
Cook, Jackie 

From: 
Sent: 
To: 

Obresley, Christen M. <obrechrm@nmhcare.org> 
Friday, June 05, 2015 1:19 PM 
Cook, Jackie JUN - 5 2015 

Cc: 
Subject: 
Attachments: 

Importance: 

Ms. Cook, 

Rosenbaum, John C. 
Revision to Renewal - Northern Montana Hospital 
Materials License.pdf; Revision to C-3.pdf 

High 

Thank you for your assistance attached is our revisions to Table C-3. Please note the following: 

1. Steven E. Liston, MD state license number is MED-PHYS-UC 11273 
2. Earl R. Harrison, JR, MD state license number is MED-PHY-UC 4750 

DNMS 

3. We are attaching a copy of our Material License Amendment 16 with both physicians listed as authorized users, 
this shows the authorized users and the Materials and Use they are allowed 

I am hopeful that we have answered your remaining questions, Thank you for your assistance. 

Christen 

Christen Obresley 

~ Compliance Officer 

Aid ..,,,.. TNORTHERN ONTANA 
"" Health Care 

30 I 3th Street 

NJ. IJox 123 1 

Havre, Montana 59 01 

(406) 262-1420 

obrechrm@nmhcare.org 

www.NMHcare.org 

1 

PUBLIC 
Q.Ammedlate Release 
ti Nonnal Release 

NON.PUBLIC 
0 A.3 Sensitive-Security Related 
0 A. 7 Sensitive Internal 

0 Olher. ~ 
Reviewer: ~ Date: iikJQ' 



~RTHERN MONTANA Health Care A Healthy Community Storts Here 

P.O. Box 1231 •Havre, Montana 59501 • www.NMHcare.org 
June 5, 2015 

Ms. Jacqueline D. Cook, Senior Health Physicist 
US Nuclear Regulatory Commission Region IV 
Division of Nuclear Materials Safety 
1600 East Lamar Blvd, 
Arlington, TX 76011 

Dear Ms. Cook: 

Survey meters are required to be calibrated once per year by a person qualified to perfonn survey meter 
calibrations. The nuclear medicine department had two (2) survey meters. The department has a policy, 

signed by the radiation safety officer, which indicates compliance with this regulation . Survey meters 

were last calibrated as follows: 

Ludlum 14C, SN: 48758, calibrated 1/30/2015 
Picker 655-186, SN: 195, calibrated 12/8/2014 

Survey meters are required to be tested daily using a long-lived radioactive a check source to assure 
consistency ofreadings. The survey meters are tested with a Cs-137 source. We continually monitor 
public dose and evaluate to ensure that unmonitored individuals are not likely to receive, in I year, a 

radiation dose in excess of 10% of the allowable limits. 

Records for the survey meter calibrations and daily check-source measurements are maintained in the 
department of Nuclear Medicine and show compliance with regulations. 

Calibrations are performed in accordance with nationally recognized standards or the manufacturer's 

instructions. 

We reserved the right to upgrade our survey instruments as necessary as long as they are adequate to 

measure the type of level of radiation for which they are used. 

We have developed, implemented and maintain written procedures for: area surveys; safe use of unscaled 
by products; safe response to spills of licensed material; and for disposal procedures. 

If you have any questions, or require additional information, please contact Mr. John Rosenbaum at 406-
262-1221 or rosejohc@nmhcare.org 

Sincerely, 

~/J1)thA~ 
Christen Obresley v....,,~ / 
Compliance Officer 

Northern Montana 
Hospital 

30 - 13th Street 
(406)265·2211 

Northern Montana 
Care Center 

24 - 13th Street 
(406)265-2238 

Northern Montana 
Specialty Medical Center 

20 13th S1reet West 
(406)265-7831 

Quality, Coring, Service 

Northern Montana 
Family Medical Center 

1410 1st Avenue 
(406)265-5408 

Northern Montana 
Sletten Cancer Center 

40 - 13th Street West 
(406)262-6000 



APPENDIXC· 

Table C.2 Items 5 and 6 on NRC Fonn 313: Radioactive Material and Use 

/ 
(If using this checklist, check applicable rows and fill in details, and 

attach copy of checklist to the application.) 

ti Yes This response includes security-related sensitive infonnation (see Section 5.2) which is included in 
ID No Anac~mel]t _ _ and marked "Security-related infonnatioo -withhold wider 10 CFR 2.390" .. 

Yes Radionuclide 
Form or Manufacturer/ Maximum Purpose· of Use 

Model No. Quantity 

I Any byproduct A.ny As needed Any uptake, dilution. and 
material pennitted by 

·. excretion study permitted 
10 CFR 35.100 by 10 CFR 35.100. 

Any byproduct Any As needed Any imapng and v material pennitted by locaJization study 
10 CFR 35.200 -permitted by 

10 CFR 35.200. 

F-18 Any -- curies Production of PET 
radioactive drugs under 
10 CFR 30.320). 

0-15 Any Production of PET 

-- curies radioactive drugs under 
10 CFR 30.32(j). 

C-11 Any --curies Production of PET 
radioactive drugs under 
10 CFR 30.32(j). 

Any byproduct Any _/JX2_ millicuries Any radiophannac:eutical 

v -material permitted by therapy procedure 
IOCFR 35.300 permitted by 

10 CFR 35.300. 

'1/ lodinc-131 Any l@nillicuries Administration ofl.131 
sodium iodide. 

Byproduct material Sealed source or device _millicurics Any brachytherapy 
permitted by (Manuf~cturcr procedure permitted by 
10 CFR 35.400 - I 0 CFR 35.400. 
(Radionuclide Model No. ) 

) 

Byproduct material Sealed source or device _millicuries Any brachytherapy 
permitted by (Manufacturer procedure pennitted by 
I 0 CFR 35.400 10 CFR 35.400. 
(Radionuclide Model No. ) 

) 

Byproduct material Sealed source or device _millicuries Any brachytherapy 
permined by (Manufacturer procedure permitted by 
10 CTR 35.400 - JO CFR 35.400. 
(Radionuclide Model No. ) 

) 

Byproduct material Sealed source or device _mi llicuries Any brachytherapy 
permitted by (Manufacturer procedure pennitted by 

10 CTR 35.400 10 CFR 35.400. 
(Radionuclide Model .No. ) 

) 

C-5 NUREG- 1556 



!-J>PENDJXC 

Table C.2 Items 5 and 6 on NRC Form 313: Radioactive Material and Use 
(If using this checklist, check applicable row.s and fill in details, and 

attach copy of chec/cliSt to the application.) 

Ya Radlonudide Form or Manufacturer/ Maximum 
Purpose of Use 

Model No. Qaaatity 

Strontium-90 Sealed source or device _·millicuries Treatment of superficial 
(Manufacturer eye conditions using an 

. applicator disttibuted 
Model No. ) pursuant to 10 CFR 32.74 

and pennitted by 
10 CPR 35.400. 

Byproduct material Scaled 60W'CO or device _curies per source and Diagnostic medical use 
permitted by (Manufacturer _ curies total of sealed· sources 
I 0 CFR 3S.SOO . permitted by 
Cbcclc all that apply: Model No. ) JO CFR 35.SOO in 
CJ Gd-153; compatiblo devices 
CJ 1-125; rugiatered pursuant to 
CJ · Other, c:leacribe 10 CFR 30.32(g). 

Iridium-192 Sealed source or dcvjce _curies~ soun:e and One source for medical 
(Man_ufacturer _curies total use permitted by 

10 CFR 35.600, in a 
Model No. ) Manufacturer .. 

Model No. 
remote aftcrloadiog 
brachytherapy device. 
One source in its 
shipping container as 
~IU}'fOr 
replac:ement of tho sowce 
in the remote afterloader 
device. 

Cobalt-60 Sealed source or device _ curies per source and One source for medical 
(Manufacturer _curies total use pennitted by 

. 10 CFR 35.600, in a 
Model No. ) Manufacturer 

. . Model No . 
tcletherapy unit. One 
source in its shipping 
container as Dece&SIU}' fo1 

replacement of the 11ource 
in the telethciapy unit 

Cobalt-60 Sealed source or device: _curies per source and for medical use 
(Manufiicturer _curies total permitted by 

. IOCFR3S.600, ina 
Model No. ) Manufacturer . 

Model No. 
stereotactfo radiosursery 
device. Sources in the 
shipping container as 
necessary for 
replacement of the 
sources in the stcrCOtactic 

NUREG. 1556, Vol. 9, Rev. ·2 C-6 



APPBNDIXC 

Table C.2· · 1tems 5 and 8 on NRC Form 313: Radioactive Material and Use 
(If using this checklist, check applicable rows and fill in details, and 

Yes Radionuclide 

Any byproduct 
material under 
10 CFR 31.11 

.Depleted uranium 

Depleted uranium 

Any radionuclide in 
CXCCN of30 
millicuries for use in 
calibration, 
transmission, and 
·reference sources. 
(List radionuclide: 

) 

Americium·24 I 

Plutonium (principal 
radionuclida Pu--238) 

Other 

attach copy of check/isl to the applicaJion.) 

Form or Manafacturcr/ 
·Model.No~ 

Prepackaged Irita 

Metal 

Metal 

Sealed source or device 
(Manufacturer 

Model No. l 

Sealed soun:e or device 
(Manufacturer 

Model No. 

Muhn am 
Quantity 

_ millicuries 

_ kilograms 

_ kilograms 

_milliouries 

Pu111ose of Use 
radioaurgery device. 

In vitro studies. 

Shielding in a teletherapy 
writ. 

Shielding in a linear 
accelcralor. 

Poruse ina 
Manufactun:r 

Model No. _ _ _ 
far calibration and 
checking ofli!=Cnsee's 
survey instnunents. 

_ millicuries per source Use as an anatomical 
and marker. 
_ milUcurics total 

_ millicurics per source Aa a component of. 
and Manufactwv 
__grams to1al 

Model No. _....,......__,,, 
nuclcar·poWercd cardiac 
pacemakers fur dinical 
evaluation in accordance 
with manufacturer's 
protocol dated _ _ . 
Thia authorization · 
includes: follow-up, 
cxplantation. recovety, 

· disposal, and 
implantation. 

Fonn or · ·_ millicuries Purpose ofuso 
Manufacturer/Model No. 

c.1 NURBG • IS.56, Vol. 9, Rev. 2 



APPENDiXC 

Table c:3 :C0ntmn8 a checklist that may be uSed to identify the attached· documents that the 
applicant is supplying for items for which a response is required. For e~ple, an applicant may 
fill in the name of the Radiation Safety Officer in Table C.3 and then check the boxes indicating 
which documents pertaining to the RSO are being included iii the license application. An 
applican,t.may copy the checklist and include it in the license application. 

NUJlEG - 1SS6, Vol. 9, Rev. 2 C-8 



APPSWIXC 

Table C.3 · Items 7 through 11 on NRC Form 313: Training & Experience, Facilities 
& Equipment, Radiation Protection Prograf'!"I, and Waste Disposal .. . · · · 

(Check all applicable rows and fill in details and attach a copy of the checklist to the application or 

Item Number 
and Title 

Item 7: Radiation 
Safety Officer 

provide information separately.) · · , ' 

Suggested Response 

For an Individual previously identified as an RSO on an NRC or 
Agreement State license or permit: 

.-·check box 
to indicate 
material 

included in 
applJcation 

INi:me· Previous license number (if issued by the NRC), or a copy of a license (if 
~.e .. :1j(.J\ ~. issued by an Agreement State), or a copy of a pennit (if issued by an NRC 

L. _ master materials licensee) on which the individual was specifically named 

.. !:~~_::~_:~.'...+-as_lh_e_RS_o_. ---------- - -------+---.. -·--.. --. 
For an individual qualifying under JO CFR 35.57(a)(J): 

Documentation that the individual was: 0 
• lhe RSO for only the medical uses of accelerator-produced radioactive 

material or discrete sources ofRa-226 included in the definition of 
byproduct material as a result of the EP Act; 

• the RSO for the medical uses of these materials before or during the 
effective period ofNRC's waiver of August 31, 2005. 

For an individual qualifying under JO CFR 35.50(a): 

Copy of certification by a specialty board whose certification process has D 
been recognized10 by NRC or an Agreement State under I 0 CFR 35.SO(a). 

AND 
.60 .............. - ... - ... HOOO-UH ••-.. U•tUOH00-0H•UOOtt00HHMt000MH00-H0-0IMtOtlHUHt1HtU-••-··-··-·····-·•HH-t•OO-O•oo•o-HO•-··· HOo00001H00M000UOOeOO-

Dcscription of the training and e~perience specified in 10 CFR 35.50(e) D 
demonstrating that the proposed RSO is qualified by training in radiation 
safety, regulatory issues, and emergency procedures as applicable to the 
types of use for which the applicant seeks approval of ao individual to 
serve as RSO. 

AND 
___ ........ - .......... _,._ ... f-• ........... --........ , .... ____ ,._., _____ , ___ , .. _ .. _______ .... -·---·· - ... - .. .. - .. ----·--· 

Written attestation, signed by a preceptor RSO, that the individual has D 
satisfactorily completed training in and experience required for 
certification, as well as training in radiation safety, regulatory issues, and 
emergency procedures for the types of use for which ~e licensee seeks 
approval, and has achieved a level of radiation safety knowledge sufficient 
to function indcpc:ndcntly as an RSO. 

AND 
a.••• ••u••-•••oooooHo ••.,..,. 0,... 00, .. -•••••-••--•H•ooooou .. •-•-•••-••• .. •••••-UH_H_O•-·--•-••-·-•-•oiuo ooo•-..-••--4•4U•••••·•--• •• ,...•-M••••h-•••••••-

If applicable, description of recent related continuing education and 0 
experience as required by 10 CFR 35.59 . ........... -...... _,~ ...... -... ~..:-------'---'------------------···--- .. -· .. ·· ... -.. 

1°nie names of board certifications that have been recognized by the NRC or an Agrec:mcnt State are 
posted on the NRC's Web site http://www.nrc.gov/materialslmiau/med-use-toolkit.html. 

C-9 NUREG - 1556, Vol. 9, Rev .. 2 



APPENDIXC 

Table C.3 Items 7 through 11 on NRC Form 313: Training & EXperience, Facllltles 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Check all appl~able rows and fill in details and attach a copy of the checklist to the application or 
provide ieformation separately.) 

ICemNumber 
and Tiiie Saaaested Response 

For an Individual qualifying under JO CFR JS.SO(b): 

Check box 
to Indicate 
material 

ladudedln 
appUcatloa 

Description of the training and experience specified in 10 CFR 35.SO{b) a 
demonstrating that the proposed RSO i& qualified by training and 
experience as applicable to the types of use for which the applicant sc:e1ca 
approval of an individual to serve as RSO. 

AND 
~-·-·--- .. --· ... ----·-··· .. _ .. _________ .. __ _ 

Description of the training and experience specified in 10 CFR JS.SO(e) 0 
demonstrating that the proposed RSO is qualified by training in radiation 
safety, regulatoty issue-., and emergency procedwes as applicable to lhe 
types ofuae for which the applicant seeks approval of an individual to 
serve as RSO. 

AND ·------ ...... --.. ·----· .. ·--------.. -·----- ----·---
Written attestation, signed by a preceptor RSO, that the individual bas 0 
satisfactorily completed the required lraining and experience specified in 
10 CFR JS.SO(b), as well as the 1111ining in radiation safety, regulatory 
issues, and emergency procedures for the types of use for which the 
licensee seclcs approval, and has achieved a level of ~iation safety 
knowledge sufficient to function independently as an RSO. · 

AND --· ... ·--- -·-·· .. ---···-··-··----··-··· .. ····--·-·-··-·-.. ··----- ~-----a lf applicable, description of recent related continuing education and 
cxpcricnce a~ required by 10 CFR 35.59. 

-----·"--+--"--------------------------+--w•·---~I 
For an Individual quall/ylng llllder 10 CFR JJ.JO(c)(J): 

Copy of the certi6cation(a) as a medical physicist by a board y.rhose 0 
certification process has been rcc:ognized11 by the NRC or an Agreement 
State under l 0 CFR JS.S l(a) and description of the experience specified in 
10 CFR 35.SO(c)(I) demonstrating that the proposed RSO is qu!llified by 
experience u applicable to the types of use for which the applicant seeks 
appro~ of an individual to serve as RSO. 

AND -----··-·-····- ·-···----........ ---··-·---··-···-· .... - ....... ____ ~·-.. ··--
Desc;ription of the training and experience specified in 10 CFR. 35.SO(e) 0 
demonstrating that the proposed RSO is qualified by training in radiation 
safety, regulatory issues, and emergency procedures as applicable to the 
types of use for which the applicant seeks approval of an individual to 
serve as RSO. 

AND --··----............ _ ···----··-·---··-·-·--··---.. -----·· .. ··--··-------

11The names of board certifications that have been rcoognized by the NRC or an Agreement State are 
posted on the NR.C'a Web site hUP;/fwww.nrc.1ov/materia]s/mjau/mc4-usc-1001!cir,.hqn!. 

NURBG - ISS6, Vol; 9, Rev. 2 C-10 



APPENDIXC 

Table C.3 Items 7through11 on NRC Form 313: Training & Experience, Facllitlea 
& Equipment. Radiation Protection Program, and Waste Disposal 

(Check aU applicable rows and fill in details and attach a copy of the checlclist to the application or 
provide information separately.) 

Item Number 
and Title . Suggested Response 

Written attestation, signed by a preceptor RSO, that the individual has 
satisfactorily completed the required ~g and experience specified for 
cettifi~tion, as well as training in radiation safety, regulatoey issues, and 
emergency procedures for the types f!f use for which the licensee seeks 
approval, and has achieved a level of radiation safety knowledge &Ufficient 
to function independently as an RSO. 

AND 

Cbeckbo:r 
to ladicate 
material . 

lnduded la 
:application 

a 

--···_ ... ____ -------·--.. --·----··---·-···----···- -··--.. ··---
If applicable. description of recent related continuing education and 
experience as required by 10 CFR 35.59. --· .. -·-----t-- -----------------------t·-------

··-----·-·- For an lndivlduol qualifyi11g under JO CFR J5.50(c)(2):. 

Copy of the licensee's license indicating that the indjviduaJ is an AU, 
AMP, or ANP identified on the licensee's license and has experience with 
radiation safety aspects of similar types of use of bypioduct material for 
which the applicant seeks aJ)proval ofan individual to serve as RSO. 

AND 

··----·--o .. 

-·-... ·····--··-·-- ... ______ .. _ ... __ ·--·--· .. -· .. ·----·-·-- ~---···-··---

Description oflhe training and experience specified in 10 CFR 35.SO(e) CJ 
demonstrating that the proposed RSO is qualified by training in radiation 
safety, regulatory issues, and emergency procedures as applicable to the 
types of use for which the applicant secb approval of an individual to 
serve as RSO. 

AND -.. ----· .. ···--·- ·-----·----........... ___ .... _,,, .. __ , _____ .. _____ ··---··---
Written attestation, signed by a preceptor RSO, that the individual has CJ 
satisfactorily completed the requirements in 10 CFR 35.SO(c)(2); as well 
as traiDing in radiation safety, regulatory issues, and emergency 
procedures for the types of use for which the licemce seeks approval, and 
bas achieved a level of radiation safety knowledge sufficient lo function 
independently as ail RSO. 

AND • ~M-•••··-·-- _._ .. ____ ., .. __ •••••----••••·--•M••--•••-·---·-•••••u••--•M•-•••••-•-••--•• --·-•-N•----
If applicable, description of recent related continuing education and 
experience as required by 10 CFR 3S.S9: 

C-11 NUREO • ISS6, Vol. 9, Rev. 2 



APPENDIXC 

ID)[E~[Eij~[E~ 
lfli JUN - 5 2015 l1lJ 

Table C.3 Item~ 7 through 11 on NRC Form 313: Training & Experience, lf»Wlile~ .j 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Check o,11 applicable rows and fill in details and attach a copy of the checklist to the app ficalion or 
· provide information separately.) 

Item Num!Hir 
and·Tltle · ... .. ~· 

~tem 7: Authorized 
Users for medical 
uses: · 

Name(s}, (including 
license number 
authorizing practice 
of medicine, 
podiatry, or 
dentistry if not 
provided previously 
or in attachment); 
Requested uses for 
each individual 

Suggested Response 

For an individual previo11Sly identified as an AU on an NRC. or Agreement 
State license or permit: 

Previous license number (if issued by the NRC), or a copy of the license 
(if issued by an Agreement State), or a copy of a pennit issued by an NRC 
master materials licensee, or a copy ofa permit issued by an NRC or· 
Agreement State broad-scope licensee, or a copy of a pcnnit issued by an 
NRC Master Materials License broad-scope pcnnittee on which the 
physician, dentist, or podiatrist was specifically named as an AU for the 
uses requested. 

Check box 
to Indicate 
material 

Included In 
application 

-··-··-····--···--... ··-·+----------- - - ------------+·-.. -·--··-·-···· 
For an AU requesting authorization for an additional medical use: 

Description of the additional'training and exi>erience to demqnstrate the a 
AU is also qualified for the new medical uses requested (e.g,, training and 
experience needed to meet the requirements in 10 CFR 35.290 (b), 35.396, 
35.390(b)(l)(ii)(G), or 35.690(~)). 

AND' 

A preceptor attestation, if required (e.g., attestation is required to meet the 
requirements in 10 CFR 35.396, 35.390(bXI)(ii)(G), or 35.690(c)). -.. -··--·--··---·------------------------ - - ··· ... - .................. ... 
For an individual qualifying unde; JO CFR 35.57.(b)(J): 

Documentation that the physician, podiattist, or dentist:. 

• used only accelerator-produced radioactive materials, or discrete 
sources of Ra·226, or both, for medical uses before or during the 
effective period ofNRC's waiver of August 31, 2005;.and 

····-·····--·-··--··........... • used these materials for ilie same medical uses requested. 
For an individual qualifying under 10 CFR Part 35, Subparts D. £, F, G, 
and/or H. who is board-certified: 

Copy of the certification(s) by a specialty board(s) whose certification 
process has been recognized12 by the NRC under LO CFR Part 35, 
Subpart D, E, F, G, or H, as applicable to the use requested. 

AND 

a 

D 

-·--.. --·-·-·····--·-- ···-·-··--··-··-···-·-······-····· .. ··-·· .. -······----····-···-··-·-·-................................ ......... _ ................. . 

PUBLIC 
0 Jnlmedlate Release 
Ef"" Nonna! Release 

12The names of board certifications that have been recognized by the NRC or an Agreement State arc 
posted on the NRC's Web site http:/lwww.nrc.gov/materia!slmiau/med-use-100lkit.ht!JlloN-PUBL1C 

~EG- 1556, Vol. 9, Rev. 2 C-12 Q A.3 Sensitive-Security Relltld 
O A.7 Sensitive Internal 

0 Other: o1/ ,.,--' 
Reviewer: d 1!J 
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APPENDIXC 

[Table C:3 Items 7through 11 on NRC Form·313: Training & ExPerlence, Facilttles 
& Equipment, Radiation Protection Program, and Waste .or•posal 

(Check all applicable rows and fill in details and attach a ctipy of the checlclist to ·1he appliCa.tlon or 

Item Number 
andTltle 

provide information -s~telj.) ~ . .. . . 

Suggested Response 

For an individual with a board certification RC:Ognized under 
10 CFR 35.390, a description of the supervised work experience 
administering dosages of ndioactive drugs required in 
10 CFR 35.390(b)(I)(ii)(G) demonstrating' that the prop0sed AU is.. . 
qualified for lhe types of admini&ttations for which authorization is 
sought; · : .. 

·AND 

Cbeckbo~ 

to-iadlcate .. 
material . • 

lndudedln 
ap_pUc:atlon 

CJ 
.... ' 

. . ~ . . 

-··--·-- --·· .. ·-·-·:-------.. ··-----~··-~---.. ·-·----1------:-"' ... _ 
For an individual with a board certification recognized under . a 
10 CFR 35.390 for medical uses described in 10 cFR 35.200, a 
description of the supervised work experience eluting generator· sySt.c~ 
required in JO CFR 3S.290(c)(l)(ii){G) demonstrating the proposed AU is 
also qualified for imaging and localization medical uses; 

AND 
---·-··-----·- -···· --·----·-----·-------· ---- - -·---11 

For an individual with a bOiird cc:rtitic'ation i:ccogniz:eci ~er . [] 
10 CFR 3S.490 or 3S.690 seeking authoiizatioo under 10 CFR 35.396(d), 
a description of the classroom and laboratory training and supervised Work 
experience required to demonstrate qualifications for administerinJ.. · 
parernenl administrations of unscaled byproduct material requiring a 
written directive; 

-·--·--·----- ···---··-------·-··-----~ . -----~--·------· --·--·--
For an individual seeking authoriZation under i o <JFR l'art JS; SubPart H, 0 
description of the training spcicified in 10 CFR 3S.690(c}demonstrating 
that the proposed AU is quaJified" for the type(s) of use for which 
authorization is sought; . . . 

AND . 
--·----···~·---·--·-"··· ....... _____ .. ......_.__·--·---····--·-'··--.. -· ....... - ....... _ 

Written attestation, signed by a prec:epfur physician AU, that lhe"trainiog 0 
and experience specified for certific•tion, as well as the cJDµcal casework, 
or training and apcrieoce required by JO CFR 3S.396{d); or training for 
I 0 CF.R JS.600 types of use, if appropriate, have been satisfactorily 
completed and that a level of competency Sufficient to function 
independently as an AU for the mcdicaf use5 authorlzed has beeD 
achieved; 

AND 
-----·-~··--··--· ------··-----·-··--··--·---·------··--···-···-··---·· ····--·-----·-· 

If applicable, description of recent related continuing education and 0 
--·····-·-·----·""cx....;..pen_·en_ce_as_._requ ___ i_re_d_b_y_1_o_CF_R_Js_._s9_. __ ....,-______ __... ___ •• _ •• _. __ • __ ,. 
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APPENDIXC 

Tabla C.3 Items 7 through 11 on NRC Fonn 313: Training & Experle'!ce, FacHltles 
& Equipment, Radiation Protection Program, an~ Waste.Dlspoaal 

(Ch_ec/c _all applicable rows and fill in details and attach a copy ~/the checklist to.' the "application or 
provide information .separately.) 

Item Number 
and TIUe Suggatecl Response 

For an Individual qualifying 1111der JO CFR Part 35, SubpaHI D, E, F. G, 
and/or H, who Is not boarrf-cenljled: 

.. CbeckbOJ: 
to Indicate 
material 

I.Deluded Jn 
appUcaUon 

A description of the training and axperience identified in lO CFR Part 3s, 0 
Subparts D, B, F, G, and H, demonstrating that 1be proposed AU is 
qualified by training and experience for 1be use(s) requested. 

AND ---·--........ -·-·---·----··-.. -- --.. -----·-~------
For an individual seeking 111thorization under 10 CFR Part 35, SubPart H, 0 
description of the training specified in 10 CFR 35.690 (c) demonstrating 
that the proposed AU is qualified for tho type(s) of use for which 
authorization is sought 

AND --............ --..... _ ···---· .. ----··-··- ..... -.--.. ·--·--· ... -- _ , __ .. ___ , .. 
Written attestation, signed by a prccep~r pbyaiciin AU, th8t the abov~ 0 
training and aperience have been satisfactorily c:mnpletod. an~ that a level 
of competency suftlcient to t\lnction independently aa an AU for the 
medical uses authorized has been· achieved. 

AND ----·--.. -·--- _ .. _. ____ .. , ______ , ____ ···-··-··..--...--- ...... _. __ 
If applicable, description of recent .related continuing education and 
cxparicnc:o as rcquirecl by 10 CFR 3S.S9. 

Item 7: Authorized For an Individual pnndously identified a.ran ANP on an NRC or 
Nuclear Pharmacists Agreement State license or permit: 

"""""'-----------------~~-----~ ~amc(a) and liccnse Previous license number (if issued by the NRC), or a copy of the license 
to pnctice (if issued by an Agreement State). or a copy ofa permit issued by an NRC 
iPhannacy: master nwerials licensce, or a copy of a permit issued by an NRC or · 

Agreement State broad-scope licenaee, or a copy of a permit issued by an 
NRC Master Materials License broad-scape pennittee on which the 

a 

"----.
-·-·"-- individual was sp~ifically namect ANP. . . - +----------------------------...-: ... , ... _"_, __ 

For an individual qua/flying 11ntler JO CF~ 3~.J7(o){3): · 

Docwneotation that the nuclear pharmacist: . ·. a 
• used only accelerator-~ radioactive materials or discrete . 

sources ofRa-226, or both, in the practice of nuclear pharmacy before 
or during the effective period ofNRC's waiver of August 31, 200S; 
and 

-·------·-·--.._·_used_..._th_cse_ma_ie_ri_als_for_tb_e_same __ us_es_requeste ____ d_. ------~,--·-·----
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APPENDIXC 

rT~ble ~·~. Items 7tt)rough11 on NRC Fonn 313: Training & Experience, Facilities 
. & Equipment, Radiation Protection ·program, and Waste Dlaposal 

(Check all i:lpplicable raws and fill in detalu and attach a copy of the checklist ~o the applicaliDll or 
provide iriformatlon separately.) 

Item Number 
and Title SuggesteCI ltea;oase 

For an tndlvldluJI qualifying amdsr JO CFR JS.JS(a): 

Copy.of1he certification(s) of the specialty board whose certification 
prociess has been reci>gnized13 under JO CFR 3S.SS(a). 

·:1·. 
AND 

Checkbos 
to lndlta~: 
material 

Included In 
application 

a 

__ ... , .. __ ._ .. -·-·-----·---- --·--··-----,---·-.. --
Written attestation, signed by a preceptor ANP, that traming and 
~peJience required for certification have been aatisfactonly completed 
and that a level of compc:tcucY sufficient to function independently as an 
ANP has been achieved. 

AND 

a 

~--···-·--··-·- ----.. -----·-··-.. ~--··-·-------·-r----·---
a If applicable, description of recent related continuing education and 

experience 11!' required by 10 CFR 35.59. --·------·--+-___ .-...,. _______ __.; _________ _.. __ ,_. __ 
For on indl11idllol 9ualifying under 10 CFR 3S.SS(b): 

~ption of the himng and experience specified in 10 ~FR 35.SS(b) 
demonstrating that tho proposed ANP is qualified by training and 
experience. 

AND 

a 

----··--- -·- ·---........ - .. - -··-·---·-,---ti 
• Written attestation, signed by. a preceptor ANP. that the a~ training and a 

experience have been satiafactcrily completed and lhat a level of 
competency sufficient to functipo ioc:lepc:ndently as an ANP has been 
.achieved. 

_, ___ ,_. __ --·-·-·---.. ··----·-------------- --··---:---
1( appli~le, description of recent related continuing education and 
experience as required by 10 CFR 3S.S9. 

Item 7: Authoriud For an lndlvidualpreyiously identljled iu an.AMP on ori NRC or 
Medical Physicists Agreemen1 Slate license or pennil: 

Name(s): Previous license number (ifiisued by the NRC), or a copy of the license 
(if issued by an Agreement State), or a copy ofa permit issued by an NRC 
master mste:riaJs licensee, or a copy of a permit issued by ap NRC or 
Agreement State broad-scope licensee, or a copy of a permit issued by an 
NRC Master Materials Uceme broad-scope pennittee on which the 

a 

a 

individual was specifically named an AMP for the uses requested. ··----··--·-----------,;;._ ______________ __.. ________ ._ 

13The names of board certifications that have been recognized by the NR.C or an Agreement State are 
j>ost.ed on the NRC's Web site http;/(www.nn;.gov/matcrials/miau/med·U1ttoolkjt.hbn!. 
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T•bl., C.3 .. ·.lieinf 7 ~rough 11 on NRC Fonn 313: Training & Experience, Facltltles 
· . ·& Eq1,tlpment~ Radiation :Prot~on .Program, and Waste Disposal 

(Checlc·al/ applk;able rows andflll.in-detai/s and attach a copy of the checklist to the application or 
provide information sepmately.) 

, : . .. 
Item' Number 
~nd.Titte· · : . ' - ·~ .. .. 

Suggested Response 

Check box 
tolndica1e 
material 

lnduded la 
. . , • . . : ~ application 

. - . .. . . . . 
For an lnllivldrull qualifYlng under JO CFR 35.51(a)(3): 

Documentation that lbc medical physicist: 

• used only accelerator~produced radioactive material, discrete sources 
of Ra-226, or both, for medical uses before or during the effective 
period ofNRC's waiver of A11gust 31, 200S; and 

0 

• used these materials for_the same medical uses requeated . ... , ______ •''1--------------------------f--·--- .. ·· 
F~r on lndlvldudJ qualifying under JO CFR J5.5J(a): 

Copy of the c:Crtificatioli(s) of~ ~ialty board(s) whose certification 
process has bcenrecognized14 under10 CFR 3S.Sl(a) . 

. . 
. . . AND --···--··· i.------····-·--·· ·-·-·-~··---·- ,,_ _________ _ 

DcScriptiob oftbc ttaining and eotpericnce specified in 10 CFR JS.Sl(c) 0 
.dcmonstrati~ that die~ AMP is qualified by trainin8 in the types 
of use for which he or she is requesting AMP status, mcluding hands-on 
4cvice. opJ:ration:. safety procedmes, clinical use, and opc:radon of a 
treatment planning system. 

.AND -----·-- --·---.. ----------···· .. --... --·--····-··-·---··-·-
. Wptten attestation. ~gned by~ ~r AMP, that the rcq~ training 

· and experience RqUi~ for ccnification;as well as the training and 
,. ot~cmi:e specifi~ in 10 CFR 35.Sl(c) have been satisfactorily 
· completed, and lhat a level of competency sufficient to function 

, independently as an AMP has been achieved. 

AND ----·····-··- .. -·-·----·--··-----·------·---··-·---......... ___ ..... ·-···-- --··-----
If applicable, description of recent relat.cd ~ntinuing education and a 
experience as required by 10 ~ 35.59. · · • -·---·--·--t----------------------------------1----.. ··--
For an hfdividual qualtfjllng under 10 CFR 35.51(b): 

· Description of the trainiog-and experience demonstmting that the proposed 0 
AMP is qualified by training and experience identified in 
JO CFR 35.Sl(b)(I) for the uses requested. 

AND ···-----·--·-..... _ ... ··--·-··-----·-· .. ··-·--· .. ·----·· .. ---··-··---·-· .... - .... --·-·····-··-

''The names of board certifications that have been recognized by the NRC or an Agreement State aa: 
posted on the NRC's Web site http;//www.nrc.gov/materiaJ§/miaulmccl-use·toolkjt.html. 
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AP.PENDJXC 

Table C.3. Items 7 through 11 on NRC Form 313: Training & Experience, Facllltles 
&·Equipment, Radiation Protection Program, and Waste Disposal 

(Check ·all applicable rows·andfill in details and attach a copy of the checklist to the application·or 
provide infonnation separately.) 

ltemNumher 
andTitJe Sug&ested Response 

Des~ription of the iraining·and experience specified in I 0 CFR ·35.5 J ( c) 
dCmonstrating that the proposed AMP is qualified by training in the types 
of use for which he or she is requesting AMP stiitus, including hands-on 
device operation, safety procedures, clinical use, and operation of a 
treatment planning system. 

AND 

Check box 
to indicate 
material 

Included fn 
appµcatio~ 

0 

................ ·-······----- .......... - .... - .. ·······-···--.. ---.. ···-··-·-----·-····------··--····--·-·-··--·····--······--.... ··-
Wrinen attestation, signed by a preceptor AMP, that the required training 0 
and experience have been satisfactorily completed and that a level of 
comp~tcncy sufficient to function independently as an AMP has been 
achieved. 

·-·-····-····-----·-·-· -·-·-·-··-······--·····---···-·--·-······---··-.. -·-·----.. ······------ ................. _,_,_ ..... . 
If applicable, description of recent related continuing education and 
experience as required by I 0 CFR 35.59. 

Item 7: Authorized Note: For purposes of this section of the table, the term "authorized user" 
User for nonmedical is used to mean individuals authorized for the nonmedical uses described. 
uses See Sections 8.11 and 8.12. 

Name(s): 

Requested types, 
quantities, 11I1d 
nonmedical uses 'for 
each individual 

For on individual previously 01'thortzedfor nonmedical use on on NRC or 
Agreement State license or permit: 

Previous license number (if issued by the NRC), or a copy of the license 
(if issued by an Agreement State), or a copy of a permit issued by an N~C 
master materials licensee, or a copy of a permit issued by an NRC or 
Agreement State broad-scope licensee, or a copy of a pennit issued by an 
NRC Master Materials License broad-scope permittee on which the 
individual was specifically named an AU for the types, quantities, and 
uses requested: 

0 

0 

................... --·--·····-·+-------------------- - - - - -+-.. ·-----.. -·---

Item 9: Facility 
Diagram 

For individiJo/s quallfring under JO CFR 30.33(a)(3): 

Documentation of the individual's training and experience demonstrating 0 
lhat the individual is qualified to use the types and quantities oflicensed 
materials for the requested uses. 

A diagram is enclosed that describes the facilities and identifies activities 
conducted in all contiguous areas surrounding the area(s) of use. The 
following infonnation is included: ...................................... ·:·-··~id~~ .. j~·s;~;-~~-;:2·~;";;ie;~·;d·;;~;;~;i~;d~;;·~;-· .. · .. ---·)( ........ " 

infonnation provided is marked accordingly . 

....................... -·····-·· .. ..: ..... ~~~~~-~~~~~~.~e •.~ .. ~~.~:!.~.~.!.~~.?.~.!1::!~:.~~:~: .... -........................ .. ........ ).{ .......... . 
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APPENDIXC 

Table C.3 . Items 7 through 11 on NRC Form 313: Training & Experience, Facllltles 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Check all applicable rows and fill in details and attach a copy. of the chedclist to the application or 
provide information separately.) 

Item Number 
and Title 

ltcm 9: Radiation 
Monitoring 
Instruments 

Suggested Response 

Check box 
to indicate 
material 

incl!Jded in 
application 

• Location, room numbers, and principal use of each room or area where D 
byproduct material is prepared, used or stored, location of direct 
transfer delivery tubes from .a PET radionuclide/radioactive drug 
production facility or production area of PET radioactive drugs under 
l 0 CFR 30.32(j), and areas where higher energy gamma- emitting 
radionuclides (e.g., PET radionuclides) are used; 

• Location, room numbers, and principal use of each adje.ccnt room D 
(e.g., office, file, toilet, closet, hallway), including areas above, beside, 
and below therapy treatment rooms, indicating whether the room is a 
restricted or unrestricted area as defined in 10 CFR 20.1003; and 

• Provide shielding calculations and include information about the type, D 
thickness, and density of any necessary shielding to enable 
independent verification of shielding calculations, including a 
description of any por111ble shields used (e.g., shielding of proposed 
patient rooms used for implant therapy, including the dimensions of 
any portable shield, if one is used; source storage safe). 

In addition to the above, for teletherapy and GSR facilities, applicants 
should provide the directions of primary beam usage for teletherapy units 
and, in the case of&Jl isocentric unit, the plane ofbeam rotation. 

A statement that: "Radiation monitoring instruments will be calibrated by 
a person qualified to pcrfonn survey meter calibrations." 

AND/OR 

a 

A statement that: "We have developed and will implement and maintain 0 
written survey meter calibration procedures in accordance with the 
requirements in 10 CFR 20.1SO1 BDd that meet the requirements of 
10 CFR 35.61 ." 

AND 
-···········-----·---·-······· ·;.-ci~-;;ti~·~-~r·ili~- -i~;~~-;~~·ti~;<~::-~~-;;;~~~~~;;:·;~ii·d·~;;;-······- -···-·-")?····-··-· 

detector, portable or stationary count .rate meter, p.oneble or stationary 
dose rate or exposure rate meter, single or multichannel analyzer, liquid 
scintillation counter, proportional counter} that will be used to perform 
required surveys. 

AND --········ .. ··--· ... - ··-·· ·;:;;;~·~;·~;::--;;-;;~~;·;b~-rigi:;;~·;;;"d~·~;·~~~;-i~;;;;;;- ........... )?-·-····· 
as necessary as Jong as they are adequate to measure the type and level of 
radiation for which they are used." 

Item 9: 'Dose A statement that: "Equipment used to measure dosages will be calibrated 
Calibrator and Other in accordance with nationally recognized standards or the manufacturer's 
Dosage Measwing instructions." 
Equipment 
........... . . .... . . . ... ... ·-·······- •·•-n••· · · - ·· .. -• .. H•H••·-·····-··· ... ·········-·· .. ·······----.. u ·-···· · ·H••·•·•O••·---····--··••n••••••·•· •••H•••••• ···· - ····· - ······--··-·· 
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APPENDIXC 

Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facllltles 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Checlc all applicable rows and fill in details and attach a copy of the checklist to the application or 
· provide information separately.) 

ltel'.D Number 
~Tide 

Suggested Respoase 

When administering dosages of alpha-emitting unsealed byproduct 
material in other than unit dosages made by a manufiicturcr or preparer 
licensed under JO CFR 32.72or10 CFR. 30.32(i), 

Checkbm 
to ladlcate 
material 

lacloded la 
application 

• A statement that: "Dosages will be dctcnnincd by relying OD the 0 
provider's dose label for measurement of the radioactivity and a 
combination of volumetric mcasum11ent and mathematical 
calculation." 

OR -----··----· ~----... --·--·----·----· .. ------·-·- ·----·-

Item 9: Therapy 
Unit - Calibration 
and Use 

Item 9: Other 
~pmcntand 
Facilities 

• We are providing a description of the dosage measurement CJ 
equipment, the nationally ~gniud calibration standard (or 
manufacturer's calibration instnictions), and dosage measurement · 
procedures. 

We are providing the procedures required by 10 CFR 35.642, 
10 CFR 35.643, and 10 CFR 35.645, ifapplicable to the license 
application. 

Guidance in Section 5.2 was 111Viewed and security-related information 
provided is marked accordmgly. • 

CJ 

a 

~··--·----··· ··--............. ·----·---------···----·---~-----·-
Attached is a description. identified as Attachment 9.4, ofadditional Cl · 

. facilities and equipment. ·-.. ---·---- -·--··--···-·---·--·--------·-·-·--·- -·-··-........ 
For manual brachytberapy facilities, ~ are prnviding a description of the CJ 
emergency response equipment. _____ .. _____ ... ·-·-------·-··-·-·-·---·····---·--··-----·· .... -· .. ---·- ----·- --
For PET radionuclide use, PBT radioactive drug production, and CJ 
radiophannaccutical therapy programs, we ue providing a deacription of 
the additional facilities and equipment for these uses. ...---··--··--··-·- .. .-..... -.......... _ .......... _ .... -·---·----·--·· ----·------·-
For teletherapy, GSR, and mnote afterloader facilities, we arc providing a 
description of the following: 

• Warning sy&tcms and restricted area controls (e.g., locks, signs, 0 
warning lights and alarms, interlock systems) for each therapy 
treabnent room; 

• Arca radiation monitoring equipment; 0 

;. Viewing and in1creom systems (except for LOR units); 0 

• Steps that will be cakcn to ensure that no two units can be ~d a 
simultaneously, if other radiation-producing equipment (e.g., linear 
accelerator, X-ray machine) is in the treatment room; 

• Methods 10 ensuro that whenever the device is not in use or is 0 
unattended, the console keys will be inaccessible to unauthorized 
persons; and 

• Emergency response equipment. 0 
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APPENDIXC 
l"ll\lfla~ 

~ab1e·c.3· · Items 7 through 11 on NRC Fonn 313: Training & Experience, FaclllUes 
... . · & Equipment, Radiation Protectlon Program, and Waste Disposal 

(Check all applicable rows andfill in details and attach a copy of the checlclist to the application or 
provide information separately.) 

. . . , Check box .. to Indicate Iteni N.u~ber 
Suggested Response material 

en~ T l1'e , Included ln 
.. appll_catlon 

Item l O": Safety . Attached aro procedures required by 10 CFR 35.610. 0 
Procedures and 
Instructions 
····-·-·-.. ----··- ·---............ ____ .. __ ,_,,_,, .. ,_ .. _ ... _ .. ,_ .. ,_. ___ ,_, ..... _ ..... - ..... --·--···---- ··-·· ... ··---.. ·-··-

Guidance in Section S.2 was reviewed and security-related sensitive . [J 

information provided is marked accordingly. 

Item 10: A statement that: "Either we will perform a pro~vc evaluation 

" Occupational Dose demonstrating that unmonitored individuals are not likely to receive, in I 
year, a radiation dose in excess of 100/o of the allowable limits in 
l_O CFR Part 20 or we ~11 prov~de dosimetcy that meets the req~ents .. 
listed under 'Criteria' in NUREG-1556, Vol. 9, Rev. l , 'Consolidated 
Guidance About Materials Licenses: Program-Specific Guidance About 
Medical Use Licenses·.' " 

OR ................. -... ···--·-··· ...... -·-··--··-··-··-·-.. ··-··· .. -· .......... __ .. ___________ , ______ .... _ .... -..... _ .. ____ ..... .... -........... - ..... ··-
A description of an alternative method for demonstrating compliance with 0 
the referenced regulations. 

Item 10: Area A statement that: "We have developed and will implement and maintain ~ Surveys written procedures for area surveys in accordance with 10 CFR 20.1101 
that meet the requirements of JO CFR 20.1501 and 10 CFR 35.70." 

I 

Item lO: Safe Use A statement that: "We have developed and will implement and maintain ·~ 
of Unsealed procedures for safe use of unsealed byproduct material that meet the · 
Licensed Material requirements of 10 CFR 20.1 IOl and IO CFR 20.1301." 

Item 10: A statement that: "We have developed and will implement and maintain } Spill/Contamination written procedures for safe response to spills of licensed material in 
Procedures accordance with 10 CFR 20.JlO I." 

Item IO: Name of the· proposed employee and types of activities requested: 0 
Installation, 
Maintenance, 
Adjustment, Repair, AND 
and Jnspec:tion of ... -·--·· .. ·--··-.... ·-·-··--·-·-----······-·.-.·--···---·-······-·--·-····-···--···· ----··--••n .... •••-

Description of the lnlining and experience demonstrating that the proposed (j 
Therapy Devices employee is qualified by training and experience for the use requested. 
Containing Scaled 
Sources AND 
........ -........ ----·--- ........... ,,. .. , .. --•••••••••-• .. ••--"·-·--•••u•U-•t••--•••••---••••••••ou•-•••-•••••-H-n•••••••- ---······------

Copy of the manufacturer's training certification and an outline of the [J 

training in procedures to be followed. 

llem 10: A response is not required under the following condition: tbe NRC will NIA 
Minimization of consider that the above criteria have been met if the infonnation provided 
Contaminalion in applicant's responses satisfy the criteria in Sections 8.15, 8.16, 8.21, 

8.25, 8.27, and 8.29, on the topics: facilities and equipment, facility 
diagram, Radiation Protection Program, safety program, and c 
management n - - . 

IJ-"Normal R 
·--

el ease 
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Table C.~ · Items 1 through 11 on NRC Form ·313: Training & Experience, ac 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Check all ajJplicable rows and fill in details and attach a copy of the checklist to.the.application or 
provide information separately.). 

Item Number 
and-Title 

Suggested Response 

. . . 
Cbeckbox 
to indicate 
material 

included iil 
application 

Item 11: Waste A statement that: "We have developed and will implement and maintain 
Management written waste disposal procedures for licensed material in accordance with 

I 0 CFR 20.110 I, that also meet the requirements of the applicable section 
of I 0 CFR Part 20, Subpart K, and of IO CFR 35.92." ------·-··· .. ···-··-····- --·--·---······-···--··-.. ··--· ... -·-···-· .. o-:--··-··---··-·-··-- --·-· --··-·--·-···--
Attached is a description of the radioactiye waste incinerator facility and D 
related portions of the Radiation Safety Program (IO CFR 20.2004). 

•••n--••••••••••-•-••-••- -·---·-·•-••.,•••Oo&u•-••-•••••-••-·-•·---•-•Uo•u••<'•••-•-·---··--~·-••••-•••• • ..... .._.,,.,.,_.., __ ••••..-• 

Attached is a .request to receive potentially f:Qntaminated radiation . · 0 
transpor1 shields from consortium members receiving PET radioactive · 
dru s noncommercial! transferred under l 0 CFR 30.32 · authorization. 

PUBLIC 
a )lflmedtate Release 
E( Normal Release 

. .• 
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