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•145 employees

•Research, design, mfg., sales, service

•Approx. 130,000 square footage

•Medical device manufacturer

•Mfr. of radioactive material transport packages

•Source disposals and relocations

•Regulated by FDA, Health Canada, CNSC, USNRC, USDOT, US       
Agreement States, ISO, European Medical Device Directive, 
Foreign Regulatory AgenciesForeign Regulatory Agencies



AECL ‐> Theratronics ‐>
MDS Nordion ‐> Best® Theratronics



External Beam Therapy

•THERATRON world leader in
cobalt radiotherapy

•Delivering thousands of cancer 
treatments daily

•Over 50 years of expertisey p

•Supplying over 80% of world’s 
cobalt‐60 external beam 
teletherapy machines



Self‐Contained Irradiators

•Gammacell® 40/1000/3000

•Blood irradiation to prevent 
transfusion associated graft‐
versus‐host disease

• Irradiators for cancer research• Irradiators for cancer research,
biotech or pharmaceutical studies

•Other applications: sterile insect 
technique used to control the 
population of disease‐carrying 
insects



Description of Events

•Nov 2007 Best® Medical International (BMI) announces the 
planned purchase of the external beam therapy and self 
contained irradiator business and facility from MDS Nordion 
(MDSN)

•Transition team from BMI is assigned to work with MDSN to
complete the separation of the businesscomplete the separation of the business

•May 1, 2008 Transition date to Best® Theratronics (BTL)

•June 2, 2008 BTL attorney passes away at age of 29 -
overseeing important aspects of transition

•July 2008 Management team assigned to BTL





USNRC/DOT

•DOT registered user of MDSN certificates – Feb 2008

•Materials license – Apr 30, 2008 (no distribution)

•Reciprocal recognition in 36 states

•Security orders – completed Aug 2008

•Amended materials license – Aug 2008

•FBI clearances – 55 completed

•USNRC device registrations – 9 devices, Jul 2008

•QA program registration

•USNRC certificates of compliance



Canadian Nuclear Safety Commission

•Registered user of MDSN transport certificates – Apr 2008

•Manufacturing license – May 2008

•Servicing license – May 2008

•Operating license – May 2008

•Device licenses – May 2008

•Import/export permits – each shipment

•Sealed source tracking (SSTS) – ongoing

•Safeguards Operation Program (Depleted Uranium)



Transition

• Infrastructure split to separate BTL from MDSN

•Name change – affected all company records, certifications, 
registrations, etc.

• Infinitely more difficult than acquiring an existing company as 
a whole

•Same physical facility



Transition under Best® Theratronics

•Quality System (ISO)

•Health Canada

•FDA

•New security system, 
badges, keys, process

•Fire Plan

•New Enterprise Resource
Planning System

•New IT infrastructure

•New Telephone

•Emergency response

•Radiation protection

•Product labeling incl. dwgs,
manuals, labels (1000’s)

•Environmental compliance

•Facilities/maintenance
contracts, etc.

•Utilities

•Payroll/benefits system

•Insurance

•Health & Safety



QA Program and Certificates of Compliance

•Jul 2008 – understanding by BTL that all regulatory issues 
had been completed by the transition team (BMI)

•Working from action lists from transition team

•Known that the QA Program was not registered but thought it 
was only necessary for changes to package design and 
certificates (incl. expiry)

•Jun/Jul 2008 – inquired with USNRC and MDSN on QA 
Program registration process

•Understood that only action needed was to maintain existing 
certificates, i.e. expiry dates – similar to CNSC process

•Continued work on priority issues

•Feb 2009 – first Certificate of Compliance was to expire 
June 30, 2009 which prompted QA Program registration



U.S. shipments Regulatory

•CNSC sealed source tracking on receipt (48 hr) from Russia

•Obtain copy of customer’s site license and import permit

•Confirm reciprocal agreement in place (agreement state)

•CNSC export permit ‐ 3 weeks in advance

•CNSC 7‐day export notificationy p

•CNSC 7‐day SSTS notification of shipment

•USNRC 7‐day notification with consignee, route, eta, each 
state,
source detail, driver and truck detail

•Also sent to each State that package passes through to final
destination



U.S. shipments continued

•3 – 7 day Field Work Notification sent to destination state
(agreement state)

On Date of Departure
•Re‐send USNRC notification including all states

•SSTS (48 hr) notice to CNSC

•GPS tracking



Compliance with the regulations

•Continued to follow the QA 
Program adopted from MDSN

•Continued to meet the spirit of 
the regulations

•Administrative oversight•Administrative oversight



Other Work

•Disposal of orphaned sources using BTL shipping containers

•Gammacell hardening project – contract with U.S. Department
of Energy in collaboration with Sandia Corporation



CNSC/USNRC Visits/Inspections

•Jun 17–19, 2008 – CNSC Inspection of servicing license

•Sept 12, 2008 – CNSC Visit – export licensing process

•Feb 23, 2009 – CNSC Safeguards Inspection (with IAEA) of
depleted uranium

•Jan 27, 2009 – USNRC Inspection of Materials License –
Viginia

•Mar 19, 2009 – CNSC Inspection – manufacturing license

•May 7, 2009 – CNSC Visit – security and Gammacell®

hardening

•Spring/Summer 2009 – Next CNSC inspection (security)

•Aug 10 –14 2009 – planned NRC inspection



Best® Theratronics Commitment

•Continue to be a leader in regulatory compliance

•Open and honest communication

•Excellent working relationship with USNRC
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