Kugel Mesh Hernia Patch
The FDA has recalled Kugel Mesh Hernia patches from December 2006. Our clients have us do detailed summaries capturing medical data which is relevant to the case. Some of the specifications we follow are history of patient, pain score and weight at regular intervals, procedure notes of implant and explant of hernia mesh, mesh details with lot number and date and month of manufacture. Highlighting of noteworthy 
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	NOTES

	03/17/2006
	Scan5661 4, 16

Heather XX, M.D.
	Patient presented with complaints that she had a mass in the left upper quadrant which popped in and out when she lied down. Examination revealed a 2 to 4 cm hernia located just to the left of the midline near the epigastric area which was reducible. She was diagnosed with ventral hernia and hernia repair surgery was planned.

	03/20/2006
	Scan5661 8

Medical 5-6

John Doe, M.D.
	Patient was admitted and under general anesthesia underwent ventral hernia repair with Kugel patch.
Findings: She had an ill-defined hernia in the left upper quadrant between the midline and costal margin. A midline incision was made and a flap was created medially which dislocated an area of attenuation. The anterior fascia was opened and space was created for Kugel patch to firm up the abdominal wall musculature. A 3 x 5 Kugel patch was placed, flattened out and secured. The fascia was closed with interrupted 0 Ethibond suture securing the patch to the underlying surface of the fascia. Skin was closed with running 3-0 Monocryl. Patient tolerated the procedure well and was transferred to XXXX in stable condition.

Mesh Details: Bard Composix Kugel Hernia Patch; Shape: Large Oval; Size: 5.4” x 7”; Ref#: 0000000; Lot#: 00XXX000
Date of Manufacture: November 2005, Included in the FDA recall list, Date of Recall: January 10, 2007

	02/20/2007
	Scan5661 1

Patrick XX, M.D.
	Patient presented with a persistent bulge in her abdomen than could be seen primarily when she lays down. She also had tenderness in that area. On examination upper midline well healed incision was noted with adjacent area of irregularity correlating to the underlying patch with minimal tenderness. She was told that her bulge from the patch was because of body habitus and lack of subcutaneous fat. Surgery was recommended and patient was advised to call if she decided to undergo surgery.

	06/12/2007
	Dr. Notes 6-7

Roger XX, M.D.
	Patient stated that an area where the mesh was placed had swelling and had crumpling effect. CT showed crumpling and torsion of mesh indicating some migration and disruption of the mesh. Patient was admitted and underwent diagnostic laparoscopy, lysis of adhesions, and exploration of abdominal wall and removal of migrating mesh under general anesthesia.

Findings: The mesh was found to be crumpled and bent in certain areas indicating dislodgement and some migration. The mesh was totally extraperitoneal and no involvement of peritoneal cavity was noted. After extreme difficulty the mesh was dissected free from surrounding structures.

	07/03/2007
	Dr. Notes 13
	Patient presented for post mesh removal follow up. The wound had healed. Pain had also decreased. 


