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November 18, 2014 
 
 
Attn: Rulemakings and Adjudicat ions Staff 
Secretary, U.S. Nuclear Regulatory Commission 
11555 Rockvi l le Pike 
Rockvi l le, Maryland 20852 
Docket ID: NRC-2008-0175; 79 FR 42409 
 
Comments on the U.S. Nuclear Regulatory Commission’s (NRC) Notice of 
Proposed Rulemaking (NPRM), “Medical Use of Byproduct Material-Medical 
Event Defini t ions, Training and Experience, and Clari fy ing Amendments,” 
publ ished in the Federal Register  on July 21, 2014 (79 FR 42409).  
 
I  am a board cert i f ied medical physicist and NRC Radiation Safety Off icer with 
over thir ty-f ive years of experience in medical regulatory compliance with 
medical broad scope and specif ic l icensees.  I  am commenting on the mult iple 
proposed rulemakings to 10 CFR Part 35. 
 
NRC Proposed Rules For Permanent Brachytherapy 
 
  I t  is beneficial  to have a two-part wri t ten directive for permanent 

brachytherapy that is before and after implant in §35.40(b)(6).   The basic 
treatment parameters of prescribed dose and total  source strength 
necessary should be known before commencing, and documentat ion of the 
number of sources and total  source strength is easi ly determined within 24 
hours after implant completion. However, any medical event (ME)  
determinat ion must be based on the after implant documentat ion of activ i ty 
pr ior to the patient leaving l icensee control .   
RECOMMENDATION: Any medical event report ing for permanent implant 
brachytherapy must be based on the source strength in the POST-
implantation wri t ten directive as described in §35.40(b)(6)(i i ) .   The cri teria 
establ ished in the proposed §35.3045 wrongly specify the pre-implantat ion 
wri t ten directive approved by the authorized user. 

 
  Support §35.41(b)(6) which wil l  help improve the qual i ty of permanent 

brachytherapy by requir ing al l  permanent brachytherapy l icensees to perform 
a dosimetry evaluation of each implant within 60 days unless the pat ient was 
unavai lable. However, there is concern because there are other obstacles to 
meeting this requirement beyond patient unavai labi l i ty that should be 
permitted with an appropriate wri t ten just i f ication.   
RECOMMENDATION: The language be modif ied to “unless accompanied by a 
wri t ten just i f ication related to patient unavailabi l i ty or other factors outside 
the control  of the l icensee.” 

 

Radiation Safety Off ice 
5301 E. Huron River Dr. 
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734 712-3051 
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  Support that medical event (ME) cr i teria and report ing be deemed 
compatibi l i ty B rather than compatibi l i ty C for Agreement States to assure 
rule uniformity from one state to another and minimize confusion.  Because 
over 90% of medical l icensees are under Agreement State authori ty, 
anything less than compatibi l i ty B makes these changes an over-regulation 
of the minori ty.  While the challenges of revising state regulations are 
appreciated, i t  would be counterproductive for Agreement States to maintain 
al ternative ME cri ter ia not l isted in the revised §35.3045. More importantly 
there are transboundary reasons for compatibi l i ty B.  Healthcare systems 
with their management in Agreement States have/are merging with l icensed 
faci l i t ies in NRC regulated states or have l icensed faci l i t ies in dif ferent 
Agreement States. 

 
  The NRC needs to base the permanent implant ME on a source strength 

(act ivi ty) defini t ion in the wri t ten directive as recommended original ly by the 
ACMUI and the radiological societies rather than the proposed hybrid 
defini t ion based on source strength and absorbed dose.  The proposed 
defini t ion is based on the PRE-implantation wri t ten direct ive for absorbed 
dose which is inappropriate i f  the POST-implant WD is changed and differs 
with the cr i teria for source-strength WD.  This requires removal of sections 
§35.41(b)(6)(i i i )  and ( iv) and adjustment of §35.3045(a)(2).   Reasons against 
this hybrid act ivi ty-dose ME defini t ion are: 
1. The just i f ication for this absorbed dose to a contiguous 5 cc cri teria is a 

sole art ic le publ ished 10 years ago as proposed guidel ines for treat ing 
the cervix ( the prostate or sol id organs not even addressed).  These 
guidel ines were made "for research purposes".  Nowhere in the Federal 
Register discussion does i t  indicate that the proposed guidel ines were 
ever adopted or recommended as a standard by any organization. This 
sole art ic le states, " I t  ( this report) ref lects only the personal opinions of 
the authors and is not meant to be an endorsement from any of the above 
organizat ions."  The "above organizat ions" are Gynecology Oncology 
Group (GOG), Radiologic Physics Center (RPC), American Brachytherapy 
Society (ABS), American Col lege of Radiology (ACR), American Col lege 
of Radiology Imaging Network (ACRIN), American Association of 
Physicists in Medicine (AAPM), Radiation Therapy Oncology Group 
(RTOG), and American Society for Therapeutic Radiology and Oncology 
(ASTRO).  I t  is absolutely incredulous that the NRC is considering 
establ ishing a regulatory standard for medical event that wi l l  affect  
thousands of l icensees based on personal opinions, in a singular journal 
art ic le, and without having the endorsement of almost al l  the radiat ion 
oncology professional organizat ions.  

2. Regulatory inspectors do not have nor can they be expected to have the 
tools or expert ise to assess a permanent seed implant and determine i f  
any 5 cont iguous cent imeters have exceeded an expected absorbed dose 
by 50%.  This has been aff irmed by testimony from Agreement State 
regulators who authorize nearly 90% of medical l icensees.  With majori ty 
of radiation oncology departments being paperless, an inspector 
attempting to audit  patient records wi l l  create greater interrupt ion of the 
cl inical  act ivi t ies and raise concerns for pat ient confidential i ty violat ions.  
Inspectors wi l l  be simply asking l icensees to demonstrate they can show 
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compliance for cri ter ia that has not been establ ished as a standard of 
cl inical  practice.  Dif ferent l icensees use di fferent absorbed dose metr ics 
to determine a successful  implant.   The NRC is establ ishing i ts own 
metr ic which is the pract ice of medicine; that is wrong!   

3. The ACMUI in 2008 recommended a source strength ME defini t ion for 
permanent implants and expl ici t ly stated i t  should not include an 
absorbed dose cri teria.  Subsequently, this was sent to the 
Commissioners with absorbed dose component added by NRC staff  to the 
ME defini t ion.  To the wisdom of the Commissioners, this was rejected.  
Subsequently NRC held national stakeholder workshops in 2011 on Part 
35 revisions including the ME permanent implant def ini t ion.  The 
overwhelming consensus at each workshop attended by professional 
organizat ions and radiological professionals was to have a source-
strength ME defini t ion rather than an absorbed dose based def ini t ion.  
ACMUI presentations at these workshops also stated a source-strength 
defini t ion was preferable.  Why is NRC completely ignoring this input 
from the regulated medical community documented at these workshops? 

4. I t  current ly is not nor has i t  ever been a standard practice to evaluate and 
determine the highest 5 cont iguous cc around the around a planned 
treatment volume (PTV), e.g.,  prostate.  I  have personal ly contacted 
several other NRC l icensees doing prostate seed implants, and none do 
this 5 cont iguous cc assessment as determinat ion of a successful 
implant.   This proposed change wi l l  create a whole documentat ion 
bureaucracy just to meet an NRC cri ter ia not based on any standard of  
patient care. This unneeded burden wi l l  only contribute to a regulatory 
morass and increase the reluctance of l icensees to use this modal i ty. 

5. Using a source-strength (activ i ty) as the metric for permanent implant ME 
is:  

a. Directly proport ional to the absorbed dose;  
b. Consistent with nuclear medicine administrat ions of 

radiopharmaceutical  therapy whose purpose is to achieve a 
prescribed tumor dose.  Parameters such as uptake, organ size, 
nontarget uptake, etc., can go into calculations of administered 
activi ty.   Yet,  dose is not factored in to the ME defini t ion for 
radiopharmaceuticals; and 

c. Has been an auditable measure by inspectors since the def ini t ion 
of "misadministrat ion" that was created decades ago.    

RECOMMENDATON:  Modify §35.3045(a)(2) to remove both absorbed dose 
to 5 cont iguous cent imeters of t issue cri ter ia and require the l icensee to 
establ ish documented cr i ter ia [e.g., D90, V100, maximal ly exposed 5 
cont iguous cubic cent imeters of normal t issue located outside of the 
treatment si te that exceeds by <50%, etc.] that provide a medical ly 
acceptable implant.  

 
  The new proposed (§35.3045(a)(2)(v)(C) states that an ME has occurred i f  a 

treatment involves source(s) implanted direct ly into the wrong si te or body 
part,  i .e. ,  not in the treatment si te identi f ied in the WD. Thus, even a single  
sealed source direct ly del ivered to the wrong treatment si te would const i tute 
a reportable ME. This rule must be modif ied. I t  has to be recognized that in 
performing a normal implant procedure, sources can occasional ly be 
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deposited outside the treatment si te due to various factors such as 
uncertaint ies in intraoperat ive imaging, patient motion, suct ion of seeds due 
to needle withdrawal,  or seed migration. I t  is wel l  known in implant ing the 
prostate, a few seeds may be lodged in the bladder wal l  or the peni le bulb or 
even migrate distal ly to the lung. These events must not be deemed a wrong 
si te ME.  The proposed definit ion of ME already addresses i f  20 percent or 
more of the implanted sources are located outside the intended implant 
location, and correctly accounts for the fact that a few sources outside the 
treatment si te is not considered an ME. 
RECOMMENDATION:  The statement; “Even a single sealed source directly 
del ivered to a wrong treatment si te would const i tute a ME that must be 
reported” be modif ied to state “Even a single sealed source direct ly 
del ivered to a non-contiguous  wrong treatment si te would consti tute an ME 
that must be reported”.  

 
  The exist ing rule §35.3045(a)(3) correctly states that migrated sources were 

not an ME by specifying “excluding, for permanent implants, seeds that were 
implanted in the correct si te but migrated outside the treatment si te” and 
must be reinstated. Otherwise, the NRC proposed rules wi l l  cause numerous 
spurious reported MEs which wi l l  be unnecessari ly burdensome and t ime 
consuming to the NRC and the l icensee without increasing patient safety. 
RECOMMENDATION:  Reinstate the statement; “seeds implanted in the 
intended treatment si te but migrated outside the treatment si te are not 
considered a ME”.  
 

10 CFR 35 (multiple sections) – Associate RSO (ARSO) 
I  have personal ly advocated and supported the establ ishment of ARSO in 
l icensing pol icy and regulations since 2007.  This is long overdue and is 
becoming more urgent with t ime.  The reasons ci ted in the Federal Register 
support this and are al l  val id.  However, NRC places overemphasis on the 
reason being to provide added preceptors.  More important ly this change is to 
document the experience of individuals who perform tasks and responsibi l i t ies 
of the RSO so that they can be readi ly recognized to replace the RSO or 
become the RSO in their own pract ices, especial ly for authorized users and 
authorized nuclear pharmacists.  This is part icularly a problem where a 
preceptor is reluctant to provide attestat ion based on personal or business 
reasons forcing a lengthy documentat ion process and delay. When an RSO 
leaves a l icensee or is unable to temporari ly ful f i l l  dut ies, management can 
immediately designate a "temporary RSO" for two months without NRC prior 
approval, which in many cases is adequate t ime to document adequate 
experience to be named an RSO. Why not recognize these individuals and 
designate them as an ARSO and avoid unneeded bureaucracy and al low smooth 
transit ion in a l icensee' radiat ion safety program?  Establ ishing the ARSO in 
regulat ion wi l l  al low recognit ion of many quali f ied individuals and increase the 
pool for sorely needed RSOs. 
 
Also, Agreement States have had ARSO (or simi lar named enti ty) or mult iple 
RSOs named to the same l icense for many years.  No adverse effect or 
consequences have been revealed with this process.   
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A question to the NRC to answer for the medical community is,  "on how 
many l icensees under di f ferent management can an individual be named 
as an RSO or ARSO?"  Or what are the condit ions for al lowing mult iple 
l icenses under di f ferent managements to have the same RSO or ARSO? 
The NRC should establ ish in a l icensing pol icy or regulatory guidance 
some direction on this matter.  I t  is defini tely inconsistent between 
Agreement States and NRC l icensees.  Does this become a 
transboundary issue that needs to have i ts compatibi l i ty establ ished 
because the same individual can an RSO on mult iple l icenses in di f ferent 
jurisdict ions and/or only makes quarter ly on-si te audits?  Is some 
percentage of t ime on-site expected?  In this t ime of extraordinary 
electronic communicat ions, is i t  an issue? 

 

10 CFR 35 - T&E Preceptor Requirements for AUs, AMPs, RSO, and ANPs 
Support the proposal,  establ ished by years of discussion and recommendations 
from the NRC Advisory Committee on the Medical Uses of Isotopes (ACMUI), to 
el iminate the preceptor attestation requirement for individuals seeking 
authorized status via the board cert i f ication pathway.  The preceptor attestat ion 
requirement has proven to be redundant for approved board cert i f ied 
professionals. 
 
For a non-board cert i f ied professional seeking an authorized status via the 
alternate pathway, I  support the NRC’s proposal to require the wri t ten 
attestation to “veri fy that the individual can independently ful f i l l  the radiation 
safety-related duties,” rather than has “achieved a level of competency to 
function independently.”   The term competency has certain implicat ions and 
l iabi l i t ies in the medical- legal domain which should not factor into an attestation 
statement meant to assure regulators that the individual received an adequate 
amount of radiation safety-specif ic T&E.  The term competency has been 
opposed by the ACMUI and the professional organizat ions which 
provide/support training and education since the term was original ly proposed. 
 
PRM-35-20 - “Ritenour Petition” - Proposed Implementation 
Implementat ion of the Ritenour Peti t ion for Rulemaking (PRM-35-20) is long 
overdue. The proposed regulat ion to “grandfather” al l  professionals who met the 
requirements of the previous Subpart J for an AU, RSO, AMP, or ANP before 
that subpart was el iminated on October 24, 2005 must be implemented.  
Preceptor attestations must not be required for these “grandfathered” 
individuals.   
 
Moreover, instead of using the wording “for the modal i t ies that they pract iced 
October 24, 2005,” i t  is recommended that the NRC implement the ACMUI-
recommended wording “for the uses [or procedures] covered by their board 
cert i f icat ion on October 24, 2005.”  This would help el iminate any potential 
uncertainty or subjectivi ty around what the term “practiced” and avoid 
introducing a new administrat ive problem of requir ing individuals to f ind 
documentat ion proving which procedures they actively practiced nearly a 
decade ago.   
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Related to this implementation is that the individuals disenfranchised by this 
have now exceeded the seven years recentness of training requirement in 
§35.59 because the NRC fai led to respond to this pet i t ion in a t imely manner. 
These individuals should not be put at any further inconvenience.  The NRC 
must assure that these persons wil l  be immediately grandfathered and wi l l  not 
have to ful f i l l  the burdensome alternate pathway or preceptor attestat ion i f  they 
wish to become authorized on a l icense but have not been so named by an NRC 
or Agreement State l icense.  
 
NRC's recognit ion to at last implement rulemaking on the Ritenour peti t ion also 
demonstrates that i t  should give serious consideration to authorize appl icants 
with the appropriate currently recognized boards without regard to year of 
cert i f icat ion. There has not been any evidence of a medical event or regulatory 
violat ion before 2005 or since that has demonstrated, or even suggested, that 
the year of board cert i f icat ion has any association with better or worse 
regulatory compliance or radiat ion safety.   
 
  
10 CFR 35.3204 - Report and Notification for an Eluate Exceeding 
Permissible Molybdenum-99, Strontium-82, and Strontium-85 
Concentrations 
Support implementat ion of the Advisory Committee on the Medical Uses of 
Isotopes (ACMUI) recommendation to only require l icensees report parent 
breakthrough results from a generator elut ion beyond the §35.204 l imits to the 
manufacturer/distr ibutor,  and not to both the manufacturer/distr ibutor and the 
NRC.  The manufacturer/distr ibutor alone should be responsible for report ing 
the excessive parent breakthrough to the NRC.  Requir ing the l icensee to report 
to both the company and the NRC, whi le the company also reports to NRC, is 
unnecessari ly dupl icative.   
 
180-day Implementation Period 
The implementat ion of the rulemaking requested by the Ritenour peti t ion should 
be done immediately (no more than 30 days) after publ ication in the Federal 
Register.  This has taken almost a decade to resolve, and no further delay 
should occur. 
I f  the NRC implements the burdensome ME defini t ion for permanent implants 
that requires documentation of the absorbed dose to any cont iguous 5 cc, a 
longer implementat ion wi l l  be needed for l icensees to implement software and 
assessment protocols, especial ly for those many l icensees that do not have the 
current capabi l i ty or use this cr i teria.  
 
I  appreciate the opportunity to comment on these regulat ions and am wi l l ing to 
be contacted for any further clar i f icat ion or added comments. 
 
 
Sincerely, 
 
 
Ralph P. Lieto, MSE FAAPM FACR 
ralph.l ieto@stjoeshealth.org 
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