J‘ WEST BRANCH REGIONAL MEDICAL CENTER
er 2463 S. M-30 . 989-345-3660

N

November 10, 2009

United States Nuclear Regulatory Commission
Region III, Materials Licensing Section

2443 Warrenville Road Suite 210

Lisle, Illinois 60532-4352

Re:  License No. 21-18892-01
West Branch Regional Medical Center

Please amend our license to remove Mark Robert Ludka, M.D., as the Radiation Safety Officer.
Dr. Ludka will remain on the license as an Authorized User.

Please add Matthew Waack, M.D., as the Radiation Safety Officer. Dr. Waack is currently listed
as an authorized user for 35.100, 35.200, and 35.300. Please find the enclosed NRC Form 313A
(RSO) for your review.

Thank you for your cooperation with this matter. If you have any questions or require additional
information please contact our physicist, Michelle L. Kritzman, at #734.662.3197.

Sincerely,

attullo, FACHE
Chief Executive Officer
West Branch Regional Medical Center

DEP/jh

SHARING A VISION FOR LIFE

RECEIVED Nov 1 3 2009



RSO / EXECUTIVE MANAGEMENT
LETTER OF UNDERSTANDING

November 2, 2009

Matthew Waack, M.D.

Radiation Safety Officer

WEST BRANCH REGIONAL MEDICAL CENTER
2463 South M-30

West Branch, Ml 48661

Re:  Radiation Safety Officer / Executive Management
Letter of Understanding

Dear Dr. Waack

You have been appointed the Radiation Safety Officer (RSO) of this facility for our
United States Nuclear Regulatory Commission Materials License. This “Letter of
Understanding” is prepared to comply with Title 10 Code of Federal Regulations (CFR) Part
35.24(b). This section of the regulations requires that you agree in writing to the following:

» Assume responsibility for implementing the Radiation Protection Program

» Ensure that radiation safety activities are being performed in accordance with our own
approved procedures and all regulatory requirements.

Furthermore, in compliance with 10 CFR 35.24(e),(g), the executive management of this
facility agrees to provide you as RSO:

> Specific written notation of your authority, duties and responsibilities, see attached.

» Sufficient authority, organizational freedom, time, resources and management prerogative
to:

Identify radiation safety problems;

Initiate, recommend, or provide corrective actions;
Stop unsafe operations; and,

Verify implementation of corrective actions.

el N

Our signatures noted below will attest to the issues noted above. Please make a copy of
this document for your files and return the original to my attention.

Sincerely, 4

e A A ) W
67 7 — //% (3 //\"ff/;/’r I f,f’il;D
Executive Managemént Radiation Safety Officer




INRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION

(3-2009)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE | APPROVED BY OME: No. 3150.0120
AND PRECEPTOR ATTESTATION '
[10 CFR 35.50]
Name of Proposed Radiation Safety Officer
Matthew Waack, M.D.

Requested Authorization(s) The /icens_ea—uthorizes the following medical uses (check all that apply):
[y] 35.100 35.200 35300 [ ]35400 [ ]35500 [ ] 35.600 (remote afterloader)
D 35.600 (teletherapy) D 35.600 (gamma stereotactic radiosurgery) [ ]35.1000 ¢ )

PART | -- TRAINING AND EXPERIENCE

(Select one of the four methods below)
*Training and Experience, including board certification, must have been obtained within the 7 years preceding the date of
application or the individual must have obtained related continuing education and experience since the required training

and experience was completed. Provide dates, duration, and description of continuing education and experience related
to the uses checked above.

"X 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.

c. Skip to and complete Part Il Preceptor Attestation.

OR

l_| 2. Current Radiation Safety Officer Seeking Authorization to Be Recoqgnized as a Radiation Safety
Officer for the Additional Medical Uses Checked Above

a. Use the table in section 3.c. to describe training in radiation safety, regulatory issues, and emergency
procedures for the additional types of medical 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

~ Clock | Datesof |

Description of Training Location of Training Elsiirs Training*

Radiation physics and
instrumentation

_Radiatiorﬁrotection

Mathematics"pertaining to the
use and measurement of
radioactivity

R—adiation biology

Radiation dosimetry f

L o _ | S

Total Hours of Training:

NRC FORM 313A (RSO) (3-2009) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)

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

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

b. Supervised Radiation Safety Experience

(If more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this section.)

L . Location of Training/ Dates of
Description of Experience License or Permit Number of Facility Training*

Shipping, receiving, 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 radionuctides

| Securing and controlling byproduct material

Using administrative controls to avoid
mistakes in administration of byproduct
material

Using procedures to prevent or minimize
radioactive contamination and using proper
decontamination procedures

Using emergency procedures to control
byproduct material

Disposing of byproduct material ;

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

+ Choose all applicable sections of 10 CFR Part 35 1o describe radioisotopes and quantities used: 35.100, 35.200, 35.300, 35.400, 35.500,
35.600 remote afterloader units, 35.600 teletherapy units, 35.600 gamma stereotactic radiosurgery units, emerging technologies (provide list
of devices).

PAGE 2



NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)

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

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

b. Supervised Radiation Safety Experience (continued)

(If more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this section.)

gpervisin_g Individual ) ELicense/Permit Number I.isting s-upervising individual asa
i Radiation Safety Officer

This license authorizes the following medical uses:

[]35100 [ ]35.200 []35.300 [] 35.400
| ] 35.500 [ ] 35.600 (remote afterloader) [ ] 35.600 (teletherapy)
|| 35.600 (gamma stereotactic radiosurgery) [ ]35.1000 ( )

c. Describe training in radiation safety, regulatory issues, and emergency procedures for all types of medical
use on the license.

Description of Training Training Provided By 1[‘)r ?iﬁ?ngi

Radiation safety, regulatory issues, and 0 l_0/201-i8-|0/200_9_
emergency procedures for 35.100, 35.200, Mark Robert Ludka, MD

and 35.500 uses

|Radiation safety, regulatory issues, and 10/2008-10/2009 |
emergency procedures for 35.300 uses Mark Robert Ludka, MD

|Radiation safety, regulatory issues, and
emergency procedures for 35.400 uses

Radiation safety, regulatory issues, and
emergency procedures for 35.600 -
teletherapy uses

Radiation_safety, reghlatory issues, and
|emergency procedures for 35.600 - remote |
afterloader uses

_Radiation safety, régulatory is_sues, and
emergency procedures for 35.600 - gamma
stereotactic radiosurgery uses

|.
Radiation safety, regulatory issues, and
emergency procedures for 35.1000, specify
use(s):
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NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
{3-2009)

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

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

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

Supervising Individual i training was provided by supervising  : License/Permit Number listing supervising individual |
RSO, AU, AMP. or ANP. (If more than one supervising individual is |

necessary to document supervised training, provide multiple copies of
this page.) ;

Mark Robert Ludka, MD ' 21-18892-01

License/Permit lists supervising individual as:

Radiation Safety Officer D Authorized User EI Authorized Nuclear Pharmacist
D Authorized Medical Physicist

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

/135100  [¢/] 35.200 [¥] 35.300 [ ] 35.400
[ ]35.500 [ ] 35.600 (remote afterloader) [ ] 35.600 (teletherapy)
[ 35.600 (gamma stereotactic radiosurgery) [ ]35.1000 ¢ )

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

/| 4 Authorized User, Authorized Medical Physicist, or Authorized Nuclear Pharmacist identified on
iy the licensee's license

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 license.

c. Skip to and complete Part Il Preceptor Attestation.

PART |i - PRECEPTOR ATTESTATION

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

First Section
Check one of the following:

| 1. Board Certification

&ﬁ attest that Matthew L. Waack, MD has satisfactorily completed the requirements in

~ Name of Proposea Radiation Safet{( Officer

10 CFR 35.50(a)(1)(i) and (a)(1)(ii); or 35.50 (@)(2)(i) and (a)(2)(ii); or 35.50(c)(1).

OR
|| 2. Structured Educational Program for Proposed Radiation Safety Officers

[ ] 1 attest that has satisfactorily completed a structural educational
Name of Proposed Radiation 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
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NRC FORM 313A (RSO)
{3-2004)

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

U.S. NUCLEAR REGULATORY COMMISSION

Preceptor Attestation (continued)

First Section (continued)
Check one of the following:

3. Additional Authorization as Radiation Safety Officer

| attest that Matthew Waack, M.D. is an

Name of ProEed Radialio-n Safety Officer

Authorized User D Authorized Nuclear Pharmacist
E] 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

AND
Second Section
Compiete for all (check all that apply):
[/] ! attest that ~ Matthew Waack, M.D. has training in the radiation safety, regulatory issues, and

Name of ProposedRadiation Safety Officer
emergency procedures for the following types of use:

35.100
35.200

35.300 oral administration of less than or equal to 33 millicuries of sodium iodide [-1 31, for
which a written directive is required

35.300 oral administration of greater than 33 millicuries of sodium iodide 1-131

D 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

D 35.300 parenteral administration of any other radionuclide for which a written directive is
required

[ ] 35.400

| ] 35.500

[ ]35.600 remote afterloader units
[ ]35.600 teletherapy units
D 35.600 gamma stereotactic radiosurgery units

[:] 35.1000 emerging technologies, including:
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11-16-09.:08:27AM; :989-753-4024 # 2/

11/18/2089 13:017 ' 98934331 36 . WBRMC XRAY PAGE 92/82
r:nc FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(3-2008)
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (cantlnued)
AND

Third Sectlon
Complete for ALL

[V] | attestthat  Matthew Wanel, M.D. has achieved a level of radiation safety knowledge
Name of Proposad Radlation Safaty Officer

sufficient to function independently as a Radiatlon Safety Officer for a medical use licensee.

-I----------.----------.IliﬂllliI----l--un.-.n--—-————------

Fourth Sectlon
Complete the followling for Preceptor Attestatian and signature

Narne of Facllity

License/Permit Number:  21-18B892-01

Name of Praceptar Signature Tel;:p one Number Date
Marlk Robert Ludka, MD M / /; 0 7

PAGE ®
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Organiyed through the coopenation of the g‘g
the Smerican Radium Socioty, the Radistagical Socioly of Nowth Hmenica,
the Saction on Radiotigy of he Smenican Meodical Hisociation.
the Smenican Sacioty for Thenapoutic Radiology and Uncology, the Hissciation of
University Radiotigists, and Aenican Hhsociadion of Fhysivists in Medicine
Matthew Leland Waack, MB
Hat frunsused an accopted counse of graduate sbudy
s i S Aot v sy sl ations omd
Aas passed the examinations conducted under. the aulhonity of
The Amorican Board of Radiology
On this minetoonth day of May, 1999
Thencby demonsinating do the salisfaction of the Hoard
that he s guadified lo frractice the specially of

Bingrostic Radiology
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After printing this label:

Fold the first printed page in half and use as the shipping label.
Place labe! in shipping pouch and affix it to your shipment so that the barcode portion of the label

can be read and scanned.

Ship Date: 11/17/2009

Tracking Number(s):
798144637986
From Address:

Kathy Rau

335 E. Houghton Ave
West Branch, MI 48661
9893433236

Shipment Summary

Service Type: FedEx Express Saver® Shipper Account #: 100283352
Package Type: FedEx® Envelope

West Branch Regional Medical Center

Estimated Charge: $5.93

To Address:

United States Nuclear Regulatory
Nuclear Regulatory Commission
2443 Warrenville Road, Suite 210
Region 11I,Materials Licensing Sect
Lisle, IL 60532-4352
989-345-3660

https://www.hlsmedfreight.com/Shipping/QuickShip/Default.aspx
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