
 
 

April 25, 2008 
MEMORANDUM TO: James E. Dyer 

 Chief Financial Officer 
 

 Margaret A. Janney, Chief 
 Records and FOIA/Privacy Services Branch 
 Information and Records Services Division 
 Office of Information Services 

 
 Bradley W. Jones, Assistant General Counsel 
   for Rulemaking and Fuel Cycle 
 Office of the General Counsel 

 
 Cynthia A. Carpenter, Director 
 Office of Enforcement 

 
 Michael T. Lesar, Chief 
 Rulemaking, Directives and Editing Branch 
 Division of Administrative Services 
 Office of Administration 

 
FROM: Dennis K. Rathbun, Director 

Division of Intergovernmental Liaison 
  and Rulemaking  /RA/ 
Office of Federal and State Materials 
  and Environmental Management Programs 

 
SUBJECT: REVIEW AND CONCURRENCE: MEDICAL USE OF BYPRODUCT 

MATERIAL – AMENDMENTS/MEDICAL EVENT DEFINITIONS  
 
 
Your concurrence is requested on the attached proposed rule. 
 
The proposed rule will amend 10 CFR 35.40 and 35.3045 that govern medical use of byproduct 
material related to reporting and notifications of medical events (MEs) to clarify requirements for 
permanent implant brachytherapy.  The proposed amendments would change the criteria for 
defining an ME for permanent implant brachytherapy from dose based to activity based; add a 
requirement to report, as an ME, any administration requiring a written directive (WD) if a WD 
was not prepared; clarify requirements for WDs for permanent implant brachytherapy; and make 
certain administrative and clarification changes. 
 
 
CONTACT:  Edward Lohr, FSME/DILR 

         (301) 415-0253 
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2 

The following is a summary of this request: 
 
1. Title:  Medical Use of Byproduct Material – Amendments/Medical Event Definitions 
 
2. Task Leader:  Edward Lohr, FSME/DILR       415-0253 
 
3. Working Group: Susan Chidakel, OGC 415-1535 

          Michael Harrison, ADM 415-6865 
   Ronald Zelac, DMSSA 415-7635 
   Susan Woods, OE  415-7267 
   Tremaine Donnell, OIS 415-6258 
   Sandra Gabriel, Reg I  610/337-5182 
   Darice Bailey, OAS  512/834-6688 
 
4. Steering Group:  No 
 
5. Enhanced Public Participation:  Yes 
 
6. Compatibility for Agreement States:  Yes 
 
7. Requested Action:  Office Concurrence 
 
8. Requested Completion Date:  Twenty calendar days after date of this memorandum.   
 
9. Resources:  It is anticipated that .8 NRC FTEs will be needed to complete this action (.3 

FSME, and .5 all other).  These resources are within existing budget allocations.  Time to 
review this package should be charged to TAC # JA0347. 

 
10. Coordination:  Copies of this concurrence package have been forwarded to ACMUI, CRGR, 

and IG for information.   
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Please notify the contact listed and provide the name of your reviewer.  It is hoped that this step 
will further facilitate concurrence.  Notification may be by either email or phone. 
 
Enclosure:  Commission Paper w/encl. 
 
cc w/encl.:  H. T. Bell, OIG 

S. Collins, Region I/ORA 
V. McCree, Region II/ORA 
J. Caldwell, Region III/ORA 
E. Collins, Region IV/ORA 
E. Brenner, OPA 
M. Johnson, CRGR 
J. Gray, OGC 
M. Case, NRR 
P.Holahan, NSIR 
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Distribution:   
DILR r/f 
DMSSA r/f 
 
 

ML081060362 
OFFICE DILR DILR DMSSA DILR 
NAME ELohr MDelligatti RLewis DRathbun 
DATE 4/24/08 4/24/08 4/24/08 4/25/08 
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