30.50(d). 
 

3.  35.50 “Training for Radiation Safety Officer and Associate Radiation Safety Officer”.  
The revision states in (b)(2) that the written attestation may be signed by either an RSO 
or ARSO.  The Board does not agree that an ARSO should preceptor an RSO as the 
ARSO’s roles and responsibilities are limited to sections of a license while the RSO is 
responsible for the entire radiation safety program.  The Board recommends that the 
regulation be revised to state an ARSO can preceptor another ARSO only. 
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4. 35.65 “Authorization for calibration, transmission and reference sources”.  The revision 
in (b)(1) states: “Used for medical use as defined in 35.2 except in accordance with the 
requirements in 35.500”.  The Board does not understand the inclusion of 35.500 in this 
section.  The sources in this section are to be used for calibration, transmission or 
reference while 35.500 are for sources to be used for diagnosis.  Also paragraph (c) 
states the sources used in this section do not need to be listed on a license whereas 
sources and users must be listed on a license for 35.500.  The Board recommends that 
“except in accordance with the requirements in 35.500” be removed from (b)(1). 
 

5. 35.390 “Training for use of unsealed byproduct material for which a written directive is 
required”.  A new paragraph (c) was included which states: “Is an authorized user for 
any of the parenteral administrations specified in 35.390(b)(1)(ii)(G) or equivalent 
Agreement State regulations.”  The Board does not understand how an individual who 
is only authorized for parenteral administrations should be listed as an authorized user 
for 35.300 without completing the I-131 treatments listed in 35.390(b)(1)(ii)(G).  There 
was no verbiage included in the discussion section of 35.390 for this paragraph.  The 
Board questions if this is correct in being included in section 35.390 or whether it 
should be moved to 35.396. 
 

6. 35.433 “Strontium-90 sources for ophthalmic treatments”.  The revision creates a new 
paragraph (b) describing what an AMP or other individual must do while using a Sr-90 
source.  Paragraph (b)(2) describes actions regarding the written directive which is 
already addressed in section 35.41 by stating “the licensee shall…”.  This paragraph 
also requires a procedure regarding the frequencies of involvement by the AMP or 
other individual for uses of Sr-90.  Why would a licensee need to prescribe the 
frequencies of involvement for an AMP named on a license for Sr-90 while not 
requiring this for other modalities of use?  The Board asks why couldn’t the other 
individual be working under the supervision of an AMP similarly to the uses of 
diagnostic/imaging?  The Board questions the addition of an individual to this section 
and recommends removing paragraph (b)(2). 
 
The Board recommends amending this revision to allow for the individual to work 
under the supervision of an AMP or for licensees to submit exemption requests to this 
regulatory requirement. 
 

7. 35.500 “Use of sealed sources and medical devices for diagnosis”.   This revision 
amends the sentence in paragraph (a) and (b) to state “A licensee must only use sealed 
sources or diagnostic devices that are approved in the Sealed Source and Device 
Registry …” and also states “may be used for…”.  These statements seem to cause 
contradictions as it states the licensee “must” but then uses “may” for other uses.  The 
Board feels this puts the burden on the SSD reviewing agency to ensure that proper 
conditions are included in the SSD allowing for other uses.  The Board does not 
recommend allowing this and instead recommends that any other uses of these sealed 
sources should be approved by the licensing regulatory agency. 
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8. 35.600 “Use of a sealed source in a remote afterloader unit, teletherapy unit, or gamma 
stereotactic radiosurgery unit”.  This revision splits the section into two paragraphs 
where (a) is used for sources and (b) is used for units.  The Board recommends either 
changing the name of the section or adding a new section for the units.  The Board also 
recommends the paragraph for the units be revised to read  

 
a. “A licensee must use photon emitting remote afterloader units, teletherapy units, 

or gamma stereotactic units: 
i. That are approved in the Sealed Source and Device Registry; or 

ii. In research …. 
 
This would remove the “must” and “may” words from the regulation which seem to 
contradict each other. 

 
9. Throughout the “Discussion” section the proposed rule uses the term “potential harm” 

when referring to medical events.  Why would regulations identify situations for 
“potential harm”? This is a medical decision. The Board notes that this is a significant 
departure from the current definition of medical event. According to the NRC 
description on its daily Event Notification Report, “the occurrence of a medical event 
may indicate potential problems in a medical facility’s use of radioactive materials. It 
does not necessarily result in harm to the patient.” This new approach to medical event 
for brachytherapy will effectively eliminate the opportunity for the licensees to identify 
pre-cursor events and to make process improvements. In addition, it could have the 
unintended consequence of providing additional support for malpractice suits. 
 

The following comments are for the July 21, 2014 proposal: 
 
1. The Board does not agree with using the term “potential harm” in the discussion section 

(see p. 42414).  It very explicitly states that “all of the proposed ME criteria reflect 
circumstances in which there is actual or potential harm to a patient resulting from an 
ME.” ACMUI has recommended to limit MEs to events which are “clinically 
significant” (p.42419). Both of these assertions seem to be in conflict with NRC’s 
“official” position.  The goal of regulations is to allow for the safe and effective use of 
radioactive materials.  A goal of radiation protection programs is to protect the public 
health and safety from unnecessary radiation.  As regulators we are not tasked for 
determining what the “potential harm” is, our mission is to ensure licensees abide by 
the required regulations.  By doing so we meet our goals.   
 

2. On page 42434, the NRC is proposing a compatibility category of “B” for 35.3045 
“Report of a medical event”.  The Board strongly disagrees with this recommendation 
and requests that the compatibility for 35.3045 remian a “C”.  With a Compatibility 
“C” Agreement States must meet the minimum standards of the NRC’s medical event 
definition and report to the NRC any medical events that occur in their state meeting 
NRC’s criteria.  The only difference with maintaining the compatibility of “C” is that 
Agreement States have the flexibility add additional reporting terms (for example, 
shorter timelines for reporting, or a requirement to report diagnostic medical events) .  
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The Agreement State would not be required to report events to the NRC that do not 
meet NRC’s criteria for a medical event and if such a report were submitted, the NRC 
would not be required to post the medical event as it would not meet their definition.   
 
As another point, after reviewing all other reporting regulations in Part 20, 30, 34, 36, 
37 and 39, only two reporting requirement regulations are a compatibility “B”, both 
related to Category 1 and 2 sources.  Below is a table of these regulations and their 
compatibility: 
 

Regulation Topic Compatibility 
20.2201(a)-(e) theft or loss of material C/D 
20.2202(a)-(d) dose exceeds limits  C 
20.2203(a)-(b) 30-day written report C 
20.2203(d) address for submitting D 
20.2204 Planned special exposures H&S/D 
20.2205 exposure data to individuals D 
20.2206 individual monitoring reports NRC/D 
20.2207 NSTS reporting B 
30.50(a)(b)(c1)(c2) fires, explosions, gas releases, 

contamination, equipment fails 
to function as designed 

C 

34.101 Radiography notifications C 
36.83 Irradiator reports C 
37.81(a)-(f) Loss of Category 1/2 sources  

during shipment 
B 

37.81(g)-(h) 30-day written report C 
39.77 Abandoned well logging C/D 

 
 The Board does not see how the medical event reporting criteria meet the requirements 
of compatibility “B”, which are: “Compatibility Category B contains those program elements 
that apply to activities that have direct and significant effects in multiple jurisdictions. An 
Agreement State should adopt Category B program elements in an essentially identical 
manner”. The Board does not understand how a single medical incident at a single facility can 
have “direct and significant effects in multiple jurisdictions.” In addition, Radiography, 
Irradiator and Well Logging licensees who work routinely in multiple jurisdictions have been 
successfully navigating Compatibility “C” reporting requirements.  These licensees have not 
raised any issues or concerns with having their reporting regulations a category “C” 
compatibility. 
 

3. In 35.13 and 35.14 the NRC is proposing to allow an “Associate Radiation Safety 
Officer (ARSO).  The Board disagrees with the concept of naming an ARSO on the 
license as licensees are already permitted to allow personnel to perform radiation safety 
duties under the RSO.  The Board agrees with including the ARSO verbiage into 35.24 
thus allowing licensees to name an ARSO in their program.  The Board does not agree 
with the concept that licensees are having a difficult time in naming an RSO on their 
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license due to an RSO not being able to sign a preceptor form.  The NRC and 
Agreement States are authorized to approve a proposed licensee’s RSO based upon 
their training and experience without  the preceptor. 

4. In 35.41(b)(6), the proposed regulation would require that permanent implant 
brachytherapy patients treatment be verified within 60 days.  Under this statement lung 
mesh therapy procedure reviews would be required.  The Board does not see any 
benefit for including this treatment under a 60 day requirement as the brachytherapy 
seeds in the mesh are visually sewn to the lung in the prescribed location listed on the 
WD.  The Board recommends this proposed verbiage be amended to either state 
“permanent implant brachytherapy in prostate cancer” or include verbiage to exclude 
lung mesh treatments from this requirement.  

5. In 35.400, the proposal states that manual brachytherapy sources may be used for 
medical purposes not listed in the SSD.  The Board does not agree with this concept in 
that by allowing this use, sources may be used by medical personnel who have not 
received any radiation safety training.  This concept of brachytherapy sources used in 
temporary localization implants was carried out under the NRC licensing concept in 
35.1000 with the guidance requiring licensees to submit their training program for non-
medical staff not covered under their current medical license.  The Board believes by 
requiring these uses to fall under the 35.1000 licensing method, licensing agencies can 
ensure that radiation safety for all workers is verified before use.   

6. In 35.3204, the NRC is including a new requirement that licensees notify the 
Operations Center within 30 calendar days of discovery of a eluate exceeding the 
limits.  The Board disagrees with the Operations Center requirement and recommends 
this be changed to reporting to the NRC regional offices.  Currently any 30 day 
notification to the Agreement States is not required to be submitted to the Operations 
Center, only be submitted to the NRC using the National Materials Events Database 
(NMED). 

 
 
We appreciate the chance to comment on this subject, and stand ready to answer any questions 
you may have. 

 
Sincerely, 

 

 
Michael Welling 
OAS Chair  
Director Radioactive Materials Program  
Virginia Dept of Health  
109 Governor St, Room 730  
Richmond, VA  23219 




