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DEPARTMENT OF HEALTH & HUMAN SERVICES Publlc Heaith Servics

312

Food and Drug Admintstration
$200 Corporate Boulevard
Rockville MO 20850

AUG 28 200
Potential for lnjury from Cm:umusum Clamps
{Yum are d to copy arl s L
Dear Collzagne:
This letier is o alert you to the patertial for injary from twoc ly wsed i ision clamps, the Gomco®/gomeo-

1ype aml Mogen®/mogen-type clamps  Boah are widely used durng circnmeision to remove Lhe foreskin while protecting
the glans penis

Although research suggests that circwmcision 15 generadly a safe procedure, we are concemed that some sericas device-
related complications have acured. We received 105 reports of injuries imvolving czrcwmnston clatnps between July 199¢
and January 2000' . These have included lacerion. hemomhage, penile and

We e providing recommendetions below that can help avoid these cornplications.

Nature of the Problep
Gomcp® and Gomeo-tvge Clamps
The use of Gomeof and gomco-1ype clamps that have been reassembled by nsers with parts from different marufacturers,
or thal have benl paris o mismatched components, has led to clamps breaking, stipping, falling of during use, tearing
penile lissue or failing 1o make a tight seal. Plense note that although Gomco® and gomeo-type clamps may appear o have
imerchangeable parts, (hese pars may nol always be safely interchanged because they may vary stightly in dimensions
M and Mogen-type Clam

The use of Mogen®: and mogen-type clamps that have jaw gap dimensions greater than those in the manifacturer's
specifications, or use of clamps inappropriately sized for pati has fed to patiend injunies. In such cases, the clamp may
aliow 100 much tissue to be drawa through the opening of the device, thus facilitating the remaval of 20 excessive amount
of fereskin and in some cases, a porion of the zlans perus.

Recommendations

{reneral:

Belore performing a ciraumncision procedure, examine the clamg 1o determine that all paris are available, undamaged, and
within the inanufacturer’s specification

Gomcol and Gomco-type clavmps:

«  1f you cannot be certain that a clamp component is part of the original <lamp of if the clamp has stnpped threads, a
warped of bent base plate, a benl arm, fwisted forks, or a scoded or nicked bell, sither contact the devics manufacturer
o obtain replacement pants® of discard fhe clamp.

= When requesting a replacement pan. obtam the of the fi or supplier that the pant ordered is
compatible with the other componerts of your device. Do not swbstitute parts from different clamp manufacturers

+  Make sure that vou reassemble a clamp from owly its ows parts. Do Dot mix up pans from different clamps, even from
he same mansfacherer. unless the manufactarer has assurcd you that the pans are inerchangeabie,

- Ll‘youchoosclomalkclamppansloawur:thalyoucmmcﬂymasscmblethern,askmeummfacmwahomunbca
way to do this, b g may ket the device or compramise your ability to sierlize it
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