November 22, 2010

MEMORANDUM TO: Cindy Bladey, Chief
Rulemaking and Directives Branch
Division of Administrative Services
Office of Administration

FROM: Edward M. Lohr /RA/
Rulemaking Branch B
Division of Intergovernmental Liaison
and Rulemaking
Office of Federal and State Materials
and Environmental Management Programs
SUBJECT: REGULATORY HISTORY INDEX - REPROPOSED RULE:
MEDICAL USE OF BYPRODUCT MATERIAL —

‘AMENDMENTS/MEDICAL EVENT DEFINITIONS”
RIN 3150-Al26 — (10 CFR PART 35)

Enclosed is the regulatory history index of those documents of central relevance to the
subject proposed rule. The Agencywide Documents Access and Management System
(ADAMS) Accession Number is provided for each document or package. The reproposed
amendments would have change the criteria for defining a medical event (ME) for permanent
implant brachytherapy; 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. The
Commission in SRM-SECY-10-0062 (ML102220233) disapproved publishing the reproposed
rule.

Enclosure:
Regulatory History Index

CONTACT: Edward M. Lohr, FSME/DILR
(301) 415-0253
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Accession Title/Description Document Date Author Public
Number Availability
SRM-M040302B-Meeting with the Advisory Publicl
ML040760566 Committee on the Medical Uses of Isotopes 3/16/2004 Vietti-Cook A L Availabl)/e
(ACMUI) and the NRC Staff.
SECY-05-0234- Adequacy of Medical Event Publicly
ML041620583 PK | Definitions in 10 CFR 35.3045, and Communicating 12/27/2005 Reyes L A Available
Associated Risks to the Public

SECY-05-0234- Adequacy of Medical Event .
MLO41620583 PK | 1 riitions in 10 CFR 35.3045, and Communicating | 12/27/2005 Reyes L A Publicly
ML053180408 . : . Available

Associated Risks to the Public
SECY-05-0234 - Enclosure 1 - Medical Use Events
ML041620583 PK in 2003 that Prompted the Staff to Reconsider the Publicly
ML053420091 Appropiateness and Adequacy of the Regulations 12/27/2005 ZelacR E Available
for WDs and MEs
SECY-05-0234 - Enclosure 2 - Submission of

ML041620583 PK :
Guiding Principles for NRC staff use in Formulating Publicly
ML052220224 Medical Event Criteria for Permenat Implant 7/19/2005 Malmud L S Available

Brachytherapy Procedures.

SECY-05-0234 - Enclosure 3 - ACMUI's Specific .
ML041620583 PK ) . . . Publicly
ML053180526 Suggestions for Improving Public Understanding of 12/27/2005 Available

the Risks Associated with Medical Events.




Accession . oy Public
Number Title/Description Document Date Author Availability
, Publicly
VR-SECY-05-0234 - "Adequacy of Medical Event Available
ML060470137 Definitions in 10 CFR 35.3045, and Communicating 2/15/2006 Vietti-Cook A L
Associated Risks to the Public".
SRM-SECY-05-0234 - Adequacy of Medical Event Publicly
ML060460594 Definitions in 10 CFR 35.3045, and Communicating 2/15/2006 Vietti-Cook A L Available
Associated Risks to the Public.
Supplement to User Need Memorandum Dated Non-Publicl
ML062500200 February 18, 2005 - Revising Part 35, "Medical Use 9/18/2006 Essig TH Available y
of Byproduct Material" Requirements.
COMSECY-09-0026 - Request for Rebaselining of Non-Publicly
ML093030305 PK Medical Event Definition Rulemaking to Reflect Available
Recent Veteran Administration Experience
COMSECY-09-0026 - Request for Rebaselining of Non-Publicly
ML093030305 PK Medical Event Definition Rulemaking to Reflect 11/25/2009 Borchardt R W Available
ML093000057 R ,
Recent Veterans Administraion Experience
ML093030305 PK
NRC Medical Consultant Report-VA Philadelphia Publicly
ML093020636 Docket No. 030-34325. 10/12/2009 Goans R E Available
SRM-COMSECY-09-0026 - Request for Non-Publicly
ML093630555 Rebaselining of Medical Event Definition 12/29/2009 Bates A L Available

Rulemaking to Reflect Recent Veterans
Administration Experience.




Accession

Public

Number Title/Description Document Date Author Availability
Review and Concurrence: Reproposed Rule: Non-Publicl
ML100210296 Medical Use of Byproduct Material - Available y
Amendments/Medical Event Definitions
RCPD-10-002 Request for Comments on the Draft Non-Publicly
Reproposed Rule to Amend 10 CFR Part 35 - Available
ML 100350040 Medical Use of Byproduct Material -
Amendments/Medical Event Definitions.
ML100970605 Agreement State Comments re: Reproposed Rule 4/8/2010 Nzr\]/';:gll'gly
SECY-10-0062 - Reproposed Rule: Medical Use of Publicly
ML100890086 PK Byproduct Material - Amendments/Medical Event Available
Definitions (RIN 3150-Al26)
SECY-10-0062 - Reproposed Rule: Medical Use of Publicly
MkA1LQI%%%%%81(321PK Byproduct Material - Amendments/Medical Event 5/18/2010 Borchardt R W Available
Definitions (RIN 3150-Al26)
SECY-10-0062 - Enclosure 1: Federal Register Publicly
ML 100890086 PK Notice re: Reproposed Rule: Medical Use of " Available
ML100890397 Byproduct Material - Amendments/Medical Event 5/18/2010 Vietti-Cook A L
Definitions (RIN 3150-Al26)
SECY-10-0062 - Enclosure 2: Rule Language
ML100890086 PK Changes re: Reproposed Rule: Medical Use of Publicly
Byproduct Material - Amendments /Medical Event 5/18/2010 LohrEM Available

ML100910159

Definitions (RIN 3150-Al26)




Accession . oy Public
Number Title/Description Document Date Author Availability
SECY-10-0062 - Background: Congressional
Letters to the Honorables E. Markey, T. Carper, B. Non-Publicly
ML100890086 PK Boxer and H. Waxman re: Reproposed Rule: 5/18/2010 Schmidt R L Available
ML100910179 Medical Use of Byproduct Material -
Amendments/Medical Event Definitions (RIN 3150-
Al26)
SRM-SECY-10-0062 - Reproposed Rule: Medical Publicl
ML102220233 Use of Byproduct Material - Amendments/Medical 8/10/2010 Vietti-Cook A L Availab?/e
Event Definitions (RIN 3150-Al26).
Apostolakis G Publicl
ublic
VR-SECY-10-0062, "Reproposed Rule: Medical Use goaczko B8 Available
ML102230314 of Byproduct Material - Amendments/Medical Event 8/10/2010 0 igwgorff WG
Definitions (RIN 3150-AI26). Stendort
Svinicki K L
Vietti-Cook A L
Regulatory History Index — Reproposed Rule:
Medical Use of Byproduct Material — Publicly
ML103220394 | «Amendments/Medical Event Definitions”, RIN 3150- | 1 1/22/2010 Lohr, E M Available

A126 (10 CFR Part 35)
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