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hrough an unfortunate confluence of man-

ufacturing, scheduling, and regulatory

occurrences, two pharmaceuticals widely
used in nuclear medicine practice became
temporarily unavailable for distribution in August.
During the first week of that month, Bracco Diag-
nostics Inc. (Princeton, NJ) mailed separate
letters to customers, notifying them that short-
ages of Kinevac (sincalide for injection) and
Choletec (kit for preparation of “mTc-mebrofenin)
were imminent.

In one letter, Marion Meeks, PhD, Director,
Medical Affairs and Professional Services at
Bracco, told customers that Kinevac would be
out of stock and unavailable for approximately
1 year. “This back-order situation is the result
of issues encountered during a change in manu-
facturers,” wrote Meeks. “Bracco is committed
to resolving this situation as soon as possible.”

The letter also noted that a rationing program
would be used to distribute the remaining inven-
tory of Kinevac during the month of August. Cus-
tomers who purchased Kinevac directly from
Bracco were allowed to place one order for a max-
imum of two boxes of Kinevac. Radiopharma-
cies with average monthly orders larger than two
boxes per month of Kinevac over the past 12
months were allowed to order their average
monthly purchase volume. Fulfillment of these
orders was to be based on product availability,
with all orders to be placed before September 1.

In the second letter, dated August 7, Adrian
Trevisan, Product Manager, Nuclear Medicine
at Bracco, informed customers of “further
delays in the transfer of manufacturing” for the
Choletec kits, Trevisan wrote, “We will continue

Unexpected Shortfalls of Two :
Nuclear Medicine Pharmaceuticals

our rationing program until product on hand
is exhausted. At that point, the product wil]
go on backorder.” According to the letter,
the backorder occurred because of “an unex-
pected business interruption” at one of the raw
material providers.

The Nuclear Medicine
Community Reacts

Reaction among nuclear medicine practition-
ers was one of dismay, as e-mails and phone calls
about rationing, shortfalls, and possible alterna-
tive pharmaceuticals circulated among
practitioners and Society of Nuclear Medicine
(SNM) officers and staff. On August 10, Edward
B. Silberstein, MD, Chair of the SNM
Committee on Radiopharmaceuticals, talked
with Bracco representatives and issued a
statement on behalf of the committee. “The good
news is that this radiopharmaceutical shortfall
was not a direct business decision to cut pro-
duction of materials with a low profit margin,”
said Silberstein.

The bad news, of course, was that shortages
would cause inconveniences to practitioners and
could affect the quality of patient care in some
facilities. The experience of Terence Beven, MD,
Director of Nuclear Medicine at Our Lady
of the Lake Regional Medical Center, Baton
Rouge, LA, is typical of many nuclear medi-
cine specialists who received the letters from
Bracco. “At the time we received this news we
had about a 1-month supply of Kinevac,” he noted
in mid September. “Since that time we have
obtained about a | -year supply from a number of
different sources. Not being able to meet the
demand for these procedures would have an
adverse impact on our credibility as nuclear
medicine physicians and cause a loss of interest
in the specialty in the eyes of referring physicians,
particularly those specialists who have learned to
depend on these procedures as a significant part
of their patient management.”

Different Reasons for Shortfalls .
With the two announcements coming w.fithlﬂ
aspan of 8 days, the immediate assumption in the
nuclear medicine community was that the
shortfalls were related. In fact, although both
pharmaceuticals were in the middle of a trans-
(Continued on page 19N)

R VaVa R

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




