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GLOSSARY

ACMUI - NRC’s Advisory Committee on the Medical Uses of Isotopes, which
provides advice, as requested by the Director, Division of Materials Safety and
State Agreements (MSSA), Office of Federal and State Materials and
Environmental Management Programs (FSME), on policy and technical issues that
arise in regulating the medical use of byproduct material for diagnosis and therapy.

ACNM - American College of Nuclear Medicine. Its stated purposes is to advance
the science of nuclear medicine and improve its benefits to patients, encourage
improved and continuing education for practitioners in nuclear medicine and allied
fields and study the socioeconomic aspects of the practice of nuclear medlcme

See hitp.//www.acnucmed.com/

Agreement State - A state with which NRC has entered into an agreement under
Section 274b of the Atomic Energy Act, 42 U.S.C. § 2021(b), permitting the state
shared regulation of some licensed nuclear materials. See 10 C.F.R. § 35.2;
Mississippi Power & Light Co. v. NRC, 601 F.2d 223, 233 (5™ Cir. 1979).

ALARA — Acronym for "as low as (is) reasonably achievable." It means making
every reasonable effort to maintain exposures to ionizing radiation as far below
regulatory dose limits as practical, consistent with the purpose for which the

~ licensed activity is undertaken, taking into account the state of technology, the
economics of improvements in relation to the state of technology as well as
benefits to the public health and safety, and other societal and socioeconomic
considerations, and in relation to utilization of nuclear energy and licensed
materials in the public interest. See 10 C.F.R §§ 20.1003 and 1101(b).

AMA - American Medical Association. Its stated mission is to promote the art and
- science of medicine and the betterment of public health through core values of
leadership, excellence and integrity/ethical behavior. See http./www.ama-

assn.org/
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CORAR - Council on Radionuclides and Radiopharmaceuticals, Inc. An
association comprising companies in the United States and Canada that
manufacture and distribute radiopharmaceuticals, sealed sources, and radionuclides
primarily used in medicine and life science research. See http://www.corar.org/

. Curie (Ci) — The basic unit used to describe the intensity of radioactivity in a

sample of material. The curie is equal to 37 billion (3.7 x 10'%) disintegrations per
second, which is approximately the activity of 1 gram of radium. A curie is also a
quantity of any radionuclide that decays at a rate of 37 billion disintegrations per
second.

ICRP - International Commission on Radiological Protection. The ICRP
“considers the fundamental principles and quantitative bases upon which
appropriate radiation protection measures can be established, while leaving to the
various national protection bodies the responsibility of formulating the specific
advice, codes of practice, or regulations that are best suited to the needs of their
individual countries.” See http.//www.icrp.org/about.asp :

Millicurie (mCi) — Equals 0.001curie.

Millirem (mrem) - Equals 0.001 rem.

4 NCRP National Councﬂ on Radiation Protectlon and Measurements. Its stated .

mission is to formulate and disseminate information, guidance and
recommendations on radiation protection and measurements that represent the
consensus of leading scientific thinking. See http./www.ncrponline.org.

* Radiation Safety Officer (RSO) — The person appointed by a licensee’s

management under 10 C.F.R. § 35.24(b) responsible for implementing the
licensee’s Radiation Protection Program, whose training is governed by the
requirements of 10 C.F.R. § 35.50.

Rem - The acronym for “roentgen equivalent man” is a standard unit that measures
the effects of ionizing radiation on humans. It is the product of the absorbed dose
in rads (a special unit of absorbed dose) and the biological effectiveness of the
radiation.” A rem is sometimes expressed in the equivalent Sv (Slevert) where 1
rem equals .01 Sv.

TEDE - the sum of the deep-dose equivalent (for extemalxexposures) and the
committed effective dose equivalent (for internal exposures).



JURISDICTIONAL STA'TEMENT |

The petition for review challenges a Nuclear Regulatory Commission
(NRC)} decision denying.petitioner’s request for rulemaking.' This Court generally
has subject matter jurisdiction over denial of a petition for rulemaking under the
- Hobbs Act, 28 US.C.§ 2341 et seq. Here, however, the Court lacks jurisdiction
for two reasons. First, pefitioner has not shown personal harm from the
mlemaking denial, has not demonstrated that any harm woﬁld be redressed, and
thus has not shown sta'nding.» Second,Ialthough the petition was filed within sixty -
days of NRC'’s denial as required by 28 U‘.S.C. § 2344, petitioner relies almost
‘entirely on alleged flaws in an unchalleﬁged rulemaking completed more than a
decade ago, and thus‘his challenge nbw is untim¢1y.

- STA4 TEMENT OF THE ISSUES

1. %ether this Court lacks jurisdiction to review NRC’s denial of a petition
for rulemaking, where petitioner has failed to estab_ﬁsh thevconstituvtional :
requirements for standing and where he seeks to revive previously forfeited and
now out-of-time challenges to a 1997 rule.

2. Whether NRC réasonably turned down a petition for rulemaking to

revoke a 1997 NRC rule establishing new “patient release” criteria, where doctors

' For clarity, we refer to the petitioner before this Court, Peter Crane, as petitioner.
When referring to others who have filed rulemaking petitions, we shall identify
them by name. :



and medical organizations unanimousiy oppo_sed" the petition and NRC found no
technical basis to launch a fresh rulemaking.
STATEMENT OF THE CASE

Millions of patients are treated each year with radioactive pharmaceuticals
or compounds (“radiopharmaceuticals”) for diagnosis or treatment of disease or for
human research. These patiehts can exposevothe'rs around them to radiation until
the radioactive material administered to them has been eliminated frdm their
bodies or the radioactivity has deéayed. To reduce the risk of exposuré to others
around the patient, NRC maintains regulations governing the release of patients
from medical care after they are given radiopharmaceuticals. The current patient
- release criteria, adopted iri 1997 (see Petitioner’s Excerpts of 'Recor-d (ER) 35-48),
are found at 10 C.F.R. § 35.75. |

This petition for review challenges NRC’s denial of a request to revisit the
1997 rule. Among other things, that rule allows NRC medical licensees (e.g.,
hospitals) to release patients “not likely” to expose other individuals to more than 5
mSv (0.5 rem; see Glossary) in “total effective dose equivalent” (TEDE; see
Glossary). The rule also requires licensees to provide “instructions, inc.luding
- written instructions,” to patients on how to keep doses to others “as low as is‘
reaéonably achiévable” if the total effective dose to any.other individual is likely to

exceed 0.1 rem. See 10 C.F.R. § 35.75(a), (b). Petitioner arguéd both in comments



. duﬁ_ng the original 1997 rulemaking and in a petition for rulemaking he filed in

2005 that NRC should utilize its formér (pre-1997) rule — which‘,‘h_e argues,
reflected a more “cqnservative radiation prdtectiori practice.” (Pet.Br.5) |

'NRC rejected the 2005 rulemaking petition, but nonetheless issued fresh
gu.idénc'e streésing the particular importance of protecting children against
excessive exposures. (ER5) NRC reasoﬁed that its 1997A fule already provided the
public adequate protection and enjoyed broad support in the medical commuhity.
(ER3) The agéncy pointed to its limited resources and-the lack of a strong technical
basis to justify undertaking a fresh ru'liemaking on the patient rele‘aseA issue. (ER4)

STATEMENT OF THE FACTS |
A. The earlier rulemaking on 10 C.F.R. SS 20.1301 and 35.75.

The current rule results from rulemaking begun in 1991, which initially
addressed the relationship between NRC standards for protecting the general public

from radiation resulting from licensed activities and the more specific standards for

protecting against radiation from patients administered radiopharmaceuticals. In

1991, NRC published a new rule that amended the general standards under 10
C.F.‘_R. § 20.1301 setting dose limits for protecting members of the general public
from radiation from licensed activities (the “Part 20 limits”). See 56 Fed. Reg.

23360 (May 21, 1991). This rule did not clarify, however, whether the general Part



20 limits on public exposure applied to exposures created by the release of patients
under 10 C.F.R. § 35.75.
| This created a dilemma for the mediéal community. Section 20.1301
lowered the permissible dose to members of the public generally from 0.5 rem/yr to
0.1 rem/yr. | But Section 35.75(a), at that time, permitted physicians and hospitals
(i-e., medical licensees authorized to possess and 'use. radioactive materials for their
paticnts) to releasé treated p_atien'ts. from hospitals at which radioactive iodine-31
(I-131) had been administered once the level of radioactivify was less than 30
millicuries (mCi), or the measurcd dose rate from the patient was less than 5 |
millirems/hr at a distance of one meter. (ER1)

.Becausc a patient with 30 mCi was likely to emit radiation at levels that
would likely create exposure to family and others exceeding the 0.1 ferﬁ limit under
Section 20.1301, medical professionals were concerned whether the new Part 20
limits applied to their patients. If Part 20 did apply, then inpatients treated with I- |
131 would have to remain hospitalized longer until their radibactiv_ity receded.
Also, patients treated or diagnosed with I-131 as outpatients might have to be
hosp'italized. |

Dr. Carol Marcus, UCLA School of Medicine, peti_tioned for ruiemaking,.
pointing out this practical problem:

If members of the public who are closest to the patient may not receive
more than [0.1 rem per year], patients who are now hospitalized would



require hospitalization for appropriately longer times than they are
- now and many outpatients would have to be made inpatients.

[Respondents’ Excerpt of Record (RER) 75; emphasis added]
According to Dr. Marcus, léweringvthe absorbed dose permitted non-patients from
patient exposure “woﬁld be extremely expengive” and without scientific
justification, given that no adverse health effects had been shown from naturally
occurring radiation (i.e., background) levels of 250 mrem. ‘. Id. | NRC published
notice of the mlcmaking petition and invited comments. "See 56 Fed.»Rég._ 26945
(June 12, 1991). Dr. Marcus later bropdéed to NRC an amendment to Section
35.75 authqrizing releése of é treated patientvif exposure to others would not exceed
0Srem. (RERS3)

Next, NRC pﬁblished t\wo other rulemaking petitions likewise seeking
clériﬁéation/xﬁbdiﬁcation of patient release criteria. One was filed by the
American College of Nuclear Medicine (ACNM). See 57 Fed. Reg. 8282 (March
9, 1992.); 57 Fed. Reg. 21043 (May 18, 1992). The ACNM urged NRC to amend
| Séction 35.75 becquse “temporary home confinement instead of mandating
hospitalization ... Would provide efficient care and allow costs to be minimized
~ without increased risk to the public.” 57 Fed. Reg. 8282.

The other prqposal was submitted by the American Medical Association

(AMA). See 59 Fed. Reg. 37950 (-July 26, 1994). Like Dr. Marcus, the AMA

urged NRC to permit release of patients diagnosed. or treated with I-131 if dose to



éthers_ from exposure were lesé than 0.5 renl/yr. The feport of the AMA Council on
| Scientiﬁc Affairs stated that, absent NRC action: “[S]ome procedures utilizing
radioisétépic materials that have routinely been performed on an outpatient basis
now will require hospitalization,‘ ﬁot for medical but for regulatory reasons.
Enforced hospitalization will significantly inérea;se the cost éf medical care and
possibly result in patients not being able to receive that care.” (RER95) The AMA
declared that applying the}O.l rem exposure limit to patie'nts administered 30 mCi |
of I-131 would require héspitalization for “up to 10.,000_ tthyroid] cancér patients
annually.” (RER95-96) |

NRC handled these three related rulemakings in a single proceeding and, in
19,94; proposed (1) to clarify that Section A35.75 rc‘leaéed patient exposures wefe not
covered by Section 20.1301(a), and (2) to change the patient release criterfa under
Section 35.75 “frofn 30 milliéuries of activity in a patient or a dose rate of 5
millirems per hours at 1 meter from a patient, to dose-based criteria wher_é the
TEDE to an individual froﬁn exposure }to a released patient is not likely to exceed 5
- mSv (0.5 rem).” (ER3) This pfoposal thereby adopted the medical conimunity’s |
recomrﬁen‘dations to change the release limit from an activity-based standard
(measuring the patient’s radioactivity) to a dose-based standard (measuring the
predicted exposﬁre of family and othe;s-in proximity). See 59 Fed. Reg. 30724

(June 15, 1994).



The proposed rule included a new 10 C.F.R. §. 35.75(b) (1) requiring
licensees to give released patients written instructions on how to minimize
exposure to others, that is, to keep dosés to others “as low as (is) reasonably
achievable” (known as the ALARA standard; see Glossary), if the TEDE to another
person was likely to exceed 100 fnrem (0.1 rem) in any givén year. |

NRC concurrently issued draft regulatory gUidé_nce, DG-8015, “Rélease of
Patients Administered Radioactive ‘Materials,” on how to det_efmine the dose of the
individual likely to receive the highest exposure from treated patients, aloﬁg with
instructions on how to keep doses ALARA. Finally, NRC also prcpared a dfaft
analysis examining benefits/impacts of the proposed rule. See NUREG-1492,
“Regulatory Analysis on Criteria for the Release of Patients Administered
Radioactive Material” (May 1994) (RER112)

| NRC received 63 comments on the f)roposed rule and draﬂ guidance, mostly
from medical practitioners and medical organizations supporting the proposed 0.5
rem dose limit. (ER36) Petitioner himself parti;ipated in the proceeding,
vigorously opposing the proposed rule. (RER88,107,113) In 1997 NRC adopted
the new‘O.S rem release standard, explaining Why its new dose-based standard.
Wouid irﬁprove upon fhe activity-based standard used in the past:
The NRC is adbpting a dose-based lirﬁit rather than an activity-based

limit because the dose-based limit better expresses the NRC's primary
- concern for the public's health and safety. [ER37]

(



NRC preferred the dose-based approach because the activity-based approach
posed av practical problem for protecting public health and safety: differing
radionuclides with the same activity resulted in different doses.A 1 NRC thus
found that radiation exposure to families and others in proximity to the patient is
better understood and regulated in terms of dose tp those individuals rather than the
radioactivity of the patient. Id. NRC noted that its new 0.5 rem standard was
consistent with thc uhderlying risk basis of the thén current 10 CF.R. § 35.75 as
well as those provisions of 1.0 C.F.R. §20.1301(c) pértaining to temporary
situations in which justiﬁéaﬁoh ekists for a dose limit higherrthan 0.1 rer’h. ld.

NRC issued supporting guidance calculations for practitioners to,d§:rive ,
estimated dose to affected individuals from acorrequnding activity level, usiﬁg
chseNative assumptions and based on National Council on Radiation Protection
and Measurements (NCRP) data. Significantly, NRC determined, as a practical |
matter, that the release limit 6f }0.5 rem (exposure to otherS) for 1-131 corresponds
to 33 mCi (the patient’s radioactivity), “which is essentially the same as the current
release quantity,” that is, what is now the former release standard of 30 mCi. 7d.

B. Petitioner’s request for rulemaking in 2005.

Petitioner participated in the 1991-97 rulemaking and staunchly opposed the
new rule, but did not seek judicial review. Instead, eight years after promulgation

of the new Section 35.75, petitioner asked NRC to revoke its new dose-based rule



ahd reinstate its old activity-based rule. Specifically, petitioner wanted NRC o
allow release of treated :patients only if they have 30 mCi or less of I- 1-31.in thoir .
bodies, as in the original Section 35 .7'5. (ER88-105)

This petition wés neither joined nor supported by doctors or medical
Organizatio.ns. To the contrary, doctors, Radiation Safety Officers and medical
organizatioris unanimously opposed the petition. These organizations included the

' AMA, the American Society of Therapeutic Radiation Oncologists, the American

- Association of Physicists in Modicine, the American Board of Ntlclear Physicians,
the American Thyroid Association, the Endocrine Society,‘the American College of
Radiology, the Society of Nuclear Médicine, the American Pharmacists
“As_s‘o.ciation, the National Assooiation of Nuclear Pharmacists, .and the Council on
Radionuclides and Radiopharmaceuticals (CORAR).' (ERZ). In all, NRC received
48 comments. (ER2). Most opposed the petition; fourteen supported it. Id.

Pursuant to its usual practice (10 C.F R. § 2.802), NRC published n.otice of
the petition, desoﬁbing in detail petitioner’s objectiohs to Section 35.75 and
ihviting public comment. 70 Fed. Reg. 75752 (Dec. 21, 2005). Petitioner

‘sﬁpplemented his petition four times. (ER5_3,70,130,137)

Petitioner asserted legal as well as technical grounds for 'roinstating the 30

mCi activity standard. F irst, he repeated his accusation from the original

proceeding that an NRC staff employee had encouraged Dr. Marcus, the initial



petitioner for the rule change in 1991, to submit 'her rulemaking petition. (ER92-
96) Petitioner objected to this undisclosed support, as he had in the earlier
rulemaking. Second, as in the earlierrulcmaking, petitioner asserted that the 0.5
rem standard did not adequatelyv‘protect patients’ families, especially children, and
other members of the public upon discharge. (ER96-105) In petitioner’s view,
‘NRC’s rule did not deal adequately with the possibility of excessive exposures.
from vomiting, from use of public transport, froxﬁ proximity to family members,
and from an inability by hypothyroid patients to comprehend and follow medical
instructions. (ER3-6) |

'C. NRC’s denial of petitioner’s request for new rulemaking.

NRC denied petitioner’s request for rulemaking. First, the agency rejected

- petitioner’s “legai” argumept - ﬁis éémplaint that NRC staff had illicitly assisted
- Dr. Marcus’s 1991 rulemaking petition — on the ground _that “[hJowever initiated,
the 1997 rulemaking involved bead participation with 63 commenters” and
included “independent proposals” by the AMA and ACNM. (ER3) Thus, NRC
said, “even assuming” procedural impropriety, no evidence showed that it caused a
“substantive” deﬁcienéy that would justify reopening the rule. /d.

Next, NRC responded to petitioner’s concerns for family exposure by issuing
new guidance for medical licensees, reiterating the special care needed for limiting

“exposure to children and infants from released patients.” (ER4) NRC notéd that
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CORAR, while opposing the rulemaking petition, pointed oui that a publication of
the International Commission on Radiological Protection (ICRP) in 2004 now
recommends that doses to children from released patients be no more than 0.1 rem,
noting that “doses to children from patient contamination have the potential to‘be
far greater tiian from external exposure.” (ER2; see RERS53) |

NRC noted this “departure from previous ICRP recommendations,” which
had previously not made “a distinction for children or infants.” (ER4). NRC
determined that instructing doctors to advise “patients to take precautions to
maintain the dose to childreri and infants as low as is reasonably achievable
(ALARA)” would be the approach “more likely to provide bettei protectiqn for
c‘hildren and infants.” Id. Toward that end, NRC modified its guidance to
physicians and its required instructions to patients “to stress the need to keep
children and infants awéiy from any possible sources of contaminat»ion.’i’ Id.

On a broader front, NRC stressed that those opposing the petition —
“doctors, medical pliysicists, and radiation safety 6fﬁcers, as well as several
medical professional organizations” (ER2) — “stated that reverting from the current
release criteria back to the 30 mCi rille would result in additional and unnecessary

“healthcare costs, and would unnecessarily limit access to treatment for patients who
cannot afford hospitalization.” (ER2) NRC indiéated that its current (1997) rule

continued to provide the public “adequate protection,” and found petitioner’s
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concerns about public tfansport, vomiting, and hypothyroid patients’ inabjlity to
follow instructions unpersuasive, and unsupported by “specific data.” (ER5) NRC
pointed out fhat its rulemaking resources are “limited,” and said there was not a
“sufficiently strong technical basis to consider the issues in this petitionina
rulemaking.” (ER4) |

SUMMARY OF THE ARGUMENT

This Court lacks jurisdiction to consider this lawsuit because petitioner has
ﬁot shown Standing and hiS mén'ts claims are untimély. These are jurisdictional
defects that cannot be waived and which NRC is therefdre duty-bound to raise.
See Nuclear Info. & Res. Serv. v. NRC, 457 F.3d 941, 949 (9" Cir. 2006);
Commonwealth Edison Co. v. NRC, 830 F.2d 610, 612 (7" Cir. 19.87)'. Evén if
jurisdiction exists, NRC’s denial of the petition for mlemakihg was entirely
reasonable and should be upheld. - .

1. Petitioner has said nothing about his standing to challenge the denial of
his rulemaking petition. Petitioners seeking judicial review have the burden to
show standing, unless their standing is readily discernible frbm the record.
Petitioner here has not satisfied hi}s burden. At most, one can glean from the record
that petitioner was a thyroid cancer patient treated with I-131 from 1988;91 and
continues to have a strong opinion on the release of I-131 treated patients.

Treatment long ago and personal interest and concern, however, do not constitute
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| paﬂiculariied-injhry, actual or imminent, from NRC’s denial of his rulemaking
petitlon.

Moreover, any injury to petitioner by way of increased exposure from
treated pa_tients is not traceable to NRC'’s denial of his rulemgking petition. NRC
rules regulate licensees and those who administer radioisotopes under licenses.
NRC does not exert regulatory authority over patients, who are free to leave the
hospital against medical advice. Co'nversely, Section 35.75 does not compel any
physician to release a patient under its criteria;- it only permits release if release
criteria are met. Ultimately, therefore, patient release decisions are the product of
physician-pétient consultation, not NRC rules.. | |

2. Petitioner’s lawsuit is also untimely. As he acknowledges, he participated
actively in NRC’s “patient release” rulemaking in the 1990’5 — it culminated in a
final rule in 1997 — and he could have challenged the rule then. His petition for
rulemaking and his appellate brief in this Court essentially rehash the same |

grievances he. had in 1997. Allolzving suit on those claims now woulcl defeat the
| purpose of the Hobbs Act’s 60-day limit on seeking judicial feview of NRC rules
— finality — by rendering all agency rules ephemeral, always subyj ect to reopening
‘and fresh challenge. |

3. Even if this COlJI't were to reach the merits, the burden in convincing a

court to reverse an agency’s decision not to initiate rulemaking is singularly
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difficult. Only a compelling showing of new information undermining the factual
underpinnings of the rule or violations of law would suffice.

This case involves not jlist proposed rulemaking in a previously unregulated

area; petitioner proposes rulemaking to overturn a rule seven years in the adoption

and in effect for more than a decade — a rule unanimously supported by medical
experts on the current rulemaking record and reasonable in its own right.
Petitioner argues passionately for an approach different from NRC’s — indeed he

argues for NRC’s prior approach. But he does not show that NRC’S current rule is

unlawful or based on important facts that NRC ignored. He relies heaVily on the

original rulemaking record, on extra-record information, on points he did not raise
in the rulemaking record below, on anecdotes, and on rhetoric questioning the

integrity of the medical profession ahd NRC regulators. He does not make the case

for a court order directing NRC to devote scarce resources to a fresh “patient

release” rulemaking.

The single most telling point about petitioner’s case is the overwhelming
opposition of dozens of coﬁxmenting physicians as well as nationally reriowned
medical ofganizations, all bf whom have a direct," day—to-day stake in patient and
family care under NRC’s rule. Petitioner’s concerns and policy preferences do not
outweigh the co.llectiv}e wisdom of the medical profession expressed in the record

and are insufficient to sustain his enormously heavy burden of proof.
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Petitioner also asserts that NRC gave insufficient weight to intematio‘nal
stahdards, the potential for hotel contamination by released patients, the emotional
beneﬁté of inpatient treatment, patient difficulty in understanding physician’s
iﬁstructions, and the particular risk of children’s exposures. These arguments are
unpersuasive. NRC indeed considered each of these issues during the 1997 and/or
current rulemaking, but accounted for these concerns in a way that does not reflect
petitioner’s own policy preferences. Policy disagreements are not nearly enough to
requiré a fr'esh. NRC rulemaking. |

Finaﬂy, petitioncr argue§ that the 1997 rule resulted frorn'inappropfiate .
‘collaboration between NRC staff qna a rulemaking proponent. This charge is
belied by the 1997 ruleméking record, which includes substantial factual and
expért suppo'li't for NRC’s approach. The procedural provéna_nce of the 1997 rule is
in any event immaterial, given that others, not Jjust the doctor accused of
inappropriate collaboration, sought the 1997 rule and given that what is before this
Court today is a 2005 pctition'for rulemakihg, not the 1997 rule.

o STANDARD OF REVIEW

A court’s review of an agency’s refusai to prorhulgate rules 1s ‘v‘extre'mel'y
limited” and “highly défexential.” Massachusetts v. EPA., 127 S. Ct. 1438, |
| 1459 (2007), quoting National Customs Brokers & Forwarders Ass'n of America,

Inc. v. United States, 883 F.2d 93, 96 (D.C. Cir. 1989). See also Midwest Ind.
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Transmission Sys. Operator, Inc. v. FERC, 388 F.3d 903, 910, 913 (D.C. Cir.
2004) (court’é review of ah agency’s decision not to conduct rulemaking is
“particularly deferential,” and the agency has a “limited burden” to justify its
refusal); American Trucking Ass'n, Inc. v. United States, 755 F.2d 1292, 1298 (7"
Cir. 1985) (standard of review “is highly deferential”); State Farm Mut. Auto. Ins.
Co. v. DOT, 680 F.2d 206, 221 (D.C. Cir. 1982), vac. on ether grounds, 463 U.S.
29-(1983) (“Agency decisions not to eonduct rulemaking . . . are tested under a
‘very narrow’ reading of the arbitrary and capricious test.” See also O ’Keeﬁ‘e s,
Inc. v. CPSC, 92 F.3d 940, 942 (9“h Cir. 1996). An “agency's refusal to instituté
rulemaking proceedings is at the high end of the range of levels of deference,”

especially where “the proposed rule pertains to-a matter of policy within the

agency's expertise and discreti_on.” Defenders of Wildlife v. Gutierrez, 532 F.3d

913, 919 (D.C. Cir. 2008).
Given agencies’ limited resources and their right and duty to establish their
own priorities in the public interest, courts overturn rulernakilng denials only in |
“the rarest and most compelling of circumstances.” Midwest Ind. Transmission
System Operator',.lnc.’, 388 F.3d at 906 (internal quotation marks omitted). There

must be a showing of “plain error-of law” or a showing that a rule’s “factual

‘premises” have so changed as to demand a fresh look at the matter. Id. ét 910-11

(internal quotation marks omitted).
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The subject of the rulemaking petition NRC denied here is one within its
,'partiéular realm of expertise — protection of the public health and safety from
radiation. In such cases, judicial review is extremely narrow. “‘Wh.ere the
rulemaking involves réview of the agency's technical or scientific evaluations and
determinations, the highest level of deference to the agency is to be applied.”
Ciﬁéens Céal Council v. EPA, 447 F.3d 879, 890 (6" Cir. 2006). Accord Lands
Council v. McNair, 537 F3d 981, 993 (9th Cir. 2008).

ARGUMENT

I. This Court lacks jurisdiction because petitioner has not
shown standing and his claims are untimely.

A. Petitioner’s participation in the rulemaking and his policy
concerns do not create standing.

While petitioner is a passionéte advocate of released patients’ rights, a
strong' interest in the subject matter of a rulemaking is insufficient for standing to
seek judicial review. “The Hobbs Act requires ‘that a party participate in the
underlying agency proceeding and meet the reduirements of constitutional and
prudential standing.” Bullcreek v. NRC, 359 F.3d 536, 540 (D.C. Cir. 2004)
(emphasis added). “Petitioners do not have a rigﬁt to seek court review of
administrative proceedings merely because they participated in them.” Klamath
Water Users Ass'n v. FERC, 534 F.3d 735, 738 (D.C. Cir. 2008) (internal

quotation marks omitted). See also Overton Power Dist. No. 5 v. O’Leary, 73 F.3d
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253, 257 (9" Cir. 1996).

~ Petitioner here has met the agency participation 'reqﬁirement, but not the
consﬁtutional (Article III) standing requirements. For constitutional standing, “a
'plaintiff muSt shéw (1)t has suffered an ‘injury in fact’ thaf is (a) concrete and
parti‘c.ularized and (b) actual or imminen’t, nof conjectural or hypothetical; _(2) the

injury ié fairly traceable to the challenged action of the defendant; and 3) it is

likely, as opposed to merely speculative, that the injury will be redressed by a

favorable decision.” Friends of the Earth, Inc. v. Laidlaw Environmeﬁtal Services
(TOC), Iﬁc., 528 U.S. 167, 180-181 (2000). See dlso Steel Co. v. Citizens for a
Better Env't, 523 U.S. 83, 102-103 (1998); Lujan v. Defenders of Wildﬁfe, 504
U.S. 555, 560-61 (1992); Nuclear Info. & Res. Serv. v. NRC, 457 F.3d at 949; Pony
v. County of Los Angeles; 433 F.3d 1138, 145-46 (9™ Cir. 2006); Central Arizona
Water v. EPA, 990 F.2d 1531, 1537 (9th Cir. 1993).

This is nof a case where standing is self-evident, as when "th¢ plaintiff is
himself an object of the action." Lujan, 504 U.S. at 561. Here, NRC is not

regulating petitioner, but rather licensed health care providers authorized to possess

and use radiopharmaceuticals. This renders petitioners' claim to standing

substantially more difficult to establish. /d. at 562. And to show standing, a

petitioner must support each element of its claim to standing “by affidavit or other

| evidence.” Litjan, 504 U.S. at 561). “[T]he petitioner must either identify . . .
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record evidence sufficient to support its standing to seek review or ... submit
additional evidence to the court of appeals.” Siefra Club v. EPA, 292 F.3d 895, 899
(D.C. Cir. 2002). See also Physicians Comm. for Responsible Medicine,v. EPA,
2008 WL 4185751, 1 (9" Cir. 2008); Nuclear Info. ’& Res. Serv., 457 F.3d at 951.

Here, p'etitioner 1S silept on standing. This leaves us somewhat in the
position of "ﬂai][ing] af the unknown in an attempt to prove the negativg:." Sierra
Club, 292 F.3d at 901. The only statement of interest to be gleaned from the |
record is petitionerv’s comment that “[b]etween 1988 and 1991, I had been treated -
as an inpétient five times at the National Institutes of He’élth, with I-131 doses
totaling 700 millicuries, fof recurrent canc¢r.” (ER98) At that time, he was the .
fath¢r of two young children. (Pet.Br.15)

Without a statement of further treatments in his 2005 peﬁtion, it is
reasoﬂabie to infer that none has occurred, and it is petitioner’s burden to
demonstrate facts that establish standing. In any event, petitioner concedes that his
concern is not for hirhself, but for others — “real people — cancer patients — and
their families, in the here and now.” (ER105). He has not pointed to any personal
“injury that is either actual or iinminent,” Massachusetts v. EPA, 127 S. Ct. at‘
1441, sustained as a result of the rulemaking denial.

~ Without clain{ing that his family is likely to be imminently exposed to his

own radiation from I-131 treatment, petitioner is merely attempting to stand in the
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shoes of all familieé whose loved ones might be exposed. This generalized
grievance ié insufficent for standing. Valley Forge Christiaﬁ Co.l.lege v. Americans
United for Separation of Church and State, Inc., 454 U.S. 464, 475 (1982);
Physicians Committee for Résponsible Medicine, 2008 WL 4185751, 2. Petitioner
“still must allege a distinct and palpable injury to himself, even if it is/ an injury
shared by? lérge‘ class of other poSsible litigants.”'Warth v. Seldin, 422.U.S. 490,
501 (1975). |
" Petitioner has described his éxperience with recetving I-131, but has not
explained how he is currently affected by the denial of his rulemaking petition.
Accordingly, petitioner has not met his burden to “establish a real and immediate
threat” of injury, City of Los Angeles v. Lyons, 461 U.S. 95, 105 (1983), that is
“more thanv speculation.” Id. at 108. Standing requires a “credible threat,”
Kolehder v. Lawson, 461 U.S. 352, 355 n. 3 (1983), a “sufficient likelihood,’;
Lyohs, 461 US at 111, and more than “the mere physical or theoretical
possibility,” Mz{rphy v..Hunt, 455 U.S. 478, 428 (1982). Petitioner cann(.)t,

therefore, suggest potential harm “so remote as to preclude standing.” Fortyune v.

- American Multi-Cinema, Inc., 364 F.3d 1075,1081 (9™ Cir. 2004).

Even if petitioner is well-informed on patient release issues, without
personal injury, he would be cast in the role of a self-appointed “super-

administrative agency . . . with the capability of over-seeing and of challenging the
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action of the appointed and elected officials.” Alameda Conservation Ass'n v.
" California, 437 F.2d 1087, 1090 (9" Cir. 1971). “[Standing] is not to be placed in
the hénds of ‘concerned bystanders,” who will use it simply as a vehicle for the
vindication of value interests.” Diamond v. Charles, 476 U.S. 54, 61-62‘ (1986).
Finaliy, eveﬁ assuming injury-in-fact, petitioner has not satisfied the standing
requirements of traceability (causation) and redressability. NRC’s authority
extends fo licensed doctors and other medical users of I-131, not to patients. As we
discuss below, a treated patient always has discretioﬁ to :release himself from the
hpspitél. 2 Hospitals are not prisons and doctors are fi_ot wardens. Petitioner
acknowledges as much'in recouhting an episbde of a patient who left a Boston
Hospital “before receiving permission from the Radiation Safety- Officer.”
(RER125) Whefher under the old rule that petitioner prefers of the current rule, the
treating doctor exercises medical judgment on whether a patient should be released.
In short, because the patient ultimately controls his own release, guided by his
doctor’s »evaluation‘, any patient-causqd radiation exposures are not legally

“traceable to,” or caused by, NRC’s rule or its rulemaking denial.

? A patient might argue that his decision is controlled by the availability of medical
insurance to cover hospital costs. Certainly, petitioner feels that way. (Pet.Br.53 -
- n.28; ER135) Even assuming this to be so, it likewise shows that any injury
through exposure to others upon release is attributable to the terms of
reimbursement under the patient’s medical insurance policy, not NRC’s
rulemaking actions. ‘

21



B. The petition for review should be dismissed as an
untimely and belated challenge to NRC’s 1997 rule.

As this Court can readily see from petitioner’s earlier arguments and.
éommentary dﬁring the 1991-97 rulémaking, his 2005 peﬁtion was more or less a
reiteration of points he made before, which the NRC dutifully considered but
rejeéted. Under these circumstances, this Court should not countenance what.

amounts to an untimely appeal under the guise of a rulemaking petition that seeks

unothing more than reinstatement of the old rule NRC replaced in 1997. Because

petitioner filed no judicial challenge within sixty days after NRC’s adoption of its |
final rule in 1997 — as required by the Hobbs Act’s 60-day iimitations period, 28 |
U.S.C. § 2244 — his current lawsuit should be dismissed as untimely. This is
simply a case of a party who is trying “to restart the 60-day period by unilaterally

seeking repeal of a long-standing regulation.” State of Montana v. Clark, 749 F.2d

740,744 (D.C. Cir. 1984).

Petitioner was a party to the proceeding that culminated in the 1997 rule, and
candidly admits hé could and should have “taken the NRC to court then and there,”
but chose not to do so for fear.of “spreading myself too thin.” (ER95-96) He also
concedes that missing this opportunity was “a vmistake.”' (ER96) However, the
simple device of asking NRC to reinstate the old rule, based on arguments dusted

off from 1997, does not give petitioner a second bite at the apple.
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A similar belated suit was rejected in NRDC, Inc. v. NRC, 666 F.2d 595
(D.C. Cir. 1981), where the Court found that NRDC.may not “now seek review of
the proced"ure by which the amendments were promulgated; even though it could
have but did not seek direcf review thereof, by simply rai‘sing its objections in_ a

‘petition for rulemaking and seeking direct review of the order denying the
petition.” Id. at 601-02. The Court ruled that important Hobbs Act policies
“would be frustrated if untime‘ly procedural challeeges could be revived by simply
filing a petition for rulemaking requesting rescission of the regulatiohe ahd then
seeking direct review of the petition's denial.” Id. at 602. The same logic
governing untimely procedural cﬁallen’ges applies equally to substaﬁtive Achallenges
based on fuhdamentally unchanged policy disagreements.

Generally stated, petitioner’s comments in the earlier rulemaking and his
request for new rulemaking both start from a common premise: his strongly-held
policy view that the safety of families and the public from exposure to an I-131
treated patient reqhires hospital isolation until activity levels fall below‘ 30 mCi.
Thus, in the first rulemeking, petitioner said:

[TThe issue here is of protecting my own family, families like mine,

and the public at large from the risks associated with I-131. Patients

who come home with 150 or more millicuries of I-131 in their systems

will inevitably be delivering a larger radiation dose to their families

than when they could not leave radioactive isolation until the level in
their bodies dropped below 30 millicuries. [ER105 n.12]
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In 2005, petitioner offered the same argument as a basis for renewed rulemaking:
Patients treated for thyroid cancer with radioactive I-131 are now being
sent home to their families under conditions that guarantee that family
members would receive larger and potentially harmful doses of
radiation, under uncontrolled conditions. ...

This petition asks for the revocation of the rule, insofar as it allows

patients to be released from radioactive isolation with more than the

equivalent of 30 millicuries of I-131 in their systems. [ER88]

And before this Court, petitioner makes the same point:

Today, under the 1997 rule, patients are routinely sent home to their

“families with vastly greater amounts of I-131 in their systems — 200,

300, even 400 millicuries . ... [Pet.Br.32]

On its face, the 2003 petition for rulemaking makes clear that petitioner is
quarreling with NRC’s supposed mishandling of points he raised in the 1991-97
rulemaking, as shown by a simple comparison of his comments, now and then:

o Alleged procedural irregularities in NRC’s assistance to Dr. Carol
Marcus, one of three rulemaking petitioners (ER79-82,92-95;
135n.3,143).

. Comments by several Agreement States, questioning release of
patients with more than 30 mCi of I-131. (ER96-97,100-02; 131-
32,134)

o Views of NRC’s Advisory Committee on the Medical Uses of

Isotopes, including ACMUI Chairman Dr. Barry Siegel: (ER98;

132,136,140-143)
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Petitioner’s “own comments on the 1992 [rulemaking] petitions”
based “on my then recent experi‘ence as a thyroid cancer pz;tient.” |
(ER98-99; 130,138-40)

Petitiéner’s recitation of comments filed by the National Institutes of
Health in the earlier rulemaking. (ERIOO)

’ Patieﬁt vomiting, creating contamination (ER 89-90) (noting that
“NRC staff did a better job of responding to thé comments in the
[1997] final rule than it had in 1994” (ER77-79,89-90,101;
130,132,141)

Consistency with International Basic _Safety.Standards, “hoting that I
raised this issue at the _time of the earlier ruiemaking.” (ER73,90)
Difficulty of hypothyroid pati'ents'understahding, rerhemberiﬁg and
folldwing a doctbr’s instructions upon release. (ER90,99; 132)
Relative emotional beneﬁts_tb the patient and family of recovery at
home versus hospitalization (ER97-98&n.8,100; 132-33,137,140)
Particular hazards of I-131 fadiation, especially for c;hildfen (ER73-
74,91,104; 143-44)

Protection of non-family public from exposure (ER52-53; 132-
33,141)

Hospital costs and health insurance implications (ER75n.7,75-6n.8,76;
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135,142)
* Difficulties in patient/family adjustments at home after outpatient
treatment (ER71-72; 133-34,139,142-43)

Whatever procedural or substantive defects might have been raised as to the
1997 rulemaking, those arguments cannot be exhumed eight years later by a new
peﬁtion thét reialows the same ground. We understand that petitioner, a skilled
advocate, can likely point to this or that supposédly “new” infor‘matioﬁ to‘ support
his petiﬁon. But the underl.yi‘ng‘ truth remains that petitioner — openly remorseful
that he failed to seek review in 1997 because he would have been “spreading
myself too thin” (ER 95-96) — simply vseeks. another crack at this rule.

The Hobbs Act’s 60;day limitations period is not discretiohary. See 28
U.S.C. § 2344, 1t is mandatory and jurisdictional, and may not be judicially altered
~‘or expanded. Stone v. INS, 514 U.S. 386, 405 (1995); City of Benton v. NRC, 136
F.3d 824 (D.C. Cir. 1998); NRDC v. NRC, 666 F.2d 595, 602 (D.C. Cir. 1981).

Because petitioner, in essence, challenges procedural and substantive flaws
in the 1997 rulemaking, his petition is untimely. The Hébbs Act’s 60-day limit
: efnbodies the intent of Congress to impart “finality into the administrative process, -
thereby conseﬁing administrative resources and protecting the reliance interests of
~ [those] who conform their conduct to vthe regulations.” NRDC, 666 F.2d at 602

- (emphasis added). |
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NRC enacted its 1997 rule only after painstaking and exhaustive scientiﬁc
review lasting six years, which involved input from its own medical advisory‘
group, participating medical organizations and doctoré, international groups,
Agreement Statés,“‘ and other commenters, including petitioner himself.--Wheh one
considers the effort underlying the 1997 rule, it is hard to justify rein\.lenting the
wheel at petitiorﬁer’s behest eight years later. Courts have never permitted ﬁarties

“to sit idly by” rather than timely seek review to protect their rights. Guerrero-

. Santana v. Gonzales, 499 F.3d 90, 94 (1% Cir. 2007),

We anticipate two bases petitioner might offer for excusing untimeliness.

The first is the so-called “reopener” doctrine “well established” in the District of

Columbia Circuit, HRI, Inc. v. EPA, 198 F.3d 1224, 1239 (10* Cir. 2000). “The

reopener doctrine allows judicial review where an agency has - either explicitly-or
implicitly — undertaken to ‘reexamine its former choice.” Nat'l Mining Ass'n v.
Dep 't of the Interior, 70 F 3d 1345, 1351 (D.C. Cir. 1995), quoting Public Citizen

v. NRC, 901 F.2d 147 151 (D.C. Cir. 1990)

* Commentary by the Agreement States is particularly instructive on this issue.
Petitioner notes that a few Agreement States originally questioned the current rule
(Pet.Br.15), but ignores that the remainder, by their silence, agreed with, or at least
did not oppose, the change. In the current rulemaking, only one Agreement State
responded, affirmatively supporting the existing rule as providing “substantial”
benefit to patient and families alike. (RER72).
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Here, NRC never indicéted any intention to reexamine the 0.5 rem patient-
release standard. NRC merely gavé public notice offering an opportunity for
comment and explaining petitioner’s reasons for hié proposél. 70 Fed. Reg. 75752
(Dec. 21, 2005). ‘Nowhere did NRC indicate second thoughts about ifs existing
- rule; it merely invited cd_mments on petitioner’s proposal.* Compare Nat’l Ass'n of
~ Reversionary Prop. Owners v. Surface Transp. Bd., 158 F.3d 135,142 (D.C.
Cir.1998).;'Nat ‘I Mining Ass'n, 70 F.3d at 139; Kelley v. Selin, 42 F.3d 1501, 1515
n.3 (6™ Cir. 1995). This Court should nof embrace fhe reopener doctrine, as its
_ application can only serve to encourage duplicative and untimely appeals. Even

so, the doctrine is cleaﬂy inapposite here. |
Second, petitionér might argué that denial of his rulemaking betition asking
‘that former Section 35.75 be reinstated, entitled him to challenge anew the 1997 |
rule change. This doctrine, also from the District of Columbia Ciréuit, allows a |
renewed challenge, after denial of a,rulemakir;g petitjon, for “a claim that agency

action was violative of statute.” Edison Elec. Inst. v. ICC, 969 F.2d 1221, 1229

*1It is of no consequence that NRC did issue fresh guidance (on children’s
exposures) as a result of this proceeding. (ER7) First, the guidance was not a rule
change, either formally or in substance. As such, it does not “relate to rights
accorded to individuals.” First Alabama Bank, N.A. v. United States, 981 F.2d
1226, 1230 (11™ Cir. 1993). Second, the guidance derived from a CORAR
comment, not from petitioners’ rulemaking petition. (RER51) Petitioner cannot
perfect this Court’s jurisdiction by the fortuitous filing of comments by a different
“entity after he filed his own rulemaking petition.
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(D.C. Cir. 1992); Nat’l Mining Ass'n, 70 F.3d at 138; Envtl Def. Fund v. EPA, 852
F.2d 1316, 1325 (D.C.Cir.1988). Petjtioner, however; makes no claim that NRC
acted ultra vires. Moreov‘er,' no proéedural doctrine should allbw a new petition
for rulemaking to revive claims like petitioner’s — that the original rule lacked |
adeqﬁate record support, reflected a pdor policy choice, or rested on a suspect
prqcedural pedigree. Seé NRDC v. NRC, 666 F.2d at 602.

II. NRC reasonabfy denied, for lack of a strong technical basis, the
petition for rulemaking to revoke its 1997 patient release rule.

- To ovgrtum an agency deciston denying a rulemaking petition, a challenger
must make a “compelling” showing that the current rule Iécks a legal basis or that |
its factual underpinnings have changed substantially. See Midwest Ind.
Transmission Sys. Operator, Inc., 388 F.3d at 910-11. NRC carefully considered
petitioner’s request to return to thc- old (pfe-1997) pétient release limit, but found it
lacked the “strong techx.lic‘al basis”- necessary to become an agency priority and
have a clairh on “limited agency resources.” (ER4) Petitioner’s case does not evgﬁ
approach the threshold necessary to overturn NRC’s “decision to refrain from
amending the . . . established regulatory scheme.” Prof’! Driver& Council v.

Bureau of Motor Carrier Safety, 706 F.2d 1216, 1221 (D.C. Cir. 1983);
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S B

A. The totality of the record overwhelmingly supports NRC’s
decision not to revert to the 30 mCi patient release standard.

Petitioner asks this Court to examine “the totality of the record,” but that is
exactly what petitioner has not done. Rather than examining the record as a whole,

petitioner has selected what he regards as vulnerable areas, based substantially on

~his personal experience and other anecdotal evidence. More than a few medical

professionals warned NRC against relying on this “anecdotal evidence” instead of
“evidence-based data” because changes drawn from anecdotes rather than.

verifiable facts could result in “unintended negative consequences for both patients

and the nation’s health care system.” (RER47).

NRC, unlike petitioner, did 'examine the totality of the record. It ndted that

~ petitioner’s concerns regarding “doses to the family members and members of the

public from 'releasedvpatients were extensively consideréd during the development
of the current patient release criteria rﬁle,” and decided that a dosé-based rather
than activity-based rule would best protect families and the publ‘ic. (ER3). The
activity;based rule was “not dependable,” NRC found, whereas “basin'gv,the patient
release criteria on the dose to individuals exposed to a patient (i.e. dosed-based

regulation) would provide a consistent, scientific basis for such decisions that treats

- all fadionuclides on a risk-equivalent basis.” Id. |

NRC stated that a dose-based rule would also “allow consideration of case

specific factors to more accurately assess the dose to other individuals” (ER3),
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following assuranées by medical commeﬁters that their patient assessments are
case-specific. NRC’s mission is to regulate exposure to radiation and to keep |
exposure within defined limits and “as low as [is] reasonably achievable”
(ALARA). The new dose-base regulation accomplished this by defining dose
Vlimits and by guiding doctors in achieving ALARA levels through patient

~ assessment and instructions to patients} and .caregivers. .The former 30 mCi activity
standard did not accomplish this. The 1997 rule’s dose-based approach, in short,
must be fairly seen as an improvement on the prior approéch. It was anything but
“deregulation,” as petitioner would have it. (Pet.Br.8,31)

- In contrast to petitioner’s anecdotal support and personal opinions,” NRC
relied upon overwhelming expert evidence for its approach. This support comes
from medical organizations and medical specialists alike. Doctors called the old
30 mCi “activity” standard, er example, “old-fashioned and obsolete” and “not a

step forward” (RER29), and a “simplistic one-activity-fits-all release limit.”

° Many of petitioner’s arguments are based on faulty technical analysis, proving
the risk of going beyond the record and expanding into medical lore. For example,
petitioner cites a patient administered 60 mCi of I-131, calculated to cause an |
exposure of 0.450 rem. He argues that typical thyroid cancer patients are given
twice that dose, implying that their exposure would exceed 0.5 rem. (Pet.Br.53)
But that hypothetical assumed an intact thyroid (i.e., a hyperthyroidism patient).
With the thyroid intact, one assumes no bodily elimination of I-131 because the
thyroid absorbs it. Dose was therefore calculated from the physical half-life of I-
131. (RER118; Example 1). For a cancer patient, the thyroid has been removed
and I-131 circulates in the body. The effective half-life of I-131, which includes
bodily elimination of I-131 as well as radioactive decay, is therefore far less.
(RER120-21; Example 2) A treating doctor would understand this distinction.
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 (RER18) The Society of Nuclear Medicine, an international organization of more

than 16,000 professionals, called the petition “misinformed” and “a significant step -
backward in protecting the public’s health.” (RER59)

Many cancer specialists voiced strong support for the current rule from their
patients, who echoed the same reasons NRC gave in the original rulemaking and
recent mlémaking denial. Among these was Dr. Perry W. Grigsby, Proféssor of
Oncology at the Wﬁshington University (St. Louis) Schéol of Medicine, who has
“performed about 1000 outpativentvI-l3vl pfocedures (25-250 mCi), including
children and adults,” receiving “neither complaints nor reports of incidents éaused
by accideritai exposﬁre.” (RER11) Dr. Grigsby reported that “patients
overwhelmingly préfer the new apprbach because of less disruption in their lives
and the gréét qut savings of not having to be flospitalized for sevefal days,’.’
making outpatiént treatment “a médical benefit to the thyroid patient to be treated
on an outpatient basis.” Id. Dr. Grigsby said that “the existing rule is correct and
that released patients pose no danger to anyone with whom they come in contact,”

noting that the new rule was adopted only after “extensive studies were performed

‘and the data stringently evaluated.” d..

Dr. Jeffry A. Siegal stated that a return to the old 30 mCi rule “would indeed
be regressive,;’ as “[t]here is no credible origin or rationale for this rule.” -In fact, -

“there is no evidence demonstrating that 30 mCi would actually present a hazard to

32



the public health and safety. Empirical data_ [from patient’s families] . . . support
and confirm that there is no justification for fhe 30 mCi limit.” (RER18)

James Krohauge, a Ph.D. chemist with the H.arvard Medical School,
Department of Radidlogy, who has élinical responsibilities with radiopharmacy for
Harvérd’s teaching hospitals, was “astonished” by the “inaccurafe and ill-
conceivedf’ petitién for rulemaking.. ‘(RER71) He. noted that a longer hospital stay |
“dramatically increases” hospital staff exposure to radiation as well as the patients’ |
exposure to “opportunistic baéteria and viruses.” Id. As a brain tumor si_lrvivor |
himself with 18 years clinical experience, Dr. Krohauge offered “first hand
know_ledge and experience.” Id. Innumerable doctors concurred. (e.g., RER22,57)

Numerous commenters pointed to a study by.Dr. Grigsby (YAMA Journal
2000) of the ‘families of freated/immediately-feleased patients showing that the
current rule is quite conservative in practice.® (RER9,1 1-12,13,16,23,32)
Measured family doses rénged from 1 to 109 millirem'with'a. mean of 24, the latter
equivalent to about one month’s natural background radiation. (RER23). The
actual measured maximum dose was about 1/5 the existing release limit of 0.5 rem
under the current rule. (RER16,23) See RER32 (Grigsby study has “eloquently
documented” the “pfactical _sucb,ess” of the new rule); RER57-58 (proves current

rule’s conservatism). Another study of 14 families showed all but two doses to be

® Petitioner concedes the value of the Grigsby study, but questions, in effect,
whether the doctors know how to control study groups. (ER70-72)
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less than 0.3 rem, and the highest 0.501 rem. (RER26) A doctor with 27 years

experience in nuclear medicine treated a patient with 20.3 mCi Qf I-131. His wife:
wore a dosimeter for a week, registering a 0.071 rem dose.} (RER48)

- Not only practitioneré but also their pfofessional associations joined in the
chorus urging NRC not to revert to the old rule. The American Board of Nuclear
Médicine, for example, stated that “no justification” exists for measuring dose to

family and others from the “amount of radioactivity administered to a patient” -

i.e., the old 30 mCi standard. (RER13) It “steadfastly supports” the Inew ruleand

“Is adafrlantly opposed” to reinstating the former one.” (RER14)

| The American Thyroid Association (ATA), whose 900 doctors spécialize in
thyroid diseases, concluded that “no compelling data or arguments have béen
made” to revért to the former rule. (RER38) The ATA cited numérous suppdrting
studies, one of which monitored 14 patients treated with up to 187 mCi of I-131 |
(ie., sik times the releas¢ limit petitioner advocates). The researchers found that,

even assuming someone was a/ways one meter away, the measure radiation did not

" Petitioner suggested during rulemaking that the Advisory Committee on Medical
Uses of Isotopes (ACMUI) had reservations about the 1997 rule. (ER98) Dr.
Barry Siegal, then ACMUI Chairman, refutes this allegation and confirms that the

ACMUI in fact “was quite supportive of the proposal and of the evolving

regulatory guidance that would accompany a final rule,” and, ultimately,
“unanimously agreed to the rule” with recommended changes. (RER36) Dr.
Siegal adds that “[n]early a decade of subsequent clinical experience,” including
his own extensive experience, “confirms that this advice has stood the test of
time.” Id. '
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exceed the 'exposure peﬁnitted by NRC’s current rule. (RER38) The ATA pointed
out that NRC’s regulatory limit of 0.5 rem in the cﬁrrent Section 35.75 “is about
double the total overall baekground ionizing radiation exposure per year that the |
average citizen receives.” Id. |
- Other medical organizations provided equally supportive and compelling
arguments for not adopting petitioner’s proposal: | |
| o The Endocrine Society (Section 35.75 offe_rs “the most effective and
efficient care” for thyreid cancer patients”; reinstating the old rule ‘;will
likeiy have a negative impact on patieht care and significantly increase
‘health care costs by maadating unneCesSary hospitalizations for patients that |
pose no risk to the public health.”) (RER46)

o Tﬁe American Cellege of Radiology Association (“[T]he efficacy of the
current' release standard has been empiri‘cally borne out since the standard
was adbpted” and “the added cost of reverting to the prior standard —
increased healthcare costs, patient access concerns, and patient | \
inconvenience - is clearly unwarranted.”) (RER49)

e The Council on Radienuclides and Radiopharmaceuticals (“[T]he existing
regulatory framework provides adequate protection in accordance with
reconimendations of national and international standards-setfing

organizations.”) (RER51-52)
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o The Society of Nuclear Medicine (“The current standard, implemented éfter
ye_érs of research by top nuclear medicine experts, NRC staff and advisory
committee. members, follows this more appropriéte [dose-based] approach.”)
(RER59) |

e The American Society. for Therapeutic Radiology and Oncology (“[We]

4 strongly oﬁpose” the petition, notiﬁg outpatient treatment “has significantly
improved bofh patient comfort and safety,’-.’ (RER61) and provides patients
with “significant emotional benefit,” while avoidingv “the risks of
nosocomial [hospital-relatéd] infectioh and other adverse effects of
hospitalization.”) (RER62)

. The American Association of Physicists in Médicine (Outpatient

“determinations “should continue to be based on an assessment by the'
authorized medical professionais involved, and not solely dictated by an
overly simplistic regulation based on a defined quantity {30 mCi} of
administergd radioactiVity.”) (RER65)

Given this outpouring of professibnal support for NRC’s current approach, and

the deaxfth of technical support suggesting otherwise, NRC has no reason to explo‘re

in full-fledged rulemaking petitioner’s heartfelt, but contrarian, poinf of view.
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. NRC adequately considered petitioner’s objectlons to
Section 35.75. :

1. The NRC’s 0.5 rem patient release standard is
compatible with international radiation standards.

Petitioner claims that NRC’s patient-release rule direétly contfavenes Basic
Safety Standards (BSS) of the International Atomic Energy Agency (IAEA).
Pet.Br.3 8-40. Petit_iorier’s passing referral to the BSS in his petition and comments
(ER73,90) is scarcely sufficient to :COmpel NRC’s addressing the point he now
vigorously advances. Vermont Yankee Nu‘c{ear Power Corp. v. »NRD'C, Inc. 435
U.S. 519, 554 (1978) (party must “do ﬁore to bring the matter to the agency's
attention” than mere reference). Even when issuing a rulé, much less when
denying a petition for rulemaking, NRC “need not address every comment,”
regardless of its signiﬁcance or pfominence in the record. Reytblatt v. NRC, 105
F.3d 715,722 (D.C. Cir. 1997). |

In any event, NRC certainly did consider the views of the international
community.® As NRC explained, adopting the 0.5 rem ’release staﬁdard followed
publication of én exhaustive study }entitled “Regulatory Analysis on Criteria for the

Release of Patients Administered Radioactive Material,” NUREG-1492 (April

® NRC keeps its regulations “compatible, to the extent appropriate, with those of
the IAEA.” 65 Fed. Reg. 44360, 44361 (July 17, 2000). This does not mean that
~ NRC does or must adopt them per se.
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1997). This analysis reviewed the exposﬁre recommendations of the ICRP and
NCRP, finding that “[bJoth ICRP and NCRP recorﬁmend tﬁat an individual be
alléwed to receive a dose up to 5 millisievgrts (0.5 rem) in a given year in

~ temporary 'situatioris where exposure to ‘radiation is not expected to result in doses
above 1 millisievert (0.1 rem) for long periods of time.” (RER112) Obviously, the
temporary exposure of a family to an I-131 released patient for a few days isl an
exposure not expected to last for long periods of -timef NRC earlier found that
greatef than annual treatments ére rare. (ER36)

Petitioner notes the “close connection” between ICRP’s Récommendations
and IAEA’s BSS. (Pet.Br.39-40; ER51) In fact, the BSS must follow the ICRP’s
Recommendations: “The gdveming body of the IAEA has decided that the BSS
have to take the Commission’s Recommendations into accounf. The BSS
therefore have always followed the establishment of new Recommendations from
the Commission.” (ER 51) By considering the ICRP’s Rccommendations, NRC
did in fact consider the BSS aS well.® Later in this brief, we demonstrate how this -

is also true with regard to ICRP dose recommendations for children, in particular.

°® NRC is always considering the appropriateness and adequacy of its radiological
protection rules, including consideration of international standards (RER32-33). A
likely upcoming rulemaking will consider all criteria, not just patient release
criteria. ' |
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2. NRC’s rule does not permit or encourage doctors to
send treated patients to hotels.

Petitioner has pinned much of his hopes on an argurhent he developed after
he submitted vhis petition. In an apparent aﬂerthoug_ht filed in 2006, petitioner
asserted a “practice, apparently widespread,” of “encouraging I-131 patients to go
to hotels” when released, pointing to (but nbt citing) a rulemaking comment that “at
least one hospital” has a regular arrangement for this practice. (ER53) Shortly
afterwards, petitioner recanted, admitting that no such comment had really been
filed, and that the story of this “widespread practice” came erm a website. (ER52)
ThiS afterthought and other stbries like it are exactly the kind of unveﬁﬁable and
unscientific anecdotal support® many .,doctors and medical organiZations cautioned

against in their comments.

' Petitioner points to a recent (after the record closed) Minnesota directive on
the risk of hotel stays. Pet.Br.42-43. NRC did, as petitioner suggested, make a
telephone call to the Supervisor of the Minnesota Department of Health,
Radioactive Materials Unit. (Pet.Br.43) NRC was told that the notice cited by
petitioner related to a single, isolated incident, not a widespread practice, as
petitioner implies. NRC does not ask this Court to vouchsafe our report any more -
than petitioner’s implication of widespread noncompliance — we simply note that
this Court ordinarily confines itself to the administrative record. Public Power
Council, Inc. v. Bonneville Power Administration, 442 F.3d 1204, 1211 (9_th Cir.
2006). Otherwise, “the federal courts would be proceeding, in effect, de novo
rather than with the proper deference to agency processes, expertise, and decision-
making.” Lands Council v. Powell, 395 F.3d 1019, 1030 (9" Cir. 2005).

39



Alleged incidents of released patients’ checking into hotels is really just a
roundabout way of s_ayiﬁg that doctors will fail to give patients adequate
instructions, or that patients will ignore them. Yet, NRC received a m#mber of
reassuring comments from doétors to the contrary:

The petitioner has apparently failed to consider that those of us who are
responsible for treatment of patients with high doses of I-131, such as

- those used for treatment of thyroid cancer, are not just technicians
blindly following a standard protocol without regard to the ability of
the patient to maintain safety in regards to bystanders in the household
and in the proximate environment. On the contrary, we routinely and
carefully interview our patients and their family members
accompanying them to assess their ability to understand and comply
with the requirements of minimizing exposure to other household
inhabitants and bystanders. It is a responsibility we all take very
seriously. We are well aware of the patients’ hypothyroid status, whzch
may well compromise their ability to follow instructions. . .. We
educate our patients as to all such guidelines with clear wrltten
instructions as required. When we deem that the patient is unable
and/or unwilling to comply, then in-patient dosing is always available
as an alternative in such circumstances. [RER2; emphasis added]

See also, e.g., RER34 (“[i]ndividuals are choséﬁ er outpatient treatment-status
only after an in-depth review of their hofne environment. Patients who are unable
to do this are then offered in-patient admission”).

Moreover, the record is replete with affirmations that doctors along with
RSOs perform the neéessary calculatioﬁs under Section 35.75 to assure publjc,

health and safety before releasing a treated patient. A few patient commenters have

said otherwise, but their isolated, anecdotal experiences cannot fairly be

extrapolated to paint the picture suggested by petitioner of the entire medical
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community turning a blind eye to the welfare of their patients and families.

- Doctors characterized petitioner’s commentary on released patients as
“patroniiing” and “erroneous,” noting that patients “who are determined to be
incontinent of urine, incapable of self-care or unable to adhere to the instructions
are treated as inpatients.” (RER23). Another stated that “outpatient radiation

precautions are straightforward” (RER28) and, in protecting children, are

: “explicit,” adding, “my patients with young children have not had difficulty with

.this.” (RER29). The short of the matter is that the record shows no routine use of

hotel stays to deal with the patient release problem, and also shows that physician-
provided precautions are workable and effective.
3. NRC did not revisit the socioeconomic costs/benefits

of the patient release rule because petitioner did not
provide a sound technical basis for changing it.

Petitioner asserts that, in reJectmg his petition, NRC 1mperm1881bly
considered economics and took a one- 51ded view of the psychologlcal beneﬁts of
the current rule. (Pet.Br.35) This is no more than a straw man petitioner has

invented. Nowhere does petitioner cite NRC reliance on economic cost-savings'

" Petitioner confuses cost savings to licensees, which cannot be achieved at the
expense of “adequate protection” of public health and safety (Pet.Br.35), and the
socioeconomic benefits to non-licensees (i.e., patients and their families) once
adequate assurance has been achieved. In fact, NRC’s ALARA regulations
explicitly consider “the economics of improvements in relation to benefits to the

- public health and safety, and other socxetal and socioeconomic considerations.” 10

C.F.R. § 20.1003.
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- or psychological benefits as a basis for rejecting his petition. In fact, NRC did not
re-evaluate psychological or ﬁnancial.beneﬁts to patients and their families, but
instead determined that petitioner had not cited a sound technical basis for |
réverting to the old 30 mCi rule. See ER4 (“ﬁetitioner has not provided any ‘data to
refute” NRC’s regulatory analysis supporting the current rule); ER6 (propésed rule
“is not warranted for the protection of public health and safety”); ER3 (“current
NRC regulafions provide adequat¢ protection to family members and other
members of the public”).

Nor was NRC obliged to revisit economic or psychological aspects of its
prior rulemakingrlz_ As it observed, "the concerns related to doses to family
members and members of the public from released patients were extensively
considéred during the development of the current patient release criteria rule”
édopted in 1997. (ER3; emphasis added) Certainly, the records of the earlier as

well as current rulemaking do show that patients will indeed reap cost-savings

2 In 1997, NRC recounted comments that the new standard is “beneficial to both
the patient and the family because patients are able to return home earlier,” and
that “hospitals can be a distressing experience for many cancer patients.” 59 Fed.
Reg. 30724, 30726 (June\lS; 1994). It also heard warnings that a 0.1 rem release
limit “would require longer periods of hospitalization, that may outpatients would
become inpatients, and this would be extremely expensive.” Id. Adopting the

- final rule in 1997, NRC found that shorter hospital stays would result in “lower
health care costs” and “may provide emotional benefits to patients and their
families.” (ER44) Many current commenters similarly cited outpatient treatment
as a major benefit to patients. (E.g., 2,11,3,39,51,62)
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from outpatient treatment, and that other patients will benefit from the added
availability of hospital beds. One doctor explained, for example:

The current rule is extremely helpful in minimizing healthcare costs

(i.e., allowing release vs. isolative hospitalization for many patients

saves overall healthcare costs), while not substantially increasing risk

to others . . . . Moreover, release often results in more timely medical

care, because scheduling of isolation hospltal rooms can be

- problematic. [RER16] -

See also RER 24 (Duke University Medical Center “has benefited by (a) being
able to free scarce resources (radiation isolation rooms) for the patients who tfuly
require them . . . and (b) not having to divert staff resources to cover over 55
additional patient bed-days per year for I-131 thyroid cancer patients”). But NRC
decided those issues in 1997. Petitidner_ should not be allowed to raise these issues
anew. ™

Regarding emotional costs and benefits, petitioner argues that NRC has
“refused to consider evidence from patients” (Pet.Br.44) that their emotional well-
being is enhanced, knowing that, while hospitalized, their loved ones are not
exposed to radiation. Here again, NRC did not reinvent the wheel from 1997, but .

indeed considered comments “from cancer patients” treated with I-131 and

immediately released. (ER2) Some, like the five cited by petitioner (Pet.Br.44),

' Another such concern raised anew was vomiting by released patients. Petitioner
briefly alludes to this issue (Pet.Br.28,43n.21), but NRC heard from numerous '
doctors that vomiting rarely occurred outside the hospital and that patients and
caretakers were adequately instructed on clean-up. (ERS; RER2,7,11,20,38,54,60)
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“expressed concern that they had to take care of themselves” at home and about
“exposure to family members aﬁd others.” (ER2)

But contrary experiencés and opinions of the medical profession, based ona
much larger sample, showed that their patients were emotionally relieved to go
home, avoiding ﬁnneée_ssary disruption of family life. In no way belittling
pétitioner’s pers’pecti?e 6r the difﬁcult experiences of some patient commenters,
these doctors’ comments on their patients’ gratitudg for I-131 \outpatientv» -
procedures reasonably supported NRC’s refusal to ihitiate rulemaking toreconsidef
psychological benefits issues it had resolved yéars ago. Congress entrusted NRC
with the task of weighing such competing concerns and developing workable and
safe approaches. That’s what the agency has done here.

4;.The NRC adequately considered a patient’s
understanding of his doctor’s instructions.

Petitioner expresses concern that “hypothyroid patients may have trouble
fully taking in or remembering [medical] guidance” given by their doctor upon
release (Pet.Br.3). But :the medical community, as the record shows, does not
shérek this view, as the NRC received no comments from physicians backing up
this concern. Physicians are required by NRC rule, 10 C.F.R. §. 35.75(b), to
provide written instructions to the patient if the TEDE to any other individual is
likely to exceed 0.1 rem, or to another adult if the pati¢nt is incapable of

understanding or complying with instructions on maintaining doses to others
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ALARA. (ERS). These instructions in NRC published guidance, which have not
materially changed from the former 30 mCi rule to the new 0.5 rem rule, include:
(1) maintainirig distance from other persons, includihg separate sleeping |
arrangements; (2) minimizing time in public places; (3) precéutions to prevent the
spread of contamination; and (4) khowing how long the precautions should be in
“effect. (RER114-15). |
Petitioner assumes that any patient calculated to cause dose to others of less

than 0.5 rem will automatically be reieased, without medical assessmént of the |
patient’s .circurﬁstaﬁces. He claims that, under the 1997 rule, “patiehts are
routinely sent home.” (Pet.Br.32) This is simply nét true. As discussed, Section
35.75 does not require release of patients treated with [-131. Rather, it allows
‘release. Section 35.75(a) states tha-t“[a]‘ licensee may éuthorize the releaée from
its control;’ .Certain treated patients. (Emphasis added) Doctors understand the
- distinction. (RER15). “Inhérent in.perfonnirig patient-spe’ciﬁc calculations upon

| which patient release may be authorized . . . . is consideration of co-existing
medical conditions and patient behavior which may [a]ffect occupancy factors
apd/or ability of the patient to follow radiation protectibn instructions.” (RER15)
Nowhere does Section .35.75 override medical judgment on the timing of a
patient’s release — a doctor élWays has the option of hospitalizing a patient who is

unable to care for himself or follow instructions. (ERS).

45



Interestingly, the ICRP, whose Publication 94 petitioner invokes elsewhere
(Pet.Br.49), does not recommend inpatient treatment across the board:

- The decision to hospitalise or release a patient should be determined

on an individual basis. In addition to residual activity in the patient

[from which dose to others is calculated], the decision should take

many other factors into account including the patient’s wishes,

occupational and public exposures, family considerations, the

presence of children, cost and environmental factors. [RER101]

Even the commenters cited by petitioner acknowledge that outpatient status
follows an examination of home life by a Radiation Safety Officer, and that |
patients correctly isolate themselves at home. (ER65-68) Yet, petitioher and some
patient commenters question whether doctors are derelict in their professional
assessment of outpatient treatment. Reliable data from patient studies, however,
show that docters are not ordering outpatient treatment willy-nilly. Over ohe—third
of all thyroid cancer treatments in 2004 were performed as inpatient procedures.
(RER_66). Therefore, doctors as well as hospital Radiation Safety Officers are
obviously exercising judgment in the release of I-131 tl;eated patienfs. In any
event, outpatient treatment is not an NRC requirement, and patients are free to be
hospitalized, as some choose to do, if the doctor believes inpatient treatment is
warranted. See, e.g., ER67 (commenter “adamant that I be admitfed to the
hoépital”); ER 66 (patient stayed two days in hospital).

Some commenters apparently believe that NRC should mandate inpatient

treatment so that medieal insurers will be compelled to pay. See, e.g., ER61 (“If
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the NRC set guidelines for hospital admission then rooms would have to be
availab]e.”); ER67 (insurer agreed to pay for inpatient cztre); ER64 (“Don’t let the
insurance companies win.”). Certainly, petitionef believes that. He asserts, based
on Internet postings, that “insurance companies are taking advantage of NRC’s
rule change to Adeny coverage for inpatient treatment, even when doctors deem it
medically necessary.” (Pet.Br.53 n.28) Not only is this chargej unsupported by
record, it contf_adicts the personal experience of commenting doctors discussed
above. (E.g., RER2,15,23,28,29) Whatevet the case, NRC is not in the medical
insurancé business and has no statutory authority to use its rulemaking proceedings |
to resolve insurance coverage issues.

C. NRC adequately explained its reasons for issuing a

Regulatory Issue Summary to medical use licensees
- and others to protect young children.

1. NRC’s RIS responds to ICRP conéerns’ for children.
NRC has issued a Regulatory Issue Summary (RiS) (ER7) to medical use

“licensees and others reiterating the greater risk to young children and infants posed
by I-131 exposure, thus responding to the concerns of the ICRP in Publications 94
and 103. (ER 106;RER98) To this, petitioner says that the RIS was “incomplete |
and inadequate,” in effect, “good, but not good enough” (Pet. Br. 49) But this
Court doesl “not sit as a super-agency to determine the _Wisdom of Commission

policies” on release criteria for patients treated with radiopharmaceuticals. lacopi
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v. FCC, 451 F.2d 1142, 1147 (9" Cir. 1971).

NRC has acknowledged the scientific data and recommendétions of ICRP
Publications 94 and 103, which formed the basis of the RIS as well as petitioner’s
arguments on éppeal.“ Spéciﬁcally, NRC found: (1) “children’s thyroids are very
radiosensitive to carcinogenesis”; (2) children are more likely than adhlts to
receii}e a dose from contamination (e.g., a parent’é saliva); (3) for children and
infants, the dose from contamination may exceed the dose frqm external expdsure;
and (4) abcordihgly, “restrictions following the release of patients should focus on
infants and children.’.’ (ER4, quoting in part ICRP Publication 94)

Considering three options to implement the ICRP finding on contamination
risks to young children, including a reviséd rule, NRC decided that the best option
was revising its regulatory guidance to medical licensees and iSsuing an RIS to
make them aware of ICRP’s concern “about doses to children from patient
contamihation and the aCtions licensees and _'pat.ients should take to keep children

away from any sources of patient contamination.” (ER4). The RIS recounted the

" Petitioner says that the current rule is based on the assumption that external dose

‘is “what mattered” and internal dose “could be ignored” (Pet.Br.54), and that
NRC’s RIS concedes the flaws in this approach. (/d. at 55) This is flatly wrong.
In fact, the ICRP continues to recognize external exposure as the “major aspect of

-radiation therapy that needs to be controlled when releasing a patient.”
(RER100,104) No publications or data have “demolished” (Pet. Br. 55) NRC’s
approach. Neither ICRP No. 94 nor the RIS says that dose is greater by

-contamination than external exposure to the patient; they simply say that
contamination is a more important exposure pathway for children than previously
thought. ’
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findings of ICRP Publication 94 (ER8,10) and reminded licensees that Section
35.75 currently requires a physician “to provide the released individﬁal, or the
individual’s parent or guardian” with written instructions to maintain doses to
others at ALARA levels if the dose to another is likely to exceed 0.1 rem. (ER10).
Accordingly, NRC stated that, in light of the recent ICRP recommendations,
licensees “should take into account whether the released patient may come into
contact with infants or young children,” and “provide the patient with additional
instructions in those situations.” (ER10) Further, licensees “should also consider
not releasing patients administered I-131, whose living conditions may result in
contamination of infants and young children.” (ER11; emphasis in the original)
NRC directed that these additional instructions should include:
e A recommendation to have patients avoid direct or indirect
contact (e.g., indirect contact includes contamination from
shared living space) with infants and young children for a
specific period of time (e.g., consider having children stay
“outside the home with other family members).
¢ A recommendation for patients to have adequate living space at
home (e.g., bedroom, bathroom) that can be used exclusively by

the patient for a specific period of time.

e Information on the potential consequences, if any, from failure
to follow these recommendations. [ER11]

2. Formal rulemaking was not required to alert the medical
community to the concerns of ICRP for children. |

The Court will note that petitioner has subtly segued from his own proposal
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— a return to the 30 mCi activity-based standard for patient release — to the question
of whether NRC has shown appropriate regard for fhe ICRP dose-based constraint
of 0.1 rem for children and infants. (Pet.Br.26-28,31,33,39-40,49-59). Petitioner
mighf believe that the new ICRP dose constraint for children and infants should be
adopted as a regulatory limit, but that is not what he asked the NRC‘ to do. His
petition did not call for adopting any ICRP dosefbased constraints whatever, but
asked “for revocation of the [existing] rule, insofar as it allows patients to be
released from radioactivef isolation with more than the equivalent of 30 millicuries
of I-131 [an activity standard] in their systems.’; (ER88). As aresult, peﬁtioner’s
“logic” now becomes: NRC should revert to an outdafed and impractical aétivity—

* based standard of 30 mCi because', some years after the NRC’s adoption of a dose-
based standard of 0.5 rem, the ICRP has recommended a more .restn'ctive dose-
based constraint of 0.1 rem for children and infants.

Petitioner thus asks for judicial relief on grounds nowhere mentioned in his
rulemaking qpetifion.““‘ If petitioner had advocated a dose-based release limit of 0.1
rem for children, NRC could have responded and, as iinportantly, offered that
~ approach to the public an.d the medical community for comment. As.it-'stands now,

no one commented on what has become a mainstay of petitioner’s brief. “Simple

4

" As noted, ICRP’s recommended dose constraint for children (ER3) was not
raised by petitioner, but by a different commenter, CORAR, which “generally
opposed the petition.” (ER2) ”
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fairness . . . requires as a general rule that courts should not topple over
~ administrative decisions unless the administrative body not only has erred but has
erred against objéctibn rhade at the time appfopriate under its practicé.” United
States v. L.A. Truck Lines, 344 U.S. 33, 37 (1952). See also Department of Transp.
v. Public Citizen, 541 U.S. 752, 764 (2004) (participants in agency proceeding
‘must “structuré their participation so that it . . . alerts the agency to the [parties']
position and contentions” to allow the agency to give the issue meaningful
consideration, qﬁoting- Vermont Yankee Nuclear Power Corp. v. NRDC, Inc., 435
- U.S. at 553); Envt’l Def. Ctr, Inc. v. EPA, 344 F.3d 832, 879 n.66 (9" Cir. 2003).
That said, ICRP Wams against interpreting its “dose constraint as a rigid
afmuél dose limit,” as petitioner has done. (RER100,102) “Dose constraints” were
not intended as recommended régulatory limits, but rather “represent a source
[patient]efelated system of control of exposures to the individual, below which
optimization is carried out.v” (RER102) “Optimization” is using medical judgment
tb analyze the likelihood of expoSureS to others. (RER103) Therefore, accepting
ICRP’s pronouhéement at face value does not translate a 0.1 dose constraint for

children into a regulatory limit under 10 C.F.R. § 35.75.'® This is so because the

'* Dramatizing his case, petitioner claims that NRC regulates hyperthyroid cats
treated with I-131 more strictly than humans. (Pet.Br.57-58). But cats cannot’
follow instructions, do not have separate bathrooms, and often sleep in their
owners’ beds or sit on their laps. Treated cats are therefore regulated with other
non-human exposure sources under Section 20.1301, not under Section 35.75.
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regulation requires doctors to exercise sound medical judgment in assessing patient
care at home before releasing the patient.

Much of petitioner’s rhetoric on 'th‘is point assumes or bluntly charges that
tréating doctors are incompetent or indifferent to the well-being of their patients
and patients’ families. But the record belies this notion. The record shows that,
even before issuance of the RIS, doctors routinely considered the special
 sensitivity of children to I-131 radiation and the practical consequences of living
conditions for a released patient upon children and infants:

We do not blithely send post I-131 treatment patients “out the door”

. ... On the contrary, we routinely and carefully interview our patients

and their family members accompanying them to assess their ability to

understand and comply with the requirements of minimizing exposure

to other household inhabitants and bystanders. [RER2]

Other doctors attested likewise. (Eg RER7,16,20,29,34,46,53,65,69,73) This
commeﬁtaryvre'fu'tes petitioner’s accusation “that patients are routinely sent home

with no inquiry about their actual living conditions.” (Pet.Br.3)”

- NRC decided not to adopt a new release limit for children and infants

' Petitioner’s accusations that the NRC has “stopped enforcing” Section 35.75
(Pet. Br. 56, 3, 35) are false. Formal inspection procedures in NRC Inspection
Manual, Procedure 87131, § 87131-03.01(g), document licensee compliance
(RER124), and random inspections are periodically conducted by NRC Regional
inspectors. Had petitioner questioned enforcement in his petition — as opposed to
his appellate brief — NRC could have discussed compliance in the record.
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because it would be difficult for NRC to “meaningfuily estimate,” by rule, the
doses from contamination:
The factors involved in assessing such doses are largely indeterminate,
and even assumptions are likely to be so much in error as to be
meaningless. For example, the amount of iodine in the patient’s saliva
is highly variable even for patients receiving the same treatment, and
the amount of the saliva that may be ingested by a child is dependent
on the details of the family’s living arrangements, family habits and the
age of the child, and cannot be reliably assumed to assess the dose to
the child or the infant. This makes a dose-based approach to protecting
children from patient contamination an impractical choice. [ER4]
Petitioner attacks this explanation of why NRC eschewed a rule based on
generalized assumptions (Pet.Br.56) by ignoring NRC’s confidence that treating
doctors will be making informed, particularized decisions based “on the details of
the family’s living arrangements, family habits and the age of the child.” (ER4)
Likewise, he Sugg;:sts unrealistic scenarios, including his claim that “[jJust one
kiss” from an I-131-treated patient “can double” a child’s risk of cancer.'®

(Pet.Br.4,50) Yet, ICRP’s conservative analysis explicitiy states that its suggested

dose constraint of 0.1 rem for children assumes no parental precautions to protect

'* Based on “preliminary data” from the Chernobyl reactor accident, the ICRP
postulated a parent’s kiss with 1 milliliter of saliva. (ER118). A milliliter (ml) of
liquid occupies one cubic centimeter (cc), and a centimeter equals 0.3937 inches.
Thiis means a saliva cube roughly 0.4 by 0.4 by 0.4 inches is assumed to pass to the
child. Scientists often make very conservative assumptions, but such conservatism
must be understood in the real world. Even so, this risk exists only “if a parent did
not follow precautions” against close contact (RER105). As discussed, doctors
routinely advise released patients to move children out of the home temporarily, or
at least isolate themselves from children, avoiding direct or indirect contact.
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children. (RER105) (referring to “doses fo a child’s thyroid [if] a parent did
not follovr radiation protection instructions”). |

Most importantly, none of the authorities upon which petitiorrer relies,
including the ICRP publications, urges returning to the old 30 mCi release rule to
address exposure of children to contamination. Petitioner glosses over this, Calling
the ICRP recommendation a strong argument “for at least considering a return” to
the former 30 mCi (activity-based) releaee standard, failing to make any

connection between the two (Pet.Br.56). As discussed, this is a non sequitur

because ICRP has dose-based limits and constraints — it has not advocated 30 mCi

or any other activity-based patienf release standard. (ER4)

ICRP recommends precisely What the NRC has done: relate the patient’s
radioactivity to predlcted exposure utlhzmg reahstlc models that can be traced to
dose measurement of the pubhc (RER107), repudlatmg petltloner S act1v1ty-based
standard:

[Some] reported that activity-based hospitalizations [petitioner’s

proposal] may cause physicians to administer less activity than they

would have liked, in order to avoid hosp_ital stays. The use of retained

~ activity as the sole criterion for compliance has problems as this may
“have little to do with subsequent patient behavior and the ultimate dose

to relatives and the public. (RER107; emphasis added)*

With utter clarity, ICRP elsewhere states: “It is recommended that release of

" ICRP discusses contamination risks, but adds: “[P]Jarental support of a child is
very important, and considerations regarding separation of a child and parent
should take the psychological cost of such separation into account.” (RER109)
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patients should based on their.family situation (rather than retained activity and the
worst-case scenaric).” (RERI 10; emphasisvadded') The worst-case scenario,
however, is what petitioner’s case is all about. Accordingly, By treating ICRP’s
recommended dose constraint as “a rigid annual dose limit,” and calling for an
activity-based rule that ICRP itself disavows, petitioner has wandered far astray.
Petitioner ignores that, when NRC is acting “within its area of special expertise,”'
as here, “a reviewing court must gcnerally be at its most deferential.” Baltimore
Gas and Elec. Co. v. NRDC, Inc. 462 U.S. 87, 103 (1983).

D. Any NRC staff encouragement or assistance to the
1991 rulemaking petitioner did not violate the law.

Petitioner cites a letter from Dr. Carol Marcus, whose rulemaking petition
(in part) led to the 1997 rule.. He charges that certain NRC staff encouraged Dr.
Marcus to file her ‘petition and helped her write it. (ER93') Petitioner concedes
that any irregularity, if it occurred, was not a basis for voiding the 1997 rule, but
argues that NRC should nonetheless resolve what happeced mofc than a decade
ago so that it can decide whether to iniﬁate his proposed rulemaking. (Pet.Br.47)

- NRC saw no purpose in thevacademic exercise of sorting out the precise

“she-said, fhc-said” Qf wﬁat happened in 199.1 or thereabouts. (ER3) Dr. Marcus
acknowledged NRC staff prompting.on an unrelated correction of Part 20 at that
time, but denied petitioner’s charge of staff assistance on her request to eliminate

the 30 mCi patient-release standard, calling this “insulting” and “preposterous.”
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(RERS5) Petitioner sees a quite different story — insidious NRC staff en}istment of
an outside peﬁﬁoner to advance a private agenda (Pet.Br.48), but acknowledged in
2005 that no collusion occurred “[wl]ith regard to [Dr. Marcus’s] pétient release
cri;teﬁa petition.” (ER82n.12) There, “Dr. Marcus did all the work, by her own
account, and it does not appear that the same people encouraged submission of the
petition and then evaluated it after it was received.” Id. Whatevet bappened, NRC
reasonably concluded that its “decision to initiaté rulemaking to adopt petitioner’s
proposals could not rest on a question of staff cofripliance with internal NRC
procedure}s.”20 (ER3)

Rather than claim any APA or other statutory violation, petitioner instcad
pbints to an NRC housekeeping reglilation‘ issued in 1991, after the staff assistance
had already beeﬁ rendered. See ER3. This rule, 10 C.F .R. § 2.802(b), clarified the
k'inds‘of assistance staff may provide pro‘specti\}e rulemaking petitioners. The rule
does not state that it shall have a retroactive effect,_ and agency rules are presumed
to have é prospective effect. Wright v. Director, FEMA, 913 F .2d. 1566, 1573 (11"

Cir. 1990).

20 NRC made no finding in 1997 whether any improper collusion occurred with
respect to Dr. Marcus’s petition to change the patient release standard to 0.5 rem.
A “presumption of regularity attaches to the actions of Government agencies.”
USPS v. Gregory, 534 U.S. 1, 10 (2001). As noted in our timeliness discussion,
alleged collusion is a stale argument petitioner could and should have raised on
appeal in 1997. '
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Petitioner does ﬁot really disagree, but claims that disclosing the alleged
collaboration was required. (Pet.Br.48) This ignores, however, that the regulation
itself does not require public}disclosure, although an NRC staff mem\orandum calls
for disclosure. (ER49) But such “internal operating instructions” are “scl)lely'for
in-house agency use and are not judicially enforceable.” First Alabama Bank, N.A.
V. Unitéd States, 981 F.2d at 1230. See also James v. U.S. Parole Comm 'n, 159
F.3d 1200, 1205-06 (9" Cir. 1998). In any event, NRC in 1997 was aware of the
collusion issﬁe, as was petitioner himself. (ER135n.3,143) Evén if disclosure
were legally required, any failure to disclose in these circumstances was not
| prejudicial and certainly insufficient to justifs‘l a fresh rulemaking many years after
~ the fact. See S U.S..C. § 706 (“due account shall be taken of the rule of prejudicial
.error” . |

More fundamentally, two pfominent medical organizations, the ACNM and
“the AMA, filed their own petitions supporting elimination of the 30mCi release
standard — separate and apart from Dr. Marcus’s — a result supported by most of
the 63 commenters, including medical practitioners.and other medical
organizations. As NRC stated:

Their independent proposals as well as the broad participation by

interested parties negate the inference drawn by the petitioner that the
resulting rulemaking was merely the product of staff influence. [ER3]
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Given the independent proposals for eliminating the 30 mCi release standard by
like-minded doctors and medical societies in the Aoriginal rulemaking, any initial
NRC staff prompting fnr what became the 1997 patient release rule could not
possibly be a basié for requiring a renewed rulemaking mdre than decade later.
CONCLUSION

In 1997, NRC concluded a ‘sixy-yearv rulemaking proceeding that exhaustively
consideréd views' of the medical community on the most effectivé methodology for
protecting pubhc héa-lth and safety upon the hospital _reléas‘e of patients treated
with radiopharrnaceuticals, including thyroid cancer patients treateci with I-131.
'No one appealed, including petitioner. Yet, eigh_tl yeérs hence,-anned with _little
more than the nagging thought that the entire medical community has been
misgunided all along, petitinner asked NRC to start all over.

Rather than summarily dismissing the petition, NRC went the extra mile and
solicited comments. Now, undaunted by the thunderous chorus of disapproval he
- elicited from medical practitioners, petitioner asks this Court to step 1n
Considering the enormous professional, govemmental and judicial resources
drained by this belated request, one searches fhe record in vain for scientific
justification for reinstating petitionér_-’ S _preferred 30 mCi rule. Petitioner obviously
does not shnre NRC’s regulatory‘ approach in _this. area. But his personal- noint of

view, however strongly held, does not overcome the insurmountably high judicial
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 standard he faces, and his petition cannot succeed.

Acco;dingly, for thé reasons discussed above, the petition for review should
" be dismissed for lack of jurisdiction or denied on the merits.
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RONALD J. TENPAS KAREND. CYR
Assistant Attorney General : eral‘ Counsel

CHARLES R. SCOTT

Attorney | F. CORDES, JR.
United States Department of Justice {cito :

O
r N
Environment & Natural Resources | O w 2}6\’\
Div. | ‘ b //1/\ /- |

P.0. Box 23795 | ROBERT M. RADER

Washington, D.C. 20026-3795 - Senior Attorney

(202) 514-2813 (voice) Office of the General Counsel

(202) 514-8865 (fax) | U.S. Nuclear Regulatory Commission

(301) 415-1955 (voice)
Dated: November 4, 2008

59



(Y

_ UNITED STATES '
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

OFFICE OF THE
GENERAL COUNSEL

October 9, 2008

Peter G. Crane, Esq.
6545 27" Avenue, NW
Seattle, WA 98117-5902

Re: Crane v. United States Nuclear Regulatory Commission, No. 08-72973
Dear Mr. Crane,

This confirms the extension granted by the Clerk today for the Government’s answering
brief, now due November 3, 2008, and moving back your reply brief an equivalent time.

Thanks again for consenting to the extension.

Yoqrs truly,
/5 / |

Robert M. Rader

Senior Attorney

Office of the General Counsel
Nuclear Regulatory Commission
(301) 415-1955 (voice)

(301) 415-3200 (fax)
Robert.Rader@nrc.gov (e-mail)’




STATEMENT OF RELATED CASES
‘Respondents Nuclear Regulatory Commission and United States

know of no related case pending in this Court. .



CERTIFICATE OF COMPLIANCE WITH RULE 32(a)(7)(C)

Pursuant to Federal Rule of Appellate Procedure 32(a)(7)(C), I certify
that the foregoing brief is proportionate]y spaced, has a typeface of 14

points, and as calculated by my word processing software (Word), contains

13,947 words.

x/?/lmzﬂ D

Robert M. Rader

- November 4, 2008



CERTIFICATE OF SERVICE

I certify that, on this date, I caused to be served two copies of Brief of

- Respondents and two volumes of Respondents’ Excerpts of the Record, by

overnight mail, upon counsel for the parties as follows:

Peter G. Crane |
6545 27" Avenue, NW
Seattle, WA 98117

Kot s vl

Robert M. Rader:

Date: November 4, 2008



