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hrough an unfortunate confluence ofman-

ufacturing, scheduling, and regulatory
occurrences, two pharmaceuticals widely

used in nuclear medicine practice became

temporarily unavailable for distribution in August.
During the first week ofthat month, Btacco 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 ofWTc-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 ofKincvac during the month ol'August. Cus-

tomers who purchased Kinevac directly from
Bracco were allowed to place one order for a max-

imum ot‘two boxes ofKinevac. Radiopharma»
ties with average monthly orders larger than two
boxes per month ol‘Kinevae 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
Trcvisan, Product Manager, Nuclear Medicine
at Brae-co, 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 will

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 emails and phone calls
about rationing, shortfalls, and possible alterna-

tive pharmaceuticals circulated among
practitioners and Society of Nuclear Medicine

(SNM) officers and staff. 011 August 10, Edward
B. Silberstcin, MD, Chair of the SNM

Committee on Radiopharmaceuticals, talked

with Bracco representatives and issued a

statement on behalfofthe committee. “The good

news is that this radiopharmaceutical shortfall

was not a direct business decision to cut pro-

duction of materials with a 10w profit margin,“
said Siiberstein.

The bad news, of course, was that shonages

would cause inconveniences to practitioners and

could affect the quality of patient care in some

facilities. The experience ofTerence Eleven, MD,
Director ofNuclear Medicine at Our Lady

ofthe 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 ofKinevac." he noted
in mid September. “Since that time we have

obtained about a l-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 ofreferring physicians,

particularly those specialists who have learned i0
depend on these procedures as a significant p311

oftlieir patient management."

Different Reasons for Shortfalls .
With the two announcements coming with“

a span 0% 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—

(Comimied on page ”W
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