| Federal & State Regulations |




Federal & State Regulations

Learning Objectives

« Understand federal & equivalent state regulations
applicable to ind. radiography, with emphasis on:

— Licensing & registration of radiation sources
— Jurisdiction & reciprocity

— Safety evaluations of sources & devices (SS&DR)

« Describe how radiography licensees address regulatory
requirements



Federal & State Regulations

U.S. Code
= Laws
State Statutes
Code of Federal Regulations .
= Regulations

State Administrative Codes
(How to implement

the laws)




Federal Regulations - X-ray Machines

FDA US. Food and Drug Administration <@ 553"

Title 21, Code of Federal Regulations (CFR)
Food & Drugs

Chapter | Food & Drug Administration,
Dept. of Health & Human Services

Part 1000 General

Part 1020 Performance Standards for
lonizing Radiation Emitting Products




Federal Regulations: 21 CFR

Part 1020 Performance Standards for lonizing
Radiation Emitting Products

Sec. 1020.31 Radiographic equipment

e Applies to equipment used to record of images, except
equipment using an image intensifier or CT x-ray systems




Federal Regulations: 21 CFR, Part 1020

Sec. 1020.40 Cabinet x-ray systems

Definitions

X-ray system Cabinet x-ray system




Federal Regulations: 21 CFR

Enforcement

21 CFR Part 1 FDA general enforcement regs
21 CFR Part 7 FDA enforcement policy

« FDA doesn’t conduct routine inspections

« FDAresponse to an allegations is to ask mfr. to correct
problem voluntarily

 FDA can get injunctions & prosecute violators



The Regulatory Landscape for RAM

B OresoETent Shaoe Hon-Aom csormont Shartos: Lodtor of Intont-A 5

38 states have an agreement w/ the NRC to allow state
regulation of radioactive materials within their borders. s



Federal & State Regulations

Jurisdiction & Reciprocity

10 CFR Part 150

Exemptions & Continued Regulatory Authority
in Agreement States and in Offshore Waters

"...any person holding a specific license from an agree-
ment state... is hereby granted a general license to
conduct the same activity in non-agreement states...
and offshore waters."



Federal & State Regulations

Reciprocity for Ind. Radiographer Certification

Independent Certifying Organizations

States ASNT
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Federal & State Regulations

Jurisdiction & Reciprocity

Licensees are subject to:

« NRC regulations
« All terms & conditions of their specific license

« Advance notification: at least 3 days notice before
engaging in licensed activities

« File Form 241, "Report of Proposed Activities in Non
Agreement States” with appropriate NRC Regional
Administrator
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Licensing Requirements

10 CFR Part 150

Standard Rules of General Applicability to
Domestic Licensing of Byproduct Material

e General Provisions

 Exemptions

e Licenses

e Records, Inspections, Tests & Reports

« Enforcement



NUREG-1556, Vol. 2

Program Specific
Guidance About
Industrial.
Radiography
Licenses

NURECG-1%56
Vol 2

Consolidated Guidance About
Materials Licenses

Program-Specific Guidance About
Industrial Radiography Licenses

Final Report

Mamuscnipt Completed: Ausust 1998
Dtz Published: Angust 1998

Prepared by
I.B. Camico. A C White. D I Collins, D A Piskura,
E M. Prendergast, D. O. Nallis, M. E, Schwartz

Divisien of Industrial and Medical Nuclear Safety
Office of Nuclear AMaterial Safety and Safegnards
U.5. Nuclear Regulatory Commisvion
Washimgton, DN 20555-0001
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Applicable Regulations

It is the licensee’s responsibility to have up-to-date
copies of applicable regulations, be familiar with
them, & abide by them

10 CFR Part 19
10 CFR Part 20
10 CFR Part 21
10 CFR Part 34
10 CFR Part 71
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Applicable Regulations

It is the licensee’s responsibility to have up-to-date
copies of applicable regulations, be familiar with
them, & abide by them

10 CFR Part 2
10 CFR Part 30
10 CFR Part 40
10 CFR Part 150
10 CFR Part 170
10 CFR Part 171
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How & Where To File

.,.uli.;uflnq.

|.
T T e i
i b EET L] .I..ﬂl.. G &m -h- _|:| -'.l:l LAY
APPLICATION FOR MATERIAL LICEMSE | oo mm e i s o b s

el i e v A ETER
Ll o A, R hEeE ok -undr»-bq...-dn.— Ve i-'ln-“ia
e L

hﬁrk..'l"l\'.\lﬂl SEL THE APFACPEATE VCERGE AR PLICATION GUIDE POE DETAILED METRUDT KORG POE DIRPLET G 8P PLUDATION
0 T MRS OF TIHE CRTIRE COMPLTTED AFF TO THE KALC OFFICE SPEOTED BELOW

|l|-|ru:mnu-¢-|:|rl|l.rm-u FELEAL 8 FL B SFLI e - LILETEE W

NRC Form 313 sl

LR TR R ]

AL
LE LIRS, SN, W S BT T D L LR S
LRty L v T BT a8 H TR T TERAA (P

£ TAL B AP CETE

B
i

o T e e e R R R
L | TR TR BARLRT T L N L R LT B O A T

— —
S| A AT Tl A ks b LRGN

O+ e

[ # sasamsss voiasammasnes

D PR (8 1E bl b R

5 ARSI FEERE o Bl WA R R, Y L B

TR - wh ey

s | e s A A D

Tkt T kg RS [ R

B s e PR

A A
‘e

88 b
¥

o
CHTT i A

" smsp B e R P A EEaRmL e
=a
G I T L L I ...

FORMECUSE DMLY

O IL St b hoaghe [1inieRaTn

—
v Pl 1 | E T I

16



Contents of an Application

License Action Type

« New, renewal, amendment

Applicant Name & Mailing Address

« Legal nhame of corporation or other legal entity

« Timely notification of transfer control; requires
prior written consent

e Notification of bankruptcy proceedings
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Contents of an Application

Addresses Where Licensed Material Will Be Used

e Street address or other descriptive address of:

— Each permanent radiographic installation
— Each field station

e Specify "temporary jobsites anywhere in the
U.S." or offshore waters

Person To Be Contacted About Application

e Typically the RSO
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Contents of an Application

RAM: Sealed Sources & Devices

CAUTION
RADIOACTIVE
MATERIAL

o0
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- TYPE B(U) PACKAGE |
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Contents of an Application

Individuals Responsible for Rad. Safety Program
Training & Experience

Radiation Safety Officer

20



Contents of an Application

Training For Radiographers & Assistants
10 CFR 34.43
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Facilities & Equipment

e Facility diagram(s) & detailed supporting info
e RAM storage area diagram

e Permanent radiographic installation(s) at
principal facility & any field sites & detailed
supporting info on construction, rad. levels

e Safety equipment (e.g., visible/audible alarm)

e Description of security
measures (now considered
restricted information)

22



Radiation Safety Program

RSP must contain the following elements:

e RSP organization structure & responsible individuals
o Steps to keep exposures ALARA
e Description of facilities & equipment

« Worker qualifications (training & experience)

e O&E procedures

e Internal audit program
« Records management

Markeling
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Operating & Emergency Procedures

Procedures must be
specific to company’s
activities

Py
&ANDE

6.0
6.1

6.2
6.3
6.4
6.5
6.6
6.7
6.8
6.9
6.9
6.10

HOE RAGIATION SAFETY MARUAL

CHAPTER &

OPERATING PROCEDURES

CONTENTS

PURPOSE & SCOPE

RADIATION SAFETY & RADIOGRAPHIC
PERSONNE

RADIOGRAPHIC EQUIPMENT

PERSONNE. MONITORING (PM) DEVICES
SURVEY METERS

RECORDS

DAILY EQUIPMBENT INSPECTION

SECURITY OF RADIOGRAPHIC EQUIPMENT
TRANSPORTATION OF RADIOACTIVE MATERIAL
RADIOGRAPHIC OPERATIONS — GENERAL
RADIOGRAPHIC OPERATIONS — GAMMA
RADIOGRAPHIC OPERATIONS — X-RAY

REM CHAPTER
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Additional Requirements

e Leak Testing

e Dosimetry

e Daily Inspection & Maintenance of Equipment
e Quarterly Inspection & Maintenance

e Controlling Access to Radiographic Areas

e Procedure for Identifying & Reporting Defects
e Source Retrieval

e SS&D Registry
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SS&D Registry

Sample SSDR:

Source
Production’s
Model SPEC 150
Radiographic
Exposure Device

REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO: LA612D111S DATE: DECEMBER 20, 1994 PAGE 1 OF 12

DEVICE TYPE: Radiographic Exposure device
MODEL: SPEC 150

MANUFACTURER/DISTRIBUTOR:

Source Production & Equipment Company
113 Teal Street
St. Rose, LA 70087-9691

SEALED SOURCE MODEL DESIGNATION:  SPEC G-60

ISOTOPE: MAXIMUM _ACTIVITY:

fridium -192 5550 GBq
(150 Curies)

Depleted Uranium
(Shielding) 17kg
(37 Ibs)

LEAK TEST FREQUENCY: N/A

PRINCIPAL USE CODES: A - Industrial Radiography

CUSTOM DEVICE: __YES XX N
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Federal & State Regulations

Questions?

2
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