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Background Part 35 
Rulemakings

• Revised in its entirety in 2002
• Training and Experience regulations 

in 2005
3 dditi l l ki i 2007
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• 3 additional rulemakings in 2007 
and 2009



Part 35 Expanded Rulemaking
• Items identified through 

implementation of Part 35, ACMUI 
recommendations, and a petition for 
rulemaking

• A total of 28 specific items/issues in• A total of 28 specific items/issues in 
the expanded Part 35 rulemaking 

• The potential changes have been 
presented at past ACMUI meetings
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Expanded Rulemaking Would 
Consider:

• Amendment of preceptor attestations 
• Ritenour Petition (AAPM) regarding 

T&E requirements
• Frequency of Molybdenum 99m• Frequency of Molybdenum-99m 

testing
• Naming  Associate RSOs on a 

medical use license
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Part 35 - Medical Event 
Definitions Proposed Rule

• Proposed Rule published in FR Aug 6, 
2008

• Reproposed rule provided to 
Commission June 2010Commission June 2010

• Commission disapproved publication 
of the reproposed rule August 2010
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Part 35 Expanded Rulemaking
• The working group (NRC, OAS, and 

CRCPD) is developing the proposed 
rule 

• ME workshops scheduled for June 
2011 to include major issues from the2011 to include major issues from the 
expanded rulemaking
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Part 35 Expanded Rulemaking

Questions?
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SUPPLEMENTAL 
INFORMATIONINFORMATION
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Part 35 - Medical Event 
Definitions Proposed Rule

• Proposed Rule published in FR Aug 6, 
2008

• Large number of ME’s reported in 
Summer-Fall 2008 causedSummer Fall 2008 caused 
reevaluation of the proposed rule
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Part 35 - Medical Event 
Definitions Proposed Rule

• Based on public comments and the 
circumstances involving a large 
number of ME’s, the proposed rule 
was revised significantlywas revised significantly

• Reproposed rule provided to 
Commission June 2010
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Part 35 - Medical Event 
Definitions Proposed Rule

• Commission disapproved publication 
of the reproposed rule August 2010

• Commission directed the staff to 
conduct a series of stakeholderconduct a series of stakeholder 
meetings 

• Stakeholder meetings scheduled for 
June 2011
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Impacts on Schedule
• Current

-Proposed Rule: March 2012
-Final Rule: September 2013

• Incorporation of ACMUI P&P 2-5, ME 
rule, and expanded comment periods
-Proposed Rule: December  2012

-Final Rule: October  2014
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Acronyms
• AAPM: American Association of 

Physicists in Medicine
• ACMUI: Advisory Committee on the 

Medical Uses of Isotopes
CRCPD Conference of Radiation• CRCPD: Conference of Radiation 
Control Program Directors

• FR: Federal Register
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Acronyms Cont’d
• ME: Medical Events
• OAS: Organization of Agreement 

States
• T&E: Training and Experience
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