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Attn: Legislative Liaison

To Whom It May Concern:

I am enclosing, for your review, correspondence I have received
concerning radiopharmaceutical products.

In summary, I would be interested in background information on
the NRC's authority over nuclear pharmaceutical products. It is
my understanding that the Food and Drug Administration currently
regulates radiopharmaceuticals but the NRC has limited authority
to regulate certain materials as well. There is concern that
the NRC is attempting to expand its authority over these
products by trying to regulate the practice of nuclear pharmacy.
The attached letters go into more detail on this matter and I
would appreciate you investigating the statements contained
therein and forward me the necessary information for reply,
returning the enclosed correspondence with your answer.

Please direct your response to Ms. Pattie DeLoatche of my
Washington office at the following address:

Congressman Mike Bilirakis
1530 Longworth HOB
Washington, D.C. 20515

Thank you for your time and effort on this matter

MB:kh/pd



The Honorable Michael Bilirakis
1530 Longworth H0B
U.S. House of Representatives
Washington, DC 20510

Dear Rep. Bilirakis:

Since the inception of the specialty of nuclear pharmacy over twenty five
years ago it's practitioners have sought to provide quality
radiopharmaceutical products and services with the ultimate goal of
serving the patient in the best possible manner. Nuclear pharmacy
practice is, in fact, centered around the provision of expert knowledge
and comprehensive services to the nuclear medicine community with the
patient as the primary focus.

Food and Drug Administration (FDA) began regulating accelerator-produced
radiopharmaceuticals in 1968 and began regulating byproduct
radiopharmaceuticals in 1974. The FDA noted that the nuclear pharmacy
professional provided valuable services related to the improved quality
assurance and control of radiopharmaceutical products in the nuclear
medical arena.

FDA now regulates all radiopharmaceuticals, whether made by manufacturers,
nuclear pharmacists or their designees in medical institutions or in
centralized radiopharmacies, or by nuclear physicians or their designees.
FDA has the federal authority to regulate all research and clinical use of
radioactive drugs directly or indirectly.

The Nuclear Regulatory Commission has limited authority to regulate
byproduct materials under 10 CFR 35 and the Atomic Energy Act. However,
the NRC has expanded the interpretation of its authority in this area and
is attempting to regulate the practice of pharmacy and the professional
prerogatives more appropriately afforded by state pharmacy licensure. In
the process, the NRC has unfortunately prohibited the extemporaneous
compounding of a radiopharmaceutical prescription pursuant to a bonafide
physician order in the following ways:

A) The NRC stipulates that the nuclear pharmacist must compound and
dispense radiopharmaceuticals within the limited scope of the patient
package insert. This conflicts with the position of the FDA and
state pharmacy boards, which have long granted pharmacists the right
to compound and dispense prescription medications, including
radiopharmaceuticals, as dictated by professional training and
judgment.



b) Patient package inserts are understood to be recommendations and
reflections of known drug information only at the time of FDA
approval of an original new drug application (NDA) or its
amendments. Departures are, therefore, considered acceptable and
within normal practice parameters based on the professional judgment
of the nuclear pharmacist utilizing the most current professional and
technical information available. Historically, this type of action
has always been recognized as a legitimate component of the practice
of pharmacy.

c) Patient care will be compromised by following NRC's overly
restrictive approach to compounding radiopharmaceuticals. Patient
package inserts often do not take into account dosage variations
required for pediatric patients and patients with varying
physiological traits, with the result of possible serious harm to a
pediatric or other patient if the pharmacist is required to adhere to
the inappropriate restriction on compounding.

A petition to revise these and other provisions in 10 CFR Part 35, Medical
Uses of Byproduct Material, has been submitted to the NRC by the Society
of Nuclear Medicine (SNM) and the American College of Nuclear Physicians
(ACNP). The American Pharmaceutical Association (APhA) and other
professional organizations registered support for this proposed revision
during the comment period for the rule change, as did many of their
members. The fate of the petition is still pending before the NRC, though
it is reported that an interim rule is being contemplated.

As APhA staff and member David Laven, a nuclear pharmacist in Tampa
Florida, explained recently to Bob Meyers and Pattie DeLoatche in your
office. this issue urgently needs an appropriate remedy. Please contact
the NRC and urge it to allow pharmacists and physicians to use their
professional judgment in the preparation of radiopharmaceuticals. We
appreciate the interest shown by you and your staff in examining this
complex issue. Your continued assistance in rectifying the NRC's
incursion into the standards of medical and pharmacy practice would be
greatly appreciated.



I would like to take a few moments to express my sincere word of appreciation and
thanks yo you in permitting myself, my colleague Dr. Stan Shaw, PhD and Brian Hyps,
and Judy Shinogle, Rh of the American Pharmaceutical Association to visit with
you on June 22, 1990 in the Congressman's office.

In all my many trips to Washington, DC, it was the first time that I had the
opportunity to visit "the Hill", and I most truly enjoyed having the opportunity
to share with you the nature of some of the problems we nuclear pharmacists have been
facing with the U.S. Nuclear Regulatory Comission.

It is interesting to note that given the often noted accolades we nuclear pharmacists
receive from some segments of the healthcare industry today concerning the valuable
impact that we have in assuring not only cost-effective patient care but overall,
improved quality of care relative to drug use in the imaging/radiologic sciences, that
there remains some state and federal governmental agencies that continue to minimze
our professional right to practice. For example, with the VA system, I am one of perhaps
fewer than six or seven nuclear pharmacists system wide. Within my own institution,
there has been documented dollar savings of approximately $468,000.00 since July 1985
(stated in 1985 dollars, never corrected for inflation, which represents approximately
48 per cent of the total nuclear medicine operating budget for the past 5 years. New
imaging studies have been instituted during this time, and patient volume for imaging
studies has also increased. My own operating budget has remained at the same dollar
amount for the past two years, with only a 8-10% increase from the first budget
given to me when I first arrived at the Bay Pines VAMC. These same kinds of successes
have been seen at many other institutional settings where we have been able to make
our presence felt, and of course, commercial nuclear pharmacy practice offers the same
kind of positive impact on patient care as I have demonstrated for my own setting.

I am most appreciative to you for allowing us the opportunity to bring this one,
often poorly understood area of pharmacy practice, to your attention. Of course,
my colleagues and I, as well as the American Pharmaceutical Association, would be
welcome the opportunity to supply you and Congressman Bilirakis any additional
information so that you could better understand the gravity of the issues and problems
were currently face with the U.S. Nuclear Regulatory Comission and other groups.



CONGRESSIONAL CORRESPONDENCE SYSTEM
DOCUMENT PREPARATION CHECKLIST

This checklist is to be submitted with each document (or group of
Qs/As) sent for entering into the CCS.
{COULD NOT BE CONVERTED TO SEARCHABLE TEXT}


