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NRC STAFF’S REPLY TO INTERVENOR’S OPENING BRIEF 
 

INTRODUCTION 
 

 On October 24, 2007, the Commission issued an order inviting the parties to submit 

briefs on two questions that had previously been certified to the Commission by the Board.1  On 

November 7, 2007, each of the parties filed its initial response.2  The Staff herein replies to the 

Intervenor’s brief.  As the Staff explains below, in arguing that the present licensing action 

requires a site-related safety analysis, the Intervenor fails to set forth a proper understanding of 

the relationship between 10 C.F.R. Part 36 and 10 C.F.R. § 30.33(a)(2).  The Intervenor also 

fails to explain why, applying the correct standard for determining whether a site-related safety 

analysis is required, there is a genuine issue as to whether such analysis is necessary under 

the circumstances of this case.  

DISCUSSION 

 In its first question, the Commission asked whether, under the circumstances presented 

in this case, 10 C.F.R. § 30.33(a)(2) requires a safety analysis of risks associated with aircraft 

                                                 
1 Pa’ina Hawaii, LLC, CLI-07-26, 65 NRC __ (2007) (slip op. at 3). 
 
2 NRC Staff’s Response to Commission’s October 24, 2007 Memorandum and Order (Staff’s 

Brief); Intervenor Concerned Citizens of Honolulu’s Opening Brief Re: Questions Certified by the 
Licensing Board on August 31, 2007 (Intervenor’s Brief); Applicant Pa’ina Hawaii, LLC’s Brief in 
Response to October 24, 2007 Memorandum and Order of Nuclear Regulatory Commission (November 
7, 2007).  
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crashes and natural phenomena at Pa’ina’s proposed irradiator site.  Pa’ina Hawaii, LLC,     

CLI-07-26, 65 NRC __ (2007) (slip op. at 3).  The threshold issue raised by the Commission’s 

first question is when an applicant who has shown it will comply with all specifically applicable 

requirements in 10 C.F.R. Part 36, “Licenses and Radiation Safety Requirements for 

Irradiators,” must make some additional showing to demonstrate that its “proposed equipment 

and facilities are adequate to protect health and minimize danger to life or property,” as required 

by section 30.33(a)(2).  

I. The Commission Must Consider the Regulatory History of Part 36 to Resolve  
 the First Certified Question________________________________________                                         

 The Commission expressly invited the parties to address pertinent regulatory history in 

answering its questions.  CLI-07-26, 65 NRC at __ (slip op. at 3).  However, the Intervenor 

argues it would be improper to consider the regulatory history of Part 36 because the plain 

language of section 30.33(a)(2) answers the question whether, in addition to meeting all specific 

requirements in Part 36, an applicant must conduct a site-related safety analysis. Intervenor’s 

Brief at 9.  The Intervenor argues that such analysis is always required and that reading Part 36 

as eliminating the need for a site-related analysis in certain cases would render section 

30.33(a)(2) “redundant.”  Intervenor’s Brief at 7.  

The Staff submits that, considering the text and structure of the regulations, it is clear the 

Commission intended the comprehensive requirements in Part 36 to prescribe a means of 

complying with the general requirement in section 30.33(a)(2).  Viewed in the context of Part 

36’s comprehensive rules, the requirement that an applicant also “satisfy the general 

requirements specified in § 30.33 of this chapter,” see section 36.13(a), implies no more than 

that complying with Part 36 might not be sufficient to comply with section 30.33 in all cases.  

This interpretation is supported by the plain language of section 36.13(a), which states that the 
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applicant must satisfy the “general requirements” in section 30.33(a)(2), not the “additional 

requirements” of that section.    

 As noted in the Staff’s initial brief, this interpretation leaves open the possibility there will 

be certain cases where an applicant who has satisfied all specifically applicable requirements in 

Part 36 needs to augment its safety analysis to comply with the general requirements of section 

30.33.  Staff’s Brief at 10, 12–13.  Section 30.33(a)(2) is therefore not “redundant,” but serves 

the important purpose of requiring additional safety analysis in certain limited circumstances.  

However, as the Staff also noted in its initial brief, neither the text of Part 36 and section 30.33 

nor the structure of the regulations provides unambiguous guidance for determining when such 

circumstances may exist.  Id. at 12.  It is therefore appropriate to consult the regulatory history 

of Part 36 to help understand how the specific safety requirements in Part 36 relate to the 

general requirement in section 30.33(a)(2).  

The Intervenor’s interpretation, on the other hand, would render Part 36 largely 

redundant.  Under this interpretation, each applicant would have to demonstrate—and the Staff 

would have to verify—that complying with the specific requirements in Part 36 is also sufficient 

to demonstrate “[t]he applicant’s proposed equipment and facilities are adequate to protect 

health and minimize danger to life or property.”  In other words, the Staff would have to 

revalidate on a case-by-case basis that each of Part 36’s comprehensive requirements is 

sufficient to ensure compliance with the general requirement in section 30.33(a)(2).  The Staff 

would have to conduct not only a site-related safety analysis; it would have to independently 

verify that sealed sources meeting the performance criteria in section 36.21 are sufficient to 

comply with section 30.33(a)(2), that access control systems meeting the criteria in section 

36.23 comply with 30.33(a)(2), and that all other specifically applicable requirements in Part 36 

are sufficient to meet section 30.33(a)(2).  The Staff would have to conduct this analysis in 

every irradiator licensing action, even if there are no unique or exceptional circumstances 
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suggesting that compliance with Part 36’s comprehensive regulations might not fully satisfy 

section 30.33(a)(2).  This approach would call into question the very need for Part 36, and also 

prevent Part 36 from serving its intended purpose, illustrating the flaw in the Intervenor’s 

analysis.  Cf. Kaseman v. District of Columbia, 444 F.3d 637, 642 (D.C. Cir. 2006) (“When 

possible, statutes should be interpreted to avoid ‘untenable distinctions,’ ‘unreasonable results,’ 

or ‘unjust or absurd consequences.’”). 

II.  The Intervenor Fails to Demonstrate There is a Genuine Dispute as to Whether the Staff 
Must Perform a Site-Related Safety Analysis of Aircraft Crashes___________________                         

 The Intervenor argues that there is a high probability of an aircraft crash involving 

Pa’ina’s irradiator.  Intervenor’s Brief at 2, 4, 8.  However, the Intervenor's argument is irrelevant 

given that the Commission specifically considered aircraft crashes when adopting Part 36 and 

nonetheless concluded irradiators can be built anywhere other occupied buildings are located.  

58 Fed. Reg. at 7725–26.  Concluding its discussion of aircraft crashes in its Statement of 

Consideration (SOC) to the final rule, the Commission explained, “The NRC has concluded that 

a prohibition against placing an irradiator where other types of occupied buildings could be 

placed is not justified on safety grounds. . . . Therefore, NRC will allow the construction of an 

irradiator at any location at which local authorities would allow other occupied buildings to be 

built.”  58 Fed. Reg. at 7726.   

 The Intervenor argues that, in considering aircraft crashes during its Part 36 rulemaking, 

"The Commission never considered the safety of the materially different [underwater] irradiator 

design that Pa'ina proposes.”  Intervenor’s Brief at 10.  This argument is easily refuted.  The 

SOCs to both the Part 36 proposed and final rules state that Part 36 applies to underwater 

irradiators, as does the final rule itself.  55 Fed. Reg. at 50010, 58 Fed. Reg. at 7715–16, 

10 C.F.R. § 36.1(b).  Part 36 contains no fewer than fifteen references to underwater irradiators, 
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demonstrating that the Commission was well aware of potential safety issues associated with 

this type of irradiator.    

 As the Staff noted in its initial brief, there are instances in the SOCs where the 

Commission addresses a type of irradiator specifically in order to point out special safety 

features that will ensure the irradiator meets the requirements of Parts 20, 30 and 36.  Staff’s 

Brief at 10.  Read in context, it is clear the Commission does not mention other types of 

irradiators in these sections because other irradiators do not require precisely the same safety 

features to meet regulatory requirements.  The Intervenor suggests that, rather than showing 

the Commission had special safety concerns regarding the types of irradiators specifically 

mentioned, these SOC sections reflect that the Commission failed to consider safety issues 

associated with the irradiator types not mentioned.  This argument is inconsistent with the plain 

language of Part 36 and the SOCs, which show that the Commission comprehensively 

evaluated potential safety risks to both underwater and panoramic irradiators before adopting 

the “formal, detailed, comprehensive set of regulations” in Part 36.  58 Fed. Reg. at 7716. 

 In fact, Part 36 reflects that the Commission had more safety concerns regarding 

panoramic irradiators than underwater irradiators.  Part 36 contains approximately fifty 

references to panoramic irradiators, with many more requirements applying specifically to 

panoramic irradiators than to underwater irradiators.3  It is in this context that the SOCs 

discussion of panoramic irradiators and aircraft crashes must be considered.  In that discussion, 

the Commission questioned whether there was any heightened risk to panoramic irradiators 

before concluding an irradiator could be built “at any location at which local authorities would 

allow other occupied buildings to be built.”  58 Fed. Reg. at 7726.  The Commission was not 

 
3 For example, the requirements in sections 36.23, “Access control”; 36.27, “Fire protection”; and 

36.31, “Control of source movement” apply largely or entirely to panoramic irradiators. 
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implying that its conclusion applied only to panoramic irradiators; the Commission simply did not 

deem it necessary to further justify its conclusion with respect to underwater irradiators.4  

 In any event, even if the Commission intended for applicants and the Staff to perform a 

site-related analysis of aircraft crashes in certain cases, the Intervenor fails to show there is a 

genuine dispute regarding the need for such analysis here.  See 10 C.F.R. § 2.309(f)(1)(vi) 

(requiring petitioner to “[p]rovide sufficient information to show that a genuine dispute exists with 

the applicant/licensee on a material issue of law or fact”).  The Intervenor focuses on the 

probability of an aircraft crash involving Pa’ina’s facility, but fails to explain why such an event is 

likely to cause a release of radiation exceeding regulatory limits.  Indeed, the SOC to the final 

rule suggests that the Commission did not base its analysis of risks from aircraft crashes on the 

probability such an event would occur.  Rather, the Commission concluded that design criteria, 

as opposed to siting criteria, would render the consequences of an aircraft crash insignificant 

from a radiological standpoint.  As the Commission explained in the SOC, “[e]ven if a source 

were damaged as a result of an airplane crash, large quantities of radioactivity are unlikely to be 

spread from the immediate vicinity of the source rack because the sources are not volatile.”  

58 Fed. Reg. at 7726.  The Commission’s conclusion disposes of the Intervenor’s argument that 

an aircraft crash could somehow result in the dispersal of pulverized Cobalt 60.  Intervenor’s 

Brief at 5.  The Intervenor also suggests an aircraft crash could pierce the liner of Pa’ina’s 

irradiator pool, or place emergency workers at risk of overexposure.  Intervenor’s Brief at 4–5.  

However, the Intervenor fails to address the portions of Pa’ina’s application relevant to these 

issues, including those sections describing emergency procedures.  See 10 C.F.R. 

 
4 In the section of SOC cited by the Intervenor, the Commission was considering whether the 

walls of the radiation room at a panoramic irradiator would be sufficient to protect the source in the event 
of an aircraft crash.  58 Fed. Reg. at 7726.  However, “[u]nderwater irradiators do not have radiation 
rooms.”  10 C.F.R. § 36.2.  This further demonstrates that, when it referred to panoramic irradiators in its 
discussion of aircraft crashes, the Commission was simply considering whether specific features of 
panoramic irradiators warranted additional safety requirements.   
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§ 2.309(f)(1)(vi)(requiring a petitioner to “include references to specific portions of the 

application (including the applicant’s environmental report and safety report) that the petitioner 

disputes and the supporting reasons for each dispute. . . .”). 

III. The Intervenor Fails to Identify a Genuine Dispute Suggesting the Need for a Site-
 Related Seismic Analysis_____________________________________________ 

 
 The Intervenor argues there is a particular need for a site-related seismic analysis in this 

case because Pa'ina's proposed irradiator site is on "unconsolidated fill that is prone to 

liquefaction."  Intervenor’s Brief at 11.  The Intervenor's expert also asserts that Pa'ina had no 

basis for assuming Uniform Building Code (UBC) seismic zone 2A applies to its site.5  The 

expert suggests that the "unconsolidated alluvial sediments" underlying Pa'ina's site might, 

during an earthquake, be more significantly affected than a typical site in zone 2A.  Id.   

 As noted in the Staff’s initial brief, the SOC to the Part 36 final rule shows that the 

Commission did not intend for the Staff to conduct a site-related seismic analysis for an 

underwater irradiator unless a “unique threat is involved which may not be addressed by State 

and local requirements.”  Staff’s Brief at 17–18, citing 58 Fed. Reg. at 7725–26.  The 

Commission’s approach is reflected in section 36.39(j), which prescribes seismic requirements 

only for panoramic irradiators, not for underwater irradiators.  Given that Pa’ina will be building 

an underwater irradiator, the Intervenor fails to raise a material issue of law or fact in arguing 

that a site-related seismic analysis is required here.  

 The Intervenor also fails to raise a material issue to the extent it argues Pa’ina’s 

irradiator will face “unique” seismic risks.  Intervenor’s Brief at 11.  The Intervenor fails to 

                                                 
5 Supplemental Declaration of George Pararas-Carayannis, Ph.D., in Support of Concerned 

Citizens of Honolulu’s Contentions Re: Final Safety Evaluation Report at 4.  



 
 

- 8 -

address Pa'ina's specific design plans or Geotechnical Report6 and explain why, in light of that 

information, its concerns are valid.  The Intervenor’s expert is only able to assert that the UBC 

zone 2A designation "may not be valid" for Pa'ina's site and does not explain what he considers 

to be the appropriate designation.  Also, the Intervenor does not address the International 

Building Code—now in effect in the City and County of Honolulu—or that code’s seismic 

provisions.  The Intervenor therefore fails to support its arguments as required by section 

2.309(f)(1)(vi).  Further, the Intervenor fails to consider that, even for "seismic zones" as defined 

in section 36.2, the NRC will allow irradiators to be built in such zones if they comply with 

applicable building codes.  58 Fed. Reg. at 7721, 7725–26.  

IV.  The Commission Should Not Adopt the Intervenor’s Proposed Probability Threshold  

 In its second question, the Commission invited the parties to address what probability 

threshold should, if reached, require a site-related safety analysis in connection with a proposed 

irradiator.  The Intervenor argues that the Commission should establish a threshold probability 

of 10-6, a threshold identical to that established for aircraft crashes at independent spent fuel 

storage installations (ISFSIs).  Intervenor’s Brief at 11–13, citing Private Fuel Storage, LLC 

(ISFSI), CLI-01-22, 54 NRC 255, 265 (2001).  The Staff submits that such a threshold is 

unjustified and reiterates its position that the Commission should refrain from establishing a 

quantitative threshold for irradiators.  Staff’s Brief at 22–24. 

The Intervenor’s argument is misplaced because the risks associated with an irradiator 

are simply not comparable to those presented by an ISFSI.  The Commission has recognized 

that irradiators and ISFSIs raise different safety issues, at least implicitly, by taking divergent 

regulatory approaches with respect to these facilities.  The Commission’s intent in adopting Part 

                                                 
6 Application for Material License for Pa’ina Hawaii, Rev. 00 (June 23, 2005) (ADAMS 

ML052060372); Pa’ina Hawaii, LLC—Geotechnical Report (November 30, 2005) (ADAMS 
ML053460276). 
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36 was to provide comprehensive rules that would eliminate the need for applicants and the 

Staff to analyze all aspects of an irradiator application on a case-by-case basis.  58 Fed. Reg. at 

7715–16.  In contrast, the regulations governing ISFSIs at 10 C.F.R. Part 72 impose a case-by-

case licensing scheme that requires detailed, site-specific analyses.7  Thus, in the rulemaking 

for Part 72, the Commission concluded—as it did not in its Part 36 rulemaking8—that applicants 

should be required to address siting issues, including risks associated with natural and other 

phenomena.  

 The Intervenor argues that the Commission would not be justified in setting a lower 

threshold for irradiators than for ISFSIs because “‘NRC regulations as applied should achieve a 

comparable level of protection for the public health and safety’ regardless of the type of NRC-

licensed activity.”  Intervenor’s Brief at 13, citing 60 Fed. Reg. at 20,882-83.  However, the 

statement cited by the Intervenor was made specifically in the context of comparing nuclear 

reactors, ISFSIs and geologic repositories, not all NRC-licensed facilities.  Id.  Further, even if 

comparable protection of irradiators and ISFSIs were warranted, that would not require identical 

 
7 Part 72 devotes an entire subpart, Subpart E, to siting factors and generally requires that “site 

characteristics that may directly affect the safety . . . impact of the ISFSI . . . must be investigated and 
assessed.”  10 C.F.R. § 72.90(a).  Subpart E contains numerous other provisions relating to site-specific 
safety analyses, including the provisions in sections 72.90(c), 72.92, 72.94 and 72.102.  The Commission 
included site-specific requirements in many other sections of Part 72 as well, including sections 72.24(a), 
72.24(d)(2), 72.44 and 72.122(b)(2).  Section 72.122(b)(2) in particular requires structures, systems and 
components important to safety to be designed to withstand the effects of natural phenomena such as 
earthquakes, tornadoes, hurricanes, floods, and tsunamis, with “appropriate consideration of the most 
severe of the natural phenomena reported for the site and surrounding area.”  In addition, the Part 72 
rulemaking shows that the Commission thoroughly considered siting, and seismic events in particular. 
Licensing Requirements for the Storage of Spent Fuel in an Independent Spent Fuel Storage Installation, 
45 Fed. Reg. 74,693, 74,695, 74,697–98 (Nov. 12, 1980). 

 
8 If the Commission considered the risks to public health and safety from irradiators comparable 

to those of an ISFSI, it could have patterned Part 36’s regulatory framework after Part 72, which was 
adopted ten years before the Commission issued the Part 36 proposed rule.  Significantly, the 
Commission did not follow Part 72’s site-specific approach when drafting Part 36. 
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regulation.  See id. (stating that “the goal of comparable protection does not require regulation 

of ISFSIs using the same requirements for reactors”).   

 Finally, as the Staff noted in its initial brief, there is insufficient data on which to establish 

a quantitative threshold for site-related risks at irradiators.  Staff’s Brief at 22–23.  The few 

incidents cited by the Commission in its Part 36 rulemaking had no significant effect on public 

safety.  55 Fed. Reg. 50012–13.  Given the limited data on site-related events at irradiators—

coupled with the marked differences between irradiators and ISFSIs—the Commission should 

refrain from adopting a quantitative threshold for a site-related safety analysis in irradiator 

licensing, and the Commission certainly should not adopt the 10-6 threshold for which the 

Intervenor argues.   

CONCLUSION 

 The Intervenor has not shown that 10 C.F.R. § 30.33(a)(2) requires a safety analysis of 

risks associated with aircraft crashes and natural phenomena at Pa’ina’s proposed irradiator 

site.  The Intervenor fails to set forth a proper understanding of the relationship between 10 

C.F.R. Part 36 and 10 C.F.R. § 30.33(a)(2).  Further, the Intervenor fails to explain why, 

applying the correct standard for determining whether a site-related safety analysis is required, 

there is a genuine issue as to whether such analysis is necessary under the circumstances of 

this case.  

        Respectfully submitted, 

       /RA/      
       Michael J. Clark 
       Counsel for the NRC Staff 
 
Dated at Rockville, Maryland 
this 14th day of November, 2007 
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