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Executive Director 

 
7/23/12 

 
Subject:  Informal Meeting of Radiopharmaceutical Trade Associations –Meeting 
Minutes  

Time/Date/Place: Noon - 2:00 PM - June 9, 2012 – Miami Beach Convention Center 

Participating Trade Associations:  

 Association of Imaging Producers and Equipment Suppliers (AIPES, Europe) 
 Council on Radionuclides and Radiopharmaceuticals (CORAR, USA) 
 Japanese Radiopharmaceutical Association (JRPA, Japan) 

 
Persons Present:   

List of attendees, their affiliations and email addresses are attached. 

Purpose of Meeting:  To continue discussions on international coordination and cooperation of the 
European, Japanese, and U.S. radiopharmaceutical trade associations on issues of common interest 
related to the manufacturing, distribution and use of radiopharmaceuticals and radionuclides. 

Discussion:  Given below are summaries of the issues discussed and agreed-upon actions. 

US Domestic Mo-99 

‐ Update on S. 99 included a discussion of the key elements of the bill, especially lease 
take back and waste provisions, and prospects for passage. 

‐ DOE Cooperative Agreements updates 
o GE-Hitachi  
o Babcock & Wilcox 
o Morgridge/SHINE 
o MURR/Northstar  

‐ NISP - Canadian projects 
o Canadian Light Source 
o Prairie Isotope Production Enterprise 
o Advanced Cyclotron Systems, Inc. 
o TRIUMF 
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‐ White House announcement encouraging Reliable Supplies of Mo-99 produced without 
Highly Enriched Uranium. 

o CORAR was in active communication with OSTP, DOE, and NNSA prior to the 
release of this press release. 

o A request was made for OSTP to communicate the replacement of John Symanski 
as soon as possible to support continued communication.  Since our meeting in 
June, Cindy Atkins-Duffin, Ph.D. has been named to replace John Symanski. 

o The SNM provided comments regarding their concern that the White House 
seems to be more focused on non-proliferation and less on reliable/sufficient 
supply of isotope. 

o It was suggested that the US Government needs to communicate their objectives 
better to the European irradiators and processors. 

‐ International Mo-99 Projects. 
o PALLAS Reactor – Dutch national and provincial governments will fund (via 

loan) the next stage of PALLAS reactor. 
o MYRRHA Reactor (BR2 replacement) – will not be in production before 2023. 
o Jules Horowitz Reactor – under construction (fuel being tested in BR2) and in 

production in 2017.  This will be an LEU reactor exclusively. 
o FRM-2 – HEU-fueled, but will have LEU targets 
o BR2 – higher capacity and should be in production through 2026. 
o HFR – No more production stops anticipated through the remainder of 2012. 
o OPAL – Running about 300 days per year.  1,000 six day Ci per week.  Planning 

continues to expand production to 3,500 six day Ci per week – expect to increase 
capacity by 2015. 

o Safari – Safari-2 now studied as multipurpose reactor, not dedicated to isotope 
production 

o Korea Reactor- Government sponsored; 20megawatt reactor; construction to start 
in 2015. 

International Policy Initiatives for Reliable Supply of Mo-99 

o EU Observatory for medical radioisotopes supply, 1st Steering Committee 
meeting June 29 with four working groups and lead role of AIPES, EU 
Commission, also OECD/NEA, EANM  participation: 
 WG I - Global reactor scheduling and Mo-99 supply monitoring: 

continuation of AIPES Reactor and Isotope Supply Committee activities   
 WG II – Full Cost Recovery mechanisms for the EU 
 WG III – Management of conversion from HEU to LEU and target 

production for the EU 
 WG IV – Capacity and infrastructure development.   

o EU Directorate General for Competition circulated a questionnaire to collect 
information in support of Observatory objectives  

o Update on the OECD-NEA HLG-MR second mandate was provided. 
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AIPES and CORAR Collaboration 

o CORAR and AIPES discussions on regulatory requirements for drugs. 
o Transportation opportunities for collaboration 

 Denial of shipments. 
 IAEA TS-R-1 name change to SSR-6 
 IAEA Security Technical Guidance 
 Licensing of Class 7 Carriers in Europe 
 PATRAM 2013 
 CORAR and AIPES are working together well. 
 Suggestion made for AIPES and CORAR do something formal at the 

PATRAM meetings in San Francisco. 

 Add clinical aspect to the collective presentation of AIPES and 
CORAR 

 Consider the Olympics impact to shipments? 

 Party conventions. 
o Nuclear Medicine Awareness Group – Heather Larkin and Julie Woodland lead 

this activity for AIPES.  Created http://www.whatisnuclearmedicine.com/ - a 
patient focused website.  Already 8,000 hits since the first of the year. Funded by 
AIPES in conjunction with Brussels University.  Award to researcher who 
published impactful article. 

Transportation 

o Denial of Shipments 
 7th meeting of International Steering Committee was held in February 2012. 
 Action plan has been compressed to approximately 15 key actions. 
 Some successes seen over past year: 

1. New routes 
2. New carriers 

 The IAEA has targeted 2013 as the year to decrease denials to an insignificant 
level.  Although this is unlikely, IAEA will be transitioning the International 
Steering Committee to an inter-agency structure where denials will be part of a 
broader agenda. 

 Organizations involved include:  IAEA, ICAO, IMO, WHO and UNECE 
/ECOSOC. 

 The International Steering Committee will have a representative integrated 
o IAEA TS-R-1 

 Transport Regulations approved by Board of Governors on March 6, 2012. 
 TS-R-1 has been renamed SSR-6; expect publication by end of year (2012). 

o IAEA Security Technical Guidance (Verification of Declared Contents) 
 Industry was well represented at the last Technical Committee meeting.  
 Next draft will incorporate many of the suggestions and deal with many of the 

concerns that industry had with the initially released document.  
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 Current version will be issued shortly for a 120 day comment period to Member 
States, followed by internal review and review with a TC including industry, 
following which it will be released in final form. 

o Licensing of Class 7 Carriers in Europe 
 In late 2009, the EU Commission put forth a proposal to establish guidelines 

and requirements specific to the licensing of carriers of Class 7 – Radioactive 
Material.  

 In August 2011, the EU Commission requested the assistance of the EU 
Economic & Social Committee relative to the proposal for a Council 
regulation establishing a Community system for registration of carriers of 
radioactive material. 

 The formal opinion of the EU Economic & Social Committee was issued in 
February 2012.  Pursuant to the Conclusions and Recommendations section of 
the opinion document, the EU Economic & Social Committee: 

1. Recommends the adoption of the proposed regulation.  The aim of the 
proposed registration is to replace the national reporting and 
authorization procedures with a unique registration system for carriers 
of radioactive materials, which will help simplify the procedure, 
reduce “red tape” and do away with barriers to entry, while 
maintaining the high level of radiation protection currently achieved. 

2. Agrees with the need to assess the impact of the regulation 2 years 
after implementation and to revisit the issue in 5 years to monitor 
barriers that may exist relative to the smooth & safe operation of the 
transport of radioactive materials within the EU. 

3. Seeks harmonized rules and a more efficient role for the Competent 
Authorities. 

4. Suggests that Member State ensure that the criteria for granting 
registrations are harmonized. 

5. Suggests the applicant should be given the possibility to correct or 
complement information in the application rather than being rejected 
without further examination. 

6. Have a web-based registration system in place – tested and functional 
when the regulation enters into force. 

7. The AIPES Transportation Working Group and the CORAR 
Transportation Committee have been reviewing the EU Commission 
proposal as well as the recently issued EU ESC opinion.  Further 
collaboration efforts to evaluate and provide appropriate industry input 
among CORAR and AIPES membership will continue through the 
coming monthS. 

o PATRAM 2013 
 The International Symposium on Packaging and Transportation of 

Radioactive Materials (PATRAM) brings together experts from government, 
industry and research organizations worldwide to exchange information on all 
aspects of packaging and transporting radioactive materials around the globe. 

 PATRAM 2013 is being organized and hosted in collaboration with the US 
Department of Transportation (DOT), US Department of Energy (DOE) and 
US Nuclear Regulatory Commission (NRC).  The symposium will be 
conducted August 18 through 23, 2013 in San Francisco, CA USA. 
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 The CORAR Transportation Committee has offered to assist and support the 
US DOT with the development of the PATRAM 2013 agenda as well as 
identifying key topics for presentation. 

 The AIPES Transport Working Group will be encouraged to support CORAR 
as well participate in this event. 
 

Additional Items 
 

o Janette Merrill from the SNM reported that a Ga-68 monograph being considered 
by SNM. 

o New Items 
 Patients being stopped for inappropriate amounts of time if they set off 

radiation detectors after medical procedures. 
 Concerns were expressed about future radiopharmaceutical cold kit 

supplies given that there are less manufacturers supplying these products.  
In some instances, kits are now only produced by one manufacturer. 


