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Part 35 Rulemakings Update 

Neelam Bhalla and Ed Lohr  
Rulemaking Branch B 

DILR/FSME 
 



Part 35 Rulemakings 

There are 2 proposed medical rulemakings: 
 
1.  The Expanded Rulemaking  
 
2.  The Medical Event Rulemaking 
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Combining Rulemakings: 
Commission Direction 

• In a Staff Requirement Memorandum to the 
Permanent Implant Brachytherapy paper, 
SECY-12-0053, the Commission has 
directed the staff to: 

• 1. Include the ME Rulemaking into the 
Expanded Rulemaking,  and 
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Combining Rulemakings: 
Commission Direction (contd.)  

2.  Provide the Commission with a new 
paper at any time a substantive delay in the 
completion schedule for this rule becomes 
apparent.  The paper should explain the 
schedule delay and the impact of separating 
the ME rule from the combined rulemaking. 
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Current Schedule of Combined 
Rulemaking 
 
Proposed Rule to Commission: 
     Mid- 2013  
Final Rule to Commission:  
     Late- 2014 

 
  



Tentative Dates For ACMUI Review 

 We would be requesting the ACMUI to 
review the draft Federal Register Notice 
before it goes to the Commission 

• Draft FRN to ACMUI December 2012 
• Review period           90 days 
• ACMUI comments         March 2013 

 
  

6 



  
 
 

Questions and Comments  
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