-+ Triad Isotopes®

patient focused. I cormmunity driven.

26 june 2012

U.S. Nuclear Regulatory Commission
Nuclear Materials Licensing Section
Region 1l

2443 Warrenville Road

Lisle, IL 60532-4351

RE: Amendment RAM license #09-32781-03MD
Triad Isotopes, Inc.- Saginaw
2795 Universal Drive
Saginaw, M| 48603

Dear License Reviewer:
Please amend the above referenced material license to reflect the following modification:

1. Update the corporate office address for Triad isotopes, Inc. The new corporate office address is
4205 Vineland Road, Suite L1, Orlando, FL 32811. Correspondence should be sent to this
address or to the facility RSO, who will forward to the new corporate address.

2. Please change the RSO in this location, effective immediately, to Robert Bjurstrom, PharmD.
Mr. Bjurstrom is currently listed as an authorized nuclear pharmacist on this license. By virtue of
past training and experience, Mr. Bjurstrom satisfies the requirements listed in 10 CFR 35.50 for
Radiation Safety Officer. Triad Management agrees to provide the RSO with sufficient authority,
organizational freedom, time, resources, and management prerogative, to perform the duties as
assigned. A signed preceptor attestation, NRC Form 313a {RS0), is attached to certify Mr.
Bjurstrom’s ability to function independently as the RSO.

“We apprec;ate an expedited review of this request. Please contact Brigette Nelson, Senior Director,
lity and Safety, if you have any questions at 904-220-7210. A completed copy of the amendment
quest can be sent to the Triad Corporate offices at 4205 Vineland Rd, Suite L1, Orlando, FL 32811
‘and/or to the Saginaw pharmacy address to the RSO’s attention.

Thanks,

Brigette Nelson, PharmD BCNP, FAPhA

Sr. Director, Quality & Safety

Triad isotopes, Inc.

{904) 834-2086 (office)

{407) 455-6732 {fax) :

Cc: file, Shannon Julian, Neil Stubbs Robert Bjurstrom

RECEIVES JUL 05 2012

4205 Vineland s« Suite L1 » Orlando, FL 32841
s lrigdi et P




NRC FORM 313A (RSO} 1.8, NUCLEAR REGULATORY COMMISSION

[05-2012)
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE  JAPPROVED BY OMB: NO, 31500120
AND PRECEPTOR ATTESTATION EXPIRES: {08/3112018)
[10 CFR 35.50)
Nams of Proposed Radlation Safely Officer

Robert Bjurstrom

Requested Authorization(s) The license authorizes the following medical uses {check all that apply):
35.100 35.200 36.300  [7] 35400 ] 35.500 [[] 35.600 (remote afterloader)

{T] 35.600 (teletherapy) [] 36.800 (gamma stergotaciic radiosurgary) [} 35.1000¢( )

PART | -- TRAINING AND EXPERIENCE
(Select one of the four methods below)

*Training and Experience, Including board cerfification, must have besn obtained within the 7 years preceding the date of
application or the individual must have obtained related continuing education and expsrience since the required training
and experience was completed. Provide dates, duration, and description of continuing education and experience related
to the uses checked above.

] 1. Board Certification

a. Provide a copy of the board certification.

b. Use Table 3.c. to describe training In radiation safety, regulatory issues, and emergency procedures for
all types of medical use on the license,

¢. Skip to and complete Part Il Preceptor Aftestation.
OR

] 2, Current Radiation Safe% Officor Seeking Authorization to Be Recognized as a Radiation Safety
cer for the Additional Medical Uses Checked Above

a. Use the tabie in section 3.c. to describe training in radiation safely, regulatory issues, and emergency

procedures for the additional types of madical use for which recognition as RSO is sought.

b. Skip to and complete Part )l Preceptor Attestation.

OR
[] 3. Structured Educational Program for Proposed Radiation Safety Officer
a. Classroom and Laboratory Training
Description of Training Location of Tralning Hlock %ﬁﬁfn‘g’i

Radiation physics and
instrumentation

Radiation protection

Mathematics periaining to the
use and measurement of
radioactivity

Radiation biology

Radiation dosimetry

Total Hours of Training: [:l

NRC FORM 3134 (RSO} (05-2012) PAGE $




NRC FORM 313A (RSO} U.8, NUCLEAR REGULATORY COMMISBION

(05-2012)
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Structured Educational Program for Proposed Radiation Safety OHicer (continued)

b. Supervised Radlation Safety Experience
(If more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this seclion.)

Location of Training/ Dates of
Description of Experlence License or Permit Number of Facllity Training*

Shipping, recelving, and performing related
radiation surveys

Using and performing checks for proper

operation of instruments used to determine
the activity of dosages, survey meters, and
Instruments used to measure radionuclides

Securing and controlling byproduct material

Using administrative controls to avold
mistakes [n administration of byproduct
materlal

Using procedures to prevent or minimize
radloactive contamination and uslng proper
decontamination procedures

Using emergency procedures to control
byproduct material

Disposing of byproduct material

Licensed Material Used (e 9., 35.100,
35.200, etc)+

+ Choose all applicable sections of 10 CFR Par 35 {o describe radiclsotopes and quantities used: 35,100, 35.200, 35.300, 35.400, 35.500,
iﬁ 6?3 r&mo? aflerioader units, 35.600 telatherapy unils, 35.600 gamma stereotactic radiosurgery units, emerging technotogies {provide
st of devicss;

NRC FORM 3134 (RSO} (05-2012) PAGE 2



gggsz)ORM 313A (R8O) U.8. NUCLEAR REGULATORY COMMISSION
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Structured Educational Program for Proposed Radiation Safety Officer (continued)

b. Supervised Radiation Safety Experience {(continued)
(Iif more than one supervising individual Is necessary to document supervised work experience, provide multiple

coples of this section.}
Supervising Individual . License/Permit Number listing supervising individual as a
Radiation Safely Officer
This ﬁ&anse autﬁ&ées the following medical uses:
(36100  [7] 35.200 [] 36.300 [] 35.400
[}35.500 [] 35.600 (remote afterioader) {] 35.600 (teletherapy)
[}36.800 (gamma stereotactic radiosurgery) ] 36.1000 ( )

¢. Describe training in radiation safely, regulatory issues, and emergency procadures for ali typss of medical
use on the license,

- \ Dates of
Description of Training Training Provided By Training*
Radiation safety, regulatory issues, and. Neil Stubbs, CNMT, RT(N) 6-25-2012
emergency procedures for 35,100, 35.200, Pharmacy Safety Specialist 9-2010 fo
and 35.500 uses Michael Klug, R.Ph 112011
Radiatlon safety, regulatory issues, and ;J; i Smbb;’ ?:%T’ RT‘(Nt) gigﬁﬁm
emergency procedures for 36.300 uses armacy Safely Specialis " 0
Michae! Klug, R.Ph 112011

Radiation safety, regulatory issues, and
emargency procedures for 35.400 uses

Radiation safety, regulatory Issues, and
emargency procedures for 36.600 -
teletherapy uses

Radiation safety, regulatory issues, and
emsrgency procedures for 35.600 - remole
afterloader uges

Radiation safely, regulatory issues, and
emergency procedures for 35.600 - gamma
stereotactic radiosurgery uses

Radiation safely, regulatory issues, and
emergency procedures for 35.1000, specify
uge(s):

NRC FORM 3134 (RSO (05-2012) PAGE 3



NRC FORM 313A {R80} U.S. NUCLEAR RECULATORY COMMISSION
(052012}

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Structured Educational Program for Proposed Radlation Safety Officer (continued)

¢. Training in radiation safety, regulatory issues, and emsrgency procedures for all types of medical use on the
license (continued)

Supervising Individual Fireining was provided by supervising §i.ioenselPermﬂ Number fisting supervising individual

RSO, AU, AMP, or ANP. (If more than one supervising individual Is :

necessary to document supervised treining, provide muftiple coples of i

this page )

Michael Klug, R.Ph. {09-32781-03MD

License/Permit lists supservising individual as:
Radiation Safely Officer [] Authorized User || Authorized Nuclear Pharmacist
[] Authorized Medical Physicist

Authorized as RSO, AU, ANP, or AMP for the following medical uses:

35.100 35.200 36.300 [] 35.400
[] 35.500 [ ] 35.600 (remote afterloader) [ ] 35.600 (teletherapy)
[] 35.600 (gamma stereotactic radlosurgery) [] 35.1000 ( )

d. Skip to and complete Part | Preceptor Attestation.
OR

s licens

168

4. Ay :
. the licensee’

@
a. Provide license number.,

b. Use the table in section 3.c. to describe training in radiation safety, regulatory Issues, and emergency
procedures for all types of medical use on the ficense,

c. Skip to and complete Part Il Preceptor Attestation,

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor, The preceptor does not have o be the supervising
individual as long as the preceptor provides, directs, or varifles raining and experience required. If more than
one preceplor is necessary to docurnent experience, obtain a separate preceplor stalement from each.

First Saction

Check one of the following:

[] 1. Board Certiflcation

[:] i attest that has salisfactorily compleled the requirements In
Naroe of Proposed Radiation Safety Officer

10 CFR 36.50(a)(1){I) and (a)(1)(ii); or 36.50 (a)(2)(}) and (a)(2)(ii); or 35.50(c)(1).
OR
I 2. Structured Education ram for Proposed Ra foty Office

[7] 1 attest that has satisfactorily completed a structural educational
Name of Proposed Radlation Safety Officer

program consisting of both 200 hours of classroom and laboratory training and one year of full-time
radiation safety experience as required by 10 CFR 35.50(b)(1).

OR

RRC FORM 313A (R$O) {05-2012) PAGE 4



NRC FORM 313A (R8O} 1.8, NUCLEAR REGULATORY COMMISSION

(05-2012)
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation {(conlinued)

First Sectlon {continued)
Check one of the following:

3. Additional Authorization as Radlation Safety Officer

{ attestthat  Robert Bjurstrom is an
Name of Proposed Radiation Salaty Qfficer

[] Authorized User Authorized Nuclear Pharmacist

[] Authorized Medical Physicist

identified on the Licensees license and has experience with the radiation safety
aspects of similar type of use of byproduct material for which the individual has
Radiation Safety Officer responsibilities

widn N NN R N N R N R R NN R RN N R NN RE N NENERNNBEMNR NN N NN NNENNNER®RDRH:NHRMNMSEMN-RH;NN

AND
Second Section
Complete for all (check all that apply):
| attestthat  Robert Bjurstrom has training in the radlation safety, regulatory issues, and

Name of Proposed Radiation Safety Offer
emergency procedures for the following types of use;

35.100
35.200

[7]35.300 oral administration of less than or equal to 33 millicurles of sodium iodide 1-131, for
which a wiitten directive is required

[] 35.300 oral administration of greater than 33 millicuries of sodium todide 1-131

35.300 parenteral administration of any beta-emitter, or a photon-emitting radionuclide with
. a photon energy less than 150 keV for which a written directive is required

{#] 35.300 parenteral administration of any other radionuclide for which a written directive is
required

[] 35.400

[] 35.500

{_] 36.600 remote afterloader units
[]35.600 teletherapy units
[]35.800 gamma stereotactic radlosurgery units

[[]35.1000  emerging technologles, Including:

NRC FORM 313A (RSO) (05-2012) PAGE &



NRC FORM 313A (RS0} U.8. NUCLEAR REGULATORY COMMISSION
{05-2012)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)
AND
Third Section
Complete for ALL
| attest that  Robert Bjurstrom has achieved a leve! of radiation safety knowledge

Name of Proposed Radiation Safsly QOfficer

sufficient to funciion independently as a Radiation Safety Officer for a medical use licensee.

ndbat B R I N N NN R R R RN R RN MENSEERNENERN R B B B N BB B:EENBZZBEXESN N NXEREE B NMNB B N

Fourth Section
Complete the following for Preceptor Attestation and signature

| am the Radiation Safety Officer for 120 150I0PSs, Inc.-Saginaw

Name of Facility

License/Permit Number:  09-32781-03MD

Name of Preceptor

Signature g ; Telephone Number Date
Michael Klug, R.Ph. Yo, é%/w‘ (586) 268-5300 6-26-2012

NRC FORM 313A (RSO} (05-2012) PAGE 6
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After printing this label:

1. Use the 'Print’ button on this page to print your label to your laser or inkjet printer.

2. Fold the printed page along the horizontal line.

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning: Use only the printed original label for shipping. Using a photocopy of this fabel for shipping purposes is fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number.

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be
responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery misdelivery,or misinformation, unless
you declare a higher value, pay an additional charge, document your actual loss and file a timely claim.Limitations found in the current FedEx Service
Guide apply. Your right to recover from FedEx for any loss, including intrinsic value of the package, loss of sales, income interest, profit, attorney's fees,
costs, and other forms of damage whether direct, incidental,consequential, or special is limited to the greater of $100 or the authorized declared value.
Recovery cannot exceed actual documented loss.Maximum for items of extraordinary vaiue is $500, e.g. jewelry, precious metals, negotiable
instruments and other items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.

https://www.fedex.com/shipping/html/en//PrintIFrame.html 7/2/2012
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