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4350 International Boulevard Norcross, GA 30093 (770) 717-0904

4T,

healthcare for everyone

@002/013

Date: 9/6/07
To: Dr. Ellen Wilcox
From: Chris Sherman

Subject: Confirmation of Receipt of Radioactive Sources

This letter is being sent to you as confirmation of receipt, by Best Vascular, of an active
sources and transfer devices from Saint Francis Regional Cancer Center.

Transfer Device: 89347 with active source train: ZA709 was received on 3/11/05

Regards,

Chris Sherman
Lead, Radiation and Systems
(770) 717-0904 ext. 3120
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@Nmﬁt@ Active '} ransfer DGVICC within White Lead-Lined Storare Coniner

ORDER # (REF):TDA-2040

-Jacketed Radiation Source Train (JRST) - Active Length: 40mm ' : e :
Description: SICW.2.H 40 : series of 16 Model SICW.2 sealed sources jacketed in a stainless steel coil (0.47 mm OD) with non-radioactive
radiopaque marker welded to each end.

Radionuclide: Sr-90 Total Activity: 2.09 GBq Assay Date: 12Jun02
Recommended Radiation Treatment

Transfer Device Serial #: 89347 Radiation Source Train Serial #: ZA709
Effective Date  From: 09Nov04 To: 09May0s
' Maximum Reference
| Balloon Diameter Vessel Diameter Dose @ 2mm Dwell Time
(mm) _(mm) (Gray) (Sees) or (Mins, Secs)

With 225t0<35 22.7t0<3.35 184
Existing

Stent 23.5t0<4.0 >335t0<4.0 - 230

Use the following treatment chart ONLY after the required six month Leak Test is completed.

Effective Date  From: 10May05 To: 09Nov05
Maximum Reference
Balloon Diameter Vessel Diameter Dose @ 2mm Dwell Time
(mm) (mm) (Gray) (Secs) or (Mins, Secs)
With 225t0<3.5 227105335 18.4 193 | 3,13 |
Existing : .
Stent 2351040 >33510540 23.0 241 | |40

NOTE: If the ratio of the maximum balloon diameter o reference vessel diameter is between 1/1 and 1/1.2, dose can be prescribed according to balloon diameter. Dose can also be
administered by visual assessment of reference vessel diameter.

Radiation Output: 0.1030 Gy-s—'+ 20% in Hz20 at 2 mm from the center line of the Radiation Source Trein. Date: 12Jun02 m
Result traceable to the National Institute of Standards and Technology.
Uniformity verified +/- 10% along the middle portion of the Radiation Source Train. ’

Sealed Radioactive Source:

AEA Technology, OSA GmibH, Model SICW.2 Oig
Radionuclide: Sr-90 Activity: 0.131 GBg/Source i
The contained activity per source is the product of the measured source train absorbed dose rate in Gy/sec, at 2mm from '
the source center line in water and the conversion factor 34.2mCi/seed (1.27GBg/seed) per Gy/sec. The contained activity

IPX1

in the source train is equal to the contained activity per source times the number of sources in the train.
Description: Sr-90 wire in sealed single stainless stee) capsule. X’ 5

Length: 2.5mm Diameter: 0.33mm ISO 2919 classification': C53X1,2,3 11

! Where X1, X2 and X represent respective special “impact”, “step” and “crush” tests simulated for circumstances that could reasonably be expected ta exist outside the
Beta-Cath™ 3.SF Systern during off-normal accident situations. *

ISO Leak Test: 180 9978, Notes, immersion into ultrasonic cleaning water with detergent solution at 70°C for at Jeast 30 mina.
Resuit: = <185Bq... .. . . Date:12Apr02. . L

Novoste Leak Test:

Hz0 passed over the Radiation Source Train and then analyzed for radioactive content using liquid scintillation counting.

Result: <185 Bq Date: 09Nov04

*Do not use or ship the device unless a leak test has been performed within the previous aix months. Follow the radlation safety and
handling instructions in the User*s Manus). Test the device for leakage at fntervals not to exceed 6 months. Use a leak fest method
capable of detecting 185 Bq (0.005 uCl) of Sr/Y-90. Immedistely withdraw a leaking device from use and store It for disposal snd/or
return to Novoste. File a report of any leaking device with the authority and notify Novoste. Retain leak test records.

Sales and Service: Certified by Novoste Corporation:
Novoste Corporation
4350 International Boulevard
Norcross, Georgia

USA 30093
Tel: +1 800 Novoste

@Nuvuste"

Beta-Cath, B-Cath, B-Rail and Beta-Cath System design logo are trademarks of Novoste Corporation D04776 REV B 10/04
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Eustomer Site Inforn:ltion:

Facility Name J u ' '& a \ -
[Street Address S L\\o.—-x Bav ) l
City jTe“L g) cr{- a, V\
State or Prov. T | Postal Code | 065D .
|Saeart: 1L Postal o I
{ Phone . Fax
{ Date Of Course ' | |

For the purposes of the training records list below all those receiving BrachyVision
Training. (to any level) along with job function (e.g. Oncologxst Physicist etc.),

signature and initials.
__ Name Job Function - Bignaturp Initials
/ .
Geome thlowsis | Phasiast ey
[aede TAvlonss is MSIIST | |/
Email address Phone number " ‘Faxi number
81X E vauep. o | £ 2= 5530 %0-59457 1
Name Job Function Signature Initials
Email address Phone number Fax number
Name - Job Fun_(':‘tior_x " Signature Initials |
Email address ‘ Phone numbet Fax number
Name Job Function Signature Initials
Email address Phone number Fax number
&
Instructor
Name: .......[....[. .02 B e )
Signature: ..\_Z..... L’W ......... C}L‘“\ Initials: LA oo
TSWI BrachyVision Training Aéenda & Qutline 121404 COMPANY CONFIDENTIAL

Printed on 07/01/2005

Page30f 12
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Session 1 - BrachyVision

System Overview
Explain general aspects and structure of the BrachyVision software.

Integration of BrachyVision within the Vision / Eclipse product line

System capabilities

The basic Tasks

Focus and scope windows

[d-

Nl

' 4
The basic workspaces G
| ul

ufl

Tool bars and menus

Trainers Initials: .......ceean

Attendees Initials: ......ooooffPheeeeierroriireicienaeianans ceerenansane tevennes teeerasnens

Creating a plan from plane films (e.g. Bronchu#)

Explain in detail all steps required to generate a simple plan from plane films.

Selection Workspace '
Configuring Import Filters

Importing and connecting Images
Using a Vidar Scanner (for VXR16, leave for 90s after logging in)

[21006/013

Cropping an image

&
&
- =gl
Using a flatbed film scanner : j
g
ngd

Scaling the image (to scale the pixels)

Trainers Initials: ........ reraeane L».-. cereesanon
Attendees Initials: ............. /"P/ ................. Ceeeeneseenseerernesaenenrnennanerenns

TSWI BrachyVision Training Agenda & Outline 121404 COMPANY CONFIDENTIAL
Printed on 07/01/2005 Page 5 of 12
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Entry Worl_g;g' ace .
Creating aplan : B

Discuss possible reconstruction methods and their requirements along with the  @—
advantages and disadvantages of each.

Inserting an imaging geometry including definition of all imaging parameters, 4
particularly for the Reconstruction Jig if this is to be used. ‘ ‘

Image Registration including a definition of the registration point ‘ g

Demonstration of how to rotate an image if scanned in at an angle, including T
explanation that the image does not visibly rotate, just the orientation ‘
Image processing . ' '@/

Demonstration of how to insert an applicator including a discussion on the
possible sources of reconstruction error i.e. patient movement, incorrect
geometry parameters, incorrect registration point entry.

Use of the zoom, pan and edit contour tool

Use of measurement tools emphasiéing that measurements are at film size
(magnified).

B/
i
Using a digitiser . ‘ o g
Inserting the source positions (pen, applicator properties) &

Inserting Reference points and lines stressing that Eniry Workspace should
only be used for anatomical reference points visible on the film and that
geometric reference points should be entered in the Planning Workspace.

~ - Applicator entry from co-ordinates

Using Template plans

[@007/013

Trainers Initials:  .....cccooe.[icDeeeccciinnnnns , -
Attendees Initials: ...........f{dccouics crnneerens ereeareenenns ceirreraae etreneenareaaeens

TSWI1 BrachyVision Training Agenda & Outline 121404 COMPANY CONFIDENTIAL
Printed on 07/01/2005 ‘Page 6 of 12
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Planning Workspace
Set all dwell times function

* Show dwell controller
Inserting Reference points and normalising to them.

Inserting a reference line at a distance and optimising to it using a volume
optimisation — magnification in the planning workspace is 1.0/!!

Use of the Shaper Tool

Normalising to reférence points and basal dose points .

Using dose measurement tools

Changing the Isodose values using Templates and individually plus 3D
Viewing 3D dose on Radiographs

Changing the 2D and 3D matrix

Changing materials etc

Viewing Plan Report including ways to reconfigure its output ¢.g. Hospital
name or source co-ordinates.

Exporting to VariSource / Gammamed

Re RIXIPPIAT 3 gE

Copying a plan

Trainers Initials: [A—’

Attendees Initials:

TSWI BrachyVision Training Agenda & Outline 121404 COMPANY CONFIDENTIAL
Printed on 07/01/2005 ) Page 7 of 12
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Session 2 - BrachyVision
Allow further familiarisation with the features of Brachszs:on listed above with the .
development of a plan for a Vaginal Cylinder application and a Cervix application.

Explain the po.ssible techniqﬁcs for planning a cylinder application and show o

how this can be achieved with BrachyVision. Include the following methods:

Uniform loading, optimise to a line at the side of the applicator, optimise to a
line a covering the end of the applicator as well as the side.

Explain the possible techniques for planning a cervix application and show rg
how this can be achieved with BrachyVision. Include the following methods:
Simulation of Manchester or other low dose rate techniques and ophmlsauon
techniques.

Dose Prescription gl

- Explain how the Prescribed Percentage and Prescribed Dose per fractions are

used to set the isodoses i.e. if the Prescribed Percentage is 80% and the
Prescribed Dose per fractlon is 600cGy, the 100% isodose will display.
750cGy.

If either of these values are then changed the dose will re-scale accordingly.

Dose fractionation, : . [?(

Explain how the number of fractions can be set in two places and how the
effects of changing the fractionation in these places is as follows: '

1) Plan properties — This will keep the dose per fraction the same, The display |
will show the overall dose for the two fractions however the dwell times will

_be for_the individual  fractions.

2) Plan Organiser — This will divide the dose per fraction by 2 therefore
dividing the dwell times per fraction by 2. Again the system will display the
isodoses for the entire plan but the dwell times will display the dwell times for
each fraction.

Trainers Initials: L’“;r\ ‘ : S

" Attendees Initials: .......... ﬁ( ereveeeereeanes eeeereenrrneanns eeverereeanrareneraaanaas

TSWI BrachyVision Training Agenda & Outline 121404 ’ COMPANY CONFIDENTIAL

 Printed on 07/01/2005 Page 8 of 12
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Session 3 ~ BrachyVision
Explain in detail how 3D CT based plans may be generated with Brachszston using

a prostate case as an example.

Selection Workspace ' » )
Configuring DICOM Deamon and the DICOM Import Filters [

Importmg and connecting Images » ' 3
Creating a 3D data set - o o

Trainers Initials: ......... ceervesenrn s AT

Attendees Iniiials: ......................... et ieiteeettetataaertsstrastatatoctatnrsiatonrtenteene

Contouring Workspace

Creating 3D structures including use of the auto contouring tools, post - . (3"
processing tool, manual contouring tool, paint brush, eraser, splinesnake,

livewire, contour editor, copying and pastmg contours and mterpolatmg

contours.

Using segmentation wizard and Boolean operators

Generation of a PTV from a CTV through the use of the Margin tool B/

Trainers Initials: ....vuveverveueseenns: b

Attendees Initials: ........ beresvaesviaeseasernerererareesintseterane rerareereseiarestreseraenns
TSWI BrachyVision Training Agenda & Outline 121404 COMPANY CONFIDENTIAL

Printed on 07/01/2005 Page 9 of 12
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Planning Workspace
Creating a plan .

Inserting an applicator from the 3D image data
Using automatic catheter detection |

Use of implant templates

Inserting the source positions (pen, applicator properties) including the use of

the 3D image data to assist with this process.

Using automated source placement

Geometrical optimisation

Use of Shaper Tool followed by Normalisation
Changing materials etc h
3D Dose calculation and visualisation

DVHs including adding structures

TR RRRPR

@011/013

TSWI BrachyVision Training Agenda & Outline 121404 COMPANY CONFIDENTIAL

Printed on 07/01/2005

Page 10 of 12
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Session 4 - Brécthision

Explain miscellaneous features of BrachyVision not covered in the previous sessions.
Starting a new plan from an existing plan - Film
Starting a new plan from an existing plan— CT
Creating a plan with multiple films

Creating a 3D plan from a hardcopy CT film - Scaling Image

Genergtion and use of DRRs

Copying Registration points from one plan to anothér

Métching two 3D data sets —using manual and least squares fit

Copying and Pasting structures from one data set to another

Matching Film and CT

Summing Plans including dose visualisation and DVH for summed plans
Creation and use of Library Applicators

Planning for seeds implants

Creating template plans

Planning from ultrasound

RRIRRAEIIQIRR  Q

Plan Evaluation vworkspacc

Trainers Initials:  ......eroo o iiieeisasrnence

. Attendees Initials: _...... /1/ sretveetifessesterntiecesianiiecarassesnsttasistatonatatnie

TSWI BrachyVision Training Agenda & Qutline 121404 . COMPANY CONFIDENTIAL
Printed on 07/01/2005 : Page 11 0of 12
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Session 5 - BrachvVision

Explain all aspects of the system configuration including back-up and archive

procedures. :

Dose Unit configuration

Soutce and Afterloader configuration

. Installing a new source wire

Updating the source used in a plan
Updating the treatmént date
Configuring Imaging Geometries
Configuring Isodose Tcmplatés
Configuring Structure Templates
Configuring App]i_cétor Templates
User Configuration

Trainers Initials: ...... TR /T ceneurenes :

Attendees Initials: ........ vt eeieisirarsentioraoreranassssesrennonens

SR TP PO R R E

@013/013

TSWI BrachyVision Training Agenda & Outline 121404
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