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U.S. DEPARTMENT OF HEALTH ANO HUMAN SERVICES

pg6-21 Food and Orug Adninistration
FOR IMMEDIATE RELEASE Faye ?etarson - (301) 443-3285
May 1, 19Eo6 (Home) -- {301} 536-963¢

The Food and Drug Aaninistration said today that it nas rzcaived 16

reports of an unexpactad and suzzling adverse reaction cevelooing in patients

W

shortly after their initial dese of McMeil Pharmaceuficai Labcratories’ new
analgesic drug Suprol: flank and back pain accompanied by evidence of
decreased kidney function.

A1l patients had full recovery, generally within five to 10 days after

they stopped taking the drug, but the decreasad kidney function is a serious

1>

concarn. McNeil, in a lettar to physicians, and FOA ars therzfore asking
physicians to prescribe Supral only with caution and to consider alternative
analgesics while the cause, frequency and severity of the rezciion are being
assessed.

McNeil's lettar also asked that similar reactions be reported
immediately. The company reczived and then promptly rsportad to FDA the
initial complaints.

The next FDA Drug Sulletin, which is mailed to every physician in the
Unitad States, will contain a description of the reports and request that
physicians look for and report such reactions in patients taking Suprol or
retatad drugs. The renorts may help determine whether Supral is the only drug
of its class capable of causing the flank pain-kidney failurs reaction or just
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the first in which it has been recognized.

A puzzling aspect of these reports is that therz has been reasonably
extensive use of Suprol in several European countries for up to two and a half
years with only three similar raports.

About 300,000 patients have racesived the drug since marketing began early
this year, It is one of about a dozen drugs belonging to the class of
products known as non-steroidal anti-inflammatory drugs, some of which are
used for pain and some for arthritis.

McNeil, which is located in Spring House, Pa., is voluntarily revising -
the physician labeling of the drug to include a warning about the reactions.
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FDA Talk Papes are prepared by the Press Office to guide FDA pesonne! in responding with consistency and accuracy
quesdons from the public on subjecs of current interest. Talk Papers are subject to change as more informadon becomes
available. Talk Papes are not intended for general distibudon ouside FDA. but all informadon in them is public, and

full wxts are reicasable upon request.

T86-56 Faye Peterson
July 24, 1986 (301) 443-3285

SUPROFEN UPDATZ

On April 25, McNeil Pharmacautical of Springhouse, Pa., notified doctors
of sixtaen reports of patients who had experiencad the abrupt onset of flank
and back pain accompanied by evidencs of decraased xidney function aftar one
or two doses of suprofen (Suprol), a new nons:aroidal anti-inflamatory drug:
At that time, McNeil and FDA so1ic%ted from physicians additional ranorts of
this puzzling and unexpected. adverse reaction. (See oress reTeaseAP8§-21.)

McNeil recently wrote to physicians saying reports now total about 100.
The Tetter says that "the rate at which this reaction is reported is
approximately one per 5,000 patients, although because the reporting of
adverse events for all drugs postmarket is never complete, the true rate is
higher... All patients have recoveresd on discontinuing Suprol and increased
fluid intake...

"Of the approximately 100 cases, over three quarters occurred in males,
and the mean age is in the mid;thirties. About one quarter of the patients
were hospitalized for evaluation. The pain is most commonly described as
severe bilateral flank pain; its onset usually occurs in one-half to five
hours after the dose and usually Tast 12-43 hours, although the pain has
lasted rarely as long as two weeks. It is frequently accompanied by nausea
and sometimes vomiting."

The letter said that approximately half of the patients did not have
laboratory tests. In the patients who did, about 75 percent had abnormal
kidney function tests. The abnormalities usually rasolved within four or
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five days, although some took two weeks, according to the letter. McNeil went
on to say, "It is also of note that some patients with flank pain after
Suprol have taken the drug on other occasions without incident.

“We are investigating possible mechanisns for the reaction and ways to
avoid it. Thus far, we have completed three studies which show Suprol has
uricosuric acitivity (p;anotes excretion of uric acid in the urine). We are
evaluating the possibility that this finding is related to the syndrome.

"Please continue to report all reactions to us. We are particularly
interestad in the results of appropriate diagnostic studies during the acute
episode. Therefors, we ask you to promptly call our medical department at
(215) 628-3000 if a patient presents with this reaction...."

McHeil and FDA continue to mon}tor Suprol adverse reaction reports in ?
order to detarmine the cause of the reaction and ways in which it can be
avoided, if possible.

A few patients experiencing this reaction to Suprol repor:t that they have
had similar reactions to other drugs of its class in the past. FDA is
interested in such reports in order to determine if the reaction is actually
comon to all drugs in this class but occurs at a higher rate in patients
taking Suprol. The June FDA Drug Bulletin, which is sent to all physicians,
contained a reporting form.
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