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SUMMARY OF REGULATION: Stafe the genaral raquiraments and purposes of this regulalion.

The amendments clarify axisting requirerments; jmplement new requirersnts imposed by the 8.
Nuclear Regulatary Commission and the 11.5. Food and Drug Agministration, and authorize physician
assistants to perfari fluoroscopic procedures based on guccessiul compleiion of an'apprqvnd
training curriculum and in accordance with a.written pracfice agreement weith their supervising
physlcian. | '

REGULATORY AUTHORITY: a.b. ¢ 111, secs. 3, M, 58, 50, and 5P

WGL. ¢ 111, 568, 3 25 2 St~ -
AGENGY CONTACT: Jim Bailin ) PHONE: 817-624-6220
ADDRESS: 250 Washington stragt, Boston, mA 02108

Conpliance with W.G.L. c. 30A

EMERGENGY ADOPTION - if Ihis reguiation is adlopted as an 8MEIGENTY, shate the nature of the SITIRTIENGY.

PRICR NOTIFICATION ANDIGR ﬁPFRD\mL - i pror nofification to and/or approval of the Goveinon,
Leglsiature or olfiers was regisired, Jst each nofiiication, andfor approval and gate, including natice to the Local
Govemment Advisary Commission. :

Notice ta Executive Office of Communitics ajd Develupmeni and fhe Massachs petts Munlsipal
pssociation an July 26, 2041,

PUBLIC REVIEW - M.G.L. . 304 sechions 9 anclfor 3 requires notice of the hearing or comment perod,
including 8 sinal business impact staternent, be [ed with the Socrefaly of fhe Grinymanwoallh, puh!:‘shed i
appropriate nowspapers, and sant fo porsons 1o whom specific nofice rust be given al loast 21 days prior i
such hiearing or comment perdod. )

e

Date of putdic hearing or comrment period: September §, 2011

o~



FISCAL EFFECT -  Estimale the fiscal effect of the public and private sectors.
For the first and second year,  Minimal fiscal effoct as most changes are clarification of existing

requirements
For the frst five years: Minimal fiscal eff2cfas most changes are clarificallan of existing

requirements
~ No fiscal effech: :

SMALL BUSINESS IMPACT - M.G.L. ¢ 304 socfion 5 regitires each agency fo Ble an amended smalf
business impart stafement with the Secretary of the Commonwealth prior fo the adopfion of a Proposed
regulation. ¥ the purpose of this regulalion Is to sof rafes for the state, this soctfan does nof apgly.

Date amended amall business impact statement was filed: February 8, 2012

CODE OF MASSACHUSETTS REGULATIONS INDEX - Lis! key subjecty thal are refevant to fis raguladion:
radiation contral

PROMULGATION - Slale fthe achion taken by this regulalion and fis effect on exizling provisions of the Gﬂd&
of Massachusefls Regulations (CMR) of repeal, repface or amend. List iy OMR aumbear;

Amends 105 CMR $20.000

ATTESTATION - The regidlation described herein and attached herefo is a true copy of ihe regquiation
adapited by ihis agency. ATTEST:
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Publication - Yo be comploted by the Regulations Division
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Studies for which a Wiitten Direelive is not Required
Radivnuelids Contaninants _

Traiting for Imaging and Localization Stodies

Use of Unserled Byproduct Matemat for which 2 Written
Tiirective is Reguired

Safety Fostruction

Hafety Precautions

Training for Use of Unscaled Byproduct Matedsl for wiicha
Wrilten Birectiye is Required

Training for the Gral Administration of Sadium Indide I-131 in
Quantitics Less then or Equal fo 1.22 Gigabequerels

{33 miltcuric) for which a Written Dircctive is Regquired
Tratning for the Oral Adminisication of Sodiwmn lodide I-131 in
Cheantities Greater than 1.22 Gipabequerals (33 millicorie)

for which a Wiittsin Directive is Required

Training for the Parenteral Administation of Uneealed Byprodust
Material Reguitng 8 Written Dircetive

Use of Scaled Sobrees for Manual Brachy(herapy

. Burveys After Sourss Impiant and Removal

Rrachytherapy Sourced ﬁccuuntabihty

Safety Instruciion

Sufety Frecautions for Petiends or Homan Rc.-mmch Subjecta
Recelving Urachytherapy

Calibration Measurement of Brachylherapy Sealod Sources
Therapy-refated Computer Systsnis

Teaiuing for Use of Manual Brachytherapy Sources
Trainting for Ophthalmic Use of Stoopfium-$0

- Bexled Bowrses for Iiagnosts

Training For Use of Sealed Sources for Diagnosis

Use of Sealed Solsres in 2 Remote Aflierlopder Thnit,

Teletherapy Unit, or Gamsne Sterentactic Radiosurpery Unil
Surveys of Patients and Human escarch Sulbdects Trcah:d with
Eemote Afterloader Unit

Tnstallatior, Maintepance, Adjustment, and Repair

Safety Procedores and lnstozctions for Remote Aftorlosder Units,
Telctherapy Units, and Gamma Stercotactic Radiosurpery Units
Safety Precautions for Remots Afierloader Units, Teletherapy
Hnits, and Ganroa Stereotactic Radicsurgery Units
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RADIATION SAFETY REQGHIREMENTS FOR INDUSTRIAL RADIGG]?.AFHEC
OPERATIONS

Puarpose end Scope

Definttions

Exttnplions

Liccnsing and Repistration Reguircments for Industral Radiographic C!;mrattons

Reconds of Receipt, Translee, and Dispostl of Sourees of Radiation ’
Limils on Levels of Radiation for Radiographic Exposnre Devicas, Sousce Changers, and
Transport Containess

Locking of Sources of Radtation, Stormge Containers and Sonree Changers

Radiation Survey Instruments

Perfoimance Requirements for Industrial Radiography Gauipment

Civarterly Invertory

Utilization Logs

Tnspection and Malntenance of R,adwlmn Machines, Rediogoaphic Exposure Devices, Transpont
and Storage Containers, Assovisted Bquipment, Souree Changers, and Survey lnstniments
Permanent Radiographic Installations

RADIATION SAFETY REQUIREMENTS

Tratning end Testing
Applications and Examinafions
Revocation or Svspension of ao LD, Card
Persoane! Monitodng
Operating and Emerpency Procedures
Supervision of Radiommphcr Trainee
Conduciing Industrial Radiographic Dperations
Surveillunce
Posting
Radiation Surveys and Survey Records
Records Required at Temporary Job Sites
" Spetial Reguitements and Exemptions for Bnclosed Radiography
Underwater and Lay-barge Radiggraphy
Prohibitions '

RECORDKEEFING REQUIREMENTS

Records for Industsal Radiographey

Records of Receipl, Transfer, and Disposal of Svurces of Radiation

Records of Radiation Survey Tostruments

Records of Leak Testing of Sealed Sources and Devices Conlatning 1311

Records of Quarterly liventory

Lleitization Logs

Records of Inspections and Maintenance of Rauhalmn Machines « Redtographic Bxposure Dovices,
Transpoit and Sturage Containess, ssoclated Equipment, Souree Changars, and Survey
Insbrumenis

Records of Alarm System and Enteance Control Tests at Permanent Radiographic Installations
Records of Training and Certification

Clopics of Opersting and Emergency Procedures

Records of Pérsonncl Monitodng

Reconds of Radiation Surveys

Form of Records

Location of Documents and Recerds

Radiation Safoty Officer

Hottfication of {ncidents

Reciprocity

X-RAYS TN TR HEALTNG ARTS

Purpose and Scope

Definitions
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General Reqmreme:nts '

General Requirements for All DHagnosiic X~ra§r Svatems

Fluorascopic X-ray Systems

Diapnostic X-zay Systcms

Dienfal Radiographis Systems

Wetecinary X-ray Systems

Computed Tomography (CT) X-ray Systems

Bone Densitometry

Appendix A - Radiation Shielding and Safety Roqum:rmmis

Appendix B -- Information to be Submitted by Persons Proposing to Cundul:t Healing Arts
Sereening

Appendix C -- Design Requirements for an Operator's Booth

Appendix 1) --Exemptions from Shielding for Certzin uorosuepic Procedures

THERAPEUTIC RADIATION MACHINES I THE HEALING ARTS -

Fuorpose and Scope

Drefinitions

General Admintstrative Requircments for Facilitfes Using Therapeutic Radiation Machines
General Technicat Requirements for Facilities Using Therapentic Radistivn Machines
Written Directives

Therapeatic Radiation Machines of Less than 500 kY

Therapeutic Radiation Machines - Mhoton Theeapy Systoms {500 k'V and Above) and Electron
TFherapy Sysiems (500 keV and Above]

Calibration of Survey Instrurnents

Shicldinp and Safety Desipn Reguitements

Appendix A: Information on Radistion Shistding Reguired for Plan Reviews

TSE QF MDIGNUCLTGEE- IN TIIE HEALING ARTS

Purpose and Scope

Delinitions

Maintenance of Revords

Irovisions for Kesearch Involving Human Subjects

Inplententation

Liccnsc Required

Application for License, Amendnients, or Rencwal

License Amendments

Matifications _

Rremptions Regarding Type A Specific Licenses of Broad Scope

License Issuance

Bpecific Excmpfions

Authorily and Responsibilitics for the Radiation Protectlon Program

Badialion Prolection Pragram Changes

Dudies of Awthorized User and Authorizad Medical Physicist

Supervision

Vishing Authorized User, Visiting Aulharized Nuclear Pharmacist or Visiting Mad.mal Physicist
Wiitlen Direchives .

Procedures for Administrafions Roguinieg o Writien Directive

Suppliers for Scaled Bourecs or Devices Containing Sealed Sowrces for Medical {se
Training for Radiaton Salvty Officet

Training for Anthonzed hedical Physicist

Praining for sn Authordwed Nuslear Phamiacise
Training for Experienced Radiation Safety Offices, Telotherapy or Medical Ph:mmsx Anthorized
Medical Physicisl, Awthordzed User, Muclear Pharmacist, snd Authorized Nunlear Fharmacist

Becentness of Training

Cuality Coptrel of Diagrosiic Equipmeant

Poszession, Tse, and Calibration of Instrurnents used o Measure the .a'u:twlty of Unsealed
Rﬂﬂ.ma{:hvu Matorial

Calibration of Survey Instruments

Determination of Dogages of Unsealed Radipactive Materia for Medical Use
Authorizalion for Catibration, Trensmission and Reference Sources

Reguirements for Possession of Sealed Sources and Brachytherapy Sowrces
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Sectivn: vorlinned

120,537 Labeliog of Visls and Syringes

120,539, Surveys for Ambient Radizfion Dose Rate and Confamination

120.548:  Relcase of Individuals Containing Unsealed Radlivactive Malerial or Implants Containing
Radivactive Mealeriat

120.541: Provision of Mobile Medteal Service

I120.542: Storage of Volaiiles and Gases

120.543; Decay-in-storage '

120,544 Use ol Unsealed Radicactive Matenal for Uptake, Diluton, or Rxcretion Studies for which g
Written Directive is not Required

£20.545; Possession of Sutvey Instrument

128,546 Training for Uptake, Pilution, and Excretion Smdies

120.347:  Use of Unsesled Byproduct Materls] for [maging and Encalization $tudies for which a Written
Drirective ig not Eoquired

120.548: Radionuclide Contaminents

F20.551: “U'mining for Imaping and Locatization Studics

120,552 Tlse of Unseeled Byproduct Materisl {ur which a Writien Directive is Required

120:.593: Safefy Instruclion

120.554: Safoty Precautions

120.356: Training for Use of Unseated Byproduct Material for which a Wnﬁeu direwiive iz Roguired

120357 Treining for the Oral Adiministeation of Sodium lodide I-13] in Quantities Less than or Egual 1
1.22 Gigabegoerels (33 millicurie) for which a Wiiticn Dircctive is Required

1200558 Training for the Oral Administration of Sodism Iodide I-131 in Qnantities Greater than 1.22
Gigabequerels {33 milifcusie) for which a Written Dircetive is Required

120,558 A Training for the Parcnteral Aﬂmlma‘tmtwn of Unsealed Dyproduct Material Requiring a Written

Dircotive

120.55%: Use of Scaled Sonrces for Munual Brachytherapy

120,560 Swrveys Alter Source Traptand and Remuoval

120,561 Brachytherapy Sourccs Accountability

120.562: Safoty Instruction

120.563: Bafety Preeautions for Patisats or Human Rescarch Subjects Receiving Brachyihcrapy

120.564:  Calibmtion Mcasurement of Brachytherapy Svaled Sources

120.565: Therapy-related Computer Systems

120.566: Training for Use of Marual Brachytherapy Sovrces

120,567 Training for Ophthalmic Use of Strontinen-0f

120.568: Scaled Sources for Diagnosis

120,568 Training for Use of Sealel Sowrces for Diagnosis

820,570 Use of Scaled Sources in a Remate Afcrloader Unif, Teletherapy Uait, or (anmma Sterentactic
Radioswrgery it

120.571: Surveys of Patients and Humay Reseacch Subjests Troaled with Remote Aftedoader Tinit

120.572: Installation, Maintenance, Adjushnent, and Repair

120.573: Safety Procedures 2ad Institctions for Remoete Afterdoader Units, Teletherapy Units, and Gamana
Stereotuotic Radiosurgery Unils

120.574; Safety Precavlions for Remote Afterfoader Units, Telolhorapy Tinits, and Gaimima $tercotactic
Radinsurgery Thmts

120.575: Dosimetry Equipmen

128.576: Full Calibration Measurcments on Teletherapy Unifs

120.577: Tult Calibration Measvrcments on Remote Afterloader Units

120,578 Full Culibiation Measurements on Gemma Stercotactic Radiosurgery Umts

120,37%:  Periodic Spot-checks for Teletherapy Units

120.580: Periodic Spot-cheoks for Remote Alterfoader Units

120581 Perivdic Spot-checks for Gamma Sferectactic Radiosurgery Units

126582 Additiona! Teehnival Reytirements for Mobilo Remote Aftestoader Units

120.583: Radiation Surveys -

120.584: Five Year Inspection for Teletherapy and Gamma Stereotachic Radicsurgety ‘i_Imm

120.585: Therapy-related Computer Systems

120.587: Training for Use of Remote Aftertosder Units, Teletheeapy unity, and Gamma Steregtactic
Radiosorpery Enity

I20.38%:  Other Medical Tiges of Radioactive Materfal or Radiation fam Radmactw: BMaicrat

[28.5%0; Requirements for Record Kceping

120.562: Reguirements for Record Kevping Pt:rfalmng to the Use of Scaled Sources

12.5%4: Reporls and Molihcativns
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120,085 continued

4412

175 fgrpims U-2353 + 50 {prams U-23%) + 50 {grems Puj=1

Is¢ - 260 204
. Supplied Air Respirator (SAR) or AtJine Re spirater pacans an almosphore supplyfog resplrator

fior wineh the source of breathing air is not designed to be carried by the user.

Survey means an evaluation of the radiolopical conditions and potential hasards incident fo the
production, nse, transler, release, disposal, andor presence of sources of radiaiion . When
appropriste, such evaiustion tncludes, but §s not limited te, fests, physical cxatvinations, and
measurements o levels of radiation oF concentrations of radicactive material present,

Test ieans the provess of verifying compliace with an applicable regulation.

Tighifttins Faccpicte means 2 tespiratory inlet covering (hat forms & commptete seal with the
face ’

‘Total Effsctive Dose Egojvalont (JEDE] means the sum of the effective dose equivalent (for
cxternal cxposurcs} and the committed cffective dose cuivaleat (for memal EXPOSUTES},
Tafal Organ Pose Fouivatent | TOTH] means the sun of the deep dose equivalent and the

commitied dose equivalent to the organ receiving the highest dose as destribed in 103 CMR
120.267{AY(6). .

" [raccable io Halipnal Standard (See Inglpument Tracepbility or Soure Tracepbility}

11.8. Dopatiment of Enegpy means the Department of Energy cutabiished by Public Law 55-51,
Angust4, 1977, 91 Btal. 563, 42 1L.8.C. 101 of sey., to theenctent that 1he Depastment exsrciscy
Functions formezly vested in the 118, Atonic Enecgy Commission, its Chairman, members,
officers and companents and transferred to the UL8. Esergy Research and Development
Administration and to the Administrator thereof pursuant to gections 104(6), {c)yand {2} of the

. Baergy Reorganivation Acl of 1974 {Public Law 93438, Oclober 11, 1974, 88 Sted, 1233 ot

1237, effective Japuary 19, 1975 and reirumsfered o the Scorctary of Energy plrsuant o sectisn
151¢a) of the Depariment of Brcrey Orgenization Act (Fublic Law 95-91, Avgust 4, 1977, 91
Stal. 565 at 577-578, 42 U.S.C. 7151, effcctive Cetober 1, 1977

{Iser Beal Chegl (Fit Check) means 1 netion conducted by the respizatoz user 1o determine if
the respirater is properdy seafed tothe face. Examples include nogative pressute check, positive
pressurc check, iritant wmoke check, or iscamyl acctate cheek.

Untefined apd Unprpeessed Qre means oré i1y its natural ferm prior to say processing, such &3
goinding, roasting, beneficiating, or refiming-

Unrestricted Area (F ycontrolfed Arez) means atea aceess to which is noither limited nor
centrolled by the licensce or regisirant. For purposes of 105 CME 120.000, Preonirolled Area
iz an equivelent term . )

Vendar means 2 suppiier of products o services to be used by = licansce o registrant vt 2
licenscd or registered facility oc activity.

ery High Radiation Av¢a means an afed, accessible to individuals, in which radiation fevels
from sadiation sonrees cxternal 1o the bady cowd resalt in en individoal receivig an abeored
doge in excess 0f 3 Gy {500 rad) in one hour st one meter from 2 2ouece of radiation or one metet
frow eny surfece that the radiation penelrates {Note: At very high doses rates, units of adsorbed
dose, groy and rad, are apprapriat, rather than wiits of dosc equivalent, sievert and rem].
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120005 contimmed

Waste mcans those Iow-level radioactive wasiss ebntaining source, spectal nuclear, or bypraduct
material that are acoepisble for disposal in a {and disposal facility. For the perposes of this
definition, low-level radipachive waste means radicactive waste not clazsified as high-level
radioaclive waste, fransuranic waste, spent nuclear fuel, or byproduct materdal a2 defined in

105 CMR 120.008: Byproduct bmeriai(2) through (4).

Waste Hagdling Licensocs ncans pr;rsmis lcensed to receive and store radicactive wastos prior
to disposal andfor persons ficensed to dispose of radioactive waste,

Week means seven consecutive days starting on Sunday,

Whole Budy means, for purposes of extenal exposure, head, frunk including ms!c gponads, arms

above Lhe clhow, or leps abave the knee,

Worker means an individual cogaged in work under a Jicense or registration issued by the
Agency and eantrodled by & licensce or regisfrant, but does not include e Hesnsee or replstrant,

Porking Level {W1.) means any combination of shozt-lived radon dauphlers in one liter of air
that wilf result in the ntimate emizsion of F.3E£5 MoV of potential alpha particle energy, The
short-tived radon daughters ore — for radon-222:  polonium-218, lead-214, hismuth-214, and
poloniura-214; and for radon-220: polunivm-216, lexd-212, bisouth-212, and palonivm-213.

Working Tevel Month (WLM) means an sxposurs o one working level far FF hours - 2,000
working hours per year divided by 12 months por year is approximately equal to 170 hows per
month,

Year means the pedod of fime beginning i Jannary used to detenmine compliance with the
provisicns of 105 CME, 120,000, The Heenses or registrant may change the starting date of the
yoar wsed fo detenning complianes by the licensec or registrant provided that the ehange isnade
at the beginting of the year and that oo day is omittesd or duplicated in consscutive years,

120000 Exetnplions

4N

fA) Guncral Provision. The Agency may, tpon application fherefore or upon its own initiative,
prant such cxemplions or exceptivns from the requircmeniz of 165 CMR 120000 as it
determines are authorized by faw sud will not resvlt i unduc hazard to public health and sefery

of property.

(B} 115, Pepatment of Erergy Contractors aand 178, Mheclear Regulatory Commission

Conpractors, Any U8, Departmest of Encrgy contractor ot subcontctor and any U.8. Muclcar
Bemdatory Commission contracioror subcontractor of the following categories operating within
this Commomwealih is exempt fom 105 CME 20,000 i the extent that snch contractor or
subconbractor veder s contract receives, possesses, uses, transfers or aoquires sources of
radiatinn: :
(1} Pdmc costrachors verdforming wok for the LS, Department of Bnergy at 178
Uovernment-owned or Governmend-conirolted sites, fochuding thetmnsportafion of sources
of tndiation to or Eom such sites and the pedformance of contract scrvices during temporary
interuplions of such franspodation;

{2} Prme contractors of the U.5, Department of Encrgy performing research in, or
development, manufacture, storage, lesting, or Iransportaton of, atomic weapons or
components theceof;

(3) Prime contractors of the 1.8, Department of Brergy using or opeiating nticlear reactars
of other nuclear devices in n United States Govemment-owned vebicle or vessel; and,

{4) Any other prime contravtor or subeontractor of the 1.5, Department of Energy or of the
1.5, Nuclear Repulatory Commission when the State and the U1.8. Nuelear Regulatary
Commission juintly determine;

105 CMR - 222




105 CMR:  DEPARTMENT OF PUBLIC HEALTII

120026: continned

27:

120.028:

(2} Calibration of radisiion machincs of radialion measurament inslvuments or devices;
(%) Radiation protection or health physics copsultations o surveys; and,
¢4} Personnel dostmetry services.

ificate of jatralio

{A} No person shall maiatain a facility that ks required by 105 CMR 120,000 o be registered
unless such a person has obtained a valid certificate of registration fior such facibkity, :

(B) A person who applies forreglsteation and whose applicalion nyeets the regquirements of 105
CMR 120,000, shall, wpon payment of the required fee, be jssued a certificate of registealion
effeciive oo Lhe date stated on such cerlifieate. '

{C) Acurren! centificate of registration or a legiblc copy thereof shall be posted conspicuously
at each sepistered facility,

() The Director of the Radiation Conlrol Program may incorporale in the cectificats of
registration, ¢t the time of lssusnce o thereadter, any such additional reguirements and conditions
witli espect to the repismant’s eeeipt, possession, use, and Lransfer of radiation machines ss said
Diitector finds appropriste and neeessary for the protection of the penerat public o individuals
against sadiation hazands, ;

Expiralion of Motics of Registration

Each certificats of registration ghatt cxpire at the end of the specifiod day in the month and
yaar glated therein.

120026 Renowal of Notice of Regigtration

fA) Apphication for renewat of registratton shalf be filed in accondance with 105 CMR 120.023
or HOS CME 120026, :

(8} In any cese in which a registrant nof less than 30 daya prior to the cxpiration of his existiog
sotice of registrtion kas fied an apphcation in proper form for renewal, such existing notics of
rogistration shall not expite unlil the application stafus hax been finadly detennined by Lhe

Agency.

20,030 it of Ch

The registrant shall notify tho Agency in writing before making any change which would
yender the information contsined tn (he application for rogistcation dndfor the certificate of
regisization Bo longer accurate. In the case of disposition of an X-ray system, such notification
shiondd specify tho zocipient of Ihe system. In the case of modilication involving & struchizal
change, or the addition o5 relocatiun of an x-ray system, te Direcior of the Radistion Conirol
Program may yequire the registrant to submit the information contalned in 105 CME 120,42
Appendix A sdfor 105 CMR 120421 Appendic L.

120031 Approval Mol {mplied

No person, in any adverliscment, shall refer to the fact that he or his facilivy is registored with
Ihe Agency pussuant to he provisions of 105 CMR 120.025 vr 120026, and no person shall state
or $mply that any activity under such registration has been approved by the Apgency.

120,032 _Assembler andfor Transfer {blination

1046006

{A) Any person who sells, leases, translers, lends, disposes, assernbles, or installs radiztion
machines in this Commenweaith shiail nolify the Agency within 15 days of:
{1} The name and sddress of persans whe have reccived these machines;
{2} The aarnfactarer, mods], and scrial number of sach radiation imashing fransferred; and,
{3) The date of tiansfer of each radiation machine. '
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120032: continucd

(4} Inthe cast of diagnostic x-ray system whicl contain cortificd components, a copy of the
assernbler's report prepared in corapliance with requiroments of the Federal Dizgnostic
X-Ray Standard (21 CFR. 1020.20 (d)} shal} be submitted to the Agency within |5 days
Following compleiion of lhe: rssembly. Such report shall suffice in ea of any ather by the

assemb!ur

{B) Mo person shall make, seil, lease, transfer, fond, assembie, or install radiztion machines or
the supplies vrsed in coneection with such machines wiless such supplies and cquipment when
properly placed in operation and use shall meet the regoircments of 105 CWER 120,040,

J200023; Out-of-siste Radiation Machines

(A} Whenever any radiation machine i3 to be brought into the Commonwealih, for any
lemporary use, the person proposing fo bring stich machine Into (ke Commonwesalth shall give
writien Rotice to the Agency at least teq working days before such machine {x to bo used in the
Commanwepth, The nelice shal include:

{3y Theiype of radiafion machine;

(2} The natwre, duratisn, and svops of usc;

{3} The exact location(s) wheee the radiatfon maching i to be used; and,

{4) Btates fn witich this maching i rogistered,

(B} The pemson refermred te in 105 OME 120.093 shall:
{1} Comply with all applicable regulutions of the Agency;
{2} Register tho radiation mechine(s) with the Apency; and,
{3) Bubmit payment of the reguired fes for rogisteation.

fC) A pre-operational inspoclion may be required ot tho discretion nf the Dizector of the
Radiation Conteol Progran,

(D) If, fbr 6 specilic case, the ton working day peried isnet practical, natification to the Agency
by telephons and kardcopy, permission to proceed seoner may be pranted.

120.040: Notification to Fire Deparhinsii

Tim user shall natily the Iocal fire depariment of the presonce on his premm:.s of any
mdivactive material that may present special fire-fighting probleins or reqltire special
precautignary’ mexsures fn ease of fire or ofher patural carastrophs, ard ho shall establish
effective liaison with the fire depertment in mga:ds to thiz mafter,

120, 100: LICEMEING OF RAINOACTIVE MATERIAL
120101 Purpose and Seape

a2

(A} 105 CMR 120.160, 120.500 end 120.770, provide for the licansing ol radioaciive materjal,
Mo prerson shall mamifachite, produce, reccive, possess, use, transfer, uwn, or acquireradisactive
material except as anthoriesd pwrsvant to 105 Ci"rﬂ{ 1200100, 120.500 or 120770, or ac
otherwise provided in 105 CME 120,000,

(B} Tu addition to the requirements of 105 CMRE 120,180, all licensess ars subject o tho
reguitements of 1G5 CMR {20,000, 120,200, 120.750, and 120,770, Furthermore, licensoes
engaged in industrial adiogrephic operations arc subject io the requirements of 105 CMR
120 200, licersees wsing radienuctides in the healing arts aro subject to fhe requirernents of
185 CMR 120,500, licenscos copaged in land disposal ofradioactive maledal acc subject to the
requiroments of 105 CME 124 88} through §20.885, and licensess enpaged in wichioe and
subsurface tracer studies are subject to e requirements of 105 CMR 120.900.
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120.102: Definitions

As used in 105 CME 120,100, the following definitions apply: -

Alerl means evenls roay occur, arc in progress, or have oecurred that conld lead to & release of
radioactive material but that the release is not expected o require a responsc by offsile response
orpamizations o proloet persons offsita. '

ecommissloing Freading Plan meas & writtcn documnent that contains 4 cosl eslimaic for
decomenissioning and a doseription of the method for assuring for decommissioning, including
ineans of adjusling cost cstimates and associated funding tevelds periodically over tho lifc of the
facility. :

Pacility mcans the lecation within one building, vehielo, or under one roof and under the zame
administrative confrol:

(1) at which the possession, use, processing or storage of radioactive maferial is or was

authorized; or o

(2} - at which one or more radiosctivity-inducing machines are instalied or located.
[acitity ;may afso meen mouliple such locations st a site or part of a site.

Vinancial Surcty means the method of assuring that sufficient funds will be available at the time
of license tormination and decommissioning of fhe facility to cover all costs associated with the
deconmissioning. ;

Site sneans the arca confabied within the boundary of a location under the eontral of porsons
genemting or storing Tadiosctive waterials,

Site Ares Bmergency means cvents may 0oor, are Ik progress, oF have pecurred that could lead
to a sigmificant relense of radioactive matetial and thal could require a response by offsite
response orpamzations fo protect peesony offsife,

§20.10%: Sow ial

342112

{A) Any person is exernpt from 105 CMR 120,100 to the extent that such person recelves,
[IOSSCSECS, U563, OWAS, of ransftrs seuree Material inany chermical mixiure, compound, solution,
or alloy in which fhe source material is by weight loss than 126 of 1% (0.05%) of (he mixture,
compound, salution, or &lloy.

(B) Any person is cxempt from 105 CMR 120.100 to the extend that such pesson receives,
possesses, uses, or transfers unrefined and unprocessed ore containing sotuge material; provided
fhat, cxoopt as authotized in a spesific license, such pérson shall not refine or procesy such ore.

{C) Any persva is exempt from 105 CMR 120,100 to the cxtent that such person recoives,
posgesses, usts, o ansfara; . ’
f1} any guanfitics of thorium contained i
(z) incandescent gas mantles;
{b) vacuum tubcs;
{1 welding rods; .
{d) cieetric lamps for Hluminating purposcs provided that cach lamg does not contain
minre than 50 milligrams of therom; :
{£) gemaicidal lamps, sunlamps, sad Jamps for outdoor or industrial Lighting provided
that each lamp does not confain more than two grams of thorum;
{fy rare sarth metals sad conpounds, mixtures, and products coptaining not more than
0.25% by weight thorum, nreaium, or any combination of these; or
(g} personzel newtron dosimeters, provided that each dosimeter does not contain more
than 50 milligrams of therium; '
(2} sowrce materisl contained in the following producta: ;

{#) glazed ceramic tabloware, provided that the piaze contains ot mare thon 20% by
woight sonece material;
(b}  pleasware containing mol more thar 10% by weight source maferiat, but not
ingluding commercially manufactured glass brick, pane glass, ceramic tile, or ather pless
or ceramic tsed in construgtion;
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120.303; continued

322

(&) glass enamel or ginss enarel frit containing not more than 10% by weight sourco
material Boporied or ordered for importation into’ the Uniled States, or inifially
distribuled by manpfacturers in the Uniled States, before July 25, 1983 or
{d} piezoelectic ceramic confaining not more than 2% by weight source material.
(3) photographic film, aegatives, and prints contadning vrentun; or thorwm,
(4} any fnished product or part fsbricated of, or contsining, tomgstei-thotum or
mapnesium-thorium elloys, provided that the thorium content of the allay does not ewcead
4% by woight and that Gis exempiion shall mot be deomed to avthorize the chemical,
pltysical, or metallurgical (reaiment or processing of any such product or patl;
¢5) uraniwm comtained in counlerweiphts instalted in aircraflt, rockets, projectides, and
missiles, or stored or handled in comtection with jnstallslion or remaval of such
counterweights, provided that:
{a) the counferweights are menufactured in secondanes with a specific license issucd by
the U8, Muclear Reputatory Commission (MR C), authatizing distribulion by the licersto
pursuant o 16 CFR Part 40;
{b) cach counterweight hes been inpressed with the following logend cloasty legible
. through any plating or other covering: "DEPLETED URANIUM"
{c) each countorweight is durably and legibly Iabeled or marked with the identification
of the manufactorcr and the stapement: “UNAUTHORIZUED ATTERATIONS
PROBIBITER" and
fd) this exemption shall not be deemed fo auﬂmnza ihe chomical, physical, or
mistailurgical treatment or processing of any such counterweights other theq repair of
westoration of any p]atmg of gther coverng;
{6 natural or depleted vranium wety] wsed as shielding constitating parf of zm:,r sI'uppmg
container, provided that:
fa) the phipping container s conspicueasly and icglbiy impressed with the lepend
FCATION - RADIOACTIVE SHIELDING - UTRAMIUM®; and
(b} thewranium metal is encased in mild steel or equatly fire resistant metal of minimten
will thickness of ¥ inch {3.2 mim};
{7y (horiom conlained in finished opfical kasey, provided that each lens docs nof contain
morc than 309 by weight of thorium, and that this exempticn shall ot be decmed fo
authorize cither!
{(#) ihe shaping, grinding, or polishing of such Jens or menmfachuring pmcr:ssns other
than the arscmbly of such lens infn optmxi systcms and devices withowt any afteration of
the lens; or .
(b} the recelpr, pnssesswn tse, or Lsnsfer of thoriun: contained in contact lenses, orin
spectacles, or in syepisces in hingoukars or other opticel inginunents;
(8) uraninm contained in detector heads for usc In fire detection unils, provided that eack
detesior head contains mot more than 0,045 microsurc of vrrnium, or
(%} thodum eonlained in any finished sivcraft engine parl contsining nickel-thoria allay,
pravided that: '
{2} thcthodum isdispersed in the nickel-thoria alloy in the form of finely divided thatia
fihorinn: dicxide); and
{B) the thorium content in the pickel-thoria afloy does not excend 4% by weight.

{in The.p:xemptions i 505 CMR 120103 do no! avdhorize the manufachre of any of the
praducts desedbed.

The requirements spocified i 105 CMR. 120.103(C)(5)(6) and {&) need not be mat by
counterweiphts manufactured prior to Deceraber 21, 1969 provided, that such
cermitczweights are impressed with the fegend, "CAUTION-RADIOACTIVEMATERIAL -

URANIUM", a5 previoushy required by 105 CMR 120.000.
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ra0.104- I!@'uauﬁivg Matecrial Other Then Seuree Malerial

(A} Exempt Congentrations, .
f1) Exeept a3 provided in 105 CMR 120.104(A)3, and (4), any person is excmpt fom
105 CME 120.100 to the cxtent thaf such person receives, possesscs, uscs, iransfors, owns
or acyuires products copaining byproduct material introduced in COnCentralions notin exXcess
of those lsted in 105 CMR 120,195 Appendiv 4. -
{2) 105 CMR 120.104(4) shaf not be deemed fo suthorizs ihe import of byproduct material
or products containing byproduct materkal. ] ;
(3) A manufacturer, processor, or producer of 2 produst o material is exerpt from the
requireraents for @ licenss sel forth in 105 CME 120.100 0 the cutent that this porson
transfers byproduct material contained jo a product or material in goncehirations not in
cxoess of those specified in 105 CMR 120.195: Appendix 4 and introduced into the nradust
ur materfal by u licensee holding a specific license issned by NRC expressly aulhorizing such
introduction. This exemption docs not apply o the transfer of byproduct materiat contained
in eny food, boverage, cosmetic, drug, or other commadity oz prodact destgned foringestion
or inkafation by, or epplication Lo, a humar being. : ; '
{4y Mo person may iatreduce byprodust mateiat into 2 product or malerigl knovwing o
haviag reasen to belisve that it iwill be transfered to porsons exempt umgler 105 CHME
120.104(A) oF cquivalent Tegulations of the NRC, or an Agreement State excopt B
accordance with 2 specific license issucd pursuant to 1 8 CPFR 3211,

(B) Excrapt Quantilics.
(1} Lxcept as provited in 105 CMR 120.104(B)}2), (3), and (3}, any persokh is exempt from
105 CMIL 120,106 fo the extent that such person receives; possesses, uscs, transfers, owns,
ot arquives byprodust material in individual quantities sach of which does not exceed lhe
apphicable quantity set [orth In 105 ChIR 120.1%4: Appendic B Table I provided they have
been distributed jrirsuant 1o o Heenso 24 described in 105 CMR 120.104(R}(3).
(2) 105 CMR 120.104(B) doss not authorize the production, packapging or repackaging of
byproduct matedal for pupeses of commercial distribution, or the incorpasation of
byproduct material into praducts intended for commercial disicibution.
(1) Noperson may, lor purposes of eommercial distribution, iremsfer bypraduct material in
the individual quantitics set forth in 105 CMR 120.196: Appendix /1 Table 1, knowing or
having reason ta boliove that such guantities of byproduct material will be ranuferred to
persons cxempt wnder 103 CME 120.104(F} or cquivalent rogutetions of the NEC, an
Apreemcnl Siate excopt in accordancs with 2 specific license issncd by the NEC pursaant
to 10 CFR Part 32, § 32,18 which liccnse stales that the byproduet matedal may ha
transferved by the licensce to persons exempt under 105 CMR 120104 (B) or the cquivalant
regulations of the NRGC, an Agreement State.’
{4} Any person whe possesses byproduct material zcesived or acquired prior fo
September 25, 1971 under the generat Heensc then provided in 10 CFR. 31.4 or simiar
ponecal Hoanses of 3 State, {s cxertpt from the requirements for 2 licease set focth in HIF CME
128,100 if such person possesyts, wees, ransfers, or owns such hyproduct material,

{5+ Mo person may, for purposes of producing an inercased radiation fevel, combine -
quantitics of byproduct material covered by the sxampiion in §05 CMR 120,71 04¢(B) so that
the aggregats quantity exceeds the limits sef fosth in 105 CMR 1201196: Appendix B Table
1, except for byproduct materisl combined within a device placed in use before May 3, 1993,
or a3 othervise pesitted By 105 CMR 120,100, .

(C) Excmpt liems. ' ’
{1} Cortain MtetysContaining Byprodpet Malensl, Except for persans wheapplyradivactive

_mterial 6, or persons whe incorporate radicaciive material into the followlng products, any
person is exempt fiom 105 CMR 120.100 to the extent that hiz receiyes, passesscs, USes,
transfers, owms, or acquires the folowing products:

: Authuritytutransfarpumsiunurmmmlb}rthemanu[‘m!.ura:,pmubssur,urpmducamfan}-
equipmesl, device, commodity, or ciher product containing byproduct muterial whese
subsequent possession, use, tmnsfer, and disposel by ull other persons are exsinpted from
regulatory requirements may be obtained only From the Nuclear Regulatory Comrnission
{NELC), Wrshington, D.C.
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120.104: continued

3212

{2} Timecpicees or hands or digls conaining not more than the follewing specified
quastities of radipactve material and not sxceeding the following specified radiation
dose rafe: )

1. 25 millicuties (425 MBa) of fitinm per fimepiece,

2. five millicuries (185 Mlig) of trithum per hand.

3. 15 millicuries (555 MBg) of uitium per dia! (berels when used shall be

considered a5 part of the diaf).

4. G0 microcurics (3.7 MBa) of promethivm-147 per watch or 200 miceoentles (7.4

MBq) of promethivm-147 per any other imepicoe.

5. 20misrocurics (1. 74 MBa)of promethium-147 per watch hand or 40 microcaries

(1.48 MBqg) of promctiium-147 per other Smepicco hand, :

6. 60 microcurics (2.22 #Bq) of promethivm-147 por watch disl or 120 mictocaties

{4 44 MB4q) of prometbium- 147 per other timepiece dia? (bezets when vsed shall be

congldered as part of fhe dial),

7. Theradiation dose rate from hands snd diats containing promethium-147 wil not

cieecd, when mensered through 50 miibirams pet square centimeter of absarbon

a  For wrist watches, 0.1 iniltirad {1 pGy) per hour at e centimetacs from any
surface. i

.. Forpocket watches, 0.1 millirad {1 4Gy} per hour at one eantimeter frop any
surface. C

o, VFor oy other Hmepiece, 0.2 millirad {2 pGiy) per lmu: attcn centimeters from
any sniface,

8. Oac misrocude (37 kiig) of radium-226 per timepjecs in Intact timepicces

. manufssiured prior to November 30, 2007,
{b) Trecision bataness coalsining not more than one metlicurie (37 MBq) of fritium per
balance or not mors than 0.5 milliewie (18.5 MBg) of frititen per halance part
manufaciured hefpro December 17, 2097,
{c} Maring compasscs coeleining net more than 750 millicurics (27.8 GBq) of Kitjum
gas aned other marine navigalional Instrements containing not move than 250 millicudes
(9.25 (GBg) of kitinan gas manufacinred before December 17, 2007,
{d} Ionization chamber smoke defectors confaining not more than | micrecoric (i}
of americivm-241 per detector in the form of a foil and Jesigned 1o protect Life and
property from bres.
fe} Electran tubes; provided, that each tube does not contzin more than one of the
foltowing specified quantities of byprodnct materialb:

1. 150 milkicudies {5.55 GBRq) of miliwm per microwave teoever protestor tebe or

18 mailficurics {370 MBqg) of irfitium per any other eleckan fube,

2. 1 microcurks (37 k3q) of cobalt-60.

3. 5 microcures (385 kg of nickel-G3.

¢, 30 migrcurics (1.1 MOg) of keyplon-23,

5. 5 microcuries {185 kBq) of cesinm-137.

4. 38 microcwdss £1.11 MBg) of promethium-147,

And provided [usther, that the radiation doge rate from each eloctron tube mntammg
hyproduct material will not exceed one millirad (lem wGy) per hour at one centimeler
Fom any surface when measnred through seven milligrams per sguare centimeter of
absorber. Por purposes of 105 CMR 120.104{C)(1 )(k), "eleciron tubes" inciude spark pap
tubes, power bes, gas tubes including glow Jamps, receiving tubes, microwave tubes,
indicator tubes, pick-up hubes, radiation detection fubcs, andan}rﬁﬂlercumplctclys:alad

' tube that is desigaed to condnct or control elestrical currenls.

() Tonizing radiution measuring instcuments confaining, for pueposes of internal
calibrafion br standardization, one or more sovress of radicactive matedal, provided that!
1. Each spurce conteing no more than one exempt quantity sct forth in 105 CME

LML 10 Appendic B, Table I, and
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{51 Gas and Aerosol Jetectors € nmtaining Radioactive Majerial,

Y. Ench fustroment contains no more than fen excmpt gquantities, For purposes of
this requirement, an fnstrument’s source(s) may contain cither one or different types
of radivnuctides mnd an individoa] exempt quantity may he composed of fractional
parts of ono or more of the exempt quankitics in 103 CMR 120.196: Appendix B,
Table 1 , provided that tha sum of such Fractions shall not caceed wnity.

3. Forsericium-241, 0.05 microcure (1.85 kBg) is considered ag exerepl quandity
mnder 105 CMR 120.104(CHIGE.

{2) Belfluminoty Froducts Contalning Radioactive Material.

() Apittum, Krypton-85, or Promefhium-147. Except for persons who mensfacture,
process, of produca scll-Huminous prodiucts contafifing  Lritism, keypion-85, or
promethintn-147, any person is sxempt from 165 CMR 120100 to the extent that such
|erson Tevelves, possesses, usty, transfers, owns, of acquites totiue, kryplon-85 or
promcthives-147 in seiflnminous products manufaclured, provessed, produced,
imporicd, or transfomed fnaccordance with a speeific Boonse Isxued by the NRC pursuani

10 10 CFR Part 32, §32.22 which license authorizes the rams fer of the product to persons

who are exempt from repulatory rsquitements. The exemption in 105 CMRE
120, 104(C)(2) does oot apply to tritium, krypton-83, orpromethivm-147 nsed in produects
primarily for frivolous purposce of in toys o adernments. _

{6} ladium-276, Any person is uxempt from 105 OMR 120100 ta the extend that such
POrSOn ICCoives, POsEsaies, Bscs, transfers, of owns articles containing less than 0.1
microsnria {3.7 kIdq) of mdien-226 which were acquired prior to March 11, 1994,

{a) Except for porsena who munnfackurs, process, produce, or imially transker for sale

. or distribution gas and aerasol detectars containing byproduct material, any person is

gxempt from the requitement of 2 license st forth in 105 CME 120,106 10 the extent that
such person receives, possesses, ey, transfers, owns, of acquires byproduct material in
gas ami acrosol detectors designed to protest lifc or property from fires and aitborme
hazards provided that defectors conizining byproduct material shall have been
mmanvfactured, processed, produced, or indtiatly transfered in pocordancs wifina specific
ticenise Issued by the 1.5, Nuclear Reguiatory Comrnission purstant to 10 CFR Part 32,
§ 32.26, which ficense authorizes the initial transfer of the product for vee under
105 CMR 120 1BA(CH(3). 105 CMR 120.104(C)(3)also covers pas and acrosol defectory

manafactured or distributed befure Noveinber 20, 207 in accordancs with a specific

ivense issucd by a State under conparable provisions to 10 CFR 32.26 authovizing

. distribution to persons sxempt from regulstory reguirements.

{b} Any persont who desires to meanufactore, process, or produce gas and ABEGEn]
detectors containing byproduct material, or fo Initially transter zuch products for vse
pursiant H5 CME 120.104{CI(3)a), should apply for & licensc pursuant told CFR
33,26, which licenst states that ihe produet may he initially transferred by the lconsee
ko petrons cxeinpt from the regulations pursuant to 105 CMR 120.104{CH 3=} or
equivafent regulations of an Agreement State.

{4) Radiopgtive Drup: Capsnles Containing Caglon-14 Urea for fiy Fiva Dipgnostic
Hugpans. : :

{2) Exccplas provided in 103 CME 120, 104{C)4)(h) and (c), any person is cxempt
from the requirements for a Hcense set forth in M.G.L. c. 111, § 5P and from the
rogulations in 165 CMEL 120.100 and 105 CMIL 120,500 provided that such persolt
reccives, passosied, bscs, imnskors, owms, of acquirescapsules containing 37 kidq (1 Ci}
carbon-14 urea (Blowing for nominal varistion that may scenr doring the meanwfacthuring
procoss) cach, for in vive dingnostic nse for lnmans,

{b) Any porsons who desics to ust the capsules for research invalving human gubjecty
shatl apply for and receivea specific licensc pursuant to 103 CRR 120,500,

{c} Any pooson who desires 1o manufacturs, Prepace, process, praduce, packege, or
transier for commereial gistribution such capsules shatl apply, to MRC, for and recebve
a specific license pussuant to 10 CFR 32.21. o

(d) TMothing in 105 CMR (20.104(C}(4) yelieves persons from complying with
appiicabls FDA, ofher Vedert, and State reguirements guv:mingrccaipl.administraﬁon,

und use of drups.
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120.120: Typoe of Licensgs

Licenses for radicactive materials urc of two types; general and specific.

{A) The Agency issucs a specific liccnse 1o a named person whe has E]cdanapph{:ﬁhnn forthe
ficense under the provisions of 105 CME 120.124,

(B} A peneral Heense is provided by repulation, grants axthorty to s person for certain rctivities
imvolving radidactve material, and is clvotive without the fling of an application with the

- Agpeney or he issrance of 8 licensing docwment to a particalar person. However, repistration
with the Apency may be tequired by the particular pencral liccnse.

120.121: Genersl Liccnses - Scurce Matedal

(&) A geveral license is hereby tssoed authorizmg cormmensial and industdal fims, rezearch,
educationat and medical fnstitutions, and state and toeal povernment apencies to use and fransfer
not mors then 15 pounds (6.82 ke of sourcs material & any ons thne for rezearch, development,
educational, eommereal, oropenilional purposes. A person avthorized to use or transfer gource
material, plicseant 10 5 gepaml licemse, may not recetve mote than a fotal of 150 pounds (682
kgd of source material in any one calendar year.

{B} Pereons who roecive, possess, use, or mnsfer sovree matsrdal pirsuant to the general-
Yicenseissued in 105 CMR 120 131{A] are exernpf from the provisions of 185 CMB 120,200 snd
120.750 to the extent that sech receipt, possession, use, or transfor is within the teams of such
general license; provided, however, thed this exempion shall nof be degmed 4o apply bo any such
persan who i also in passession of source material vnder a specific license issued pufsuant fo
105 CME 120,100,

{C) Pcrsons who recoive, possess, use, of fransfor source materal pursuant to (e general
license in 105 CMR 120.12E(A) are prohibited fom administering source material, or the
radiation therefro, either extemally on nternally, 1o human heings excopt az may be auﬁmnzud
by the Ageqiey in 8 speclfic foense.

(19 A pensral liconse is herehy 1ssutd suthorizing the recetpt ofitle to source matesial without
1cpard to quantity. This peneral leense does nul suthorize any person to receive, pussess, uss,
or Tansfer sourcs matertal.

{E) Depleted Uhrandurg jn Jndustiial Products sod Devices.

(1} A general ticense s hereby issued to'receive, aequire, possess, use, or ransfer, in
aceordante with the provisions of 105 CMIL 120.121(EX2) thiongh (5), deploted wanium
contuined in industrial products or devices for the pirpose of providing a concentrated mass
in a small volume of (ke product or device. _ _
{2) The penerg! Heense in 105 CHR 120.121(E)L) applics ooly to industrial products or
devices which have been manufactured eifiier in accordance with a specific licenss issucd
to the mannbacteer of the products or devices pusuant to 105 ChR 120.128{M) or in
acoordante wilh a speeilic hoetnse issied to the manufaciuzer by the U8, Noclear Regulatery
Commission or zn Apreement Stais which euthosizes inanufactore ofthe prodoets or devices
for distribution ta persons generally licensed by the V.5, Nueclear Rﬂgulntury Conuniszion
or an Agreement State,

{3 (e} Persons wha receive, acquire, possess, or ust deplisted wraniont pursuant to the
general lisenss eatablished by 135 CME. 120,121 {E}( 1) shall s fomn MRCP 120.100-1
ICenificate - Use of Depleted Uraidum Under General Licenss”, with the Apency, The
fonm shall bo submitted withic 30 days afier the first recelpt or acquisition of suck
depleted wrapium, The perersl Loensee shall fornish on form MRCP 120.100-1 [he
following information end such ofher informalion a8 may be requited by that foom:

1. oame and address of the geperal Hecnses; '

2. a slatement {hat the general licensee has developed and will meintain procedures
designed to establish physical control over the depleted vranium described in 105
CMER 120,12 1(EX1 ) and designed to prevent transfer of such depleted urantum in any
form, incheding metal scrap, to petsons nof anthorized to receive the depleted

uranive; and
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120.121: continued

- 3. name and title, pddress, and telephons punber of the individus] duly guthorized
tn act for and on bekulf of the gencral liccnsea in supcrvising the procedures
sdentified in 305 CMR 12012 0B} a)2. :

{b} The general licensee posscasing or wsing depleted wraninm wnder the pencral lictnse
eatablished by 105 CMER 120.121(E)(1) shall repart inwriting to the Agency any changes
sninformation furnished by him in form MRCP 120,100-1 "Certificate - Use of Deplefed
Uranium Usnder General License”. The report shudl be submitted within 30 daysafter the
sffoetive date of sach changs.
{4} A person who receives, ucquires, possessss, OF UGS depleted uranivin pursuant to e
generat license established by 105 CMR 12012181
{a) shall not infroduce sech depleted nraniam, in any form, info a chentical, physicx],
or mefaliurpical trcatment o7 process, exceps a treatment or process for repaic ot
restorstion of any plating or other coverng of the depleted weanivm,
{t) shall not abandon such depleted uranium,
{¢) shall transfer or disposc of such depleted uraninm only by fransfer in actordance
with the provisions of 105 CMER | 20,140, Inthe case where the fransferee repsives the
deplated nranium prrsuant to the general license egtablished by 103 CMR 120.121{EK ),
1 transfiror shall furmish the tansferce o copy of 105 CHER 120500 #pd a copy of form
MRCP 120.100-1. To the casc where (e fransferce recetves the depleled wranium
-pursitant to & gencral Hoense conlained in the U5, Muctear Regulatory Commission's o
Apgrcement State's rogutation equivalentio 105 CMR 120,121 {(B){1}, tha transferor shall
famish the trasnsferce a copy of 105 CMR 120,100 and a copy of form MRCP 120.100-1
apcompanied by o nofe explaining that use of the product or device is regulated by the
158, Nuclear Regulatory Commission ‘or Agrecment State under Teqpirements
subslantially the same as those In 103 CME 120.100;
fd) within 30 days of any trapsfer, shall report in writing to the Apeney the narse and
address of the porson reeciving the depleted uragjum puesuant to such transfer; and,
{¢) shall not export such depleted praninm except in accordance with & license issucd
by the 17.5. Nuclear Regulatory Compmission pursaant io 10 CFR Part FLO.
{5) Any person receiviag, eoynining, possassing,'using, ot iransferring depleted uraninm
plirsuant to the peneral license eatailished by 105 CMR 120.121{E)( 1) is excmpt from the
requiteraeats of 105 CMR 12020020 120,750 with rospect to the depleted uranivm covered
iy that genezel Heonse, . '

120.122: Genery)] Liccnsgs - Badjpactive Matorial Other Than, Source Mateyial

32

(A} Cerfain Devices and Eguipment. A general license i5 hetchy issued to transfer, reeelve,
apquire, pw, poescsy, and st redlosctive materisl incorporated i fhe following devices or
equipment which liave been mamsfactured, icsted and Jabeled by the manuacturer i acconddsice
with a specific livense issued lo the manufachirer by the U.5. Nuclear Regulatory Coinmission
for Tisc pursuant to 10 CFR Part 31, §31.3. This genetal licease is smbject to the provisions of |
105 CMR 120,001 thwough 120.016, 120. 1 4EA2), 120,131, 120149, 120,150 and 120,200,
120,750, and 120.770. Attention is directed partiouiarly o the provisions of 105 CMR 120,200
which relate 1o ihe labeling of containers.
(1) Btatic EliminationDovics. Dievices designed for use as siaticeliminators which cantain,
a3 a senjed source or sowurces, sadionctive rmaterial consisting of b total of pot mors than 500
microcuries (18.5 MBg) of pelenium-210 per device.
(%) Ion (Jenerating Tube. Devices desigaed for ionization of air which contain, &9 a scaled
suureo of Eourcts, radivactive material consisting af e total of not mote than 500 microcuries
{185 MBg)of polonium-210 por dovice or stotal of ot more than SO millicurics (1,85 GBq)
of hydrogen-3 faitinm} per device. © -
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(B) MM&M&GMM or Controlli i d Cerlapin Devices fop
Producing 1ight or an iﬂmzx:d Almosphere.

{1} A general Heense is herchy jssued to comymerciel and Industrial frms and research,
educational and medical instifitions, individuals in the conduct of their business, and State
o¢ loca! govemnment epeacies io acguive, reonive, possess, tse of transfer in accordance with
the provisions of 105 CMR 120.122(05(2) through (4), radionctive material, excluding
special miclear material, contained in devicss designed and manulketured for the purpase of
detocting, mezsuring, pauging ar controtling thickness, density, level, indecface Iocation,
radintion, leakage, or qualitalive or guantitative chemicel compesition, o for produeing Hihi
or a2 ionized slwosphere.

(23] The generad license in {05 CMR 120.122(DX 1) applies only to radioactive materisl
conitained in devices which have becn masufactursd or nitially translemred and labeled
in aecordance witk the speci fications contained In: ' '

L. i specific license issned by the Agenuy pursnant to 105 CMR. 120.128{D}, or
2. am cquivalent specific Heenso issued by fhe TLS. Nuclear Regulafory
Conumission, sn Agreement State, or an equivaleal specific leense issued by a State
with provistons compamble 1o 185 CMTL 120.128(D).
() 'Ihe deviecs niust have been 1ecelved fiom one of the specilic Hoensees described
i 105 CMR 120.]122(DY2)a) or theough a fransfer ma:]r.: under 105 CMR
120, 2200005
{3} Any pesson who 0wns, receives, acquircs, pOssesses, uses, or transfers radivactive
material in & device pursuant to the pencral liconse in 105 CMR 120 123D){1):
{a) shall axsure that atl labels affixed to the device bt the time of receipt, and bearing a
statoment that rereuval of the fabe) s prohibited, are matntatned frereon and shall comply
with al] instructions and precautions provided by such labels;
(&) shall assure that the devies is tosted for leakage of radicactive matedial and proper
aperation of the "on-off* mechanizm and indicator, if any, af no Jonpger than six-month
infervads or at such other intervals as ars specified ia the label, Rowever,
1. dovices contaiming ondy krypton necd ool bo tested for leakege of radioactive
materisl; and _
2. devices containing only intivin or not meore than 108 microcuries (3.7 MBg) of
" ofher beta andfor gamma-emitting matesial or ten microcunies (0.37 Mibg) of
alpha-ereiting malerial and deviees held in storage indhe originat shippiong container
priog to jnitial installafion need not be lested for any purpose;
{c) shall assuce that the tests required under 165 CMR 120.122(D)(3)(b) and other
Lesting, Installation, servicing, and romoval from installation involving the tedicactive
material, its shielding or condadnment, arc perfomed:
. inaccordance with the instructions provided by the kabels; or
2. by a persan holding en applicable specific licensc from the Agency, the U8,
Muclear Regulatory Commission, of &n Agreenent State to perform such activities;
{d} shall maintain recerds showing complience with fhe requirements of 105 CMR
120.1224(D003(0) and (). The records shall show the results of tests. The records also
shal show the dutes of perfoonance of, and the nemes of persons performing, festing,
insiallation, servising, and removild from Installation conceming the radicactive material,
its shielding or containment, The Heenses shafl retain these records as follows:
I, each recard of a test for lealtape of wmdisactive material required by 103 CMR
120.12ZD33)(b) stell be refained for throe yenrs efter the nest requived leak testis
performed or unfil the sealed source Is transforeed or disposed of;
3. cach record of & test of the "on-off* mochanisin and indicator seynived by 105
CME 12012403}k shall be roleined for three years after the nexd required fast:
of tho “on-off® mechanism and indicator is peofommed or wintil the scaled sourcs is
teansferred or dispoacd of; and
3. each record that is requited by 105 CMR 120, 122{1]}{3}[4:] shall e maintained
for a period of thees years from the date of the recorded cvent or until the device is

tranzferred or dispozed of,
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(c) shall immediately suspend opesation of the device if there it a failuse of or danage
to, or any indication of a possible fatlurs of o damage to, the shiclding of the radipactive
material ot the “on-off” rechanism or indicator, orupon the detectlon of 185 Bg {0.005
inicrocirie) or inore removable radioactive material. Tho device shall not be operated
uptil it has been repaired by the manufacturer or other person lolding an applicahle
specilic license fom the Agency, the 11,8, Nuclear Regnlatory Commission, of &2
Agrecment State to roprir such devices. “he dovice amd any radicactive melediel from
(e device shall onty be disposed of by transtor o & persan authorized by an applicable
specificlicenscioreccive the radivactive material contaized in the device or as otherwise
approved by the Agency. A repost conlzining a brief description of the cvent and tho
romedial sotion taken; and, in the casc of detection of 0,005 microcurds or more
removable crdicective material or faiture of or demage 1o a sourse Ekely 10 vesult in
contertination of the premises of the environs, 2 plan for ensuring that the premises and
environs are acceptable for unrestricted use, must be fursished to the Agency within 38
days. Under these circutnstancss, the criteria set out in 105 CMR 120.243; Vaceting
Premises, may be applicable, as determined by fie Apgncy on 2 casc-by-case basis;
{fy shail noi abundon the device confaining radioactive raaterisl;
(&) shatt notexport the device coptaining radicactivc material sxcept in accardatce with
10 CFR11G;
¢h} . shell transfer or dispose of the device containing radivactive materiel only by
export as provided inll3 CME 120124 DN3)(E), by transfer to another peneral
Heenser #s axdhurized in 103 CMR 124.122(DH 3Dy, oF to @ person authosived to
receive the device by & specific license issued by the Apsagy, the 11,8, Nuclear
“Regulatory Commission, of an Agreement Stale izt authorizes wasie eoilection o
as utherwise approved under 105 CMR 120.322{D3INh)3.
% shal! furnish ateport o the Ageacy within 30 days after the teansfer of 3 device
to a speeific licenses or sxport, The report shall contain:
“a theidenfification of {be devica by manufscturer’s (or initial fransferor's) nawe,
medel nizmber, sod sooal number; .
B, the name, address, prid teense mmber of the persan receiving the dovice
(ficemse ninnber nof applicable if exported); and
. the date of the transler,
1, shall obtain writlent Agency approval before Lansferting the device 1o any other
specific liccnsee not spewifically identified In 105 CMR 120.122D)33EN;
howover, 8 holder of a specific license may teansfer a device for possession and st
under ts awn specific cense without prior approval, if, the holder:
o Verifies that the specific license authorizes the possession and use, or appiies
for and obtaing an smendment fo the license avthorizing the posscssion and use,
b. Memoves, alters, covers, orclearly and unabigiously auginents the existing
Jabe! {otherwise required by 105 CMER 126.122(03(3)(2)) 5o that the device is
Tatcted jn comnpliancs with 105 CMIE 120.240; however the nranufacturer, model
nmber, and sesial sumbor st be reteined; ;
. Obiains the manufaciorer’s or initial transforor's mformslion concenming
maintcrance (hat would be applicable under the specific license (znch a5 loak
festing procedures); and
d. Repoits the lransfer under 105 CMR 120.122(D33)H)2.
(i) shall transfor the device to another general hicsnses only it _
1. the device remains ia usc st a pasticular Jocation. Inthis case, the transferor shail
give tie transferce a copy of 105 CMR 120.122(D), a copy of 120.122, 120.005,
120.281, and 120,282, amd any spfety documents identified in the Iabel of the device,
Within 30 days of the fransfer, the fransferot shall report to the Agency:
2. ihe marmfactacer’s or initial iransferor's} name; ;
h. tho mode! pumber and the serial number of the device transferred;
¢. the Iransforss's name and mailing address for the location of vse; and
" 3, the name, fitle, and phons mumber of the responsible individual jdentified by
tho transferes in necordance with 105 CMR 120.1 22(D)(3K]) to have knowledge
of and authesity to take actions {0 cnsuro complisnce with the appropriate
regudstions and Tequitéments; of
5 (ke doviee is held in storago by an intormediate person in e original shipping
container at ite intended location of use prior to jmitial use by a general licensce;
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(j} shall comply with the provisions of 105 CMR 120.281 and 120,282 for reporting
radiation incideny, thett, or fogs of licensed moaterial, but shall bo exempt from the other
reqitirersents of 105 ChER 120200 and 120.750;
%) shall respond to weltton roquests from the Agency bo provide infintnalion relating
10 fhe general license wilhin 30 cafendar days of the date of the request, or other time
speci fied in the request. Ifhe pencral toensee cannet provide the requested information
within the allotted thne, it shall, within that same time peod, reguest a looger peded to
supply the information by submitting a letter 1o the Director, Radiation Control Program,
Massachuosetis Department of Public Health, and provide wiitten justification as to why
il camnot comiply; |
{} shatl appoint an individual responsible for baving knowledge of the rppropriate
replations and requircments and the sethority for thldng requived actions to comply with
appropriafe regniations and requirements. The peneral lcenges, through this individnal,
shall ensure the day-to-day compliancs with appropeiate regofations and requirements.
Thiz appointment does not relieve the general licensce of sny of it2 responstbility in this
regard; ]
()i, shall repister, in zccordance with 115 CMR 120.122{D)(3¥m)2. and 3., devices
containing AE feast 370 Mg {10 mCi) of cesiom-137, 3.7 MEOq (0.1 mCi) of
siromtinm-964, 37 MBy {1 mO) of cobalt-6, 3.7 MBg (0.1 mCE) radinm-226, or
37 MBy (1 mCi) of arasricinm-241 or gy oflier transuranic (£ 2., clerncnt wilh abormis
number greaterthan uranium {$23), based o the setivity indicated onthe lahel. Each
address for 3 lpcation of use, as described under 105 OMER 120122000 30wy 3.4.
represents a separate peneral Heonsce and requires a sepezale registtation and fee;
2. ifinpossession of 2 device meeting the criteria of 105 CME 1201220003 m)i.,
shall register these devices annually with the Apency end shall pay sny preseribed
fee, Repisiration most be done by verifying, comecting, zndfor adding to the
infosmation provided in & request for registration received from the Agency. The
registration information must be subimniited io the Agency within 30 days of the date
of the requesl for registeafion or as otherwise indicated in the request. In addition,
g poncral licemsco holding devices meeling the corteria of 105 CMRE
128 124D 3¥n)1. is subjoct fo the bankmptoy nofificafion reguivement m
I0S CMRE 120131EY,
3. inrepiviering devices, the general licensee shail furndsh the following infonmation
and soy other infermation specifically requested by the Apeney:
2. mame and mailing addreas of the penerat licenses;
b, information about each devies: the mannfactuier (ot initisl fransferor), maodel
nutyber, secial number, the radiofsotope and activity (as indicated on the label);
"¢ name, title, end telephone nunber of the responsible porson destgnated asa
ropresentativi of the genetal Jicanses under 105 CMR 120.122{D3331)
d. address orfocation at whicl the device(s} are used andfor siurcd For porteble
dewviees, the addeosd of the primary place of storape;
o. ccrtification by the responsible representative of the general consco Ihat the
information concemlng ke device(s) has been verified through a physteal
inventory and checking of label information;
1. certification by the responsible representative of e peneral licenzce that they
are eware of the requirements of the gencral license.
4, porsons penerally livensed by an Apreement Stale, or NRC with respect to
devices mecting tho cotoda in 105 CMR, 12012003 (m)t. are nof subject to
- registration reguirements if the devices ere wsed in areas subject to Apency
jutisdiction fora period fess than 180 daya in any calendar year, The Agency willnot
Feuest registration information from such livensees,
(n} shiaf? report changes to the mailing address for the location ofuse {including change
in name of genera) Beensce) 1o 1he Divector, Radialion Control Progrem, Massachnseliz
Department of Public Health, within 3¢ days of the effcetive date of the change, Pora
]mrtabie device, a report of address change is only required for a changs in the device's

primary place of stornge;
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(o) may not hold devices that are not in nse for longer than twa years. If devices with
shitters are not belng uscd, the shutter must be locked in the closed position. The testing
mquired by 105 CMR 120.122{(D)3IYB) oced not be perfomned during the pedod of
siorage only, However, when deviees are put back inta service or transferred to another
persoa, and huve not been fested within the required test interval, they must be tested for
icakage before use or transfer and the shutter tested before use. Dovices keptin standby -
For Futlire use are cxcinded fron the two-ycar lime limit if the general Jicenses perfonns
quartoely physical inventories of thesc devices while they are in standby. _
{4) Tho genssal liconse in 105 CMIR 120.122(D(1) does not anthorize the manufactute or
impert of devices containing radinzctive muterial.

{Mote: Persans possessing radiosctive material in devicea under d peneralicensein W CFR 315
before January 15, 1975, may continue 1o possess, use, or transfer that inatzrial in acoordance
with the lahr;lin,g seqsirentents of 10 CFR 31.5 in offect on January 14, 1975.]

{2) (General License for Cetaio lloms and Self-luminous Products Contaiting Radinm-225.
(1} A peneral lieensc is hereby issucd lo any prrson 10 acquice, FECCIVE, POSEERS, LS, OF
transfer, in sccordance with the provisiens of 105 CMR 120.122(E)2), (3), and {4},
radiem-226 cantaired in the following products manufactured prior to Novernber 30, 20077

{8} Antiquities originally imiended for use by the general public. For the purposes of
105 CMR 120,122 }{a}, antiguitiss mean products originally intended for use by the
general public and distributed in the fate 19® and sarly 20% ceatories, such as radiuin
cmanator jas, rovigaions, radinm wabsr jars, radon generators, rofriparator cards, radinm
bath salts, and healing pads, B
{b) Intect timcpiccss containing greater than D037 megabecquere! (one microcure),
noninteet timepieces, sed imepices heuds and diats no Jonger instatled in fimepieeces.
fc) Luininous items installed tn air, macne, or land vehicles.
(d} AH other juminous products, provided that no mere that 160 items ie weed 0T
stored at (ke same locafion &t snty one Gme. -
&) Small mdivm spurces containing no move than O3 magahecquers! (one
microcurie) of tadivmn-236, For the parposes of 105 CMR 120, 122{001 ), "smal
radiven sources® means discrete survey instroment check sowrces, sources contained in
radiatiun measuring inslroments, setrces used in edueational demenstrations (such as
coud chambers end spinthaciscapes), slectron tubes, lightning rods, fonization sources,
static climinators, or s designated by the NRC, .-
{2} FPorsons who acquite, receive, posscss, use, or transfer byproduct material under the
peneral licenso issned in 105 CMR 120 122(E}{1) are exempt [romn the provisions of
105 CMR 120750, 120.200, and120.142 and 120009, to the extent that by recsipt,
posseasion, wse, or transfer of byproduct weterial is within the terms of the general livense;
provided, however, that (his exemption shall not be deented fo apply to say such person
apecifically Loensed vader 105 CMR 120.100.
{3) Any person who acquires, roceives, passcsses, Uses, oo kratisfirs byproduct material in
arcordunce with the peneral license in 105 CMR 120.122(F)(1):
(z) Shell notify the Agency should there be any indication of possible damage to the
product so that it appears it could result in a Ioss of the radioactive meterial. A report
containing & brief description of (he event, and the remedial action taken, must be
furnishied to the Director of the Agency within 30 days.
{b) Shatinot abandon pmduct.scnnlainingmﬂium&?.ﬁ,'[‘hepmﬂuct,andmymdinacﬁve
miterial finm the product, may only be disposed ofaccording 1o 105 ChR120.256 orby
wansfer 1o 2 porson authonized by & spesific Jicense fo recelve the radinm-226 in the
nroduet or 25 otherwise approved by the Agency
{6} Shail not export products containing radinam-226 excopt inaccordance with 10 CFR
1o,
(@) $hall disposc of products containing radinm-226 at 8 disposat facility anthodzed fo
disposeufradicactive material in sccordance with any Federal ar State golid or hazardous
wasle law, incliding the Selid Waste Disposal Act, as anforized under the Energy
Policy Act of 2005, by transfer in a person anthorized to reccive radium-226 by p specific
license issued by the Agency, Nuclear Regulatory Comnission, or snAgrecent Stale,
or as othorwise approved by the Apeney.

105 CMR - 251




105 CMR: DEPARTMENT OF PUBLIC HEALTH

120,122 continwed

32712

(&) Shal respond to woticn teguests Tium the Agency to provide information relating
to the gencral Becose within 30 calendar days of the dato of the request, or other fime
specified in the request. Ifthe pencral liecnsec cannot provide the requested information
within the allottad time, it shall, within that same time period, request a longer period to
supply the information by providing the Director of the Ageney, 2 written justification
[or the request,

(4 The general license in FOS.CHR 120.122(E) 1} doss not authorize the manufachre,

assembly, disassembly, repair, or import of products contsining Iﬂ.dlum.-226 except that

limepieces may be dizassembled and mpa.lmd

(D} Ownorship ufRaﬁigﬂgﬂm;ng], A peneral license is hereby issued o own radicactive
material withonl regard to quantity, Nudwithstanding any other provisions of 105 CMEL 120,122,
this peneral license docs not swthotizs (he manufachute, ywoduction, iansfer, reecip!, possession
of use of radioactive material.

(114} ﬂ_]lhm_tmﬂ god Reference Sources.

(1) A penerd license is hereby issued to thosc persons Listed bebow to own, recelve, aoqmm
pOssEsS, Use, an beansfer, in accordance with the provisions of 103 CMIU 120.12‘2{{}}{4} and
{5), amcricium-241 in the fona of calibration or relcronue sourGces:
{a} any persoa who hotds 2 specific licensc issusd by the Agency which authorizes him
| o 1ecoive, posscss, e, and transfer radicactive matensl; and
{(B) any porson whe holls n specific licenss issued by the U.S. Nuclear Regulatory
Commission which authorizes bim 1o receive, jmssess use, and transfer special nuclear
imaterial.
(2} A peneral license is hereby issued to dwn, 1ocoive, passess, vse, and transfor phatonium
in the [oem of calibration orreference sources in accordance with the provisions of 1065 ChE
120.122(GY{d) and {5) (o any parson who hokds aspecific license 1ssned by the Agency which
authorizes him to receive, posscss, uss, sud Wransier radioactive matedal,
(1) A general Heense is herchy issucd lo owi, ceteive, possess, use, and transfer radivm-226
inthe forgn of calibration or reference sources in accordaice with the provisions of 105 CMR
§20.122{()(4 Y and {5) to any person who holds s specific license issued by fhe Apency which
authorizes him to repeive, possess, nse, and Iravsfer radicactive material.
{4} The generet licenses ju 105 CMR, 120.122{(3)(1) threngh (3) apply only to calthration
or 1eference sourees Witdeh have been manufaciioed in sccordauce with the specifications
contained in 2 spocific Heense issued to the mannfacturer or importer of the sources by the
U.5. Nucicar Regulatory Commission poesuand to 10 CFR Part 32, § 32.57 or 10 CFR Part
70, §70.3% or which have brenmanu factared in accordance with the specifications contained
in a specific Hcense fxsued to the manufactuger by the Agency, any Agreement State or
Licensing Ylale pursuant to Heensing reguirements equivalunt to those contained in 10 CFR
Pard 32, § 32.57 or 10 CFR Part 70, § 70,39,
{3} The general Yicenscs provided in 105 CMR F20,122(0G)(1) through (3} se subject o the
provisions of 105 CMR 120,085 throvgh 120,016, 120,131, 120,140, 126.150, and 120,770,
In widition, persons who own, roccive, suguite, Pos3ess, use, ot transfer one OF More
calibtation vr reference sourees pursuant Lo these penecnd licenses:
{z) shall nni possess at any onc time, at any oné location of Storage or use, more then
five microcuries (185 ki3q)of americium-241, five micrecuries {185 kBg} of plutomium,
or fve mictoourics (1 85 ki3a) of radinm-226 in such sowrces;
{b) shall rot reccive, possess, nse, or transfor such source unless the souree, or the
storage container, bears a labed which includes onc of the following statements, &5 4ppro-
priate, or & substantially similar statement which contains the fnformation called for in
one of the following statements, as appropriale:
1, Thorcoci, possession, use and dransfer of this soures, Model | Serial Mo,
: , @re subject to x general Heonss and 1he repulations of the U. S Muglear
Repuletory Commission or of a State with which (he U.S. Muoclear Regulatory
Conmmission has entered into ao apreement for the exercise of regulatory authority.

Do not remove this label,

105 ChIL - 252




105 CMR: DEPARTMENT OF FUBLIC HEALTII

120.122: conlinved

CAUTION - RADIOACTIVE MATERIAL
+HIS SOURCE CONTAINS (AMERICIUM-241) (PLUTONIUMJ.
b NOT TOUCH RADHSACTIVE PORTION OF THIS SOURCE.

Name of Mannfaclurer ot bnporicr

2. The receipl, possession, 11se and wansfer of this spoece, Model , Seripl Mo,
__, are subjcet 1o 2 gonerd licensc and the repulations of a Livensing Staie. J1o not
repnnve this label,

CALTION - RADIOACTIVE MATERIAL
THIS SOURCE CONTARYS RADITRM-226.
DO NOT TOUCI] RADIQACTIVE PORTION OF THIS SOURCE.

Mame of Manvfaciurer or Impoter

(c) shall nat Imnsfes, shanden, or dispose of such sonece cxvept by iransfer to & person
authorized by 2 license fom the Agency, the 11.8. Muclesr Ropulatory Commission, s
Agrecment Stafe or a Licensing Stale to yecoive the source; _
{d} shall store such source, except when the source is bring used, in & closed container
adequately designed and comsimicted 1o contain amersine-241, platoaivm, or
radium-226 witch imight otherwisc escape during storage; and,
{e) aball not use such ssurce for any purpose other (ban the galibrallon of radiation
detectors or the stendardization of olher sourees.
(6) These general Ficenses do not authorize the manufaciure of calibration or reference
soitices containing americium-241, plutonium, of radinn-226.

(Y} Genera] Licenss forUse imgtive izl for in In Witro Clinica! or Laborate
iy
(1) A general ficense is herehy fssued to any phiysician, vetorinurien, chinica] laberatory o
hospital 4o receive, acquire, possess, transfer or nse, For asty of the following stated tests, in
acordancs with the provisions of 105 CMR 120122112} through (6), the foflowing
radioactive moaderials in prepackaped unils for use in in vitro clindeel or laboretory tests not
involving internel or cxtenal administration of radisactive mafterial, or the radiafion
therefroin, to human beings or animals:
(g) Carbbo-14, in umils ot exceeding ten iicrocutiss (370 KBq) cach.
{b) Cobalt-57, in units not exceeding len microcnries (370 K3a) each.
{c} Hydrogen-3 (iritum, in onits not exceeding 50 mierocuries (1.85 MBq) cach.
{d} Iodine-125, in wnits not excoeding ton microcures (370 k3q) each.
fe) Mock Indine-125 reference of calibration sohroes, in units not exceeding 0.05
microouns (1.85 kBy) of isdine-129 and (.005 microcurie (183 Be) of amaricinm-241
each., ’
(f) lodine-131, in units not exceeding ten ratcrocuries (370 kBa) cach.
(g} Iron-5%, in units not cxceeding 28 miceocurics (740 kB each.
{h) Selenium-73, in units ot exceeding ton microcusies {370 kig) cach,
(%) Noperson shall reocive, scqiire, possess, 08 oF transfer radiosctive material pursuant
1o the general Nicense established by 105 CMR 120.122(% 1} until hie has Bled form MRCP
120.100-2, "Certificate - In Fitre Testing with Redicastive Material Under Gentral License”,
witly tha Apency snd teceived from the Ageocy a yalidated copy of form MRCT 120.100-2
with certification number asslgned, or, has & license thl anthorizes the medical uze of
radionclive material that was issned vader 105 CWR 120,500 The physicizn, veterinavian,
chinical laboratory or hospitsi shall fumish on form MRCP 120.100-2 the following
infoomntion and such olher infbrnation as may be required by that form:
Showing ealy the name of the appropriate material.
! The New Drug provisioas of the Federal Food, Drug, and Cosmetic Act atso govemn the

availebility and use of any specilic diagnostic drugs in interstate commarce.
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{s) Mame and address of the physiciae, veterlnardan, ciinical iabnratorf or hospitel;
() 'Fhe location of use; and,

¢} A statement that the physician, vetorinarian, chinical lshoratory or hospital has
apprapriate radistion measndng instrumants 1o cany out {7 vitre tlinical or ehoratory
lesis with radicactive mabedial as authodzed under the poneral license in 165 OMER
12012231} and that euch 1est= will be performed only by personnel competent in the
use of such insitumenls and in the handling of e radicactive mateial,

(3} A personwhe reecives, acquires, possesses ot vses radioactive imatedal pussnant fo the
gensral Jicense cuteblished by 105 CMR 120.122(1(1} shatl comply with the following:

fa} The general licensee shall not posyess at wny one fime, pursuant fo the general
license in 105 CMER 12000250001 ), at eay one Jocation of storage of 1sc, & tofak amount
of jodine-125, lodine-131, selenimn-75, iron-5%, andfor cobalt-57 in cxecss of 200
mfcrocuries (74 MBol

(b} The gonesal licensee shall stors the radioactive mmﬂnal usitil wsed, in Ihe original
shipping container of in a container providing coquivalent radistion protection.

{c) The general licsnyss shall use the radioactive malerisl only for the uses anthorired
by 105 CMR 120.522(D(0)

{dy Thegenerel licenses shall not transfer the raﬂmacfwa material to a person who 2o net
authorized fo recelve it porsuant fo & license issved by the Agency, the U5, Nuclzar
Repulslory Commission, any Agresmient State or Licensfng State, nor trmnsfer the
radivactive material in any mannerother than in thewnopened, laboled shipping container

"8 received from the supplier,

(+) The gerera! Heenses shall dispose of the Mock Iodine-125 reference or calibration
sowrees described in 105 CMR 120122411 )(e) as required by 105 CMR 120,251

{4) The general Ficenses shall not rective, acquirc, posscss, or use radicactive material
pursuau‘r te 105 CMIL 1201 22(1){1):

(2) Except as prepackaged nnits which are labeled in accordance with the provisivms of
ai applicabic specific Heease issved pursuantto 105 CAR 20.128{H) or insceordance
with tho provisicns of @ specific license {ssued by the U8, Nuclear Repulatory
Commission, any Agreeinent Stite or Licensing State which aufthorzes the manafactue
and distribution of lodine-125, jodine-131, carbon-14, hydrogen-3 {kitium), jron-59,
selenium-75, cobalt-57, or Mock lodine-125 fo persons penerally licensed under
103 CME 120.122(7) or its equivalent; snd
(b} wunless one of the olowing statements, as pppropriate, or a substammﬂy similar
statement which containg the information enlled for in ons of the following statements,
appears o a label affiyed to each prepackaged vpit or HPDEArS i a leaflet or brochme
which accompanies the package:
1. This radicactive material shatl be received, acquired, possessed, and used nnl}r
by Ph}’S!CJ.aIIS veterinariand, clinieal laboratories or hospifais and only for in virrs
clinical or labomtory ksls oot involving internat or external administration of the
matetiel, or the radizbion therefrom, to hunwan beings or avimals, Iis receipt,
pequisition, possession, use, and franster are subject 1o the repulations and a genoral
ticense of the TES, Muclear Begulatory Commission or of & Stale with which the
Commission hes etlered into an agresment for the exercize of regulatory suthorily.

Name of Manufactsrer

2. This radicactive snatedal shall be received, soquired, possessed, and vsed only by
physicians, veteriuarians, eliniesd Tabbvatories ar hospitals and only for i vifro clinfeal
or laboratory {ealy not Involving intemal or external admintsiration of the makerisl, or the
radiation therefrom, to himsn beings or aniinals, Rsseceipt, scynisition, pessessiun, Bse
and trunsfer are subject to the repulations and a general license of a Licensing State.

Ném: of Menufacturer
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(5) The physician, voterinarian, climical loboratory o hospital possessing or using
radicaciive material under the general loense of 105 CMER 120.122(13(1) shalf report in
wiiting to e Agemcy, asy changes in the tnformarion furnished by him in the "Cegtificate
- Jn Fitro Tosting with Radioactive Material Under Gepetal License®, form MRCP 120.100-
3. The report shall be fumished within 30 days afier the effeative date of such chanpe.

(§) Ay porson usieg radicaclive material pursuant to the general license of 05 CMR
126.122(3)(1} iy exempt from the requirements of 105 CME 120.200 and 128.750 with
respoctloradiuar.&v::mﬂtcria]wvm&dbylhnxgmwrﬂilimnse,txc&ptthﬂlsuchpersnnsushlg
the Mook Todine-125 descrbed i 1G53 OCME 120, 122HT1He) shall comply with the
provisions of 105 CMR 120,251, 120,281 and §20.232,

{G) IceDeteetion Dovices.
{13 A gencral license is herchy jseucd fo own, teceive, acquize, POSECSY, WSS, gy transfer
strontium-90 contained in ice detection duvices, provided each device conthins aoimorc than
50 microcnries {1.85 MBg) of stroitium-50 and each device has been mannfacturcd or
{mported fu accondance with a spesific license issucd by the U.S. Nuelear Regulatory
Commission or cach device lias been manufactured in aceordance with the specifications
contained in a specific license lssued by the Agency of an Agrecment Stats to the
matnfactarer of such deviee pursuaat fo ticensing requirements equivalent to those .
10 CFR Part 32, § 32.61. .
{2} Persons wha own, rocoive, SoqUire, POSSESs, U, A1 fransfer strontium-96 contained in
icc detection devices pursuant to th general Heense i 105 CWER 120.122(N(1),
(o) shatl, upon cucurrenes of visualty observable damege, such 25 2 bend or crack or
discoloration from ovesheating to the device, dizcontione vse of the device unfil it has
been inspeoted, tested for leakape and Tepaired by a persoit holding g apecific license
from the 118, Noclear Repulatory Cumpiission or an Agresnént State to mawufacture o
service such devices; or shall dispose of the device pursugnt to the provisiens of
106 TR 120.25; _
{0} shall szsure ihatalilabels affixed to fhe device nt the lime of teceipt, and which bear
a staternent which prohibits removal of the labels, are maintained thercoa; and,
{c) ore cxcimpt from the reguirements of 105 OMR 120,200 and 120.750 exccpt that
such persons shall comply with the provisions of 105 CMR 126251, 120.281 and
120.282,
(3} This genmai]icenmdoeamtauﬂmrizathnmanufac.m:e,assembly,disasscmhiyarrtpait
of strantium-98 in ice dotestion devices.
{4 This general license is subject 10 the provisions of 103 ChiR 120,001 through 120615,
120,131, IED.M{!,IZ'I].]S{},MIZ{!.T?IL :

120.124: Fiting Applieation for Specitie Ligonseg

3212

(A) Applications for specific oanses stal bo fifed in duplicate on fosm MRCY 120,100-4 55
proscribed by the Agency.

B) The Agency may at euy time after the filing of the oriainal applieation, and before the
expiration of the license, requirc further statements in order to snablc the Agency to detennine
whether ihe application shotd be granted or derded or whether a Ycense should be modified or

revoked.

{C) Each apphication shati bo signcd by the applicant ot licensec ur a pLIson duly authorized to
act for and on his or her behalf. .

{1} Anapplication for a license may include a request-for a teense autharizing ooe or ROLS
activities. The Apency will not grant the roguest if the proposcd activilies are not vader the
control of the same facility, administrator and radintion safety officer. In addition, whes
evaluating the request, the Ageney will consider complesity, similarity and proximity of the
proposed activities. _
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(E} Inthe application, the applicant may incorporate by referencs infonmation contained in
‘previcus epplications, statements, oz reports liled with the Apency provided such references are
“elear und apecific. ) :

(¥ Apphealions and documents submitted io the Apency may be mrade available for public
inspeclion excupt that the Agendy may withhold any document or part thereof from public
inspection if discloswre of ifs content is not required v fhe public interest and would adversely
affect the interest of a person concemed,

{3} An epplication for a specilic Licoase fo authorire receipt, posgeition or use of radioactive
mnteinl in the form of a sealed source or in a device that contains & sealed source shall either:
{1} ldentify the sealed source or device that containg & sealed source by nravifactarer and
model oumber as registerad in the 1.5, Nuclear Regulatory Comenission "Registry of
Radioactive Sealed Sources and Deviees" under 10 CFI 32,210, with an Agresment 3tate,
or for 2 source or & device contsining radlum-226 or pccelerator-produced sadioactive
matenal with a State vnder provizions comparable to 105 CME 120.128(N}; :
{2} comrtain the information idendified in 105 CMT 12012800
{3} for spurces or devices containing malucaly accwming or aceelerator-produced radioactive
material mannfactursd poior to Movember 30, 2007 that are nof registered with MR under
L PR 32,216 or with an. Apreement Blale, and for whicl the applicant f2 noable to provide
all categories of informalion specified i 105 CME 120.128{0(2(b) or () as upplicabls, the
spplicanl must provide: :
{a} Allavailableinformation identified in 105 CMR 120.1 28{N}(2}(%) or {c) concemning
the source, and, if applicable, the device, and, )
(bt Suflicient additional infonnation to demonstrate that thera {5 reasonable assurancs
that tiwe radiation safefy properios of the source vr device sre adeguats to proleel healik
and minimizo danger fo life and property. Sech informalion must inchisds 2 descoption
of the sourss or device, a descrdption of radiation safely Featurcs, the infended use end
associaled oporafing cxpericnce, and the resulls of 8 recent teak fest.

120.125;  Seocral Requircnients for the Tssuanee of Specific Licenses

(A} A ficense application will be approved only if the Apeney determines tha:
(1} the applicant is qialificd by roavon of teining and experience to vse the matensl in
qucstion for the puspose requested in aocordance with 105 CMR, 120,000 in such a manner
&s to minimize Janger to peblic heafth and safety or property;
{2 the applicant’s proposed equipment, fucikities, and procedures ave adequate to mininize
danger to poblic health and saloly or property;
{3) (he issuanse of 1he liccose wili nol beinimicsd lo the koalth and safety of the public; and,
{#) the applivant salisfics any applicable speciad requirements in 105 CMR 130.128,
§20.127, 120.128, 120.300, 120,500, 120.620 120.800, 120.830 or 120.900.

{P} Environmental Report, Commencement of Construclios.
{1} Inthe case of an application for a license to receivo and possces radicaclive material for

commercial waste disposal, or for the condoct of any other achivity which the Apency
determines will sigificantly affect the quality of the environment, a license applcation shat
be veviewed and approved by the Agency before commencement of constouction of the plent
or facilify in which the activity will bs conducted. Issuance of the license shall be based
upon & consideration by the Agency of the covionmendal, eeonons, lechnical and other
benefits in comparisen with the environmental cosis and available alternatives and a
deferciination that the action called for iz fhe issusnce of the proppsed licensc, wilh any
sppropriate conditions 1o prodect environmental values;

{2] Commencement of constrciion prior to such conclusion shall be grounds for dental of
a licenze to receive and possess redicactive matadal in svch plant or fecility. As vzed in
1085 CMR 120.125(R)the term "commencement of construsiion” means any cleating of land,
excavation, of other snbstantial action that would adversely alfect the environment of a site,
The term docs not mean site exploration, neceszary roads for site exploration, borings to
determine foundation conditions, or ofher preconsiroction menitoring or testing to eslablish
backgronnd information related to the suilebility of the gite or the protection of
environmengal values, .
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(1) Unless exempied by 105 CMR 120, 25{0WT), issuance, 1enewal of amendment of &
license shatt be dependent upon satisfactory financial surety arangements o ensure the
protection of the public health and safely in the event of abandonmext, defauit or other
inabifity of the licensse to mest the requirements of M.GLL. ¢. 111K, % % and 105 CMR
120,000,
(2} Each applicant for a speeific licenso authorizing the posscssion and vse of unsealed
radioactive majerial with s half-ife greatcr than 120 days and in guantitics exceeding 10/
times the applicable quantities set forth in 103 CMR 120.196: Appendix B, Table I shall
submit a decomnissioning fending plean as deseribed in 105 CMR 120.125(C)(6). The
decontmissioning funding ples pmst xlse bo submitted when 2 combinatien of isotopes s
invotved if B divided by §0° 9 greator than 1 fanity mle), where I is defincd a5 the sum of
the ratios of the guantity of cech isotops to the appiicablc value in 103 CMIR 20,196
Appendic B, Table IL
{#} Esch applicant for a spesific liconse authorizing posstssion and use of radioactive
material of halldife groater then 120 days and in guantilies speoified in 105 CIL
126.125(C){5) shalt either:
{2) subniitz decomumissioming funding plan us described tn 105 CMIL 120.125(CHEY,
or
(5) submil a ceetification that fisancial assuravce for decomunissioning has beco
provided intheamount prescribed by 105 CMR 120,13 5(CK 5} using one ol fhe methods
described in 105 120.125(C)(7). For mn applicant, this certification mmay state that the
appropriate assurance witl be ohtained after #he application has boen approved and the
Hieense issued, but prior to the reeeipt of licensed matcrial. As part of the cortification,
a copy of the financial instrument cbained to satisly the Teypirernents of 105 CME
120.125(CH7) is o be submifted to the Agency.
f4} tay Each helder ofa specific Heenss issued on o7 after March 11, 1994, which isof a
type deseribed in 105 CMR 120.125(C)(2) or (3), shall provide financial assurance for -
decomassioning in accordance with the criterin set forth jn 103 CMR 120.125{(C)(1)
through {8).
{t) Each holder of & specilic license igened bofome March 11, 1994, and of a type
described in 105 CMR 120.125(C)(2) shall gubrail, on or before March 11, 1995, 2
decommissioning funding plan oF & cedilication of fipencial assurance for |
decommidsioning in an ameunt at least equal to $1,125,000, in accordance with the
crileria sol forth in this pect 1€ fhe loensee submits the cerfification of Tnancial
agyurance rather than & decoimadssioning funding plan at s tinve, the licenses shatl
include a decosmmissioning fanding plan in any appiication for Ticense renewal.
{c) Bach holder of & spesific YKeense issned before March 13, 1994, and of a typo
described i 105 CMR 320.125(C)(3) shalk submit, on o before March 11, 1995, a
certifention of financlal assuznes for Jecommissioning or a decommissioning funding
plan in secordance with the criteia sct forth in 103 CMR 120.125(C)(1) through {B).
(d) ‘Wasie collectors and wasle processors, &s defined in 10 CFR part 20, Appendix G
nmus! establish an Agency-approved decotmussioning funding plan 1o assure the
availability of Tunds for decommissicning sctivifies conducted over the Efe of the
licensed facitity. e decommissioning funding plan must include the cosl of dispose}
of the mizxinrm tdicactivity (cuties) of radivactive imelerisl permitted by the Hoenss,
and the cost of disposel of the maximam guantity, by volume, of radicactive matedial that
could be present at the licensee's facility st any time, in addition to the cost fo remediate
the licensoe's sita to migct the liconse termination critetia of 105 CMR 120.200. The
decontmissloniog fusding plen must be sybmitted by April 6, 2007,
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{3} Table ofRequired Amounts of Finencial Assurance for Decommissioning by Quantity
~ of Material:

-} Greater than 10* but less than or equal to 10 times the $1,125,000
applicable guantilics in 105 CMR 120.196; Anpendix B, -
Table Il in unscaled form. (For a combisafion of sotopes, if
R, as defined in 105 CMR 120.125(CH2), divided by 10' is
greater than } bul B, divided by 10° #a duss than or cqual to 1)

~Za  Gresler than 107 bt fess than or equal ta 10 tmes the £225,000
apphcable quantitics in 105 CMIL 120,196 Appeadix B,
Table T in unscaled form: (For & tombination of isofopes, if
R, as defined in 105 CMR 120.125(C)(2), divided by 16° is
preater than | bt R divided by 10% 13 lexs than o egual ta 1)

2h  Greaterthay 10 mCi but Iess than 100 mCi of source 225,000
maferial

-3 Greater than 10" times the applicsble quantities in 105 CMR - $113,000
120, 196: Appendix B, Table I in eoaled sources or plaed
foilz, {Por a combination of isalopes, If R, ag defined in 205
CMWTL 1201 25(CY2), divided by 10 is preater than 1.}

{#) Licenseesrequired to submit the §1,125,000 amount nust da zo by Ocicber 5, 2005.
{6y Liccnsees reguired to submit the $153,000 or $225,008) amownt must do so by
. April 6, 2007,
(&) Pach decommizsioning funding plan must contain z cost ostimate for decomenissioning
and a description of the method of assuring funds for decommisstoning frem 105 CMR
128.125¢CHT), including means of adjusting cost cstimates aud assoclated funding levels
perladicaly over the e of the facility, Cost estirates maust be adjusted at intervals not fo
exceed three years. The decommissioring funding plan mast also condain a cenification by
the Keensee that financial assurance for decommissioning has bees provided in the mnowat
of the cost estimale for decommissioning and a siphed original of the financiad instroerent
ohtained to satizfy the requirements of 105 CME 120.125(7).
{7} Finaocial sssurance for decommissioning mist be provided by onre or more of the
fullowing methods: ' -
{1) Prepmyment. Prepeymmentis fhe deposit priot tu the stad of dperation into an account
stgrogated fom licensee sssets and outside the liconsec's sdministrative control ofcash
or liguid assets such that the smount of fonds waould be sufficleni fo pay
decommissioning costs. Propayment roey be in the form of & tnsl, escrow Becouat,
povernment find, certificate of deposit, or doposit of government securilics.
(5} A Svisly Methad. A sarety method, inserance or other guaranies method. These
methods guarantce that decommissioning costs will be paid should the licensee default.
© 1. Asurcty method may be in the form ofa surety bond, fasved by a carporate swrety
comyany anthorized te fransact business in the commonwealth; or
2. Anirrevocable letter of credig, or line of credit; or
3. A patent company guarantes of funds for decommdssioning costs may be wsed if
the guamntes and test are s containged in 105 CMR 120.198: Appeadix I3, A parent
company guarzites may not bo used is combination with other financial metheds fo
selisly the requirements of 105 CMR 120.125(C).
a. For commercis] corporattons thal issue bonds, a guarantes of finds by the
applicant o7 licensee for decommissiening costs based on a financisl tesl may be
used if the guarantes and fest are 23 contalned in 105 CMR 120.198: Appendix E.
h. For commercisl companies that do not issuc bonds, a puarantes of funds by
the applicant or Beensee for decomeniksioning costs may be used ifthe guarantee
and test are a5 contained in 105 CMR 120,158 Appendir F,
o. Fog nonprofit enfifics, such as colleges, universities, and nonprofit hospitals,
a griaraates of funds by the applicant or licensee may be used if the guarantes and
tost a1 as contained jn 105 CMR 120198 Appendiz G.
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4, Any surety mcthod or insurance wsed fo provide Hnancial asmuzance for
decomrizsioning must contain the fellowing canditlons:
n. The surety method of inserance must be open-ended o, if written for &
specified ferm, such as five yoars, must be renewed nutomatically unless o0 days
ormore prier to the rengwal date, the fssuer notifiss the Apgeacy, the beneficiary,
and tho Hoensee of is infention oot to renew. The surefy method or Insurance
must also provide that the full face amount be paid fo (he beneficiary
sniomatically pricr to the cxpitation without proof of forleiture if the licanses
fails to provids a replacement seceptable to the Agency within 30 days after
receipt of notification of cancellation.
b. The surety method or insurance must be payable to & tmst established for
decommissianing cosls. The trustee and (tust must be sceeptable to the Ageacy.
Anaccoplable trustes ineludes en approgriate state or federal governiment agency
oran entity that has the authority o ack as a trusies and whose trast eperations are
regtated and cxawined by a federad or stafe apency.
¢. The surely method or insurence must remain in offect until the Agency has
tenninated ihe license, '
() AnExternal Sinkine Fund, An cxternal sinking fund in which deposits are made at
feast annually, coupled with a surcty method or insurance, the value of which may
decrease byihs amount being secumutated in the sinking fund. An extemal sinking fund
Iy # fond cslablished and maintained by setting eside funds pedodically in an secount
segregated fioz Heenses assets and outside the licensee's administrative control in wiich
[ho total amount of funds would be sufficient to pay decomemissioning costs at (he time
terminadion of operation is expected. A external sinking fund may be in the form of 2
trust, sserow account, government fund, cerificate of deposit, or deposit of povernment
securiics, The surcty or insurance provisions must be gs stated in 103 CMR
120.125(C)7)(b. '

{4} Statermcot of Intent In the case of foderal, state, o Iocei governmont licensees, »
slatement of intent confaining & cost cstimate for decomrissioning or an amount
puzsaant fo 105 ChR 120.125{C){5}, and tndicating hat funds for decommissioning witl
bo ohtained when necessary. '

(&} Each person Heensed pnder 105 CMR, 120,100 shall keep reeords of inlommation
jmportant o the safe and cifective decommissioning of the facility in an identified location
until the Leonss is terminated by the Agoney. Ifrecords of refevant information are kept for
wther parposes, reference to these recopds and their Jocations may be veed. Information the
Agency considers impotant ts decommissioning consists of! .
{2) Records ofspils or other unusual eccwrences mvolving the spread of conternination
in and pround the facliity, equipment, or site, These records may be Himited to instances
wiien contamination temains after any cleannp procodures or when there is reasopable
Jikelihood thaf contaminants may have spread to inaccessible arcas, a5 i the case of
possible scepage inte porous materials such as concrote. These records must inclode any
kncwn information on identification of invelved nuclides, quantitics, formnis, and
concentrations,
{h) As-built dmwingsand modifications of structures and equipment in sestdcted areas
where radioactivc materials are used amdfor stored, and of Iocations of possible
smceessible confamination such &5 buried pipes that may be subject to contamination.
If roglired drawings are referonced, each relevant dotiment need not be indewed
individually. If drawings sie not available, the Heensee shall substitute appropriate
reoords of avaitable informslion concerming these arvas and locations.
(c) Except for areas containing onty scaled sources (provided the sources have not
Jeaked or no contaminsiion remains after any leak) of radisactive materlals having only
halEEves of less than 65 deys, & sl contained in a single document and vpdated every
iwa years, of the following:
1, ali areas designated and formerly designated restnioted sreas as defined in
F0S CMR 120,005, ' :
7. all preas cutside of cestricted areas that require Jocumentation under 103 CMR
120.125(CHBKak '
3. il arcas outside of restricted ereas where eurrent and previons wastos have been
buried &5 dpctmented under 185 CMR 120,265, and,
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4, &l areas putside of reglricied areas which contatn maternat such fhat, 1 the license
expired, fhe lcensea would be required to cither decontaminate (he aten 1o
unrestricted reloase levels or ppply for approval for disposal under 105 CMR
120,252,
{3} Records of the cost estimale performed for the decommissioning Fonding plan or of
the amount cedified for decommissioning, aod reconds of the fupding mﬂ&md used for
assuring funds if either a funding plan or cerifieation is used.

(1 The following specific licensees arg n:quncd to make [nencial surely arrpgements:

{a) mnfor processors;
(B) waste handling liccnzees;
{c) former U5, Atomic Bnevgy Commizsion or MRC lieensed facililics; and,
() nfl oihers except persons exempd pusssant to 105 CME 120, P 25(C)(10%.

(10 “Fhe lotowing persons are exemnpt Feom the requirements of 105 CME. 120.125(C)(1 )
{n} pecsons anthoreed fo possess no roore than O Hmes the quantity speeilied in
105 CME 120.194: Appendix B, Table I or combinaticn of radicactive material istod
therein as given in 105 CMR 120,196 dppendiv 8, Table I, Note |;

(b} persons suthorized to posscss radicactive noble gases in sealed spurees with no
radiaactive davghler product with half-life gresier than 30 days,

F20.126: Special Regwivements for Tasuance of Cerfain Specifie Licenscs (or Budisactive i‘gj- ateria

Uses ol Sealed Sonrces in Tndustrial Repdiopraply, Tn addifion to the requirements set forth
in 105 CMR 120,125, a spesiho license for wse of sealed sources in industrial radiograply will
be tasted il )

{1} the applicant will have an adequate program for zaiving radiographic porsonnc! and

submits to the Agerey a schedule or description of such program which specifics the:

.{a) inttial training;

(B} periodic training;

() on-the-job traininy and,

(8} mocans 1o be used by the licenses to defennine the radiographic persomncl's
knowledge and understanding of and abilily (o comply with Agency rcgulations and
licensing requirements, and the operatisg and emergency procedures of the applicant.

(2] the applicant has established and submits to the Apency salisfantary wiiiten operating

and emerpency peocedyres described fn 105 CRE 1200360,

{31 the opplicant wil] have an internal inspection system adequais 1o assure that 105 CME

200061, (200040, 120200, 120300, 120730, 120.770, Mcense provisions, and the

applicent’s apersting and emengensy procedures ave followed by radicgraphic personnst; the

inspevtion syslem shall nelude (he porformance of brlemal inspections at intervals not 1o

cxcced three months and the tetention of records of sueh tnspectinons for five years;

(%} theapplicant submits to the Agency a descripfion of the cveeall orgenizational structuze

petainitiyg to the iodwsicdel radiegraphy propram, including specificd dolegations of authority

and responsibility for operatiss of the program;

{5) the spplicant who desites lo condicst his own leak tests has cslablished wdequate

procodires to be followed in testing sealed sontces for possible leakage and contarminalion

and submits to the Agency a desoription of such proceduzes including:
(2} iestrumentation fo be uscd,
(b} method of pedfveming tests; wnd, |
fc} perdinent expericnce of the individual whe will porforn the test) and,

{6) the licensee shall conduct 2 propram for inspection and maintenance of radiographic

cuposure devices and storage containers 1o assers proper functioning of components

important to safely,

120.127: Speeial Reguwirernenis for Spesific Licenses of Proad Scops

105 CMR 120,127 prescribes reguirements for the issuance of specific licenzes of broad
scope for ragieactive material and certain regulations goveming holders of such licenses.
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(A) The different tgpes of braad scope Jicenses arc set forth i 105 CMR 12012%A):

(1} A "Type A speific Ticense of broad scope” is a spreific license avthorizing receipt,
acquisition, ownership, possession, use and ttansfer of any chemiced or physicel form of the
radinactive matorial specified in the Yeense, but not exceeding quantities specified in the
Hoense, for any anthocized purpose,  The quantitiss specificd are usualy in the mudficuric
rang.

{2) A ~TypeB speeific Heense of broad scope” is a specific hconse suthorizing receipt,
acquisition, ownership, pozsession, usc and wansfer of any chemical or physical form of
radicactive material specified in 105 CMR 120.197: Appendix C, for any avthorized
purpose. ‘The possession limdl for & Type B license of broad scope, if anly ene radionuclidc
i5 posscssed theceunder, is the quantity specified fior that radipnualide in 105 CMRE 120,197
Appendic €, Columy T, Tf two or more radionuclides are possessed (hereimder, the
possession Fmitfor cach jsdetsrmined as foltows: For ezchiadionuciide, determine the sitio
of the quantity possessed lo the applicsble quantity speeificd in 105 CMR §20.197:
Appendixc €, Cobuian I, for thal radionuctide. The sum 6f the ratios for all radionuchides
possessed under the Heense shall not excesd unity. ‘

(3} A "Type C specific license of broad scope” is a specific license authoriving receipt,

- acpuisition, owncrship, possession, use, end franster of any chemical or phvsical form of

radioactive matoris] specified in 105 CMR 120.197: Adppendic C, for any puthorized
pupose, The possession limi for a Type C license of broad scope, if only one adionuckide
i pussessed thercunder, is the quantity speci fied for thal rediontielide in 105 CMR 120188
Appendix €, Columna H. )}fiwe or more radionuclides sre possessed thereunder, the
possession limitis dolermined for cach as follows: Poreach radionuchide, determine thevatio
of the gquaniity posscssed to the applicable quantity specified in 105 CMRE 120,397
Appendix C, Cobumn I1, for that radionuclide. The sum of the ratios for all radivouclides
possessed umder the license shatl not exceed wnity.

{B) An application for a Type A specific license of broad scape wilk be approved if:

(1) the epplicant satisfies the general requirements specified in 105 CMR 120.125;
(2} the applicant has cngaped in a roasonuble nvmber of actlvifies inveiving the pe of
radicactve materisl; and
{3} tho applicant has established adminisirative controls and provisions relating to
arganization and roanagement, pracedures, record keeplng, maderiat control and arcounting,
and management review that alc neoessary 1o assure safe operations, including: .
{a} tho cstablishment of 2 tadiation safety comrmittes composed of such personsasa’
radiation safely officer, a represcntative of management, and persons imined end
experienced in the safo use of radicactive material, ’
{t} the appointment of & radiation safety officer who is qualified by fraining aud
expericnés in radiation protection, and who iz available for advice sod assistance on
radiation safety matiers; and . .
fc) the establishment of appropriste sdiministrative provedures 1o assurc:
1. conirc! of procurement and use of radioactive material;
2. completion of sality evaluations of proposed uses of cedioactive material which
take intn consideration such mafters as the adequacy of faciities and cquipmont,
training and expericoce of the nscr, and the operating or handling procedurcs; and,
3. 1oview, approval, and recording by the radiation safety commitice of safcly
evaluations of pioposed uses propared in accordamce with 105 CMRE
120, 127(B)(3)(c)2. pior to wse of the radioactive material.

(C} Anapplication for 2 Type I3 speeilic license of broad scope will be approved ift

(i) the applicaut satisfies the general requireinents spootfied in 103 CMR F20.125; and,
() the applicant has csiablished administraive confrols and provisioms refating fo
crganizalion and management, pracedures, record keeping, maferial eontro] and aceounting,
and managenent review [Ral ate necessary to assure safs operations, inchiding:
{a) the appointment of a radfation safety officer who is guialificd by treining and
experience in radiation protection, and who js available for advice and sssistance on
radiation safeiy matters; snd
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(b} the establishment of appropeiate administoative procedires 10 assure;
1. contro} of procurcinenl and use of radicactive material;
2. completion of safoty evaluations of proposed uses of radioactive material which
take into consideration such matters as the adequacy of facilities and equipment,
training and experience of the uscr, and the operating or hawdling procedures; and,
3 review, approval, and yecording by the radiation sefety officer of safely
cvaluations of proposed uses preparcd in sccordenvs with 105 CMRE
120,123 CH2KEI2. prior to use of the radipacfive material.

{0} Anapplication fora T};PG  speeific license of broad scope will be approved i

{1) theapplicant satizfes the general reguirements specified in 105 CME 120,125
{2y theapplicant mubniits g stalement fhal radinactive materiad wilk bo used ooly by, ormder
the divect supetvision of, individusis whe have received;
fa} acolleps degree ot dhe hachelor tevel, or equivatent training and experienee, in the
physical or biolpgical seicnves o5 in enginesring; and
{by ot least 40 howes of training end expericnee in fhe safe handling of radiosctive
material, and in the characieristics of ionizing radiation, uniis of radiation doss and
quantitics, rdiation detection instruientation, and biclegical harands of exposte o
radiation apprapriate to D {ype sad forms of radioactive material o bé uawd; aad
(3} the applicant has cstablished administrative confrols and provisions relaiiag to
pracurement of yedigactive material, procedures, record keeping, material controf and
acconting, amed managenant review I'bE'.{:E.‘.SSE._T.}’ Io assure safe operalions.

(E} Specific licenses of broad seope are subject to the following conditions:

(1} Unless specifically authiorized, porsons licensed pursuant to 105 CMR 120127 shaﬂnnl
fa} conduel fracer studics in the environment involving divect refease of radicactive
material; ]

(b} recejve, acqnive, own, possess, use, of transfer devices containing 100,000 curies
{3t FBqg) or move of radioactive material in scaled sources vsed for iradiation of
materials;

{c} conduct activities for which a specific Yicense issucd by the Apencyunder 105 CMR
F20.126, 120,128 or 120.500, and 120,860 Ix required; or,

(d} add ot cause the addition of Tadioactive material to any food, beverape, cosmetis,
drug, a7 other product designed for ingsstion or inhalation by, or application to, 2 humen
Lietng,

{2y Fach Type A specific license of hroad scope tssucd wader this Part shiodl be subject to

the condilion that radioactive materds] possessed under the Mecense may only be used by, or

vader the ditect suporvision of, individuals approved by the licensec's radiation safaty
tommitlee. ' )

{3) Each Typc B speeific license of broad scope issved umder 105 CWER 120,127 shali be

sihject to the condition that radipactive material possosstd vader the Heense inay only be

uged by, or under the direct supervision of, individuals approved by (he licenses's radiation
safety officer.

(4) Bach Typo C specilic license of broad scope issued unrder 105 CME 120,127 shall be

stthject fo {he sondition thet Tatioactive msterial possessed under the Heonse may ooly be

used by, or wnder the direst supervision of, individuals who safisfy the rerquircroents of

105 CMR 120,12%D}.

Snecizl Raguireny 8 Snecific Lictnss b e, Asserable. Repair, or Distribuic
g‘&mmgdmg, Products, or Devices which Contate Radioautive Material

(&)
Tomopraphy (PET) Badipactive Drups.  An application fiom a medical factiity, sducational
institution, or Federst facility to produce Pestiron Bimission Tomogrephy (FET)radioactive drugs
for noncommereial transler o licensecs in its consomtium suthorzed fof medical wse under
His CMER 120,500, or eguivalent Nuoclear Repulatory Commission, or Agreerment Siate

requirements shall fnclude;

osing Requirements for Moncomnacreial T firon Emission

105 CMR - 202




105 CMR: DEPARTMENT OF PUBLIC HEALTH

120.128: continued

312112

(1) A reqeest for authorizaiion for the production of PET radionuctides or evidence of s
existing liconse issued under 105 CME 120,100 or eguivalent Nuelear Regulatory
Commission, or Agrsement State requirements for a PET radienuclide production facilily
vithin its consortium from which it receives FET radionuclides.

{2} Evidence that fncapplicant is qualified ta produce radionctive drugs for medical use by
meeting one of the eoiteria jo 105 CMR 120.128{1{1 }).

(1) Identification of individuel{s) authorized (o prepare the PET radioactive drugs if the
applicant is a pharmacy, and documentation that cach individual mests e requirements of
an pthorized nuclear pharmacist a5 specified in 105 CMR 120.128(0(2)F).

(4} Information identified in 105 CMR 120.328(0)1)(c) on tho PET dmugs to he
noncomenercially transferred fo membicrs of is consortium.

3} Licepsing Requircments b Mannfacture or eitially Tepsler Pevices Contatning
Eadicactive Material to Porsons Geperally Licenyed Linder 105 CAR F20.12(D0,

(1) Az application for a specific ficense to manufacture or diskribute devices conteiniing
radioastive material, excindiog specizl nuclear material, to persons generally licensed under
105 CMR 120,122} orcquivaleat regulations of the 11.S. Nuclear Hegalatory Commission,
an Agrcement Stafe, or 2 Licensing State will be appraved if
{2) the applicant satisfies the penoea) regquirements of 1053 CME 1200125,
(b} the applicant aubimits sufficicnt information relating to the desipn, manufaclure,
prototype testing, guality conirol, labels, proposcd nses, instatlafion, servicing, leak
tesling, operating and sefety instructions, and potential hazerds of the device 1o provide
reasonable assurance that: - '
1. the device can bo safely operated by persons not having leaining in radiological
. profecction,
2. under osdinary conditions of handling, storage, and use of the device, e
radipactive meterial contained in the device will not be refeascd o Inadvectcntly
removed from the device, and il i3 unlikely that any person will receive in one yoar
a dose in excess of 10% of the andval lnits spocified in [05 CME 12021 H{A), and
3. pader aocident sonditions such as fire and cxplosien askociated with handling,
storage, and 1se of tho device, it i5 unlikely that any person would receive an extemal
radiation dose or dose commitment in cxcess of the following organ doses:
2. Whole body; head and inink; eetive blood-forming orpans; gonads; or lens of

= S iereaeanaes brre s vooove. 15 rems (350 mBy)
b. Hands and forearms; foot aud ankles; locatized areas of skin everaped aver
areas ng larger then one square centimeter ... o on s 200 rems {2 5v)
e Ofherorpans ... . chii i e 511 rems {500 mSvy; and,

(c) each device boars s Juralls, legible, cleatly visible lubel or labols approved by tho
Apency, which contain in & ¢learly {dentified and separate statement:
t. imstroctions end precations necessary to assure saft Instsllation, operation, and
servicing of the device; docoments such as operating and service manuals may be
identified v the label and used to provida this information;
3. the requirement, or Jack of requirement, for leak testing, or for testing any
on-Gif" miechantsm and indicator, including the maximum time intcrval for such
testing, and the'jdentification of radioactive mafcrial by isotops, guamtity of
radioactivity, and date of detennination of the quantity; and,

1. the informslion calied for in one of the following stelements, as appropriate, in

the sare or substantially simllar form: '
The receipt, possession, usc, aud transfer of this device, Miodel . Sorlat
Mo. , &2 subject to a gencral license or s squivalent and the regulaticns of
the TJ.8. Nuclear Regulutory Conunission or a State with which the 1.5, Nuclear
‘TRepuiatory Cornmission has entored into an agrecment for the cxerelse of regulatory
puthority, This lsbel shall be maintained on the device in a legible condition.
Removal of this label = prohibited. [Fhe model, serial sumber, and aame of the
mentfaciurer or distibutor may be omitted from the jabel provided the information

is clscwhere specified in laboting affixed to the device.]
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contined

CAUTION - RADIOACTIVE MATERIAL

 Wame of Manufactuer or Diztrbukos

[Mote: Previces licensed under 10 CFR 32,53 prioy to Janusry 19, 1973 may bear labels
auikomzed by the regulations in offeef on Januavy 1, 1975] ]

{d) cach device baviag 4 ssparahlc sonrce howsing that provides the priniary shielding

for the source also beass, on the souece housing, a Jurable lsbel containing the device

model number and scrial oumber, the iselope and guantity, the words,

“Canfion-Radioactive Material " the redistion syinbo! descoibed in 105 ChE 120237,

and the name of the manufacturer or initial distribukor.

(2} each device meeting the criteria of 105 TME 120 122{I003) ()] ., bears n permanent

(¢.g., embossed, etched, stunped, or engraved) labet affixed o the seures housing if

separable, or the device if lhe source housing is not scparable, that inciudes the words,

"Caytion-Radivackve Material,” aml, if practlcahle the radiation symbul described in

105 CMER 120 237,
{2Y Tn the eveni the applicant desires that the device be required fo be tesled at intervals
longer thas six months, cither for proper eperation of the “on-off" mechanism and indicalor,
if any, ot for leakage of radicactive material or for bolh, the applicant shall include in the
apphiration sufficient informetion to demonstrete thet such longer interval is justified by
pecformanes characterisiics of the device or similar devices and by design featuves which
have o sigrificent beaving on the prohability ot conscquences of leakage of radioactbe
material from the device or failure of the “on-of ™ mechanism and indicator. In determining
fhe acceptable inferval for the fust for leakape of tadioactive material, the Agency will
congidar infornaficn which inclades, but is net Emited bo:

{a) primary coptainment or soureo capsule;

{b) protection of primary containment;

() method of sealing contatmpent;

{d} contginment copstretion matatials;

() form of contained radicactive material;

(f) maximum temperature withstood during prototype fosts;

(g] maximaum pressure withstood dudog prototype tests;

{(h) maximum quantity of contained radiouctive material;

{i) radiotoxicity of contained radioactive material; and, -

iy opemsivg sxperience with ideatical devices or similaly destpred and censtrcted

devices.
{(3) Iniho ovent the applicanl desires (hat the general licensee under 105 CHME 120.122(E),
ar under equivalont repulations of the 1.5, Nuclear Regulasory Commission, an Agresment
State, or a Licensing State be awthorized to install the device, collect tha sampie to bo
analyzed by aspecific licensee for Jeakape of radivactive matedal, service the device, test the
"ol mechanisin and indicator, or semove the device o lostallation, the applicant shall
inchrdo i the application wiitten instructions to be followed by lbe peveral licenses,
cstimated calendar quarter doses axaociated withsuch activity oractivitics, and basls for such
cstimates, The submittcd nfsmmation shall demonstrate that performance of sieh activily
or sctivities by an individual mstrained in radiological protection, In addition fo other
hendling, storage, and use of dovives wnder the general liconse, is unlikely to canse hat
individuzl to receive a dose in excese of 10% of the annua! Hrmifs speclfied fn 105 ChME
I20.211CA).
{4) Each person liccnsed unr:':er 105 CMR 120.128(D) fo initially transfer devices 1o
penerally licensed persons shall: .

(2} if a device cunl:ammg radiosctive materfal iz to be lmnsl‘emd for wge under the

general lcense contained in 105 CMR 120.122(D), each petson that is licensed under

105 CMR 120.128(D) skl provida the information specified in 120.128(13){4} 1o each

person 1o whom adevice is 1o be trensfecred. This information must be provided before

the device may be transformed, [n the case of a fransfer through an intermediste persan,

the information must alsa be provided 1o the intended wser prior to Initial transtor to the

inteemedings persun, The reguired information includes:
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120,126 continned

- 1. acaopy of the general liconse contained in 105 CMR 126.122(0); if 105 CMR
$20,122(D)(3)(b} throvgh (d) do notapply to the particular dovice, those paragraphs
may be omitted; _

2. meopy of 105 CMR 120,122, 126.0009(AY, 120281, and 120.281;

3, aliet of the services that can only be performed by a specific hieenses; and,

4, informalion on acceptable disposal ophons including estimated costs of disposal;
{t}) ifradioactive mateslal is to be transferred in a dovice for use under an cquivalent
general Heense of the U.S. Puctesr Regulatory Commission, an Agreement State, ora
Licensing $tate cach prisen that is licensed under 105 CMR 120.128(0) shal] provide
the information specificd in 165 CMER 126. 126D taeach person to whoi a device
is to be transferred, This information must be provided before the deviee may be
wranslered. Inthe cass ofa transfer thrempgh an intermediate person, the {tformation mass!
also be provided to the intended user prioc to nilial wransfer to the intermediate person.
‘Ihe required information fncludes:

1. @ copy of NRC or Ageeemont State regulations cqpivaient to 105 CMR

§20,172(D), 126.000(A), 12G.281, and §20.282. Hacopy of the 105 ChE 120,000

iz provided to & prospective general licensee in licu of the .8, Nuclear Regulatory

Commission’s, Ameument State’s, or Lictnsing State's regulations, &t sbalt be

accompanicd by 2 note explaining {brat use of the device is regulated by the ULS.

Hucloar Repulatney Commission, the Agrcement State; or Licensing State; if certain

parapgraphs of the reguialions do not apply {o the particular devics, those parapraphs

ey bo omitled; '

2. alist ufihe scrvices that can only be performed by & specific licenses;

3. information oo aceeptable dispuss! options including gstimated costs of disposal;

and, )

4 the name or title, addeess, snd phone jumber of the contset at the U.5. Muclear

Regutatory Cominission, the Apgreement State, or Licensing Siate from which

additionsl inforrmation may be obiained,

{c) analternutiveapproachtc irtforming cusiomers may be proposcd by the licensee for
wpproval by the Apency;
(i) cach device that i transferred after Fobruary 19, 2002 must meet the aheling
repirements in 103 CHE 120.128(D) 1 )(c) through (t); '
{¢) if= notification of backrupley has been made under 105 CMR 120.134(E} or the
Lieenige 3t to De terminated, each person licensed under 105 CMR 120.128(D% shall
- provide, upon request, to the Apency and to any appropriale Agrecment State o MRC,
rocosds of Bnal dispusition required under 103 CME, 120 128D 55(e).
{5) Fach person lcenscd under 105 CMR 120,128(D} to initially ransice devices fo
penerally Heenscd persons shall comply with the requitements of 105 CMK 120.128(D)(3).
(8} The person shall report to the Agency 2 transfers of devices to persons for wse
under the general lcense in 105 CME 120.122(77) and olf receipts of devices from
porsons Heensed under 105 CMR {20,170, The rcport must he submitied on a
quarterly basis on NRC Fom §57 - “Iransfers of Industial Pevice: Report or inaclear
siud logible report containiag all of the data requircd by the forn
j. 'ihe required informallon for rensford 10 meneral Yicensees includes:
s the identity of each gencial Jicensee by nama and mailing addiess for the
location of use; if there ia no mailing address for the locetion of pse, an altermate
address for the general licensco vhial] be submitied along with information en the
actun] localion of use;
b. the game, lifle, and phone momber of the person identificd by tho generat
Licengce a5 haying knowledge of and anthority to take required actions to ehswre
compliancs with the appropriste rogulations and Tequirements;
c. ihe date of wansfer;
d. the type, modal numbor, and serial number of the deviee trensferred; and,
&, the quantity and type of bypraduct maleriat contatned in the device.
2. 1f one or Inore intermediate persons will temporasily possess the device at the
intended place of use hefore its posscssion by the user, the report st imclude the
e information for both the intended vscr and cach jntermediate person, and
liearly designate the infermediate person{d}
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3. For devices received fom a 105 CMI [20.125D} general licenses, the report
rrust inchiede the identity of the general licenses by name and address, the type, madel
nnesther, and serial nuntber of {he device reosived, the date of'receipt, and, in the case
of devices not initially transferred by the wporting licensce, the name of the
manufscturer or initial transferar, -
4. Ifthe licensee makes changes to 2 device posscesed by a 105 CME 120.122(D}
peneral Jicenses, such that the Jabel must be changed to update required information,
the report muest Wentify the gemeral Heenses, the device, and the chappes 1o informa-
tion on the deviee label,

3. The reporl must cover each calondar quarier, tust be filed within 30 days of the
end of the calondar guarter, and must slearly indicate the period cuvf:md by the
repot,

6. The report nuust clearly identify the speeific Hecmses submitfing the report and
tnctude the license number of the specific licenses.

1. If no transfers have been made fo UL8. Muclear Repulatnry Conunizsion
Licensecs during the reporting pedod, this information shall be repocied to the RS
Muclear Begulatory Consmigsion.

8. ¥ no transfers have been made 1o general licensces within a partiewdar State
during Hie raprorting period, this information shall he reporisd to the responsible State
agency upon request of that apency.

(I} “Lhe person shali seport al tranxfers of devices to persons for nse under & general
Hesnse in the U.8. Muclear Ropulaiory Commission’s, an Agreement Stafe’s, or a
Livensing Slate's repulations that arg cquivalent to 105 CMRE 120.122(D¥) and all receipts
of devices from generst Heensees in the U8, Nuclear Regulatory Commission's, an
Agreement State's, o & Licensing Stete's jurdsdiction to the sesponsible spency. The
repori nnast be submitted on Form 633 - “Transfers of Industdal Devices Report” arin
a elear awd legible report contsining al! of the dets required by the form.

A2

. The required inlormation for ansfers o general Licenses includes:
a. the identity of each gencral licensce by name and mailing address for the
lotetion of tso; i there is no meiliog address fbr the location of use, an sfternatc
addeess for the general licenses shall be submitted atong with information on the
zctoal locafion ol use;
b. the nanme, title, and phone number of the person dendified by the general
licensee ne having knowledge of and autherity to take required actions {o ensure
compliance with the appropriafe regulations and requirements;
¢. the date of fransfer
d. the type, model puniber, and serial number of the device transferred; and,
¢, the guantity and type of hyproduct material contained in the device.
2. Fone or mors intermnediate pérgons will temporazily possess the device at the
intended ace of nse before its possession by the vses, the report mast inclnde the
same informetion for hoth the inlended vser and each intermadiate person, and
cleacly deatgnate the intermediate perzongs).
3. Furdevices received from a geoeral Yicensce, the report mus[mc]micthc. identity
of the general licensee by name and address, the fype, modst number, and sorial
remtber of fhe device received, the date of receipt, and, in the case of devices not
initiatly transfesred by the reporting licensee, the name of the manufaciurer of initial
transferor,

4, Ifthe licensee makes chanpes to a device possessed b:.r a general licensee, suach

that the label must he changed 1o updale required Information, the report sovst
idenify the general licensee, the deviee, and the chaages to Infonmation on the devies

label.
5. The report must cover each calendar quarter, mest be filed within 30 days of the

end of the calandar guarler, and must clearly indicate the period covered by the
report.
6. 'Fhe report rost clearly ideptify the specific licenzee suhm:ﬁlng the report and

must include the ficense numirer of the specific licenses,
7. 1f no tramsfers have boen made to ULS. Muclear Regulatory Commission
Licensecs during the reporting pedod, this informelion shalf be repotted o the ULS.

Nuclear Repulatory Comrtission.

135 ChiR - 266



105 CMR: DEPARTMENT OF PUBLIC HEALTH

120.12%; conkinued

N2

g 1f no transfers bavs been made to genetal Hoenseos within a particular State
during the reporting period, this luformation shall be reporied to the responsible State
agency npon request of that agency.
(¢ The person shall maintain sl information concerning transfers and receipts of
drvices thal supporis the reports required by 105 CME 120.128(D%(5). Reconds reguired
by 105 CMR 120.128(0)(3)(<) must b maintained for a perivd of thres years following

the date of the recerded evenl.
{F) Spceipl Roqpirements foe the hanufaciore, Assembly, of Repady of ‘Luﬁj@' Safsl:

5 for Use i Atro An ppplication for a specific license to mattfacture, assembic, 0f
vepair Juminous safefy devicos contatning fritium of promethium-147 for usc in airctaft, fot
disiribution to persons geasally Feonsed under 105 CMR 120.122(E) wik} b approved it

(1} the applicant satislies the gencral requirsracnts speeificd in 105 CME 120.125; and,
(2) the eppiicant satislies the sequiremmenis of 10 CFR Part 32 §§ 32.53 through 32.56, and
32.101, or their cquivaleat.

B (F) Speoipl Roqpirements for License to Manufpcture or initiatly Transfer Calihrsfiop or

Teference Sourops Conlaining Amoricium-241, or Radium-236 for, Distrilption to Pursons
Gionerally Licensed Undey 105 CMR 120 172(G). An application for a specific license to
roanulhcturs or initially transfer catibration of ceforence sources containipg americlum-241, or
radium-276 10 persans generally Heensod under 105 CMR. 120.122(G). will be approved if:
(1) the applicant satisfies the general requireinent of 105 CMR 120.125, and,
{?) ‘Ihe apphicant submits sufficicnt information regarding cach type of salibration o
refercase soorce pertinent B evaluation of the potenlial radiation expasure, including:
(2 Chemical and physical fom and maximum guantity of americium 241 or
radinm-224 in the soured;
fir) Deailsof comsirnctios and design;
() Details of the method of incorporation and binding of the americiem-241 or
redinm-226 0 Ure SOUICE]
(d) Proceduces for and resuits of prototype testing of sources, which wre designed Lo
contain more than 0,005 micracuric of amesicint-241 or radium-226, to demenstiate that
e amerjcium-241 or radium-226 contained in each soures will not be refeascd or be
remaved (rom the source under normal conditioas of use;
{e} Details of quality costtrol procedures to bo folbowed i manufaciuro of the souce;
(f} Descriplion of tabeling to e afiixed to the soutce or the stomge eontainer Tor Lhe
SOUITE;
(£} Asmy additionat information, including cxperimental studies and teuts, Teguired by
the Comenission to facilitale & delermuination of the safety ufthe souree.
{3) Each source will contsin o more than 5 microvuriey of anericium-241 or radium-226.
(4) The Apcney dotermings, with respect to any type af soyree containing more thas 0,005
rmicrocurie of amenciem-241 or radium-226, 1iunt: '
fa) Themothodof: incorporation and binding of the americirn-241 or radium-226 in the
sarce Is such that the americinm-241 will not ke reloased or be removed frpm the source
ander nommal conditions of use and handling of the sowree; and
{#) ‘The source has boen subjected to ang has safistartorily passed the prototyps tesis
proseribed by 70 CPR 32.102, Schedule C.
{5) Bach person licensed ander 105 CMR 120.128(F) shatl affix io gach souree, OF ShEES
container for o sowree, s abed wiich shall contein sufficicnt information relafiveto safeuss
and storage of the sowsce and shall include the following statemnent or substantialy similar
statement which contains tho information catled for in the following gtatement:
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120h128: sontimued -

The recelpt, possession, use, atd transfer of this source, Model » Serial No.

, are subject to & genieral Heense or the equivalent aud the repulations of the 1.5,

Nuclear Regulatory Cotvmission or a State with which the U, Nuclear Rogulatory

Curnrmission has entered itito an agreement for the exercize of mpulalory suthority. Do not
remowve s label - -

CALFTION - RADIOACTIVE MATERIAL-THIS SOURCE CONTAINS AMERICIUM-241

32

{OR BADIUM-226). DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE

Tame of manufacturer or initial transfaror

{6} Rach person licensed widér 105 CME 120.128(F) shall perform a diy wipe test upan
each sovrce containing more Than 3.7 kilobooguerels (0.1 microcuric) of smericium-241 or
radinm-226 before ransforring the source to a gencral licensce under 105 CHR 120.122G).
This test shall be performed by wiping the entire radioactive surface of (b source with 2
fitter paper with the application of moderale finger presaure. The radioactivily on ihe paper
shall bo meaired by using radiation detection instrumeatstion capable of delecting 0.145
kilalecquerc] (0.005 microourie) of americivm-241 or radium-226, Ifthis test disclosesnore
than 0.185 kiloboogueret {0.005 miicsocurie) of radicactive material, the sourcc shatl be
deemed to be leaking or losing americiam-241 ot radium-226 sl shall not be transferred to
2 genersl Heensce under 105 CMR 120.122(() or squivalent regulations of NEC or an

Agmeement State.

(3} Reguircments for Other Specific Tioenses (Reserved).

()  Mppefecture and Distrbuiion of Radioactive Material for Cettain fy Fitro Clintes! g
Labopatory Testing Under General | igense. An application for 2 spocific eense to manufacture
or distobulc radivactive material for wse vnder the peneral licenge of 105 CHE 1201 122(1} wili

be approved if:

{1} thcapplicant satisfies the geneoral requirerents specified in 105 CMR 120,125,

(2) the radioactive material is to be prepared for distibution In prepackaped units off
{2) carbon-t4 in vnits not exceeding {en microcurics (370 ki3q} each.

{B} cobalt-57 in units net excecding ten microcuries (370 kHg) each. .
{c} hydrogon-3 {thitivm} in onits oot exceeding 58 microcuries (1.85 MBq) cach.

{d} iodine-125 in units net exceeding fen microrusics (370 kidg) each,

(e} Mock Indine-125 in units not exceeding 0.03 micsocode (1.5 kibq) of joding-129
snd 0,005 microcurie (185 Bg) of smericium-241 cach,

(f) iodine-131 in units not excouding ten microcuries (370 kRq) cack.

(g} irom-37 in units not exceeding 20 microenries (740 KBq) each,

{(h) selentum-75 in unils kol excecding ten mictocuries (370 kBq} each.

{3) each prepackaged unit bears 2 durable, clearly visible Jabel: .

" (ay identifying the radicsutive coatents as fo chemical form and radionuclide, and
indicating that the amount of radicactivity doss nwt exceed ten microcuzies (370 4Bq) ol
ipdine-125, iodine-131, catbon-14, cobalt-57, or seleminin-75; 50 microcaries (L85
MBq) of hydrogen-3 (teitium); 20 microcurics (740 kI}g) of iton-55; or Mock Tndine. 125
{a units net exceeding 0.05 microsurie (1.85 kBq) of indine-129 and 0.005 microcurie
(135 B3} cFarnericium-241 each; or cobalt-37 inunits not exveeding 0.37 meprbecquerel
{10 microcuriesy and '

(b) displaying the radiation caution symbo} described in 105 CMR 120.237(A) aid the
words, "CALFFION, RATIOACTIVE MATERIAL", and "ot for Internal or Externsl
Trse ip Fumans or Animals".

() The followipg statcment or a suhstentially similer statement which contains (ke

information called for in the following statement, ppears on a fabel affixed to cach

prepackaged umt or Eppears in a leaflet ar brochure which sccompanics the parkape:
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120, 128: continned

This mdinactive malesial may be reccived, acquired, possessed, and veed oafy by
physiciens, veterinarians, clinical laboraterics or hospitals and only for in vitro clinical or
izboratory fests ast involving interal or cxtemal administralion of the mmaterial, or the
radiation thetefront, fo human beings oranimals. Its receipt, acquisition, possession, use, and
transfor are subjeel o the regulations and a peneral license of the U.5. Huciear Regulatory
Commission or of a Siate with which the 1.8, Nuclear Regulatory Commission hias entered
into an agreement for the exercize of rogulatory authocity.

Mame of manefactorce

{5y Ihe fabel affixed to the unit, or the leuflet or brochuss which accompaniss the package,
contains sdequate information as to the precautions to bo observed in handling and storing
suchradioattiveinaterial. In(he case of the Mock fodine-125 reference or calibration soutce,
the jnformation sccompanying the soures must also conlain divections to the Licenses
regarding tho waste disposal reguirernents set ont in 105 CME 120,251 -

(1) Licgnsing the Mannfpeture 2nd Digibution of Iee Detection Deviges. Anapplication for
2 sproifio Heense to menufacture and distdbute loe detection devites 1o persons generally
licensed onder 105 CMR 120.122(7) wilt be approved if: :

(1) theapplicant satisfies the general requiraments ef 105 CMR 120.123; and,

{*) tho criteria of 10 CIK Past 32, §§ 32,61, 32.62, and 32,103 are met.

(1 Mamufscture, Preparation, or Tragsfer for Commercial Distribution of Drups Confaining
Radioactive Materal for Medical Use Tlnder 105 CMR 120506,
(1} Anapplicafion for # specific license to manufactie, preparc, of teasfer for commercial
disteibution radiaactive drigs containing radicactive malerial for use by persens anthorieed
parshaat o 165 CMR 120,500 will be approved ik . :
(a} the applicant satisties the gencral reguiremenis specified in 105 CME 120,125,
(0) the applicant submits evidence that the applicant is of Jeas! one of the foliowing:
1. repistered of ficorsed with the U.8. Food and Doag Administration (FI)A) as the
owmer or gperator of a dug cetablistunent thal copages in the manofachure,
preparation, propagafion, compounding, of processing of a drug under 21 CFR
HYF.20{z), or
2. repistered or licensed with a state agency as & drug mannfaciurer; of,
3. jicensed as a phaonaey by a State Board of Pharmacy; ar,
4, uperating as 4 nuclear pharmacy pursuani to 247 CMR 13.00: Registration
Reguiremants and Minfinal Professions! Siandards for Nuclear Pharmaetes; o
5. opemsling 85 2 nuctenr pharmacy wilthin a Federal medicnl insfitntion; or
6. aPositron Emission Tomography (PET) drag production facility registored with
a Stale apency. _
{6} the epplicant submits information on the radoenuclide; the chemical end physical
form; the maximom sctivity per vial, syringe, generater, or other confainer of the
sadinactive drug; and the shislding provided by ihe packnging to show it is appropriaty
for safn handling and storepe of the radicactive drugs by medical uslicensees; and,
{d} the applicant satisfies he following Inbeling requirements:
1. 2 Jabel iz &ffived to cach transport radiation shicld, whether it is constructed of
izad, glass, plastic, or other material of 2 radigactive drug to be transferred for
cormmercial distribmion. The lahel must inchede the radiation symbol and the words
“CALTION, RADICACTIVE MATERIAL®, the name of the radinactive dmg of is
abbroviation, snd the guantity of radioactivity at a spocificd date and time. Yor
sadioactive drugs with a half ifa greater than 100 deys the time muy ba pmittcd.
9 & lahel i5 affixed to each syringe, vial, or other coptainer ased to liold a
adioactive drug to be transfemed for commercial distribution, The label rmast
) include fho radiation symbol mmd the words “CAUTION, RADIDACTIVE
MATERTAL or “ DANGER, RADIOACTIVE MATERIAL" and an identifier that
eitsures that the syringe, vial, or other container can be correlated with the
information on the transport radiation shield label.
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A2

"

{2) A licensee pursnant 1o 105 CMR 120.128(D{1)(M)3. or (04, or (b)5.:
{2) may preparc radioaciive dmgs for medicai use, as delined 105 CMR 120,502,
provided that the 1adivactive drug is prepaccd by either an authonized nuclear phamacist,
a5 specified in 105 CMR 120.128(D{2)(k) and (c), or an individual under the supervision
of an mzthorized nuclear pharmecist as specifed in 105 CME, 120.519,
(b} may allow a pharmacist to work as an authorived nuclear pharmacist if:
1. if this individaal goabifies as an suthorized ooclear pharmacist as defined in
105 CMR 120.502; or,
2. ihis individual meets the requircrments specified i 105 CME 120.526{01) and
120,525 and the licensee has reccived an approved Heense amendrment dentifying
thiz individual as an avthorized iwclear pharmacist; or, )
5. this individual is designated as an suthorized nuclear pharmacisl in accordance
with 105 ChIEL 1201 28R {). :
{) the actions authorized in 105 ChIR 120 F28(F{2)(a) and (b) sre pennitted in spite
of more mstrictive lanpuape in license conditions.
{d} may desipnate & phanmacist, as defined fn 105 CMR 120.005, as an guthorized
noclear pharmecist if:
1. The individosl wes a nucicar phapnacist preparing only radicactive drugs
containing accelerslor-produced radicactive meterial; and
2. The individual pracliced &l a phermacy af a Governiment ageney or Federally
recogrized Mndian Tribe before Blovermber 30, 2807 or at all ather pharmacicy before
Augnst 8, 2009, or an earlier date »s soficed by the WRC.
{2} shall provide to the Agency: .

1. Avopy of each individual's cerbihuation by a specialty board whose certification
process has been recognized by the Commissian or an Agreement Stage ps specificd
in 105 CMR 120.526( 4} with the wrilicn atlestation sigred by a preceptor as requiced
by 105 CME 120.526{B); or _

2. Agrecmeent State or Nuclear Regulatocy Cornmission Heensc; of

3. Nuslear Regulatory Commission inaster rmatcriabs Heensee permit; or

4. The pennit issued by 2 licensee or Nuclear Regulatory Commission master

roaterials permittee of broad scope o the mithorization from a comunerrial nuclcar

pharmacy authodzed to Hst its own autherdzed nuclear pharmavist; or

5. Dacumentztion that only accelerator-produced radinactive materials wers used

in the practice of nuctesr phanpacy at & Government ageney ar Federaly recopnizad

Indian Tribe before November 30, 2007 or at all other locations of usc belore

August 8, 2009, or an eartier date as noticed by the NRC; and

6. A copy of the State pharmacy licensure or regisiration, no later than 30 days

after the date that the licensee allows, under 108 CMR 12012803231, and 3. of

105 CMR 126.128(0), the individual to work as an autharized auclear phamacist.
(3} A licensec shall possuss and use instrumentition to measure tho radivactivity of
radionelive drugs, The licensce shall have procedures for use of the instrumentation. The

licepses shall messure, by dircck measerement or by combination of measurements and

calewlations, the amount of radicactivily in dosages of alpha-, bela-, or photon-cmilting
sadioactive drugs prior o transker for commercial distribution. Inaddition, the licensee shall:
() perform: tests before initial use, periadically, and foilowing repair, on each
itistrument for accuracy, Haearity, and geotelry dependence, a5 appropriate for the uso
of the instroment; and make adjusiments when negessary; and
() check ereh snstrunsent for copstancy and proper operation at The beginning of each
day of uss.
{4) Nothing in 105 CMR 120.128¢)) relieves the ticensee from complying with applicable
FDA, other Fedoral, and State reguircments govorning radioactive drugs.
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{:4] ! Distihution_of Gengiators og Jlca
Radiopharmace]ittcals Contaiping Radipactive Material® An application for a specific ficcase
10 manufachoe and distribute generators of Teagent kits containing radipactive material for
prepazation of radiephermaccuticals by persoos Jicensed pursuant 10 103 CMR 1242 104 for the
uscs listed in 105 CMR 120.547 wilt be approved ift
(1} the applicant satisfies the general requircments specified in 105 CMR 120,125
{2) the applicant submits evidence that: ) -
(8) the genemator o7 reagent kit iz to bo manufaciuted, kabeled and packaped in
accordanve with the Federal Food, Drug and Cosmelic Ast of the Public Health Sarvice
Aet, such a5 a new dreg application (NDA) approved by the Feod and Drmug
Adminigiration (FDA), or 2 "Hotice of Claimed Investigational Excmption for a New
Dirug" (DY) that hag been accepted by the FDA; or,
{b) the amudactore and distribution of the generator or reagent kit are not subject to the
Federal Food, Drug and Cosmetic Act and the Public Health Service Act,
{3} the applicant submbts information on the radionuclide, chemicad and physical form,
puckeging including maximim sctivity pex packags, and shictding provided by the packaging
of 1be radioactive material contained in the generator or resgent kit
{4) thelabel alfixed to the generetor or reagent kif conteins infonnation onthe radionuckide,
guaniily, and date of assay; and, ’
(5) the label alfixed to the gencrator o reagent kit, ot the leafict or hrochire which .
accompauies the generator or feagent kit, contains:
{a) sdequatc information, from A sadiation safety standpoint, on the procedures to be
followed and the equipment and shielding fo bo used in shuting the gencrafor or
processing radioactive material with the reagent kit; and,
{b) = statement thet fhis geverator of reagent ks, a5 appropriate, is spproved for use by
persons Heensed by the Apency pursuant to 165 CMR 120.533 or under equivaient
Licenses of the 11,5, Muclear Regulatory Cotnmissitn, an Apresment State, ora Licensing
State, The fabels, leaflsts, or brochures required by 105 CMR 120.128(K) arc in addition
to the Jaheling requircd by the Food and Drug Administration (FDA) and they may bo
separate from of, with thit approval of FDA, may b pombined with the Iabeling neguired ©
by FDA.

(L) Manpfacture angd Dismibytion of r of Sources gy Deviogs Containing Radiogefive Material for
Medical Use. An epphication for a specific hicense ta manufzclure and distribute sources and
devices conluining sadicactive material do persons Ticensed pursoant to 105 CMR 120,500 for
use as a calibration, Wazsmission, of refirsnce soutee or for the scs fisted in 153 CME 1200559,
120,568, 120.570 and 120,589 wili be approvedifi -~
(1} the applicant satisfies the géneral requircinents in 105 CME 120,125
(2) the applicant subemits sulficient information regarding each Lype af sotrce of devico
periitient to an evaluation of iG radiation safety, jgcluding:
{8) the mdionetive material contained, Hs chemicel and physical form, and smount;
(b} details of design and constroction of the setirce or dovice;
(c) procedurcs for, end results of, prolotype tosts 10 demonstrate that the sowme o
device will maiatain its inteprify under siresses likety to he croavmntored in normal use
and pecideits; '
{d) For devices cottnining radicautive meaterial, the radiation profile of a prololype
device; ’
(c) details of quality control procedures fo assure that production seurtes end devices
mect the standards of the desipn and prototype iests;

S Although the Agency does nolregulate the manufacture and distribution of reagent kits that
do not conlain mdioscitve matecial, it doss regulate the use of such reagent kits for the
preparmatica of radiopharmaccuticals contuining radioactive material as part of is licensing
anid regulation of the usecs of redioactive material. Any mannfacturer of reagent kits that do
ot contain radioactive material who desives to have his reagent kits approved by tha Agency
for use by persons licensed pursusnt to 1S MR 120547 may submil the pettinent
infarmation specified in 105 CHR 120.128(K).
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{f) procedures and standards for caltbrating sources and devices;

" {2} iegend and meihods for {abeling sousces and devives as to their redicactive conlent;
and -
(b} instractions for hundling and stering the souece or device from tho radistion safety
slandpeinl; these instructions are to be included on s durable label attached to the source
or deviee o attached fo a permuanent storage confsiner for the source or device; provided,
fhat instruetlons which arc oo lengthy for such labet ray be samimarized onthelabcl and
printed in defsil on 2 brochure which is refercneed on the label;

(3} the label affixcd o the spurce or device, or to fhe permanent shn-age. vonlainer for the

source or device, containg information on the adionuclde, quantity, and date of assay, and
a staternent that the Agency hins approved the disteibution of the {name of source or device)
to persons licensed o use radinactive materia! identified in 105 CMR 120.532, 124,539,
126,568, and 120,570 of wnder eguivalonl Heenses of the ULS. MNuslenr Eegulatory
Commission, an Agreement Staye; '
{4} in the event the applicant desives that the svtce or device be required to bo tested for
leakage of radicactive materiel gt intervals longer thay six months, he shalt include in bis
application sefficicat information to demeonsizate that such longer interval is justified by
petfotieance characteristios of the source or device or stilar sources pr doviees and by
ttesipn Features that have s signilicant bearing ou the probability or consequences of leakege
of radioactive material from the soures; and :
(5) in deteomining the dceepiable interval for test of leakage of radioactive material, the
Agency will consider information that includes, but iz not limdled to:

(2) pomacy conlaisment or source capsuls;

(B) protection of pricary containment;

{c) meihod of sealing coninment;

{d) containment construciion materials;

{g) form of containcd radivactive material;

{0 maxinmrg teraperatre withstood duting profotype tosls;

(g} maxinuem pressire withstood during profotype tests;

(h} maximim quantily of contained sadioactive material;

{i} radiotoxicity of contained radipactive materal; and .

(i) opcrating caperience with identival sourccs or devices or simifarly desipned and

constiucled sources or devices.

i} Mequirements for License to Manufecture and Distribute [ndusteial Products Confatning
2epleted Uraninm for Mass-volume Applications. ;

(1) As epplication for a specific liconse to manufactore industrial products and devices
containing depleted urantum For wso pursvant o [05 CMR I20.121(E) or equivalent
regulations of the UL5. Nuclear Regulatory Comumission or an Apgrecment State will be
approved if
{a) the applicant satizfes the geneml requirements specifeed i 105 CMR 120,125,
{b) the spplicant submits sefficieat infonmation rolating 1o the design, menufzcture,
prototype tosting, quality control procedures, Jabeling or marking, proposed uses, and
potential hazards of the industrial product or device ta provide reasoniahle assurance that
possession, use, or fransfer of the depleted wranivm in the product or deviee is not kkely
10 cause any individual to receive a radfation dode in excess of 10% of the arimal Himits
specified in 105 CME 12821 [{A); and,
{c)- fhe applicant submits sufficient information regarding the industiial product or
device smd the presence of depleted vranium for a mass-volumc application in the
pradust or device 1o provide reazenable assarance that unigue benchils will recrss o the
public because of the ssefilness of the praduct or device. ’
(2) Inthe case of an industeis} product or device whose unique benefils are questionible,
the Agency will approve an application for a specific Heense under 105 CMR 120.128{M)
only if the product ar device is found 1o combine a high degree of utility and fow probabliiily
of uncontrolled dispusal and dispersal of significant quantities of depleted uranium inta the
covirommend. ]
(3) The Agenoy may deny any application for 2 specilic license under 105 CMR
120.1280M) if the end use{s) of the Indusirist product or device cannot be reasonably
foreseen,
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(4) Bach pocson Licensed pursuant to 105 CMR 120.128(M){1) shali:

(r) mainteinlhe level of quatity contiof required by the license in the manufacture of the
indusizial product or device, and in the instalfation of the depleted uranium into (ke
product or device, :

(b} label or mark each unit to! :

1. identify the manufacturer of the procuct or device and tht aumber of the Hoense
andet which e product or device was smarmfacinred, the fact that fhe product o
device contains depletsd uranium, and the quantity of depleted uranium in each
product or deviee; and ' .

7 state that the receipt, phesession, Wse, and transfor of the predoet or device are
sitbject i a general licensc or the equivalent and the regutetions of (he LT.8. Maclear
Reguiatory Contmission or £n Aprecment Blate;

{c) assurethatﬂmdeplcle.dura:&mnbafumbeinginstalladinmhpmdu:t or device hag

been impreased with the fellowing tegend clearly legille through any plating or ather

covering: "Depicted Uraninm™;

(5 1. famish acopy of the pencral liconse contained in 105 CAE 120.12HE) and &

copy of form MRCP $20.300-1 to cach peison to whom he transfers depleted
uraninm in & profuct of dowice for use pursoant to the general license contained in
105 ChR 120.121{E); or,
4 furpish & eopy of the general license contained in the 1.3, Nuctear Repulatary
Conmission's or Agreoment Stale's reguiation equivalent to 103 CMR 120.121{E}
and 2 copy of the 1.5, Nuclear Regulatory Commission's of Agresment Slate's
certificale, or alteroatively, furnish a copy of the general license contained in
105 CME 12¢.121(E) and acopy of form MECY 120.160-1 to cach persanto whoin
he ansfors depleted wanium in a product er devige for use purstant to the gencrl
Ficerse of the 118, Nuglear Regniatory Cowunission or an Agreement Stats, with a
pote explaining that use of the product or devics is regulated by the U.S. Nueclear
Regulatory Cosmission OF 2R Agreoment State sader requiremnonty substantiatly the
same ag hose in 105 CMR 120.121(E); -

{£) teport o the Agency afl transfrs ofindustrial products of deviees o peesong for use

unider the peneral licanse in 105 Chi 120.121(E). Such repert shall identify cach

genteral Heenses by name aind aildress, an individual by name andfer position wiip ey
constituls & point of contact between the Agency and the gencrat Hoensee, the type and
rodel number of devics ransferred, and the gquantity of depleted uraninm contained in
the product or device, The report chall e submitted within 30 daysafler the end of each
catendar quarter in which sucha product or device is transferved to the generally licenzed
person. 1fno transfers have been made to persons generally liconsed under 105 ChiR

E20.12HE) during the reporting period, the report shall zo indicats,

([ §. report ko the U 8. Nuclear Regutatory Comnmission ail tremsfers of industrial
products or dovices 10 persons for use under the U8, Muclsar Regulalary
C'omrmission general Lvense in 10 CFR Part 40, § 40.25.

2. Iopottto the responsible Statc agency oI} transters of devices mannfectured and
distributed pursuant to 165 CMR 120.728(0) for use vader & goneral licspse in thal
Hate's reguiations cguivakent to 105 CMR 120.121(E) .

3. such teport shall identify sach pencral Hoensce by nRme apd address, an
individual by neme and/or pazition who may consiitute a point of vontact bebween
the Agency and the general licensee, the type and madel number of the dovice
sramsferred, and the qusotify of depleted nramivm contained in the product or device.
The report shall be submitted within 30 days after tae end of each calendar quarter
in which such product ar devios is tansterred o the generally lisensed person; -
4. ifnotansfershayebammad:mU.S,NuclmRegulanCummism‘nn iicensces
Juring the reporiing period, this infarmation shall be reported fo the U5, Muclear
Regulatory Commission; and

5. jfno iranefors have been made {0 general licenzess within a particular Agresment
State durng fhe teporting period, this fiformation shali bereported to the responsible
Agreement State agCOCy upon the reguest of el agency; and
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{i) keep records showing the nume, sddress, end point of contact for cach general
licensee to whom he trapsfers dephobed uraninm in fndustrial products or devices for use
puzsuant 1o the peocral Hcense provided in 105 CMR I20.12U(E) or equivalent
regulations of the ULS. Nuclear Regulatory Commission or an Agreement State. The
records shall bo maintained for a period of two years and shall show the date of each
transfer, the guantity of depleted vraniem in cach product or device wansfered, and
compliance with 1he roport requitemients of 105 CMR 130,100,

) Spesi Miniribute Sealed
Sanrces o jres Containing Se g5 to Persons Havi ipecific [icense,
{13 An application for licenss to menufhchere, import (NARM oaly) or initially distribate
seated sourres or devices conlaining pealed sources for initial transfer to persons having &
specilic license to receive such scaled sowrces or devices will be approved subject to the
Ellowdng conditions: ) )
{a} the applicant satisfies the general requizements specificd in 105 CMR 120,123
{1} ihe Hecnsce subject to 105 CME 120.328(24) shali nol transfer & acaled source or
device contaiping a scaled source o amy person except in acoprdance wilh the
reguizements of 165 CMR 120140,
{2) Any manafacturer, importer or inilial distritutor of 2 sealed soures o device conlaining
a scaled source whose prodoct is inlended for uge under = spectfic Heense may submit a
tequest to the Ageacy for evaluation of radiation safety information about its product and for
filing an cvaluation shest in the 1.8, Muclenr Repulatory Commission “Registry of
Radinactive Sealed Sources and Devices™. i :
{2) A request for cvaluation of 2 seated souree or device containing a sealed sourre shall
be submilted in duplicate and shall include information soguired by 105 CMR
120. 128091 2)(b) ot {c}, as apphicabls, demanskrating thet the radizfion safety properfies
- of sueh soures or device will oot endanger public health and safety or property.
: ) A request for evaluation of a sealed sonzce shall include the following radiation
e safoty information:
1, proposed nzcs for the sealed source;
2. ehemical and physical fonn and maximum quantity of radicactive muterial in the
sealed source;
3. detsils of design of the sealed source, radiation and its shielding incheding
blueprints, engireering drawings or annotated drawings;
4. details of cobstmuction of the seafed sowwce Including a deseription of matcrials
nsed in constroetion;
5. radiation profilc of n protetype scaled sovree;
6, procedurcs for and resuits of prototype losting;
7. details of gualily conlrof proceduses to be followed in inanufacture;
8. o description or facsimile of labeling fo be affixed to the sealed sourcs;
9. leak testing procedures; and,
18, any additional information, including experimental studies and tests, regeircd
by the Agency to facilitsie 2 dotcrmination of the safety of the sealed source, as
toquired by 105 CMR 120,125 .
() A request for evaluation of & device Containjng # sealed source shall include the
foltowing radiztion saftty inforemation:
1. proposed nses for the devies;
2. manufacturer, model namber, chemical and physical form and maximuen quaniity
of radivactivity in the sealed source of sources io be used in the devier;
3, dotails of deslpn of the sealed source, including binepeinés, engincering drawings
or annotated drawings,
4. detpils of construction of the sealed sonree including a description of materials
uscid in eonstriction; '
radiabion profile of a prototype device;
procedures for and results of profotype festing;
details of quality centrol procedures to be fallowed in manufachire;
a description or facsimile of Jabcling to be affixed fo the deviee;
feak loshng procedurcs;

4

W
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i, adcscrption of potential haza.tdsinins’!ﬂllaﬁ{m,sm'ice,mainten&ncﬂ, handling,
use and operation of the device; '
1. information about jnstallation, servics and mainlenance procedures;
12. heodling, operating and safety instructions] and :
13, any additional indormation, including experimentsl sladies and tests, requived
by the Agsncy 10 fucilhate o doteraination of the safoty ofthe device as reguired by
105 CMR 120.125. .
(@) When vvalusting a cealcd source of devics, the Agency will apply the radiation
safety criteria doscribed in 10 CFR.32.210(d), pablished Janvary t, 1993, cxelusive of
subsequent armendments o editions.
(e} The person subm itilng a request for evaluation of a product shall mannfactrs and
distrtnte the product in accordance with: )
i, he statenents. and roprestntations, incloding the quality contro] program,
deseribod in {he request; and
7. the provisions of the evaliiation sheet prepared by the Agency aod submitted te
the U.4. Moclear Regutatory Comuission, for filing inihe "R epistry of Radioaciive
gealed Sources and Devices™.

120530 Jssua Speciiin Li

A3 Upunadﬂemﬁﬂnﬁﬂnﬂmlan spplication meets (he reyuirements of MG c. §iL, 683,
5id through 5P and 105 CMR 120,000 and upon payment of the reqjuircd fes as specified in
105 CMR 126, 10(AYZ), fhe Apeney will issue s speeific license amthorizing the proposed
activity in sach farm and containing sach conditions and Hmitations ag ii decmns appropiiate

OT RECESSATY. : '
y Each inifia application for & licenso o5 a certificate of registration for which a fec s
established by the Bxeculive Office For Admintstration and Finance in 801 CMRE 4.00 shalt
e aoovmmponicd Wy » non-refundable fee, payable to the Commonweaith of Massachusefts,
in the amount specified for the comespanding annusl fee. Thereafier, the Radiation Conirel
Program will issne 21 annual fee invoice based on the applicuble nanual fee spécified in

801 CMR 4.00, Fees se pryable within 30 days after recetpt ol 8 fee invoice.

{B) - The Agency may incorporate i any liccnse at the fime of issuance, oF thercafier by
apptopsiate rule, regulstion, oF order, such additional requirements and conditions with respect
o e Noeneee's receipt, [rSSERsHon, 1SS, andiranster of radionctive roaterial sabject to 105 CME
120.100 05 it decms approprate Of DeCessery in ordler tor

(1) minimize danger o public health and safcly oz propetty;

{2) Teguire such reponts and the keeping of euch records, and to provide for such inspections

of acitvitics under the license as may Do appropriate of NCOSSSALY, :

(1) provent lossor thefl of makerial subject to 105 CMR. 12(2. 1K),

j20.131: Specific Turms and Condiions of Liccnges

N2

(A) Tiach license fssyed pussant o {5 CMR 120,000 shall be subject to all the provisions of

- M&L.s 13, 353, 5M theough SF, and 10 ail rules, Temuiations, ordere of the Agency and

tlicense condifions as provided For iny 103 CHMR 120.130{F)-

() No licenss tasued or granted under 185 CMR 120.000 and no right 10 possess OF ntitive
adioactive material goanted by any Ticense issued pursuant {o i05 CME 120,131 shall be
transfoired, Bssignod, fr iR any IHRALLT disposed of, cither voluntasily o involuntarily, directly
or indirectly, through iransfer of control of any Jicense to any person ucless the Ageney shell,
aftcr secnring full infermation Find thet the transfer 13 in acoordance with the provisions of
w.GL.c. 111, §§ 3, M through 5P, apd (o all valid rules, repulations, and orders of the Agency,

and shall give i13 consent in writinog.

() Each person licenscd by ihe Agency pursuatt io 165 CMR 120,100 shelt coefine use and
posgession of the mmaterial Hoensed to the locations and purpoescd anthorized in the license,
Prepasation for shipment and trenspost of pyproduct materinl shall b in accordance with the

provisions of 10 CER part 71 and 105 CMR 1200770
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(D) Pach licensee shall mlntify the Ageney n writing when the Heensee dosides 10 permanenily
discontinte alt activities involving materials authorzed under the license,

(£) EBach licensee shall notify the Agenicy in writing immediately following the filing of a
voluntury or ivohuistary pelitior for bankruptey under any Chepter of Tatle 1] (Bankosptey) of
the United States Code byt or against:

(1) the lceases;

(2} anentity (as that term i defined in 1115.8.C. 101(14)) controlling the licosee ur]:stmg

the Jirenze or eenses as proporty of the ostats; or

€31 an affiliate {ps that term is defined in 11 H.S.C. 101{2)) of the licenges.

(I} The noliflication specified in 105 CMER 120.131{E) shall indicate the bankruptey covrt in
which the petilian for bankraptey was fited and the date of the filing of the petition.

{3 Each portable paupge Heenses shall vse a minimam of two independent physical conteals
that form iempible bamiers to secive poriable paupes frome unantherized removal, whenever
poctable saupes are not boder the condeo! and constant surveillance of the licensee,

{f} Each licensce preparing technoflum-9%m radiopharmacenticals from molybdeoum-
S9%technetium.-%%m generators or mbidiun -82 from stronfium-§2/Fubidium-82 genetators shall
test the penetitor eluates for molybdenum-99 reakithrough or strentivm-§2 and stronfium-§5
confarination, respoetively, in accordance witl 105 CMR 120,548, The licenzec shall record
the results of cach tost and setain cach revord for thees years after the record is made,

{1 (1} Auvthocization under 105 CAMR 120.128(A) to produce Positron Emission Tomography
(TPETY radinactive drags for noncommercial transfer to medical wse licensess in ifs
consoriinm does nol relieve the licensee from complying with applicable FIYA, other Fedoral,

.and Stale reqnirements governing radicactive drmgs, .
{2) BachHeenses anthocized uader 105 CME 120.528{A) %0 produce FET radicactive drugs
- For noncommercial ransfer 1o medical vse licansees In its consertium shail:
1. Safisly ihe lsbcling requirements in 105 CMR 120.123{N(IXd) for each FET
radioaclive drug transport radiation shielt and sach syringe, vial, orother container used
to hold a PET radioactive drp intended for notcommercial distribution to members of
ifs consgrtium,
2. Possess and vae instrumentation fo weasurns !he vadinactivity ofthe PET radioactive
diugs intended Tor nopeoemmencial distribetion (o members of its consortinm and mest
the procedural, radioactivity mcasuremen!, insiniment lest, instrmment check, and
Insirwrnent adjusiment requirements in 165 CMR 120.128(333).
(3} A licensee fhat js a pharmacy authorized under 103 CMR 120.128(A) to produce PET
radinactive driegs for poscammencial fransfer to medical use icensces inils consorfivm shall
require that any individwal that prepaves PET radicactive drips shall be:
1. an avthodzed ngclear phoemacist that meets tho reguitements in 105 CME
1201281 2)h); or
2. an individual under the supervision of an awthorized nuclear pharmacist asspmiﬁed
in 105 CMR 120519,
{4 A pharmacy, suthorized voder 105 CME 120.12B{A) to proditee PET madivactive dougs
for noncommercial transftr o medical vse Ncensees In ifs consortium {hat slfows an
individual to work as an authorized nuclesy pharmacist, shall meet the requirements of

105 CMR $20.128(7(2)(s).
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120.150: confinued

(c) such person shall assure that any labels required fo be affixed to the device under
regfations of the authority which liccnsed manufacture of the device bear a staterncat
that "Removal of this label iz probibited”; and,
{4} the bolder of the specific license shall furnish to cach geperal licenses to whom he
sransfers such device or on whose peeimises he installs such device 2 copy of the general
Jicense contained in 105 CME 120.122(0) o in equivalent regulations of the Agency
harving jusisdiction over the manufacture and distdbution of the device,
{7) The Agency may withdraw, limsit, or qualify ix acceptance of any specific license or
equivalent {icensing document issoed by the ULS. Nuclesr Regulatory Cotnmission or #n
Agresment State, or sny product distribred pursuant to sich licensinp docwment, upah
deterrnining that such action is necessacy in ozder to prevent vndoe hazard to public healih

and safbty or property.

(B) Exceptions o the Ogperal License,
{1} The g=neral license granted in 105 CME 1246, 3190{A) lo conduct activities in the State

does not inclode activities in arcas of exclusive Federal jurisdiction within the Stale or
offshore walees.

{7 Authorization foruse of tadinactive inaterials i reas of vaciusive Foderal jurisdiction
within the State o offshore waters may be obfained from the ULS. Nuclewr Regulatery
Comsitssion as provided for in 10 CFR 150.24.

(3} Defore radiokctive matered can bo wsed at & temporary job site in another Sfals,
suthorization shatl be oblained [rom the State if it is an Agreencnt State, or fiom the NRC
for any non-Agreement Stats, lther by fling for Teiprocity of spplying for a specific
Heense.
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120,136 Table 14 condinucd

Radioscfive Material ! ' Release fraciion Duantity(Ci)
Phosphorus-33 45 1,000
Palonitio-210 ' 001 10
Potassinm-42 - 001 : 4 000
Promethinm-145 0.5 4,000
Promethium- 147 0.01 4,000
Radium-226 : 4013 . 100
Rutheniom-166 _ (.01 200
Samanium-}51 (0 ' 4 000
Scandium-46 0.0 3,000
© Geleninm-75 : 0.01 10,000
Siiver-110m : 001 1,000
Hodinm-22 g.01 0,000
Sodinm-24 - 00 §0,000
Seoalhnn-35 0.0k 3,000
Strontigm-50 ' ooy ad
Soiplar-33 ) ] .5 60
Teehnetium-53 DL 10,000
Tochnetinm-99m 0.01 400,000
Teliurinm-127m 0. . 000
“Feflurinm-129m 0.01 5,000
. “Terbiwm-160 001 1100
Thstium-170 001 4 000
Tin-111 .01 10,000
Tin-§23 0,01 3,600
Tin-126 .01 1,000
Titanium-44 0.01 100
Vanadium-48 0,01 7,000
Kenon-133 _ 1.0 900,000
Yitrium-91 0.01 2,000
Zinc-63 ' .01 5,000
Fircontum-93 0.0l 400
Firconim-95 ikt | 5,000
Any other beta-gamms emitter BLILIE 10,000
Mixed fission producls . oL E) I 1,000
IMixed corrosion produsts 0! 10,000
Contaminated equiptneat -y 0601 15,000
Treadiated matedal, aty form
afher than golid poneombustible : 0ot 1,000
Frradiated matedal, solid
noncombustible - : 000k 10,000
Miwed radicactive waste, f-Y .01 1,000
Puckaped mixed waste’ . 0.001 10,000
Contarninated squipicat, alpia : 0.0081 20
Any other siph emilter 000 2
Vackuged wastc alpha® 0.0001 20
Combinations of radicactive
materials listed! - ———n -—

T For combinations of rediouctive matorials, consideration of the reed for an amengency plan
i5 Toquired i the sum of the rafios of the quantity of cach radivactive naleriat authorized to
fhe quantily histed for fhat material in Table I txcecds one. :

For combinations of radioactive materials, consideration of the need for a0 emergency pian
is required if the sz of the ratios of the quaniity of each cadioactive material anthorized to
the quandity listed for the material in Table )11 exceeds one. .
' Waste packaged in Type B coutainers does aot require an eMETZSACY plazi.
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2 : A ix 0 -- Limi d Liccnscs
RADIDACTIVE MATERIAL COLURMN I COLUMN 1
CURIBES CURTES

Anlimony-122 10 ‘ .41
Antimooy-124 1.0 (.01
Antimony-125 10 0.0
Arscoie-73 . 0.0 4.1
Arsonic-7d ig 0.01
Arsenic-76 1.0 0.0f -
Arsenic-17 . 1log 0.1
Barium-§3] L 00 1
Barium-[40 ' 1.0 - L
Heryilmm-7 104 .1
Bissuth-210 0.1 02001
Bromine-82 100 R 0.]
Cadmium-10% 10 0.01
Cadmium-115m 10 .01
Cadmizm-113 10,0 01
Calelum-45 R T 0.0
Calcivm-47 | 100 0.1
Carbon-14 1006 ig
Cerurmn- 1414 10.0 Q.1
Cerum-143 10.0 a.d
Cerium-144 ' 0.1 0.001
Cesihom-13) ' 100.0 10
Cesiun-13in 1006 1.0
Cesium-134 .1 0.001

_ Cresium-135 1.0 061
CBSilImdﬂ‘-.'i . 1040 0.1
Cesium-137 0.1 . 04001
Chlgrine-35 L0 0.01
Chiorine-38 10010 1.0
Chromiun-51 100.0 10
Cobalt-57 LTt 6.1
Cobalt-58m 10400 1
Cobalt-38 . 1.G 0.01
Cobalt-60 01 0.001
Copper-64 . 10.0 0.1
Drysprosinm-165 1000 1
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211:  Ocoupatiopat Daze Limd

34212

(A} The liceases or registzant shall control the occupational dese to individual adults, exeept
for platined special cxposurey pursuant to 105 CMR 120216, to the following dese limits:
{1} An aannal Lmit, which is the more imiting of:
{a) the total offevtive dose equivalent being egual to 05 sievert {five rems); or
(b the sum of the decp dose equivalent and the commilted dose equivalent to eny
individual organ or fissue other than the lens of the eye boing equal to 0.5 sievert {50
(2} The annwal limits to the lens of tha cyc; to the skin, and to the exiremilies which are:
{a} & lcos dose equivalent of (.15 sievert {15 roms); and
(B} a shallow dose equivalent of 0.5 sievert {50 rems) to the skin of the whols body or
1o the skin of any extremily.

(B) Doses received in excess of the anmual finits, including doses received during sccidents,
cmergencies, and planred spoeial expostres, shell be subtracted frora the Jimits for planned
speeial exposures that the individual may receive during the cumest year and during the
individual's lifatime. See 105 CMR 120.2106(E1} and (2).

{Cy (1} When the external exposure is determined by measwomenl with an external porsonal
momitogag deviee, The deep-dose equivalent mast be used in place of the effective dose
equivalent, unless the sffective dose cquivalent js determined by a dosimetry method
upproved by the Agency. Thesssigned deep-dosccquivalentmust be for the partofthe hody
receivitg the highest exposure. The assigned shaltow-dose equivalent must be the dose
averaged over the contigucrs ten square centimeters of skin receiying the highest cxposute,
Tho dosp-dose equivalent, lens-dose equivalent, and shallow-dose equivalent may be
assessed from sirveys or ofher radiation measnrements for the purpose of demonstraling
compliance with the occupalional dose Hmits, if the individual monitoring device was not
i the repion of highcs! potentizl exposure, or the results of individual moniteting are
unavailable;

{2} When a protective apron s wom while wotking medical flunmoscopic equipment and

monitoring is conducted a3 specified in 105 CMR 120.226{AX5), the effective dose

. equivalent for external radiation shall be determined as Toliows:

" (8) When ouly one individual monttoring device is used and it is located at the neck
{collar} outside the protective apron, the reported decp dose equivalent shat be the
cffective doso squivalent for external cediation; or :

(%) When only onc individual monitonng device is used aed it Is located af the neck
{coller) outside the protective apron, and Lhe reported dose exceeds 25% of the limit
speeified in 105 CMR 120.211(A), the reported deep dose equivalent vafne muliped
by 0.3 shall be the effective dose equivalent for cxtormal radiation; or

{c} When individvalinonitoring devices ate wom, bath unde: the protective apron at the
waist and mitside the protective apron at the neck, the clicolive dose equivalent for
external radiation shall be assigned the valus of the sum of the deep dose equivalent
reported for the individual monitoring device Jocated at the walst uader the protective
apron multiplied by 1.5 and the decp doso equivalent reporied for the individual
monitoting device located at the neck outside the protective apron multipied by 0.04.

() Derived air coneentrtion (DAC) and sanusl limit on inteke (ALT} valucs are specified in
105 ChR 120.296: Appendic B, Table Lund may be uscd to determine the individual's dose snd
to demonstrate compliance with the accupational dose Hmits. See 105 CMR 120.267.

(E) In addition to the annual dose limits, the Fecnsee shall [imit the soluble uranium intake by
an individual to ten milligreras in  week in consideration of chernical toxicity. See foptmote 3
of 105 CMR 20206 Appendix B. .

(F} The licenses or registrant shell reduce the dose that an individual may bo allowed to receive
in the current your by the amount of occupational dose received while erployed by sny other
person ducing the current year, See 105 CMR 120.265(F).
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120.212: Comphagee with Reqwiremerls for Summation of External and Internal Doses

{A) I the licensee is required 1o maonilor pursitant to both 103 CME. 120.225(A) and (B}, the
Licenses shall demonsteate complianes with (he dose limits by spmming external and jnternal
doses. Ifthe licensee or registrant is required to tnoniter only purstant to 105 CMR 120.226(A)
or only pursuant to 105 Ch §20.226(R), then sermupation is not requirsd to demopstiate
compliance wilh fhe dowe lmiiz. The leenzee may domonstrate compliance with the
regulrements for summation of external and internal doses pursaant to 305 CMER 120.212(B),
{C} and (D). The dose equivalents for the lens of the eye, the skin, and the cxfremities are nog
included in the surnmation, but ake subject 1o Reparate 1inits,

(B) Intake by Bnlialation. M the only intuke of rasionuclides is by inhalation, the total elfective
dose equivalent iimit i3 nof excocded if the sum of the deep dose equivalent divided by the totat
clfcetive dost: equivalent limit, and one of the following, docs not oxceed Unity:
(1) the sum of e fractions of the inhalation ALI for each radtonuchde;
{2} ihe total member of Gerived air conventration-houwrs (PAC-hovss) for all radionoclides
divided by 2,060; or
{31 the sam of the caleulaied committed effective dosc cquivalonts o afl significsntiy
jrcadiated organs or Gssoes {T) caletlated from bioassay data nsing appropriate biologicad
models and expressed as a fraction of the saowal Tinit. For peiposes of this requirement, an
organ or tissno is decmned fo he sigrificantty irradiated if, for that orpar or tirsue, the product
of the weighting fackors, wy, and the committed dose eguivalent, i per quit intake is
Breater than 109 of the reainnem weighted valoe of Hyyp, thal is, woHy g, pur mai intake for
Ay orEan oF [ssue ) .

(C) Infake by Oral Ingestion. Fthe cocupationally cxposed Individusd receives an intake of
radionuclides by orad jugestion greater than 1% of the applicable oral AL the iicensee shall

account for this inteke and include it in demenstrating complisnce with the Hmits.

{D7 Iniake throneh Wounds ot Absorplion Lheotigh Skip. The Heensee shall evaloste sad, to e
extent practical, acconnd for inlakes through wounds or skin absorption. The intake through
intact skin has been Jnchaded in the calenlation of DAL for hydrogen-3 and does rot need to be
evaluated.

{4} Licenseos shall, when determining the dose from airhormic radicactive matenal, inclode (hie
contribufion fothe desp dose equivalent, lens dose equivatent, and shallow dose equivaient from
exlemnal exposure to the radioactive cloud, $ee 105 ChMR 120.296: Appendix B, foatnoles | and
4,

{0} Afrbomnc radicactivijy measurements znd DAC values shall not be uzed as the primary
means to assess the deep dose equivalent when the airhome radinactive materfal inclndes
radippuclides ofher than ooble gases or if the clowd of sirthome radicactive material is not
refativiely voiform. The deteermination of the deep dose squivalent to an irdividual shall be based
upoD measurements using Instruments o individual monitodng Jevices.

E0214; Deterpiination of atemed Exposurg

10406

{A) For purposes of assessing dosc uscd lo determine complianee with ocoupational dose
equivatent limils, the licenses shall, when roquired puesuant to 103 CME 120,226, take euitabls

" and tindely measuroments of:

(1Y donceatrations of radicactive materials in air in work areas; or
(2} guantities of radicnuclides in Lhe body, or

(1) guaniities of radionuclides excreted fromn (he body; or

{4) combinalions of thess megsUGRERTS.

) Unless tespisatorny probective equipment is uscd, as provided in 105 CME 120233, or the

sssessment of intake js bascd on bloassays, the teensee shall assume fhat an individual inhales
rztdicactve material at (e airhorot concopiration in wiick the individiea] is present.
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120.239;  Fxeeptiops jp Posting Roguimments

{A} A lcensee or rogistrant iz not required to post caution sigRY in afeas or woms containing
radicuctive materials for pettods of koss han eight hotus, if each of the following conditinfis is
et
(1} Ihe radiosctive matorials are conslanty attended during these periods by an individual
who takes the precaelions neccssary 10 prevent [he exposurs of individuals 1o radioactive
malcoals in excess of the limits established fn 105 CMRE 120.200); and, .
{2} tho ares o1 roam is subject to the liconses's o registrant's contral.

(B} Rooms or vther areas in bospitals that are oceupied by patients are not ogtired io be posied
with caution signs pursiant to 105 CMR 120.242 provided that patient could be released from
confinement pursuant to 105 CMR 120,540,

{C) Rooms or other areas ia hospitals that arc ocoupied by pekienks are not reguired fo be posted
with cation signs, provided thal: : ;
{1) A patient being treated with 2 peomanent implant condd be rebeased from confincment
pucssant 105 CME, 120,540, 00 :
£2) A patient boing treated with & iberapeutic radinpharmacentical coitld he released from
conlingrnent prsas 105 CHR 120 540 :

{Dj A Toomi or aTea js ot feguined to be posted with A cavtion sign becanse of the prosenee of
a sealed sourcs provided the radiation level ot 30 contimeters from the surface of the sealed
suntce conlginer of housing does ot exeecd D.05 mSy (2.003 rem) per hour.

{(E) A roum or area is oot regaired ko be posted with & caution sign becanse of the presence of
radiation machines used solcly [or diagnosis in the healmg arts.

{£y Eooms in hwspitels or elinics that ace wsed for cletherapy arc exempt from the requircment
to post caution siges under 105 CME 120,238 ift
{1} Access lo (b rogm is controlled peruant to i0s CME 126.573; and,
{2) Persanaclin sttendance take necessary precautions to preveat the inadverterl caxpniurc
of workers, other patients, and members of the public to rediation in excess of the Lmits
established in 105 CMR 120.200. :

120.240: Tabeling Contuiners and Radiation Machines

{4) The licenses shall ensire fiat cach container of licensed meterial bears & durable, cleady
visible label Dearing (he radiation symbol and the words “CAUTICN, RADIOACTIVE
MATERIAL" or "DANGER, RADIOACTIVE MATERIAL." The label shatl also provide
informatian, such as the radionuelides present, ah estimate of ihe quantity of radicactivily, the
date forwhich the pctivity is catimated, Tadiation Jevels, kinds of maicralg, andmass corchment,
to permit individuals handling 60 sty the containers, or wozking in the vicinity of the
coptainers, 1o take precantions to avoid of Fminbmize exposurcs. :

(B} Hach Hoensce shall, prior to removal or dispesat of empty uncontaminated coptainers to
vmiestricted areas, vemove or defece the radicactive material labed or ptheewise clearly indicate
that the container ro longer contains radicactive materials.

{C) Bach registrent shall ensurc that each radiation mackine is labeled in & conspiouous manner
which crations individuals that radiation is produced when it is energized.

20,2410 tions to i 14

A diconsee s nat required to label:

{(A) containers holding Hicensed material in quantities less than the guantitics listed in 105 CMR
120.297: Appendix C; or :

{B) containers holding licensed material in enncentrations 1ess thar those specificd in 105 CME
120.206. Appendic B, Table Tf; o '
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continued

{C) containers attended by an Individual who takes the precaulions necessary to prevent the
cxposure of individuals in excess of the limits establizhed by 105 CME 120,200, or

(T containers when they are i transport and packﬂged and Iabclo& in accordance wilh the
regulationy of (he U.5. Department of Transportation’; ar .

(E}) containers thaf are accessible ooly be individuals authorized to handle or usc them, or 1o
work in (he vicinity of the coniairers, if the contents arc identificed fo thess individuals by a
readily available wrilien record. Examples of containers of this fype are containers in jocations
swch a5 waler-filled canals, storape vanits, or hot cells. The record shall be retained ac long sy
the contsiners arc in nse for the parpose indicated on the repond; oF

{F} instabled manufactuting of process equipmenl, sach as piping and taoks,

120.24%: Proccdures fo ivi pening Packapes

3AN2

(A} Each licensee or repisirant who oxpeots fo teceive a package containing quantities of
radicactive materdal {n excess of & Type & guantily, se defined in 105 CMRE 120772 and
105 OCME 120,795 dppendiv 4, shall make anangements to receive:

{1} the package when the camer offers if for delivery; or,

(2} the natification of (he arfival of the package al the carricr's teominal and to take

puszesston of the package expeditiously.

(B) Fach liesasee o registrant shalk:
(13 monitor the external surfaces of a labeled package for radiosciive contamination unless
the puckage contatns only radicpctive material in the forim of pas or in special form as
defined in 105 CMR 120.005;,
{2} monitor the exiemal sicfaces of & labeled? peckage for radistion Iovels unless the
puckaype contains quaniities of tadicactive material that are fess than o coval 1o the Type A
quandity, as defined in 105 CME 120,772 and 105 CMR, 120.705: dppendiy A; and
3} moniter all packepes known o contsin tadicaclive matcrial for radicactive
contaminalion and radiation levels if thers Is evidence of degradation of pas:.kaga integiny,
such az pachkages that are crushed, wet, or damaged.

{C) The liccnses or registrant shall perform the monitering reguired by 105 CMR 120.242 as
z0eR a5 practicable after receip! of the package, but not later than firee hours after the packape
is received af the licenses's facility iF it is reccived during the licensec’s normaal working hours,
ovr if Ihere ts cvidence of degradation of packege integrity, such £s 8 package that is crushed, wat,
or darnaged. H = package iz received after working hours, and has no evidencs of degradation
of package integaly, the packape shall be monitored ng later than three hours fromn the beginming
of the next working day. .

(I} The lfeensec or registrant shall immediately nuﬂf'y the final delivery carvier and, b}r
telephone and {eleprain, nreilgram, o Tacsimile, the Agency when:
(I} removahte radipactive surface contamination exceeda the fimits of 105 CMR

126.786(0); oo
() Pxtemed radisiion levels exceed (ke limit of 105 CME 120,783,

(E) Each licensee of registrant shall:
{1} calablish, maintain, and refain written procedures for safely opening packages in which
. radioactive malerial 1s recelved; and,
(2) ensure (hat the procedures are follpwed and that due consideration s given 1.‘0 special

instroctions for the type ufpadlmgc being opened.

' Laheling of packages confaining radigactive matcrials is required by the ULS. Depariment of
. Transpertation if the amount and type of mdioaclive materizl exceeds the Hmmits for an
cacepted guantily or article a5 defined and lnited by TLE. Dcpartmmt of Transportstion
regulations 49 CFR 173.403(m) and {w) and 173.424_
*  Labeled with a Radigactive White I, Yellow B, or Yellow ITT label as specified in ULS.
Department of Transportation rogulations 49 CFR 172,400 and 172,436-440,
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120.254: _freatment of Disposal by Incincration

A licensee may lecat licensed materisl by incin.eraﬁon onby in the form and mnﬁent:alinﬁ
specified in 105 CMER 120,255 or 2s specifically approved by the Agency prrsuard to 145 CME
12252, .

120,255 Dispospl of fpecific Wagies

{A) A licensee or registrant may dispose of the following Yicensed or registercd material as if
it were ot radioactive: ' '
{1) 1.25 kBg (0.05 pCi), or less, of hydiogen-3 or carbon- 14 per gram of medium uscd for
Liquid seintitlation conting; aed
(2 1.ES kg {003 pCi), or kess, of hydrogen-3 o carbon- 14 pes gram of animal tissue,
averaged over fhe weight of the entir anirmal. '

. {(B) A licensee or registrant shall not disposc of Hssae puzsuant to 103 CMR 120 255ANZ} in
a manner that would permit ity use either as food for lumans or a3 animat feed.

(C) The liccnsse or registrant shafl maintain reords i accordance with 105 CMR 120.269.

-120.256: Tragsfer for Pispnsg] and Mnnifesls

{A) Thereguirements of 105 CME 120,256 and Appendix G to 10 CFR 20, heréin Incotporated
into 105 CMR 120256 by reference arc designed to:
{1} Control ransfers of Tow-Tcvel wasts by any waste generalor, wasie catlechor, ot wastc
processor liconses, as Jefined in Appendix G to 10 CFR 20, who ships lrw-lovel wasle
cither dizeetly, brindirectly through a waste collector or wasts procarsor, 1 a licensed lov-
leve! waste Jand disposat facility ns defined in 105 CME 120.503;
{2} Establish a manifest tracking systemn; and .
(3) Supplement cxisting roquircments comcemning transférs and recordieeping for those
wastes.

(5} (1) Any Hosnsec shipping rulinactive waste intended for nitinale dispassl et & licensed
land disposal facility must documenl the infprmation 1equired on the ULS. Nuclear
Regulatory Comnission’s inifosm Tow-Level Radioactive Waste Manifest and transfer this
recorded information to the imended consigaee in accordance with Appendix G to 10 CFR
20,

Yy Any licensee shipping byprodust material as defined in 105 MR 120005, Byproduct
Materialf2) and {3} intonded for ultimate disposal at a land disposal [acility licensed under
105 CMIL 120800 or equivalent NRC or Agreement Siate repalations must dociment the
information required an the NRC's Uniform Low-Lovel Radioaciive Waste hfanilest and
sranefer this rocorded manifest information to the intended consignge in accardence with
Appendix G of 10 CIR Pant 20. . . :

(C) Rach shipmcnt inanifest chail include & corification by the waste gencralor as specified it
Appeadiz G to 10 CFR 20, )

fDY Each person involved in the leansfer of waste for disposal or it the disposal of wasle,
incloding the wasle gencrator, waste collector, and waste processor, shalt comply wiih the
requitoments specified i 105 CMR 170.256 and Appendix to 10 CFR. 20 a5 appropriate.

(E) Repotts and natifications rcquired to be made lo the nenrest MRC rogional adraindsteator
by Appondix G 1o 10 CFR 20 shatl, jnsiend, be made fo {he Apeacy.

120.257: _Complignce with Enviropmental and Health Protectioq Posplationy

othing in 185 CMR 120251, 120.253, 20.254, or 120.236 relieves the licenset fiom
complyinig with other applicable federat, stata and local regulations goveming any ofher toxle
or hazardous properiies of materials that may be disposed of in ecordance with 105 CMR
120,251, 120.253, 120.254, of 1241256,
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120,258%; Dizposal of Certain Byproduct haterial

120.261.

{A) Licensed material as defined in 105 CMR 120.005: Byprodyst Matedab(2) and {3} muy
be dispased of in accordance wills 505 Ch{E 120,800, even though it Is not defined as low-level
radicactive waste. Therefore, any Licensed byprodiet material being disposed of at e faciity, or
teansterred for wiimate disposal ai a fecility Heensed under 105 OME 120,800 or eguivalent
Nuclear Regelatory Cosmission or Apreement Slate requircments, niest meed the requirements
of 105 CMR 120.256.

(Bl A Ncensee miay dispose of byproduct material, as dofined in 105 ChWR 120,003 Byproduat
Matergal(2) ard {3), 8t a disposal facility anthorizad to dispose of such material in accordance
with any Federal or State solid or hazardous wasfe law, including the Solid Waste Disposal Act,
as autherized under the Enerpy Pobicy Acl of 2005,

RECORDS

Cereral Provisions

{A) Each licenscr of repistrant shalf use the SIunits becquerel, gray, sievert and coulamb per
Kilograen, or the special usits cutie, rad, rem and roentgen, including mubtipics and subdivisions,
and shal! clearfy indicate the vrits of alf guantitics on réconls required by 105 CME 120261,

(1) Mot withstanding e requirements of 105 CME 120.26 H(A), when recording information
or shipmen! manifosis, as requircd in 135 CMR 120,256, information mmuet be recondad fn S
1mits or in 8! units and speoial valls a5 speeified in 103 CME 120.201(A).

{C) Thelicensee orvegistrant shall make 2 clear distinction among the quantities entered o the
records toquired by 105 CMR 120.200, such as, 1otal effective dose equivalent, tofaf ergan dose -
equivalent, shallow doge equivalant, lans dose equivalent, dﬂep dose equivalent, or commiiled
effective dose equivalent.

120.262: Records of Radistion Protestion Proprarhg

{AY  Each Heesizee or registrant shall mainkain records of the mdistion protection program,
includina:

(1) the provisiony of the propram; and,

(2} audits ard gther reviews of program content and implementation,

" (B} Thelcenses or repistrant shall retatn the records requited by 105 CMR 120.262{A) 1) umtil

the Agency terminates cach perlinent licerse or togisiration seqguinng the recotd. The licenses
or registrant shull retain the records requited by 103 CMR 120.262(A)(2) for three years after the
record is made.

120.263: Rbmrcis af Surveys

ki

. (A} Each licensee or repisirant shall maintsin recorde showing the resulls of surveys and
calibrations required by 105 CME 120,225 and 120.242(0). The licensee or repistrant shall
Totain these reenrds for three years alter the record i3 mmade.

{1} The Heeunsee or registrant shall retain cech of the following records unti] the Agency
lermiinptes each pertinent lictnse or registration requiring the recond:
(1) records ofthe resulis of serveys to detenmine (he dose from external seurees of radiation
used, in the absence of or in combination with individual monitoring data, in the assessment

of individual doso equivalends;
£2) records of the resulls of measvraments and caleulations wsed to deferming individual

intekes of radicactive material and used in the assessment of indermal dose;
(3] reeords showing the remdls of air sampling, surveys, and biogssays mqmrcd pur.-.uum

e 105 CME 120.233(A)( 3=} and (b); and,
(4} records of the resulls of measurements and calculations usad to evaluate the relesse of

radicactive effluents o the environment.
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§20.264; Records of Tests fof Leakape or Contamination of Sealed Sonrces

Recoids of ests for Teakage o contamination of scaled sources reguired by 105 CME
120223 shall be kep! in units of beeguere! or feicrocusie and maintained for inspection by the
Ageacy for five yoars after the records are made,

120,265 Determingfion and Records of Prior Occupationa) 12ase

{A) For each individeal whe is likely to rooeive, in a year, an occupationsd dose requiting
monitoring pursuant to 165 CMR 120,226, the licensee of registeant shall:

f1} Delcmuinc the oocnpational mdintion dosc tecrived during the ciyrent year; and

£2) Allempt to obtain the records of comudative secupational radiation dose.

{B) Pior to permitting an individoul to paticipafe in a planncd special exposure, the licenisee
or yegiswant shalf deteanine:
{1} The internst snd extemal doses from sll previous planned spocial vxposures; and
t2) Al doses in excess of the limits, including doses reccived during sccidents and
esnergencies, received during the Jifetime of the individisl; and
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120.283: confinucd

(3) Ievels of radistion or concentrations of radicactive materal in:
{a) aresiricted area in cacess of applicabls Hmits in fhe ficense or regislration;
) an unrestiicted area in excess of ten times the appiicable limil sel forth in this pard
or in the license or regsstratmn. whether or not involving exposurs of Boy individual in
excess of the limits in 105 CME 120.221; o,
{(4) for liconeces subject to the provisions of U5, Favitonmental Protection Ageacy’s
genernlly applicable environmentsl radiation standards in 40 CFR 190, levels ol radiation or
releases of radioactive matcrial in cxcess of those standards, or of license conditions refated
to those stendards.

(B} Confents of Repords.
{1} Hach report required by 105 CMR 124,283{A) shall describe the extent of cxposurs of

individuals to radiafion and radicective materdal, including, as appropriete:

{a) cstimatcs of cach individual's dose;

() the levels of rediation and concentrations of radimactive material iavolved;

{c) the cause of fhe elevated exposures, dose reies, or concenitations; snd,

(&} comoolive stops beken or pianited 1o enstire against a recurrence, including the

sohednle for achieving conformance with applicable limits, ALARA constraints generally

applicahble environmental standards, and associated Hesnse or sepistration conditions,
{2} Eachreport fited pursuantte 105 CAMB 120.283{A) shall include for each occupationally
cxpused individuak the nante, sacial security rumber, and date of bk, With respect 1o the
liwih fior the enleryeffetuz in 505 CMR 120.218; Dose Egnfvefent (o on Bpebrye/Fetwr, the
identificrs should be those of the detlared peegneant woman, The report shall be prepared so
that (his information is staled in 2 separate end detachable portion of the repost. :

{3 Al Licensces or regisirants who make repords purssant to 105 CMR 120.283(A) shall
submil the repart in wriling to the Agency.

120.284: Reporis of Planncd Spccial Exposutes

The licenses or registrant shall submit 8 written roport to the Ageoey within 30 days
following any planned special cxpostes condueted in accordance with 105 CME 120216,
informing the Apcncy that a planned specisl exposire was conducted and indicating the date the
platmed special exposuse oceutred and the information required by 105 ChMR 1200265,

120.285 Reporsto Indlﬂdua]s of Bxceeding Idse I imils

When allcensae. orrepistrant is vequired, prosuant so 105 ChR 1260 233 or 120,284 {o report

" to the Agency any exposwse of bn identifted ocewpationalty exposed individuat, or an ideatified
member of the public, to mdiation or radinactive matenial, the liccnsees shell elso provide aGopy
of the repost submitted to the Agency to the individual. This report must be transenified ata time

1o later than the trangoittal fo the Agenoy.

120.288; Reporis of Individes! Monitorng

fAY The reqnirements of Ji5 CMR 120,284 apply to each person Hecnsed or ropisiered by the
Agency,
{1y Possess or wse sources of radiation for pumposes of m:iusina] radiography pursuan! 1o

165 MR 120,100 and 120.30; or
{2} Posscss or usc at any Hime, for processing or memifactiring for distribution prrsitant to

105 CME 120,100 or 120,500, mdmﬂclwe material in quantitics c.’m::cdmg any ane of the
folowing quaniities:
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120.285: confinued

Radignuclide, Activily
Regionuclide  Activity
i GBq
Cesimn-13Y 1 £y
Cobait-60 I 37
Gold-198 100 3,700
fodine-131 1 37
ridinm-192 10 370
¥rypoo-§5 oog - 37,000
| Protmetdnm-147 10 370
Teclpetinm-Y%m 1,06 37,000

iMore. The Agency may require a= 2 license condition, of by rule, regnlation, or order pucstant
to 105 CMR, 120,012, repotts from licensees or registrants who are licensed or registered fo use
radionuclides not on this list, in qoaatities suilicicnt fo cause comparable radiation levels.

(8} Each Xcenses or regisirent in a category listed i 105 CMR 120.286{A) shall submif an
anntal repori of the results of ndividual mortoring carried ot by the licenses or registrant for
cach fudividuad fox whom monitering was required by 105 CME 120,226 during that year, Ths
licensee or registrant may include additional data for individuals for whom moniodng was
provided but not regaired. The licenses or rogistrant shall use Agency Forn MRCP120.200.2
erequivalent or clectronic media containing abt the information required by Agency Fonn MECP

T202¢00-2,

{C) The liccnsee or registrant shalf file (ke roport reguired by 105 CMRE IZ{F EHE{A} mvmng
the preceding year, on or bofore April 30™ each year, the iiconses or registeant shall submﬂ ths
report to the Agency,

120.287; Notifications ayd Repasts fo Individuals

(&) Rexuizernents for notification and reports to individuals of exposure to sadislion or
radiopctive muterial are specified in 105 CME 120.750.

(B) When a licensee or repistrand it roquired porsuant 49 505 CMHE {20,283 fo roport 1o the
Apeney any ckposwre of an individual o radistion or adicactive matedal, the Liconsee or
registeant sheil also notify the individual, Such nodice shalt be transmitted at atime not lafer than
th transmitial to the Agency, and shall comply with the pravisions of 105 CMR, 120,754(A).

120.288: Bepors of Leaking or Contmminated Sealed Sotirees

The licensce shall immediately notify the Ageney if the test for leakage or contamination
required prrsuant fo 105 CMR, 120,223 indicates o sealed sonree is lenking or confaminated. A
written report of a leaking or contaminated source shell be submitted (o the Agency within five
days. Thoreport shall include the equipment involved, tho test results and the corrective action
takei.

120.200; Repos of Transagtions [nveiving Mationally Tracked Sources

443070

Each licensce who manufacmreé, transfirs, receives, disassembles, or disposes ofunatlonally
uacked squrce shall completc and submit & Mational Source Tracking Transaction Reporl as
specificd in 105 CME 120.290A) through (B} for each ype of transaction

{A) FEach licensce who mannfactures a nationally tracked spurce shall complete and submit a
Matiomal Sonrce TrackingTransaction Report. Therepodt rmust include the following information:
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120.206: continned

10/6/06

The gir concentralien values listed in Table I, Column 1 were derived by one of two
methods. For those radionuckides Jor which the stochastic Timit is governing, tho oncupationat
stochastic inhatation ALY was divided by 2.4 x 10° mi, relating tho iphalation ALl 1o the DAL,
as cuplained gbove, and thes divided by a factor of 300. The factorof 300 jnciudes the following
compoaents: & factor of 3810 relate the 5 rems (003 sieverl) annual oocupational dose limil i
e one mSv (0.1 rom) limit for menbers of the peblic, a factor of thiee o adjust for the
difference in exposvre Lime and the inbalation rate for & worker and that for mentbers of the
pubic; and a factar of fwo o adjust the oceupational values, derived for adults, so that they are
applicable to other 3gC Sroups.

For those radionuclides for which subipersion, that is cxternsl dose, is Hmiling, the
orcupational DAC in 165 CME 120,236 Appeniix B.'Fable ], Column 3 was divided by 21%.
The factoe of 219 is composed of a factor of 50, as doscribed shove, and a facior of 4.38 relating
occupetional expostre for 2,000 howrs per yeur o fnli-time exposure (8,760 hows per year},
Note (yat an edditional factor of 2 for age considerations js not warranicd inthe submersion case. |

The water concentrations woee derived by taking the mostrcstriclive occupational stpchastic
orat ingostion ALTand dividing by 7% 107, The factor of 7,3 x 107 {ml) inciudes the following
somponents: tho Iaclors of 50 and 2 described above and a factor of 73X L0F {mil}) which is Lhe
annnal water intake of "Reference Blan", :

Note 2 of 105 CMR 120,296 Appendix B provides groupings of radionuctidos wiich are
applicable to unknown ixteres of radionudlides. These groupings, including oocoapational
inhatalion ALJS and RACS, alr and wator afflwent concentrations mnd releates to sewer, [eqUire
demnonsicating that the most Bmiting radionuclides in epcoessive classes ars absent. The Liit
for the unknewn mixture is defined when the prosence of one of Ihe listed radioguclides cannot
be definitely excluded as being peescnl either from knowledge of the radionsclide composition
of the source or From actial measurements. ) -

Tablo [ "Rejeascs to Spwers”, The mouthly average conoepirations for releasc by sanifary
sewsrage are applicuble to the provisions in 105 CMR 120.253. The concentrafion vahies Were
derived by ting (he most resirictive acenpational stochastic oral ingestion ALY and dividing by
7.3 x 15° {mi}. The factorof 7.3 x 10F {mml} is composcd of 2 facter of 7.3 x 10 (zml), the anniel
water intake by “Refercnce Man®, and s factor of ten, such Lhat the concenteations, if the sewage
seleased by the licensee were the only sougce of water ingested by 2 “Referenct Ian" during &
year, would resuit ina comnitied effective dove eguivatent of five mb v (0.5 wm).
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120.2094: continued

List of Elements
- Maine Atoic - Name Atomic
T Bymbal Na. . Symbol . Mo,
Actinium Ag 3 Molybdenum Mo 42
- Almininm Al il Meodymivm Nd- G0
Americium - Am 95 Meptuninm BMp %3
Anthaony Sb 51 Mickel Ni 28
Argon A i Miohinm Kb 41
Arsenic As 33 Mitrogen M 7
Aasiatine At g5 Osmiun Os . i)
Barum Ba - 56 Oygen L 8
Berkelinm Bk 27 Palladium Pd ) 46
Beryliium Be . 4 PMhasphots P 15
Bismash . Bi 53 ) Platinum i 78
Broming Ur 35 Plrloniam Pu Of
Cadiniam o 43 Polonivm Po 84
Calctum Ca 20 Potaszium K 1o
Califormitvm cf a8 Prascodymium  Pr 39
Carbon, . C & Promethium Pm . 6l
Cerium Ca 53 P"rotactiziim Pa 91
Cesitm Cs 55 Radium fia 88
Chlarine i ¥ Radon En &G
Chromium Cr 24 -, Thenjmn Fe 75
Colalt Co 27 Rhodiuma Rh 435
Copper Cu 29 Rubidivm Eb »
Curiem Cm a8 Rustheniiym R 44
Dysprostum Dy 66 Szmarium 8m _ 62
Einsteininm Es oo Seandium 3c . 21
Erbiun Er 68 Belenitm Sc 34
Europium: . n 43 Silicon 5i 14
Feginom Fm HY - EBtlver Ap 47
Fluorine F 9 Sodinm Ma i
" Frenclum Fr B7 Stonfium Br 33
Cadodininm Gd 6 Sulfor s 16
Gallium Ga 1i Tantalurn Ta 71
; Uenmanium {ie oz Technetium Te . 43
Al An 79 Telurium Te 52
Hafniun Bf 72 Terbium Th 05
‘Holmium Hao &7 Thelliom Tl 81
Hydrogen H L Thorium T 50
Indiin In 49 Thutium Tm 6%
Ipdine I ; - 53 ’ Tin _ 8o . 50
Irfdinm Ir TF Titaniuem T . 22
Iron Fe 26 Tunpgsten . W 74
Krypion Xr 3a Uranfum - u 92
Lanthanum La i) Vanadium v 23
I.ead Il ) g2 Xeaon Xe 54
Lutetiom Lu ril Yierbiom Yb FL;
Magnesinm Mg 12 Yitriom Y £
Manpanoso Mn 25 Zioe o 30
Meadelevivrmm  bid .1 - Firconbum Zr 40
Mercury Hg ] '
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120.2964; coanfinued

Tabie 1l Tabke TN
Tahte I Efffeent Faleases b

Oprupatiozal Yaues Concentralions Fewers

Col. § Cel.2 Cel.3  Coll Cel2

oenl - - tdoothly

Ingestion nhalation Averapn

Concen=

Atomlbe : ALT ALI DAC Afr Whber  dratdon
Mp, Kedicpuclida”  Class wen fG  (pCA)  (pCifmd) {ECUml}  (eCifml)
I . thedropen-3 Woatee, TIAL includes skin absarptlon IEE4 BEAS 2E-5 TB-T FECK 1B-2

Gas (1T or Tk Sebmersivn® Eise above valass as BT and T, owddize In aic and in the bady 1o HTO.

& Bendium-? W, alf epinpounds except those given £ ¥ 4Es4  2E 9BES IES 66 23
¥, coxkdos, halites, and nilcates “  IE4d EE6  IEE - -
4 Beniliom-10  Wosee'Be i 1B+ - 2842 EEE ZEID = =
L1 walt '
([Es3) s = C= B 254
¥, see 'Br = 1EHY  GF% BN - =
5  Cabon-I13 Moaekde - IEt5 B4 2E6 n -
Binxite = IEs SRS BT u =
Cropuunds FEH 2B E IBe IS IE4
6 Cabon-té Maaoxide = 2B+ IE4  IBS = rv
7 Hitrogen-t 3 Bubntssion' . o = AE-§ IE%
£ Oeowpenis Submersion’ "~ = AE£ IEH
Dinxide = B+ 9ES - BT - =
Compnds ' ' EH 2ER) IEE B4 3ES 3E4
% Flesring-18* D, Bucrides of H, LE, Na, &, Mb, Cv, mod Fr SEed  TEH JES IBT - = =
' £t wall )
(5154} - - = |4 TS
W, Naorides of B=, Mg, Ca, 5r, Ba, Ba, AL - B4 4E-5 1B-7 = -
Ga In, Th A%, 55, Bi, Pr, Ra, 05, Co, M,
P, PL O, Ag, Av, Za, O, He 8 V. T,

#2, V. ¥, T, Mn, T, and Ke

¥, Eanthanum Hruodids ] ~ 86+ 3E-5 IE-T = o
11 Sofiam-22 13, 1€ pounppunds 4Rs2 fE42 IRT PR GRS SE-5
15 Sodiune24 D, &t compounds pF sEsd 286 TED S SEA4
12 Magnesiore2% D, il comgpiounds exespl thoes given for W JE42 1Bt IBFT 2EA SE4 #E-5
- W, oxirles, lpdrosddes, carkides, betldes, =  IE4 BT 2ED = -
and milrales
13 Atuminam-26 By, oY pompeands owept dhoss given fir W 442 GE+H 358 BBl EE-S GE-§
W, eocbiies, hydroxides, carhides, habldes, = 4E AE-8  IE-H) = -
.l pitrates .
1 Stiens-3t D, al tampiapds except those given for W 9E+D 3E+H {B-§ 4E-8 1EA4 iE-3
and ¥
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120.2948: continted

Talita 71 Table I ;
Takte [ - Efflnear Reletios o
Ceopational Valves  © Concentratians Sewtra
Col_ ! {2 Cal. 3 Col. § Cal 2
) otal Blanthly
Inpestion Tohalstion i Averags
Drtten
Alonle o ALT ALT DAL Alr Walesr  fratlgn
Mo Radieruchde Class ) Qi) @0} (uCE) GOEm) (aTiml)  (aCifml)
W, axbdes, hydeockdes, easkides, and - 3EH 1E-§ SE-8 . -
witrales
T, a]grr&milil:aﬂ: Elass - 3B+ 1E-5 4E-B - -
14 Siticon-32 D, sca M5y I3 T BT, IR0 ;
LLI wait
(3E+3} . N dB.4
W, ser 1151 - 1E#2 SEF  2E-ID - -
Y, ses 5 - SEHD 2E-9 TE-12 - -
15 FPhosphoras-32 1, #3 compounds eacept phesphates GE+2 IR E-T IE8 9B -5
Blven for W
W, phosphates af Ze™, 89, Mg™, Pe, - 4E:2 287 5810 - .
Bi™, and fanthenides
15 Fhosphorus-33 D, eea ¥l BBl EEdd 456 IBR  EB5 LI
W, e P . - 4 IES 4R9 - -
14 Sulfur-35 ’ Vapor IE+ GBS ¥E-B - -
i3, sobfides end snbfates facepl those TE14 i) -6 2EK - -
ghwce for W
Li ] wall
(82+3) - - - 1E4 1Bl
W, ebermwntat guibir, it}
sulfitics of ST, B, Gz, 5m, P, A€, - 2B 987 3E9 - -
Sk, BE, Cv, Ag, An, Zo, Td, Hg, ¥, and
Mo, Sotfates of Ca, §r, Ka Rz, As, 5h,
Ao BE
17 Chtertne-36 . T, chiocldes of 21, 15, Me, K Bb, (05, 233 i3 B8 fick] 255 -4
anit Er
W, chlosides ol lantha- eids, Ee, Mg, - 2 7 JE-17 - -
Ca, 5n, Do, Fa, Ab, Ga, In, T, G, S,
b, A4, 3, Bi, Fe, Ry, 05, Co, R T,
M, Pd, Fr, (e, Ag, Au, Zn, OF, Hg, Se
¥, N, Zr, HL, ¥, Hb, Ta, Cr, Mo, W,
hin, Tt and Ra
17 - Chiodne53t T Dy ¥OE b LIT 4R+ 155 GE-& -
Sr walf
61 FEH - - - 3Bd B3
W, e ¥ - - SEA XS EBE - . -
17 Chlarine-39° D, 2803 2B+ SEad k-5 TE-B - -
& valk
(AE+4) - - - 5B 5B
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