From: Bennett, Marvin [Marvin.Bennett@em.doe.gov]

Sent: Thursday, August 05, 2010 1:43 PM

To: Saverot, Pierre

Cc: Shuler, James; 'wadejr@id.doe.gov'

Subject: FW: Amendment to C of C 9330 ATR FFSC Justification for Expedited
Review.

Pierre,

| am sending you this old chain of emails because the impact of not getting the shipment was stated by
Christopher Peter Reihardt at the start of this chain of emails. This is partial response to your question
about needing the fuel by September 30, 2010. It is my understanding that the shipment is needed
prior to September 30, 2010 to keep the reactor up and running. If it would help, | could set up a
conference call or meeting to provide more details on the requested content, shipping needs, and
address any technical questions by your team concerning this application.

Marvin

From: Benner, Eric [mailto:Eric.Benner@nrc.gov]

Sent: Friday, July 09, 2010 10:50 AM

To: Bennett, Marvin; Sampson, Michele; Saverot, Pierre; Hardin, Kimberly

Cc: Shuler, James; Witt, Kevin

Subject: RE: Amendment to C of C 9330 ATR FFSC Justification for Expedited Review.

Thanks. Please continue to keep us informed. When we receive it, we’ll assess the complexity
and prioritize it against our other in house work.

The letter below focuses on economic impact and theoretical impacts on future drug
development and research programs. We will likely need more information to justify a priority
that would warrant an expedited review.

From: Bennett, Marvin [mailto:Marvin.Bennett@em.doe.gov]

Sent: Friday, July 09, 2010 10:39 AM

To: Benner, Eric; Sampson, Michele; Saverot, Pierre; Hardin, Kimberly

Cc: Shuler, James; Witt, Kevin

Subject: RE: Amendment to C of C 9330 ATR FFSC Justification for Expedited Review.

Eric,

My understanding is that they hired AREVA to update the SAR for this new contents and that the work
will be completed next week.

Marvin

From: Benner, Eric [mailto:Eric.Benner@nrc.gov]
Sent: Friday, July 09, 2010 10:33 AM
To: Bennett, Marvin; Sampson, Michele; Saverot, Pierre; Hardin, Kimberly



Cc: Shuler, James; Witt, Kevin
Subject: RE: Amendment to C of C 9330 ATR FFSC Justification for Expedited Review.

Thanks, Marvin.

| believe we had received a heads up on this potential action back in May. What has been
occurring in the last month and a half?

From: Bennett, Marvin [mailto:Marvin.Bennett@em.doe.gov]

Sent: Friday, July 09, 2010 10:05 AM

To: Benner, Eric; Sampson, Michele; Saverot, Pierre

Cc: Shuler, James

Subject: FW: Amendment to C of C 9330 ATR FFSC Justification for Expedited Review.

Eric, Michele, and Pierre,

This is just a heads up that we will be coming to you soon requesting an expedited review. We have
made the point to the field that more planning on their part does not justify an emergency on our part
or for NRC. That said, it appears that this will be a fairly simple review for a content that is bounded by
the approved contents. It is my understanding that this will be for shipments between NRC license
holders and not a DOE shipment, but we will confirm that this is the case before sending to NRC.

Marvin Bennett

From: wadejr@id.doe.gov [mailto:wadejr@id.doe.gov]

Sent: Friday, July 09, 2010 9:07 AM

To: Shuler, James; Bennett, Marvin

Subject: FW: Amendment to C of C 9330 ATR FFSC Justification for Expedited Review.

FYI- My apologies...seems like we are always in crisis mode out here. I am working on that.

Thanks,
Jim

From: Kahl, Dan Lynn

Sent: Thursday, July 08, 2010 5:07 PM

To: Wade, James R

Cc: Darrington, Donald Charles

Subject: Amendment to C of C 9330 ATR FFSC Justification for Expedited Review.

Jim:

Your assistance is requested to inform Jim Shuler and Marv Bennett that the subject amendment is
scheduled to be sent your/their direction early the week of July 12. The original SAR has been amended
to include Fresh Fuel for the University of Rhode Island Research Reactor as authorized contents. The
additional justification information in the attached email from Dr. Reinhardt and Dr. Tehan describes the



need to request an expedited review of this amendment.

It should also be noted that the URI fuel is smaller, weighs less and contains a smaller enrichment profile.
The fuel is not irradiated and individual elements will be in the packagings, similar to the way the ATR fuel
is shipped.

We appreciate your assistance in making this request.
Please let us know if you have any questions or require additional information.

Best regards,

Dan

Customer service" <cs@biopal.com> To <Brent.Satterthwaite@inl.gov>

cc <ttehan@gso.uri.edu>, <cpr@biopal.com>

Subject Documentation of Justification for one time shipment of Fresh Fuel from
Lynchberg, VA to Narragansett, R

07/08/2010 10:36 AM

Dear Mr. Satterthwaite:

| am writing this letter in support of Dr. Tehan'’s efforts in petitioning your office to grant URI an expedited
review for obtaining fresh fuel. Having an extended delay in URI reactor operation will have a strong
negative impact on our company and on many other companies and research institutions, including the
NIH, that utilize our products and services. Depending on the duration of the shutdown, the damage
done to our customers’ projects may be unrecoverable and the economic impart to many will be
catastrophic.

BioPAL has pioneered the development of stable isotope life science products, wherein neutron activation
analysis is used as the readout system, and we have successfully commercialized their use. Many of our
products are unique and the scientific knowledge obtained by these products cannot be obtained by other
methods. In many circumstances, these results are essential for FDA evaluation of INDs. For example,
the development of novel cellular therapies are tightly tied to the use of BioPAL cellular-based tracking
products. Nearly half of all cardiovascular research requiring microsphere determined blood flow
conducted worldwide uses BioPAL products and services. In short, BioPAL is one company, but we
represent hundreds of researchers servicing customers on four Continents. In fact researchers at MURR
send their samples to URI for neutron activation analysis, because it cannot be performed in MURR.

It is difficult to put into words the severity a shutdown will have on our customers’ ongoing research
programs and drug development pipelines. For university researchers as well as researchers at the NIH,
a prolonged delay may result in loss of grant funding. For small pharmaceutical firms, a prolonged delay
may result in loss of venture funding leading toward bankruptcy. For large pharmaceutical firms, a
prolonged delay may result in loss of confidence in BioPAL that took us nearly 12 years to develop. In
addition to the obvious negative economic impact that would be difficult to overcome in this current
economic environment, there will be a substantial disruption in the drug development pipeline that will
clearly impact patient lives. | can safely argue that the negative impact of the URI closure will be vast and
multifaceted, and is at minimum on-par with MURR situation.

Knowing that this can all be avoided gives me great comfort! | am hopeful that you will be able to work
with Dr. Tehan and the staff at URI to resolve this issue. If you have any questions concerning BioPAL



and the role of neutron activation in the life science community and drug development marketplace,
please feel free to give me call (508-770-1190). | would welcome the opportunity to answer your
questions and provide any additional information you may require.

Sincerely,
Chris

Christopher Peter Reinhardt, PhD
President and CEO
BioPAL, Inc.
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