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MEDICAL DEVICE ALERT

MEVILAL P e s —————

“ECHELON Endoscopic Linear Cutter Reloads Black (ECRE0T)"

The Echelon FAMILIES OF Endoscopic Linear Cutters (articulating and straight) are
sterile, single patient use instruments that simultaneously cut and staple tissues. These
are six stagerred rows of staples, three on either side of the cut line. The ECHELON 60
have a staple line that is apqroximate!y 60mm long and a cut line that is approximately
57mm long. The shaft can’ rotate freely in both the directions and an articulation
mechanism on articulating instruments enables bending the distal portion of the shaft to
facilitate lateral access of the operative site. The Instruments are shipped without a
reload and must be loaded peior to use. The instrument lock-out feature is designed to
prevent a used reload from bnjpg refired.
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Recall of “ECHELON Endoscgopic Linear Cutter Reloads Black (ECR80T)" due to the
potential for incomplete Staéle Line Formation from reload damage during firing
sequence which may result ininsufficient tissue apposition that could require surgical

intervention to help achieve dnd maintain anastomotic integrity.
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» Medical directors/ Healthcare Professionals
» Distributors and Users.
» Staff involved in the management of patients
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Examination of the inyentory to determine if you have affected/recalled product in
hand.

Return all affected lots to the manufacturer,

Inform all Health Authorities about this recall

Inform all of the appropriate staff at the facility

The inventory of the recalled product at the warehouse will be destroyed and the
destruction certificate will be submitted to the manufacturer.
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Insufficent tisssue apposition that could require surgical intervention to ensure
anastomotic integrity. Most ogcurrences result in the prolonged operative time,
malformed staples or an incomplete staple line. The clinical outcome from these staple
line issues can result in intra-operative bleeding or anastomic breakdown with
peritonitis.

In India 3 complaints were repoﬂtd for the affected lots.. Globally the manufacturer has
received 51 customer complaints identified architectural design differences in the
internal components of the ECRTE0T reload. In 2013, there were 5 adverse events
attributed to ECR60T issue whichesulted in the escalation to field action.

1. MI/s. Ethicon Endosurgery LLC, 475 Calle C. Guaynabo, Puerto Rico, 00969,
USA having factory premises at M/s. Ethicon Endosurgery S.A de C.V
Avenida De Las Torres No. 7125, Colonia Salvarcar 118, Ciudad Juarez,
Mexico
Tel: +1 513 337 3134
E-mail: DHahn1@its.jnj.com
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= 2. Mis. Johnson & Johnson Limited, J-1 Shree Arihant Complex, Village
Kalher, Thane-Bhiwandi Road, Bhiwandi
Tel: 0124-4285855
Fax; 0124-4285855
E-mail: ksaini@its.jnj.com

. Central Drugs Standard Control Organization, Directorate General of Health
Services, Ministry of Health and Family Welfare, Government of India, FDA
Bhavan, ITO, Kotla Road, New Delhi -110002
Tel: 91-11-23236975 / 23236971
Fax: 91-11-23236973
E-mail: dci@nb.nic.in
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