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5 RECOMMENDATIONS

(1) If pegloticase is approved, prescribers and patients need non­
promotional information to decide whether to use pegloticase despite
the indeterminate risk of cardiovascular adverse effects and the
established risk of infusion reactions and gout flares. We recommend a
REMS consisting of a Medication Guide for patients and a
Communication Plan for prescribers and infusion center medical
personnel:

a. The PPI should be converted to a Medication Guide to improve
patient compliance with important instructions to mitigate severe
infusion reactions and gout flares.

• Medication Guides trigger REMS and are therefore subject
to assessment by the sponsor. The sponsor therefore will
need to submit a plan for assessing the effectiveness of the
Medication Guide in educating patients about the risk(s).

• Medication Guide review is conducted after professional
labeling is substantially completed.

b. The sponsor should submit a detailed Communication Plan
consisting of, at minimum, Dear Healthcare Provider letters for
prescribers and infusion center medical personnel, non-promotional
print service announcements in rheumatology journals, and non­
promotional information at major internal medicine and
rheumatology meetings.

(2) ETASU may be justified for pegloticase if there is reason to believe that
the risk of life threatening infusion reactions cannot be adequately
addressed by labeling and medical supervision/routine emergent
management as per standard of care in the infusion center setting. We
strongly recommend that the plan entail the least burden possible
consistent with clearly stated safety goals and assessment
requirements consistent with those goals. ETASU options are:

a. Prescriber enrollment with attestation

b. Infusion center enrollment

c. Patient enrollment and documentation of safe use conditions

(3) If approval is planned with observational post-marketing study or
registry, The Division of Epidemiology should be consulted as soon as
possible.

(4) If pegloticase is approved, the sponsor should be asked to submit
post-marketing cardiovascular events and serious infusion reactions as
expedited (lS-day) reports even though these events will be labeled
adverse reactions.
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