
   

Chris Staab April 7, 2011 
Nuclear Regulatory Commission 

 

Subject: Licensing Issues Relating to Predictability 
 

 

Chris, here are a few ideas for you to think about regarding regulatory predictability.  If you have 
any questions, please let me know. 

 

 

Predictability in the licensing process is a very important aspect of the relationship between the 
NRC and the applicant.  If the applicant knows the most current expectations and interpretations 
of the NRC staff, he can ensure that his application is fully responsive.  This is the reason that 
the NRC has always encouraged pre-application meetings with the staff, and why AREVA 
Federal Services (and predecessor companies) has eagerly accepted these invitations. 

In spite of this, "regulatory surprises" sometimes still occur.  This may be inherent to the nature 
of the regulator/applicant relationship, and may sometimes be due to rapidly evolving technical 
issues either at the NRC or in the transportation needs of industry or the DOE.  However, there 
are some things that NRC could do to address this problem.  Here are four suggestions: 

1. Improve the treatment of emerging issues.  The design of economically successful and 
licensable transportation or storage packagings is both an art and a science, and reflects 
skills and approaches developed over time.  Emerging issues by their nature evolve 
relatively rapidly, and have the potential to change the paradigms that have been used 
successfully by the applicant for years.  Therefore it is important for the applicant to 
know about any emerging issues that could affect licensing up-front, and be updated 
periodically as the packaging development progresses.  The first notice of an emerging 
issue should therefore be clearly and unambiguously stated at the pre-application 
meeting, and following that, the NRC PM should keep the applicant aware of 
developments in the NRC treatment of the issue as time goes on.  This will enable the 
applicant to submit an application that is up to date and fully responsive to not only 
traditional, but current staff concerns. 

2. Strive for more uniform review evaluations.  It has sometimes occurred that during NRC 
review of an amendment submittal that portions of the SAR which were not amended, 
and which were unaffected by the amendment, are nonetheless re-reviewed and re-
evaluated.  This action by the NRC sometimes results in new questions on "old" (i.e., 
unchanged) material.  We acknowledge that it is the duty of the NRC to ensure the safety 
of all aspects of a package in the light of the latest technical information available.  
However, we would suggest that this be undertaken only on the basis of "probable 
cause", i.e., only when there is sufficient reason to suspect that a previously accepted 
technical justification (analysis or test) is no longer adequate to ensure public safety 
based on the latest information available.  If such a protocol is not followed, there may be 
instances in which a perfectly acceptable (and previously approved) analysis is 
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questioned by a new reviewer who merely differs in opinion or in training from the first 
reviewer, but without "probable cause" that the safety documentation is inadequate, or 
does not meet current NRC requirements.  In addition, we note that most amendments 
relate to the payload, and not to the approved package design.  For this reason, packaging 
issues should generally not be raised when merely amending the payload, unless the new 
payload is judged to have an effect on the packaging.  Following this suggestion will help 
establish a degree of predictability for an applicant submitting a request for license 
amendment. 

3. Improve training and collaboration among NRC staff reviewers.  Following the thought 
of no. 2 above, the newer members of the NRC staff should be trained and mentored by 
the more established members.  Training should also include visits to fabrication shops, 
certification tests, and field package operations for a greater "hands on" feel, which will 
strengthen a staff member's ability to discern between important issues and issues of 
lesser or merely academic importance.  More mentoring and collaboration among the 
staff may help produce a more uniform and vetted approach to the various technical 
issues, which would reduce the reliance upon a single reviewer's opinion and reduce 
uncertainty on the part of the applicant. 

4. Issue more guidance documents to aid in the application of the regulations.  One 
example where a guidance document is needed is in the area of foreign approvals.  The 
NRC should clarify in writing the basis of review for a foreign package.  Requests for 
Competent Authority approvals are made to the Department of Transportation, which 
typically refers the application to the NRC for a technical review.  It is not clear what the 
NRC uses for a basis for evaluation when conducting their review.  Is it necessary that 
the foreign package meet the applicable requirements of 10 CFR 71, or those of IAEA 
TS-R-1?  Most foreign packages are certified by the relevant foreign authorities to the 
requirements of TS-R-1, and therefore do not, in general, meet all of the requirements of 
Part 71 exactly, even though the two regulations are very similar.  Where the two 
regulations differ, such as in the treatment of tiedowns, serious licensing issues can arise 
because the foreign package has been designed to a different set of requirements.  A set 
of guidelines which set forth the expectations and evaluation basis of the NRC would 
reduce the expense and uncertainty of obtaining approvals of foreign packagings. 
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