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Regulatory Science 101-D

The Legislative and Regulatory
priorities are driven by:

— Science and Risk Analysis

— Consi derations of Cost and Practicality
—Influen ce in the Political Sector

— Public Perception s of Risk and Benefit
—Insp ection and Enforceme nt practic alitie s

Regulatory Science 101

legislation.

» Regulatory action is based on the enabling

Those creating the regulations do not have
the option to stray from the enabling

legislation.

» Those who wish to influence the regulatory

process must have at least a cursory
unders tanding of the underlying legislative

impe ratives.

Regulatory Science 101-D-P

» The Legislative and

Regulatory priorities
are driven by:
Science and Risk
Analysis
Consideration s of Cost
and Practical ity
Influence in the Politic al
Sector
Public Perceptions of
Risk and Benefit.

¢ Professional Guidelines

are drive n by:

= Science and Risk
Analysis
Dependence on
Professional Judgmen t,
Knowle dge and Skill
adapted to parti cular
situations
Consideration s of Cost
and Practical ity
Peer Review and
Feedback

F b Inspection and
= Enforce ment Unif ormity
X1/




Potent ial Areas of
Hybridi zation

* Nuclear Regulatory Commissio n:
— Part 35 revis ions:
* Risk Infor med
» Performanc e Based




Mutual Intere st in Profe ssional Recogniti on of the Necessity of
Standards Professio nal Expertise

* RH 20.6 Radiation Therapy Physicist Support.
— 20.6.1 The service s of a Radiation Therapy Physicist shall ¢ 20.8.19.2 Accept ance testing and

be required in facilities having therapeutic radiation

machines. The Radiation Therapy Physic ist shall be commissio nin g shall be perf ormed in
respons ible for:

— 20.6.1.1 Full calibration (s) requir ed by RH 20.7.16 and accor dance with "AA PM Code of
20.8.19 and protection surveys required by RH 20.4.1;.20-11

— 20.6.1.1.1 Supervision and review of dosimetry; Practic e for Radiothe rapy Acc elerators:
- 20.6.1.1.2B dat isiti d transfe r for I 1

compu terize%algosfilmae?rcy?uzllsl{cllosBpaf;vislia:)rllwsgfritsmuse; Repo rt of AAPM Radiation Therapy
- 20.6.1.1.3 lit , incl udi it

Shack roviow Teyuned by RH 20.7 17800 20820 s Task Group (TG) 45

— 20.6.1.1.4 Consultation with the authoriz ed user in treatment
planning, as needed; and

— 20.6.1.1.5 Perform calculat ions/a ssessments regarding n“
=

misadministrations.
X1/

Recogni tion of the Necessity of
Professi onal Expertise

Subpart J (Board Pathway)

. * Copy of ABR Certif icatio n from the Web
e 20.8.19.2 Acceptance testing and

commissio ning shall be performed in
accordance with "AAPM Code of

Practice for Radiotherapy Accele rators:
Report of AAPM Radiation Therapy

Task Group (TG) 45", unless the

radiation therapy physicist determines
that a partic ular recomm endation of the
TG 45 Report is not warran ted for the
clinical tasks for which the equip mentla
will be used. 3V




Current

Contact Physician, inq uire as to T&E, and discuss advantages and disadvantages of the
options that are available. Decide on pursuing the “on a license prior to 25 Ociober 2005
option.

Contact Medical Physic ist at current institution. (Phone call and e-mail

Referred to RSO. E-mail and phone RSO. Discuss the required document ation., Request
copy of the license and verification of AU status of the Physici an.

Phone call and e-mails to RSO furth er discuss documentation requiremen ts

Phone call and e-mails to site AMP to furthe r disc uss docum entation requir ements and
request inter actio n with site RSO

Receive license and associated docum entation from RSO with supporting document ation
from site AMP.

Submit license amendment request to state.

State requests revised documentation.

Phone call and e-mails to RSO furth er discuss documentation requiremen ts

Phone call and e-mails to site AMP to furthe r disc uss docum entation requir ements and
request inter actio n with site RSO

Receive revised documentation from RSO,

Submit revised documentation to State

Actio n still pending

Regulatory Science 500
(Pre-req- RegSci 101)

Under stand the legislative and regula tory

clim ate

Know and maintain cordial and respec tful

relations hips with the regulatory staff

Under stand the histo ry of the existing

regulations.

Be familiar with regulatory solution s in other

venues

Know how NRC and CRCPD regulations will

be implemented in your juris diction. ZIN
T

K17

Release of the patisnt must be approved by an individual listed as an authorized usear an the
license from the Department who is approved for the type of radioactive matenal use in the
patient being released.

Regul atory Science 500

(Pre-req- RegSci 101)

Speak softly and carry the big
knowledge.

Engage the Regulatory Communit y
Engage the Regulatory Communit y
Engage the Regulatory Communit y




