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Background

The Radiopharmaceutical Manufacturers &
Theranostics Alliance (RMTA), a division of the
National Electrical Manufacturers Association
(NEMA), is the leading organization and
collective voice of innovators, manufacturers,
and distributors of diagnostic and therapeutic
radiopharmaceuticals and positron emission
tomography (PET) affiliated technologies that
image, evaluate, and support diagnosis,
therapy, and therapy selection.

RMTA is committed to product quality and
patient safety to ensure the availability of
critical PET drugs to patients suffering from
cancer, heart disease, Alzheimer’s, and other
conditions.

What is PET?

PET is a type of medical imaging that uses
very small amounts of radiopharmaceuticals,
or tracers, to provide detailed pictures of the
body at the molecular and cellular level. This
imaging aids in:

Diagnosis and Treatment
PET aids in the diagnosis and
treatment of disease for various types
of cancers, cardiovascular disease
and neurological disorders
(Alzheimer's, Parkinson’s, and
others).

Personalized care

PET is helping facilitate the transition
to personalized care through early
detection of tumors and innovative
non-invasive procedures at a patient-
specific level.
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Member Technologies

e Nuclear Medicine

 Radiopharmaceutical
Diagnostics and Therapies

» Radioisotopes

e Contrast Agent Drugs
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RMTA Treatment of PET Products
Under FDA Manufacturing

Radiopharmaceutical

Manufacturers and Regulations

Theranostics Alliance

Preserve Recognized Standards for PET
Manufacturing

AT AGLANCE

PET product manufacturers have long
relied on FDA's Part 212 regulations,
derived from the agency’s “PET Drugs—
Current Good Manufacturing Practice
(CGMP)” final rule and following guidance,
to govern manufacturing specifications
during the FDA approval process of their
diagnostic drugs and treatments.

Part 212 regulations are purposefully
distinct from Part 210 and 211, which
outline CGMP regulations for
conventional drug manufacturing.

By FDA's own admission, Part 212 is
specifically tailored to the “unique nature
of PET drugs and production.” In a 2009
final rule, FDA outlined that the
differences between CGMP requirements
for PET drugs and those for other drugs in
Parts 210 and 211 include:

e Streamlined quality control
requirements for components.

Greater flexibility in approaches to
determining whether PET drug
products conform to their
specifications.

Fewer required personnel with fewer
organizational restrictions, self
verification of significant steps in PET
drug production, and simplified
labeling requirements, each consistent
with the scope and complexity of
manufacturing operations.

CHALLENGE v

Despite FDA's longstanding interpretation and enforcement
of Part 212 flexibilities, the agency has started to demand
new testing requirements on PET input components during
pre-approval inspections.

Changing this FDA policy on testing for PET inputs on a case-by-
case basis and without seeking public comment prevents FDA
from fully considering the potential risks that this change may
entail. The modification has the potential to:

* Impede patient access to radiopharmaceuticals and
thereby disrupt diagnosis and treatment.

e Provide unfair competitive advantages to manufacturers
who are provided FDA feedback on their production processes
and can thereby adapt more quickly than other firms.

PROPOSAL v

Lawmakers can preserve patient
access to PET technologies by
urging FDA to maintain their current
Part 212 manufacturing standards.

We would also support a formal notice- n
and-comment rulemaking process so
that RMTA and other stakeholders have
the opportunity to provide the FDA

with evidence of the need to retain
current manufacturing flexibilities for
radiophamaceuticals.
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