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FROM: Nader L. Mamish /RA/ 
Assistant for Operations, OEDO 

 
SUBJECT: OPTIONS TO CLARIFY MEDICAL EVENT REPORTING FOR PERMANENT  
  IMPLANT BRACHYTHERAPY 
 
Purposes:   
 
1) To inform the Commission’s vote on SECY-12-0053 with possible options to clarify medical 
event (ME) reporting for permanent implant brachytherapy under the existing rule, ahead of the 
current schedule for the expanded 10 CFR Part 35 rulemaking;  
 
2) Provide staff views regarding the compatibility category for 10 CFR 35.3045 reporting 
requirements. 
 
Options considered (for addressing the challenges that exist with the current ME reporting): 
   
1) Separating the rule on the definition of MEs for permanent brachytherapy from the expanded   
Part 35 rule;  
2) Use of orders;  
3) Issuance of licensee guidance;  
4) Use of exemptions;  
5) Issuance of an interim enforcement policy; or  
6) Issuance of an enforcement guidance memorandum (EGM). 
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For Option 1 (Separating the rule on the definition of MEs for permanent brachytherapy from the 
expanded Part 35 rule) 
 
The option to separate the ME definition rule from the Part 35 expanded rule would provide 
about only one month time savings for codifying the ME definition in a final rule, compared to 
the current schedule for the Part 35 expanded rule including the ME rule.  The ME definition 
regulatory basis is scheduled to be accepted for rulemaking in June 2012 and at least 27 
months would be needed, to September 2014, to provide it as a draft final rule to the 
Commission.  In this option, the need to use medical subject matter experts would require the 
rest of the Part 35 expanded rule to be on hold and then to follow with the draft final rule for the 
remainder of the Part 35 changes provided to the Commission around September 2016.  The 
staff is currently committed to provide the Part 35 expanded rule, including ME definition final 
rule, to the Commission in October 2014.  
 
In the spirit of reducing the cumulative effects of regulation, the Agreement States support a 
combined rulemaking effort as more efficient for them to make changes to their regulations.  
They would oppose separating the rule on the definition of MEs for permanent brachytherapy 
from the expanded Part 35 rule. Other opponents of separating the rules would primarily be 
those who support the proposed changes in the expanded Part 35 rule to the training and 
experience provisions, because the resolution of their issues would be delayed by about two 
years.    
 
Accordingly, staff recommends that the expanded Part 35 rulemaking include permanent 
implant medical event (ME) reporting requirements as specified in SECY-11-0035, dated March 
10, 2011 (ML11031A008). 
 
For Option 2 (Use of orders) 
 
A Part 35 specific license is subject to applicable provisions of Part 30.  Section 30.34 provides 
that Part 35 licenses are subject to orders of the Commission.  Section 30.34(e) provides that 
the Commission may incorporate in a license, additional requirements and conditions requiring 
reports necessary or appropriate to effectuate the Act or the NRC regulations.  Section 30.61 
also provides for the modification of licenses by order in the enforcement context. 
 
An Order in this situation would not be appropriate because Orders are generally written NRC 
directives to modify, suspend, or revoke a license; to cease and desist from a given practice or 
activity; or to take such other action as may be proper (which generally relates to adequate 
protection of the public health and safety and assurance of the common defense and security 
and protection of the environment).  Unless the NRC can make a showing that an alternate 
medical event reporting requirement is necessary or appropriate to effectuate the Act or 
Commission regulations, which would support the issuance of an order, another option or 
combination of options would be the appropriate vehicle for achieving relief from the dose based 
medical event reporting requirement. 
 
If NRC issued orders, the Agreement States may choose whether or not to issue similar orders 
since these concerns are not currently deemed to be safety-related issues.  Since the 
requirements in 10 CFR 35.3045 are designated as Compatibility Category C, the expectation 
would be that many Agreement States would not issue orders based on the discussion and 
comments from the Organization of Agreement States (OAS) representative favoring the 
continuation of flexibility for the Agreement State implementation of the medical event reporting 
requirements. 
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For Option 3 (Issuance of licensee guidance) 
 
As a first step in improving guidance available for written directive (WD) and ME reporting 
requirements under the current rule, NRC, in cooperation with the OAS, recently completed 
revision of Inspection Procedure (IP) 87132, Brachytherapy Programs.  The objective was to 
provide added guidance for inspection of ME reporting requirements.  Moreover, a training 
webinar was conducted on April 26 to provide opportunity for NRC, Agreement State, and NRC 
master material license personnel to become familiar with the revised procedure and to ask 
questions about it.  While this revised IP does not offer relief to licensees, it does provide a 
framework for more uniform implementation of the requirements across the country. 
 
The next step in improving the guidance available for WD completion and ME reporting 
requirements under the current rule will be directed to licensees, in the form of a Regulatory 
Issues Summary.  The document to be created will be distributed to NRC medical use licensees 
and to Agreement State regulatory programs and will provide useful insights about compliance 
with the current NRC requirements.  Accordingly, staff considers issuance of licensee guidance 
to be an important component for addressing the challenges that exist with the current ME 
reporting. 
 
For Option 4 (Use of exemptions)  

Under 10 CFR 35.19, Specific exemptions, and 30.11, Specific exemptions, the Commission 
may, upon application of any interested person or upon its own initiative, grant exemptions from 
the regulations in this part that it determines are authorized by law and will not endanger life or 
property or the common defense and security and are otherwise in the public interest.  Use of 
such a specific exemption could provide relief from the current regulatory requirement to 
determine whether an ME has occurred, without endangering the patients that are undergoing 
permanent implant brachytherapy procedures.  

Under current 10 CFR 35.40, Written directives, medical use licensees can specify the intended 
dose to the treatment site either as an absorbed dose or as total source strength and exposure 
time (which is infinite for permanent implant brachytherapy).  However, 10 CFR 35.3045, Report 
and notification of a medical event, requires that the assessment of delivered dose to determine 
whether an ME has occurred must be done as absorbed dose.   Section 35.3045 does not allow 
licensees the option to use total source strength and exposure time in lieu of absorbed dose.  
Moreover, an implant that could be considered an ME based on absorbed dose comparisons 
might not be considered an ME if the comparison of delivered dose to intended dose is 
performed based on total source strength and exposure time.   

An exemption from the current regulatory requirements in 10 CFR 35.3045(a)(1), until the 
current ME requirements are revised, would address the challenges that exist with the current 
ME reporting requirements.  Separate specific exemptions would need to be issued to each 
current and future licensee.  The exemption envisioned in this option would provide relief from 
the current medical event reporting requirement conditioned upon licensees reporting medical 
events determined using total source strength and exposure time.  The use of an alternative as 
a condition of granting the exemption is within the authority of the Commission when the 
alternative makes the exemption otherwise in the public interest. 
 
An exemption also does not resolve the issue of any existing violations that have not yet been 
dispositioned. A separate enforcement document, likely an Enforcement Guidance 
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Memorandum (EGM), would need to be developed to provide enforcement discretion for these 
existing violations.  

Agreement States could choose to provide their licensees with similar exemptions.  However, 
they would not be required to do so under the current level of compatibility.  As noted in Option 
2, the expectation would be that many Agreement States would not grant the exemption to the 
State medical event reporting requirements. 

For Option 5 (Issuance of an interim enforcement policy) 
 
Another option would be the exercise of enforcement discretion through the use of an interim 
enforcement policy. Because the enforcement policy is a Commission approved document, 
interim policy would need to be reviewed and approved by the Commission. This interim policy 
would apply enforcement discretion for those medical use licensees that practice permanent 
implant brachytherapy and use total source strength and exposure time for dose in the required 
comparison of delivered dose to intended dose for the treatment site, for determining under 
current 10 CFR 35.3045 whether an ME had occurred.  (Enforcement discretion would only 
apply if the licensee entered both the intended dose and the delivered dose into the WD as total 
source strength and exposure time.)  As noted above for Option 4, current 10 CFR 35.3045 
requires that the assessment of delivered dose for determining if an ME has occurred must be 
done as absorbed dose, rather than providing the option for licensees to use either absorbed 
dose or total source strength and exposure time.   
 
An interim policy would provide enforcement discretion for both existing and future violations of 
current Part 35. The interim policy would apply to violations that result from an otherwise 
appropriate use of total source strength and treatment time for determining the existence of a 
medical event.  The NRC often uses interim enforcement policies to provide enforcement 
discretion to licensees in cases like this one where there is confusion about the meaning of the 
regulations. This interim policy would be in place until the NRC can provide clarity through the 
rulemaking process.  
 
Although this option would require a similar level of effort to the exemption option, the staff 
believes that the use of an interim enforcement policy would save resources because it would 
address both the future and existing violations.  If the staff uses exemptions, it would be 
necessary to prepare some form of enforcement document to deal with existing violations. 
These two efforts could result in the exemption option taking much more time and many more 
resources than the interim policy option.  Overall, the interim policy would be a single agency 
document that could address the appropriate use of total source strength and exposure time by 
licensees, current and future enforcement concerns, provide inspection guidance, and would 
need to be issued only one time to cover all applicable current and future licensees.  The 
Commission has broad discretion to direct the use of its resources for the benefit of health and 
safety through the use of enforcement discretion in areas of less health and safety significance.  
 
The NRC took a similar approach in SECY-11-0028, Options for implementing an alternative 
interim regulatory approach to the minimum days off provisions of 10 CFR Part 26, Subpart I, 
“Managing fatigue.”  
http://www.nrc.gov/reading-rm/doc-collections/commission/secys/2011/2011-0028scy.pdf  
 
The Agreement States are not required to follow NRC’s enforcement policy.  As noted in 
Options 3 and 4, since this not a safety related issue and the requirements in 10 CFR 35.3045 
are designated as Compatibility Category C, the expectation would be that many Agreement 
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States would not issue enforcement discretion addressing the reporting and notification 
requirements.   
 
For Option 6 (Issuance of an enforcement guidance memorandum) 
 
An EGM provides guidance on how to implement some aspect of the enforcement policy that is 
already “approved.”  EGMs are generally used in narrow circumstances, whether for a limited 
number of licensees, a limited aspect of a requirement, or a limited time.  Therefore, since there 
currently is not specific enforcement policy for the issue under the existing 10 CFR 35.3045 of 
dose expression for comparing intended to delivered, to determine if an ME has occurred for 
permanent implant brachytherapy procedures, use of an EGM to provide clarity is not 
appropriate.  Since an EGM is an internal guidance document, the public and licensees would 
need to be informed of its existence through communication options directed toward licensees 
and other stakeholders.    
 
Summary of options considered (for addressing current ME reporting challenges) 
 
Option 1 (Separating the rule on the definition of MEs for permanent brachytherapy from the 
expanded Part 35 rule) – Possible, but not preferred; leave rulemaking plan as-is. 
Option 2 (Use of orders) – Not appropriate. 
Option 3 (Issuance of licensee guidance) – An important component; employ. 
Option 4 (Use of exemptions) – Viable option, but not preferred. 
Option 5 (Issuance of an interim enforcement policy) – Viable option. 
Option 6 (Issuance of an enforcement guidance memorandum) – Not appropriate alone. 
 
The staff is currently proceeding with Option 3.  If the Commission desired to go further, the staff 
could also proceed with Option 5. The staff believes that an interim enforcement policy provides 
the most effective approach to address this issue.  An interim enforcement policy addresses 
existing and future violations, applies to current and future licensees, is within the broad 
discretion of the Commission, and would not require substantially more resources than the other 
options.  Further, an interim policy could remain in place without further staff action until a final 
rule is approved. However, the Agreement States will have discretion on whether to adopt a 
similar policy, so Option 5 may have limited practical value because most of the medical 
licensees are regulated by the Agreement States. 
 
Staff views regarding the compatibility category for 10 CFR 35.3045 reporting requirements 
 
Currently, compatibility designations for the changes anticipated under the Part 35 rule would be 
evaluated during the rulemaking process and are part of the input requested from all 
stakeholders during the comment period.  The staff also coordinates these designations with the 
Standing Working Group on Compatibility.  This is consistent with the rulemaking process and 
would offer both the Agreement State regulators and the other stakeholders the normal forum 
for reexamination of the compatibility designations associated with revised provisions of the 
regulations. 
 
The current 10 CFR 35.3045, Report and notification of a medical event, is designated as 
Compatibility Category C for the Agreement States.  This designation means the essential 
objectives of the requirement should be adopted by the State to avoid conflicts, duplications, or 
gaps.  The manner in which the essential objectives are addressed in the Agreement State 
requirement need not be the same as NRC provided the essential objectives are met.  
Presently, Agreement States may require the reporting of events which include diagnostic 
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procedures.  The information that NRC requires of its licensees will need to be a subset of any 
additional reporting or notification requirements imposed by the Agreement States on their 
licensees. 
 
If the level of compatibility for 10 CFR 35.3045 were to be raised to Category B, Agreement 
State requirements would need to be essentially identical to those of the NRC.  Category B 
compatibility is applied to requirements that have significant direct transboundary health and 
safety implications.  This designation would require that the Agreement State requirements 
could not include any additional requirements, such as diagnostic reports, shorter reporting 
times, or lower dose limits for reporting. 
 
The OAS has expressed a strong desire to retain a dose-based ME reporting criterion for the 
treatment site if and when NRC regulations are revised to specifically include a source-strength-
based criterion for the treatment site.  The staff understands that the OAS has no objection to 
the introduction of the source-strength-based criterion, as long as the dose-based criterion can 
be retained, which is dependent upon the compatibility category for 10 CFR 35.3045 remaining 
as Compatibility Category C.  With a Compatibility Category C designation, the Agreement 
States could require both the dose-based criterion and source-strength-based criterion; as long 
as the Agreement State reports to NRC include the information desired by NRC.  
 
Moreover, Compatibility Category B is difficult for some states to achieve because their 
regulations have to also meet specific state requirements based on the state agencies in which 
the radiation control regulators reside.  Also, Agreement States may have existing laws 
requiring the collection of additional information on medical diagnostic and therapy procedures. 
 
It could be expected that some medical licensees having multiple locations in various states, 
both NRC-regulated and Agreement State-regulated, would prefer a Compatibility Category B 
designation, for uniformity of practice and procedures among their different locations.  Because 
of these divergent positions (the OAS favoring Compatibility Category C and some medical use 
licensees favoring Compatibility Category B), on what the appropriate compatibility category 
should be for a revised 10 CFR 35.3045, staff proposes to include a specific question on this 
issue in the statements of consideration for the proposed revision when published in the Federal 
Register, and defer a decision on raising the compatibility category until comments are received.        
 
 
cc: R. W. Borchardt, EDO SECY  
  M. Weber, DEDMRT  OGC  
  M. Johnson, DEDR OCA  
  D. Ash, DEDCM OPA  
  N. Mamish, AO OIP  
  K. Brock, OEDO OIS 
  D. Merzke, OEDO CFO 
  R. Zelac, FSME EDO R/F 
  C. Einberg, FSME 
  M. Satorius, FSME 
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