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SNMMI COR Submits Recommendations, White Paper on
Compounded Sterile Radiopharmaceuticals to USP

the U.S. Pharmacopeial (USP) Convention (Rock-

ville, MD) outlining consensus recommendations
designed to strengthen USP compounding standards for
sterile radiopharmaceuticals. The letter, signed by Sally
Schwarz, MS, RPh, SNMMI president, represented the con-
clusions of the SNMMI Committee on Radiopharmaceuti-
cals (COR) and was accompanied by a white paper on the
topic. Both the letter and the white paper included back-
ground information on the evolution of standards and common
practices for sterile compounding in radiopharmaceuticals,
as well as the roles of the USP, FDA, and the COR; current
challenges; and 3 recommendations from the COR to
strengthen USP compounding standards. Included in the
white paper was a timeline of key events in USP standards
and FDA regulations for radiopharmaceuticals and nuclear
pharmacy (Fig. 1).

The COR praised the USP’s more than 60-year history
of effectively developing public standards and defining and
refining these through individual drug monographs and
chapters. The authors of the white paper noted that through
these publications, “the USP has consistently exceeded
their mandate to improve global health through public stan-
dards, even during times when substantial changes in reg-
ulations and the marketplace have created formidable
obstacles for radiopharmaceuticals.” However, the authors
also pointed to a lack of overall definition of common prac-
tices in nuclear pharmacy that constitute compounding:
“Given the pivotal role the USP has played in other public
standards for radiopharmaceuticals and the predominant
role played by pharmacy in the field of nuclear medicine,
it is surprising that a comprehensive delineation of com-
pounding practices for sterile radiopharmaceuticals does
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not exist in the USP.” The group noted that the current
USP standard (<797>) is broad and contains standards
for compounding across the entire spectrum of sterile prep-
arations, with much information that does not apply to
radiopharmaceuticals. “From a practical standpoint,” the
authors stated, “this has created a public standard that is
difficult to understand, both on the part of pharmacy prac-
titioners and state Boards of Pharmacy.... In its current
form, <797> does not provide a clear and effective public
standard for compounding practices in nuclear pharmacy.”
The 3 recommendations from the COR, also endorsed
by the SNMMI Board of Directors, were intended to
“strengthen USP standards associated with all aspects of
radiopharmaceuticals, including the compounding of sterile
radiopharmaceuticals.” They are reproduced here from the
white paper, which, along with the SNMMI leadership letter,
is available at http://ow.ly/DagM306Gag].
Recommendation 1: Delineate common practices
that are defined as sterile compounding within the prac-
tice of nuclear pharmacy. The current lack of a universally
accepted public standard that clearly and effectively delin-
eates common practices within the practice of nuclear phar-
macy must be addressed as soon as possible. The COR
recommends that the USP immediately establish a panel
with expertise in sterile compounding practices for radio-
pharmaceuticals. This panel may have to simultaneously
report to the USP’s existing expert committees on sterile
compounding and on radiopharmaceutical monographs and
general chapters. The COR recommends that the panel first
conduct a survey of existing standards and information on
compounding practices associated with sterile radiophar-
maceuticals. Next, the panel should delineate common
nuclear pharmacy practices, including those that are and
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FIGURE 1. Timeline of key events in USP standards and FDA regulations for radiopharmaceuticals and nuclear pharmacy.
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those that are not considered compounding. The delineated
list should include but not be limited to the practices de-
scribed previously in this article. The resulting list should
be evaluated and revised as necessary by both existing ex-
pert committees. Finally, the COR recommends that the
panel publish the resulting list as a stimuli article in the
Pharmacopeial Forum or other appropriate publications.
Recommendation 2: Create a public standard for the
preparation, compounding, and dispensing of sterile ra-
diopharmaceuticals with the practice of nuclear phar-
macy. After completing the first recommendation, the COR
recommends that the panel draft a new general chapter
entitled “Radiopharmaceutical Preparation, Compounding
and Dispensing—Sterile Preparations” and submit it for
approval by both of the above-mentioned expert committees. The
COR recommends that the USP publicize the draft of a new
general chapter in the Pharmacopeial Forum and through other
standard forms of communication by the USP.
Recommendation 3: Reinstate an expert committee
dedicated to all standards for radiopharmaceuticals.
The USP has successfully managed many changes in public
standards for radiopharmaceuticals since the transition
away from a dedicated expert committee for radiopharma-
ceuticals in 2010. The USP has accomplished this through
numerous innovative approaches that have greatly im-
proved public standards for today’s generation of radio-
pharmaceuticals. The COR recognizes and commends the
USP for these efforts. In the spirit of continuous improve-

ment, the COR recommends that the USP reinstate an ex-
pert committee that is dedicated to all standards for
radiopharmaceuticals, including those recommended in this
article and those already in existence. Membership on the
committee should include experts in all aspects of radio-
pharmaceuticals, including manufacturing, sterile and non-
sterile compounding, SPECT diagnostics, PET diagnostics,
and therapeutics. The COR believes that radioactivity is the
defining characteristic driving the unique nature of nuclear
medicine and therefore should also define the responsibil-
ities of this expert committee. Consequently, the COR
believes the expert committee should not include respon-
sibilities for nonradioactive products used as imaging
agents (e.g., contrast agents, etc.). The COR further be-
lieves that the consolidation of all expertise under the
umbrella of a single expert committee will simultaneously
strengthen USP standards and create efficiencies for the
USP. This is important as new diagnostic radiopharmaceu-
ticals are developed, approved, manufactured, and com-
pounded in the unique environment of nuclear medicine.
It is especially important as new therapeutic radiopharma-
ceuticals, theranostics, and other technologies advance the
field of nuclear medicine toward personalized health care.
The reinstatement of this committee will enable the USP to
play a catalytic role in these developments and to continue
its innovative leadership in public standards for radiophar-
maceuticals that meet the needs of patients in the U.S. and
around the world.
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