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NRC Strategic Assessment.
In late September 1996, the
NRC issued a series of Direc
tion-Setting Issue Papers

(DSI) focusing on almost
every area of operations for
the Commission. One of these
papers focused on materials
and medical oversight and was
the primary document which
ACNP and SNM provided comments on.

The NRC used the strategic assessment process to gather infor
mation on the publics view of how medicine should be regulated.
The NRC staff presented five options in the DSI paper on med
ical regulation listed as follows: (a) increase regulatory respon
sibility with addition of x-ray, accelerators and NARM, (b) con

tinue ongoing program (with improvements), (c) decrease
oversight of low-risk activities with continued emphasis of high-

risk activities, (d) discontinue regulation of all medical activi
ties except NRC oversight of devices and manufacturers (National
Academy of Sciences Recommendation) and (e) discontinue
materials program. Of these five options, the Commission
indicated its preliminary approval of an amalgam of options two
and three. In effect, some activities would remain relatively
unchanged, while other areas such as diagnostic nuclear medi
cine could be considered a low-risk activity.

The ACNP and SNM chose to comment favorably on a mix
of options two and three. The comments submitted argued that
diagnostic nuclear medicine is a low risk activity and should be
generally licensed. The suggested language by ACNP/SNM
for a general license would require only the name and address
of the user as well as notification to the NRC of the radioactive
material present on-site. The ACNP and SNM then expressed

that the NRC misunderstands the risks and uses of therapeutic
nuclear medicine, and recommended that the best way to resolve
this problem was through an enhanced participatory workshop
with the NRC. This suggestion on how to develop regulations
for therapeutic nuclear medicine was in part prompted by a meet
ing with Commissioner Rogers in October 1996. Finally the
ACNP and SNM expressed concern that radiopharmacies would
be regulated in a grouping similar to radiopharmaceutical
manufacturers. The two organizations stressed that there is an
inherently lower risk at radiopharmacies than at radiopharma
ceutical manufacturers, and that this should be reflected in the
regulations.

Another issue raised by the Commission in the strategic assess
ment process was the possibility of enacting the recommenda
tions of the NAS/IOM report. This was listed as option four by
the NRC but was not selected by the Commission in its prelim-
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inary decision. In light of the
numerous governmental, con
gressional and private organi
zations speaking out against
the specific recommendations
of the NAS/IOM report, the
ACNP and SNM opted to
work with the NRC on bring
ing about regulatory reform
as outlined in options two and
three, rather than pushing for
recommendations that were

unlikely to move forward. This decision does not, however,
preclude a legislative remedy, should the NRC fail to adequately
reform itself.

The NRC is now compiling all the comments received on this
strategic assessment process, and the Commission is expected
to make a final decision sometime this Spring on each DSI paper.

Iti COMMISSION MEETINGS
Dr. Michael Devous, Dr. David Brill, and Dr. Robert Carretta
met on November 22, 1996, with Commissioners Diaz and
McGaffigan, both recently appointed to the Nuclear Regulatory
Commission. The leadership of the SNM and ACNP met with
the Commissioners to present a briefing on what nuclear medi
cine is, to offer the support of the professional organizations and
to discuss issues involving the medical program. Much of the
discussion focused around the agency's strategic assessment ini

tiative, which could have a significant impact on the regulation
of nuclear medicine. The issue of risk involved with nuclear med
icine also came up and was one of the topics that the NRC con
sidered during its strategic assessment.

fifi PATIENT RELEASECRITERIA
The NRC has published a draft final rule on patient release cri
teria, requiring a licensee to release a patient only if the total
effective dose equivalent to any other individual from exposure
to the released individual is not likely to exceed 5 millisieverts
(0.5 rem). In addition, if the dose could exceed 1millisievert, the
licensee is required to provide written instructions to the
patient on methods to reduce exposure to other individuals. This
rule, in part, reflects comments provided by the ACNP and SNM
in 1994, including raising the dose threshold to 500 mrem for
members of the general and specific public as well as lowering
the threshold for paperwork by only requiring it for certain patients.

The Commission is currently preparing a regulatory guide,
expected to be finalized and effective sometime this Spring, to
accompany this rulemaking.

â€¢BROAD SCOPE LICENSEES
The NRC is considering amending its regulations governing spe-
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cific licenses of broad scope for byproduct material. The intended
effects of these changes are to clarify the regulatory and health
and safety basis of current licensing practices and to provide
licensees with the flexibility to make certain types of changes
to their radiation safety programs. The NRC contends that cur
rent regulations do not contain a clear description of the duties
and responsibilities of management, the Radiation Safety Offi
cer (RSO) or the Radiation Safety Committee (RSC). In addi
tion to various ongoing NRC efforts regarding the possible need
for clarification of requirements for broad scope licensees,
consideration of changes to the regulations was also recom
mended by an Incident Investigation Team. This team was respon
sible for reviewing a recent incident involving ingestion of 32Pat

a broad scope facility. The NRC is evaluating, for possible cod
ification in its regulations, existing regulations and appropriate
requirements derived from prior guidance and license standard
review plans with reference to: management oversight of broad
scope licensed programs; the role of the RSO; the responsibili
ties of the RSC; supervision; the qualifications of the authorized
user; the use of audits and inventory requirements; and security
and control of licensed material.

The NRC is seeking comments and suggestions on possi
ble revisions prior to February 12, 1997.

Hi FOOD AND DRUG ADMINISTRATION
Fast Tracking Diagnostic Cancer Drugs. On December 9,1996,
representatives of the Council on Radionuclides and Radio-

pharmaceuticals (CORAR), Institute for Clinical PET (ICP),
SNM and ACNP met with Janet Woodcock, Director - Center
for Drug Evaluation and Research (CDER), Murry Lump-

kin, MD, Deputy Director, Robert Temple, Deputy Director,
and other FDA staff members to urge that the FDA use accel
erated approval for drugs that diagnose cancer. The FDA cur
rently has a policy in place to fast-track therapeutic drugs for

the treatment of cancer.
In the proposal, the group recommended that accelerated

approval be made available for imaging agents that are used
to diagnose or provide other information that contributes to the
detection, treatment or monitoring of cancer. The proposal sug
gests reducing clinical trials from two to one, as well as using
clinical endpoints other than effectiveness in diagnosing a par
ticular disease. Following approval, the sponsor could be required
to confirm the effectiveness of the agent by conducting studies
of its effectiveness in: (a) detecting and localizing additional
tumors in patients for whom marker lesions were detected in
pre-approval studies or (b) diagnosing tumors in patients

who have not been previously diagnosed with the disease.
The group also proposed that the accelerated procedures pre

sented to the FDA also be available not only for original
applications but also for supplemental applications for new
indications. This policy, the group contended, would encour
age the submission of supplements so that the label of a diag
nostic imaging agent accurately conveys information corre
sponding to the actual uses of the agent in clinical practice.
Finally, the group proposed that the FDA implement, with regard
to diagnostic imaging agents, a program similar to the one
recently established to expand access to therapeutic cancer
drugs. Where a diagnostic imaging agent under study in the

U.S. for the detection, diagnosis or monitoring of cancer has
been approved in a foreign country and there is no compara
ble drug or procedure commercially available in the U.S., the
FDA would approve expanded access protocols regardless of
the length of time the product has been studied in the U.S.

The FDA was receptive to the proposal and will continue
to work with the professional organizations to develop such a
plan.

Ufi PET LAWSUIT

Judge Emmet G. Sullivan, U.S. District Court Judge issued his
decision on the Syncor International et al. versus Donna E. Sha-

lala et al. case on October 18, 1996. This case, in which the
SNM and ACNP participated, challenged the legality of the
FDA's new regulatory scheme for PET radiopharmaceuticals.

Judge Sullivan ruled on the following arguments made by Syn
cor et.al (represented by Alvin J. Lorman of Mintz, Levin, Cohn).

The court resolved five issues raised in the suit including: (a)
whether plaintiffs challenge to the FDA's February 27, 1995,

determination that PET radiotracers require FDA-approved

New Drug Applications (NDAs) is ripe for the courts review;
(b) whether the FDA's regulation of PET drugs, as published in

the Federal Register of February 27,1995, violates the Admin
istrative Procedure Act; (c) whether the FDA, in regulating PET
drugs exceeded its statutory authority under the Food, Drug and
Cosmetic Act (FDCA) by allegedly regulating intrastate as
opposed to interstate commerce; (d) whether, by regulating
pharmacies, the FDA has violated the Tenth Amendment to the
U.S. Constitution, and (e) whether the FDA's February 27,1995

Federal Register notice was an arbitrary and capricious denial
of Syncor's May 1992 citizen petition.

The judge ruled in favor of Syncor regarding the ripeness
issue but ruled in favor of the FDA regarding the other four
issues.

Syncor International Corporation, the ACNP, SNM and the
American Pharmaceutical Association have asked the U.S.
Court of Appeals for the District of Columbia Circuit to over
turn the District Court decision. The appeal, filed on Decem
ber 13, 1996, will argue that Judge Sullivan wrongly decided
the case. The schedule for filing briefs has not yet been estab
lished. A decision from the Court of Appeals should not be
expected before September 1997.

â€¢ENVIRONMENTAL PROTECTION AGENCY
NESHAPs. On October 31,1989, the EPA promulgated National
Emission Standards for Hazardous Air Pollutants (NESHAPs)
under Section 112 of the Clean Air Act to control radionu-

clide emissions into ambient air from several different source
categories. Subpart I of 40 CFR part 61 covers facilities licensed
and regulated by the Nuclear Regulatory Commission (NRC)
and individual Agreement States. It limits radionuclide emis
sions to the ambient air to that amount which would cause
any member of the public to receive in any year an effective
dose equivalent (ede) no greater than 10 mrem, of which no
more than 3 mrem ede may be from radioiodine.

When subpart I was originally promulgated in December 1989,
the EPA simultaneously granted reconsideration of the subpart

(Continued on page 26N)
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(Continued from page 24N)
based on information received late in the rulemaking on the sub
ject of duplicative regulation by the NRC and EPA on this
issue. While collecting information on this topic, the EPA granted
a stay from the regulations, but this order was overturned in court.
As a result, the EPA implemented subpart I regulations on Novem
ber 16, 1992. The Clean Air Act of 1990, however, included a
provision for the administrator of the EPA to rescind regulations
if a determination that the NRC's program adequately pro

tected public health and safety was made. The delay in recis-
sion resulted in the NRC having a 50-mrem standard which

was higher than the 10 mrem set by the EPA.
For several years, the ACNP and SNM worked with both the

EPA and NRC to develop a dose limit that would satisfy both
agencies. The EPA, however, was insistent on the 10-mrem level

originally set. Eventually, the NRC made changes to their regu
lations, including lowering the level to 10 mrem, and published
a final rule effective January 1, 1997. Based on the implemen
tation of these new regulations, the EPA has also published a final
rule rescinding subpart I of 40 CFR Part 61. This means that as
of December 30, 1996, NRC licensees will have to comply
only with NRC regulations and not with both the EPA and
NRC in this area.

Hi TECHNOLOGIST SECTION
Pew Commission. In December 1995, the Pew Commission
Taskforce on Health Care Workforce Regulation issued a set of
principles, recommendations and policy options for reform to
improve the state-based system of health professions regulation.

The report, according to the Pew Commission, has received
national attention and has been successful as a vehicle to stim
ulate and encourage debate and discussion of the issues identi
fied therein. In order to further that discussion, the Pew Com
mission is seeking comments on the initial report to produce a
follow-up report in the Fall of 1997.

The SNM-TS reviewed the 10 recommendations regarding

workforce regulation and submitted comments to the Pew Com
mission. These comments focused on the need for multi-

skilling and lowering the current barriers that prevent this from
happening, reducing the regulatory burden on healthcare
workers and creating a uniform system that would be applica
ble in all 50 states.

For a copy of any of the documents mentioned in this report,
please contact Leonard Getzin at (703) 708-9773 or via e-mail

at lgetzin@snm.org.

â€”David Nichols is the associate director of the ACNP/SNM

government relations office

30 Years of Nuclear Medicine at the NIH
(Continued from page 15N)

Fast Facts About the NIH

The National Institutes of Health [N lH) nuclear medicine depart
ment has eight SPECT cameras and only one non-SPECT gamma

camera. In 1987 the department had only one SPECT camera;
the rest were of the non-SPECT type.

The recent addition of a whole-body PET scanner brings the

total number of PET cameras at the N IH to four. Two cyclotrons

on site produce PET radiopharmaceuticals.

Approximately 50% of nuclear medicine patients are cancer

patients, and 25% are cardiovascular disease patients. The rest

are from the various other institutes. About 75% of patients who

receive PET studies have neurologic or psychiatric diseases,

or are studied to map normal brain function. About 15% of

patients have cardiovascular disease and 10% have cancer.

The annual combined budget for both the nuclear medicine and

PET departments is about $7 million. Approximately $5 million

is for operational costs and $2 million is for capital such as new

imaging cameras.

A staff of nearly 60 runs the nuclear medicine and PET depart
ments at the NIH. An additional 30 post-graduate fellows

conduct research projects in both departments.

order certain supplies nor perform laboratory studies," said Neu

mann. All in all, though, the department has never experienced
crippling delays in getting what they need. "We don't feel impeded
in our ability to do our work," he said. "We're probably the best
equipped nuclear medicine department in the U.S."

Although the NIH is owned by the government, it must deal
with the FDA and Nuclear Regulatory Commission (NRC)
just like any private facility. The NRC has been particularly strin
gent with the NIH after an incident in 1995 in which a pregnant
research fellow at the NIH ingested 32P.The event occurred in a

National Cancer Institute lab, which is not housed in the Clini
cal Center. Nevertheless, the nuclear medicine department has
had to contend with NRC sanctions and stricter security rules.
Laboratories containing radiopharmaceuticals are locked at all
times unless a researcher is present. Moreover, an armed secu
rity guard sits all day in the patient waiting area keeping watch
over the radiopharmacy.

Overall, Neumann finds the pleasantries of working at the NIH
far outnumber any inconveniences: "We are able to interact with

the best scientists in the world and to see a variety of diseases
that we would never see at a more traditional hospital," he said.

Moreover, he can walk down the hall and meet his wife, who is
chief of surgical pathology at the NIH, for lunch. In his mind,
there's not much room for discontentment.

â€”Deborah Kotz
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