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Endpath dilating tip torocars(512SD)

Low-Profile Housing
« Enables further instrument reach

Integrated Stability Thread Design
» Maximizes abdominal wall retention
for mirimal trocar slip-outs

Shield Reset Button

« Engages blade shield for insertion

Blade Shield
« Protects internal structures from
damage during insertion
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Bhoyrul et al Torokar injuries in Laparoscopic
surgery J.Am coll Surg 192 (2) 677- 683 2001

frocar Injuries in Laparoscopic Surgery

Sunil Bhoyrul, MD, FRCS, Mark A Vierra, MD, FACS, Camran R Nezhat, MD, FACS,
Thomas M Krummel, MD, FACS, Lawrence W Way, MD, FACS

BACKGROUND:

STUDY DESIGN:

RESULTS:

CONCLUSIONS:

Disposable trocars with safety shields are widely used for laparoscopic access. The aim of this
study was to analyze risk factors associated with injuries resulting from their use as reported ro
the Food and Drug Administration.

Manufacturers are required to report medical device-related incidents to the Food and Drug
Administration. We analyzed the 629 trocar injuries reported from 1993 through 1996.
There were three types of injury: 408 injuries of major blood vessels, 182 other visceral injuries
(mainly bowel injuries), and 30 abdominal wall hematomas. Of the 32 deaths, 26 (81%)
resulted from vascular injuries and 6 (19%) resulted from bowel injuries. Eighty-seven percent
of deaths from vascular injuries involved the use of disposable trocars with safety shields and 9%
involved dlsposable trocars with a direct-viewing feature. The aorta (23%) and inferior vena
cava (15%) were the vessels most commonly traumatized in the fatal vascular i injuries. Ninety-
one percent of bowel injuries involved trocars with safety shields and 7% involved direct-view
trocars. The diagnosis of an enterotomy was delayed in 10% of cases, and the mortality rate in
this group was 21%. In 41 cases (109) the surgeon initially thought the trocar had malfunc-
tioned, but in only 1 instance was malfunction subsequently found when the device was
examined. The likelihood of injury was not related to any specific procedure or manufacturer.
These data show that safery shields and direct-view trocars cannot prevent serious injuries.
Retroperitoneal vascular injuries should be largely avoidable by following safe techniques.
Bowel injuries often wenrt unrecognized, in which case they were highly lethal. Device malfunc-
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Table 1.2 Comparison of premarketing and postmarketing information related in
medical device

HA KE M
ML A fo AR A A _ -
(I P A )
A HIRG A Post Market Post Market Clinical
(B3t Surveillance (PMS) Follow- up (PMCF)
Mk Z2ER ARG REHE * Medical Device Vigilance system
Reporting (MDR)
» Manufacturer and
User Facility Device
Experience
ABE i ARAT : R Al : 2L
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\-l/f U.S. Department of Health & Human Services

FOA

Food

Protecting and Promoting Your Health

Home Drugs | Medical Devices | Radiation-Emitting Products

U.S. Food and Drug Administration

Vaccines, Blood & Biologics

MAUDE - Manufacturer and User Facility Device

Experience

@ FDA Home @ Medical Devices @ Databases

The MAUDE database houses medical device reports submitted to the FDA by mandatory reporters 1
(manufacturers, importers and device user facilities) and voluntary reporters such as health care

professionals, patients and consumers.
Learn More

Search Database

' Product Problem
Product Class

Event Type ] v

Disclaimer

8 Help $ Download Files

Manufacturer
Model Number | ReportNumber |
Brand Name | . Product Code
Date Report Received by | . |3 - |73
FDA(mrfJ/dd/yyyy) / \02/01/2016 ‘ to »02/29!2016 |

Go to Simple Search 10 v | Records per Report Page

ClearForm | Search |

AbbZindex | Follow FDA | EnEspanol

Animal & Veterinary | Cosmetics

SEARCH

Tobacco Products

&

mpeg%?ﬁ?gases

De Novo

CDRH FOIA Electronic Reading
Room

CFR Title 21

CLIA

Device Classification
Humanitarian Device Exemption
Medsun Reports

Premarket Approvals (PMAs)
Post-Approval Studies
Postmarket Surveillance Studies
Radiation-Emitting Products
Radiation-Emitting Electronic
Products Corrective Actions
Recalls

Registration & Listing
Standards

Total Product Life Cycle

X-Ray Assembler

Each year, the FDA receives several hundred thousand medical device reports (MDRs) of suspected device-associated deaths, serious injuries and malfunctions. The
FDA uses MDRs to monitor device performance, detect potential device-related safety issues, and contribute to benefit-risk assessments of these products. The

MAUDE database houses MDRs submitted to the FDA by mandatory reporters 1

health care professionals, patients and consumers.

(manufacturers, importers and device user facilities) and voluntary reporters such as
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