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1.0 Device Identification and General Information 

i) Device trade names: AlboGraft™ Polyester Vascular Graft 
 

ii) Manufacturer’s name and address: 
Legal manufacturer name: LeMaitre Vascular, Inc. 
Address: 63 Second Avenue, Burlington, MA. 01803, USA 

 
iii) SRN: US-MF-000016778 

 
iv) Basic UDI-DI: G1 0607250020 

 
v) Device Item Codes, Descriptions, Basic UDI, GMDN Code and MDR Classification 

 

GTIN-14 (UDI) Manufacture 
Item Code   Description 

00840663102853 AMC1006 AlboGraft Knitted  Collagen Straight Graft 100cmx6mm[LxD]  
00840663107797 AMC1007 AlboGraft Polyester Vascular Graft 10cmx7mm[LxD] 
00840663102921 AMC1008 AlboGraft Knitted  Collagen Straight Graft  100cmx8mm[LxD] 
00840663102976 AMC1010 AlboGraft Knitted  Collagen Straight Graft 100cmx10mm[LxD] 
00840663107742 AMC1206 AlboGraft Polyester Vascular Graft 12cmx6mm[LxD] 
00840663103423 AMC1207 AlboGraft Knitted  Collagen Bifurcated Graft 12cmx7mm[LxD] 
00840663103430 AMC1407 AlboGraft Knitted  Collagen Bifurcated Graft 14cmx7mm[LxD] 
00840663103447 AMC1408 AlboGraft Knitted  Collagen Bifurcated Graft 14cmx8mm[LxD] 
00840663102815 AMC1506 AlboGraft Knitted  Collagen Straight Graft 1cm5x6mm [L x D] 
00840663107759 AMC1507 AlboGraft Polyester Vascular Graft 15cmx7mm[LxD] 
00840663102877 AMC1508 AlboGraft Knitted  Collagen Straight Graft   15cmx8mm [LxD] 
00840663102938 AMC1510 AlboGraft Knitted  Collagen Straight Graft 15cmx10mm[LxD] 
00840663102983 AMC1512 AlboGraft Knitted  Collagen Straight Graft 15cmx12mm[LxD] 
00840663103003 AMC1514 AlboGraft Knitted  Collagen Straight Graft 15cmx14mm[LxD] 
00840663103027 AMC1516 AlboGraft Knitted  Collagen Straight Graft 15cmx16mm[LxD] 
00840663103041 AMC1518 AlboGraft Knitted  Collagen Straight Graft 15cmx18mm[LxD] 
00840663103065 AMC1520 AlboGraft Knitted  Collagen Straight Graft 15cmx20mm[LxD] 
00840663103089 AMC1522 AlboGraft Knitted  Collagen Straight Graft 15cmx22mm[LxD] 
00840663103102 AMC1524 AlboGraft Knitted  Collagen Straight Graft 15cmx24mm[LxD] 
00840663103454 AMC1608 AlboGraft Knitted  Collagen Bifurcated Graft 16cmx8mm[LxD] 
00840663103461 AMC1609 AlboGraft Knitted  Collagen Bifurcated Graft 16cmx9mm[LxD] 
00840663103478 AMC1809 AlboGraft Knitted  Collagen Bifurcated Graft 18cmx9mm[LxD] 
00840663103485 AMC1810 AlboGraft Knitted  Collagen Bifurcated Graft 18cmx10mm[LxD] 
00840663103492 AMC2010 AlboGraft Knitted  Collagen Bifurcated Graft 20cmx10mm[LxD] 
00840663103508 AMC2011 AlboGraft Knitted  Collagen Bifurcated Graft 20cmx11mm[LxD] 
00840663103515 AMC2211 AlboGraft Knitted  Collagen Bifurcated Graft 22cmx11mm[LxD] 
00840663103522 AMC2412 AlboGraft Knitted  Collagen Bifurcated Graft 24cmx12mm[LxD] 
00840663102822 AMC3006 AlboGraft Knitted  Collagen Straight Graft 30cmx6mm[LxD] 
00840663107766 AMC3007 AlboGraft Polyester Vascular Graft 30cmx7mm[LxD] 
00840663102884 AMC3008 AlboGraft Knitted  Collagen Straight Graft   30cmx8mm [LxD] 
00840663102945 AMC3010 AlboGraft Knitted  Collagen Straight Graft 30cmx10mm[LxD] 
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00840663102990 AMC3012 AlboGraft Knitted  Collagen Straight Graft 30cmx12mm[LxD] 
00840663103010 AMC3014 AlboGraft Knitted  Collagen Straight Graft 30cmx14mm[LxD] 
00840663103034 AMC3016 AlboGraft Knitted  Collagen Straight Graft 30cmx16mm[LxD] 
00840663103058 AMC3018 AlboGraft Knitted  Collagen Straight Graft 30cmx18mm[LxD] 
00840663103072 AMC3020 AlboGraft Knitted  Collagen Straight Graft 30cmx20mm[LxD] 
00840663103096 AMC3022 AlboGraft Knitted  Collagen Straight Graft 30cmx22mm[LxD] 
00840663103126 AMC3024 AlboGraft Knitted  Collagen Straight Graft 30cmx24mm[LxD] 
00840663102839 AMC4006 AlboGraft Knitted  Collagen Straight Graft 40cmx6mm[LxD] 
00840663102860 AMC4007 AlboGraft Knitted  Collagen Straight Graft   40cmx7mm [LxD] 
00840663102891 AMC4008 AlboGraft Knitted  Collagen Straight Graft   40cmx8mm [LxD] 
00840663102952 AMC4010 AlboGraft Knitted  Collagen Straight Graft 40cmx10mm[LxD] 
00840663103119 AMC4012 AlboGraft Knitted  Collagen Straight Graft 40cmx12mm[LxD] 
00840663110391 AMC4014 AlboGraft® Knitted with Collagen 14mm x 40cm 

00840663103546 ASC4006 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 40cmx6mm[LxD] 

00840663103553 ASC6006 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 60cmx6mm[LxD] 

00840663103560 ASC8006 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 80cmx6mm[LxD] 

00840663110407 AMC4016 AlboGraft® Knitted with Collagen 16mm x 40cm 

00840663103584 ASC4007 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 40cmx7mm[LxD] 

00840663103591 ASC6007 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 60cmx7mm[LxD] 

00840663103607 ASC8007 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 80cmx7mm[LxD] 

00840663103614 ASC3008 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 30cmx8mm[LxD] 

00840663103621 ASC4008 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 40cmx8mm[LxD] 

00840663103638 ASC6008 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 60cmx8mm[LxD] 

00840663103645 ASC8008 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 80cmx8mm[LxD] 

00840663110414 AMC4018 AlboGraft® Knitted with Collagen 18mm x 40cm 
00840663110421 AMC4020 AlboGraft® Knitted with Collagen 20mm x 40cm 
00840663110438 AMC4022 AlboGraft® Knitted with Collagen 22mm x 40cm 
00840663110445 AMC4024 AlboGraft® Knitted with Collagen 24mm x 40cm 
00840663102846 AMC6006 AlboGraft Knitted  Collagen Straight Graft 60cmx6mm[LxD] 
00840663102907 AMC6007 AlboGraft Knitted  Collagen Straight Graft   60cmx7mm [LxD] 
00840663102914 AMC6008 AlboGraft Knitted  Collagen Straight Graft   60cmx8mm [LxD] 
00840663102969 AMC6010 AlboGraft Knitted  Collagen Straight Graft 60cmx10mm[LxD] 
00840663104253 AMC6012 AlboGraft Knitted  Collagen Straight Graft 60cmx12mm[LxD] 
00840663104260 AMC6014 AlboGraft Knitted  Collagen Straight Graft 60cmx14mm[LxD] 
00840663104277 AMC6016 AlboGraft Knitted  Collagen Straight Graft 60cmx16mm[LxD] 
00840663104284 AMC6018 AlboGraft Knitted  Collagen Straight Graft 60cmx18mm[LxD] 
00840663104291 AMC6020 AlboGraft Knitted  Collagen Straight Graft 60cmx20mm[LxD] 
00840663104307 AMC6022 AlboGraft Knitted  Collagen Straight Graft 60cmx22mm[LxD] 
00840663104314 AMC6024 AlboGraft Knitted  Collagen Straight Graft 60cmx24mm[LxD] 
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00840663107773 AMC7006 AlboGraft Polyester Vascular Graft 70cmx6mm[LxD] 
00840663104321 AMC7008 AlboGraft Knitted  Collagen Straight Graft 70cmx8mm[LxD] 
00840663104338 AMC7010 AlboGraft Knitted  Collagen Straight Graft 70cmx10mm[LxD] 
00840663104345 AMC7512 AlboGraft Knitted  Collagen Straight Graft 75cmx12mm[LxD] 
00840663104352 AMC7514 AlboGraft Knitted  Collagen Straight Graft 75cmx14mm[LxD] 
00840663104369 AMC7516 AlboGraft Knitted  Collagen Straight Graft 75cmx16mm[LxD] 
00840663104376 AMC7518 AlboGraft Knitted  Collagen Straight Graft 75cmx18mm[LxD] 
00840663104383 AMC7520 AlboGraft Knitted  Collagen Straight Graft 75cmx20mm[LxD] 
00840663104390 AMC7522 AlboGraft Knitted  Collagen Straight Graft 75cmx22mm[LxD] 
00840663104406 AMC7524 AlboGraft Knitted  Collagen Straight Graft 75cmx24mm[LxD] 
00840663107803 AMC8006 AlboGraft Polyester Vascular Graft 80x6 
00840663104413 AMC8008 AlboGraft Knitted  Collagen Straight Graft 80cmx8mm[LxD] 
00840663104420 AMC8010 AlboGraft Knitted  Collagen Straight Graft 80cmx10mm[LxD] 

00840663103539 ASC3006 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 30cmx6mm[LxD] 

00840663103577 ASC3007 
AlboGraft Knitted Collagen Straight Graft with Removable External 
Support 30cmx7mm[LxD] 

00840663110384 ATC1206 AlboGraft® Woven with Collagen Bifurcated 12mm x 6mm x 50cm 
00840663104147 ATC1207 AlboGraft Woven Collagen Bifurcated Graft 12cmx7mm[LxD] 
00840663104154 ATC1407 AlboGraft Woven Collagen Bifurcated Graft 14cmx7mm[LxD] 
00840663104161 ATC1408 AlboGraft Woven Collagen Bifurcated Graft 14cmx8mm[LxD] 
00840663103652 ATC1506 AlboGraft Woven  Collagen Straight Graft 15cmx6mm[LxD] 
00840663107810 ATC1507 AlboGraft Polyester Vascular Graft 15x7  
00840663103690 ATC1508 AlboGraft Woven  Collagen Straight Graft 15cmx8mm[LxD] 
00840663103737 ATC1510 AlboGraft Woven  Collagen Straight Graft 15cmx10mm[LxD] 
00840663103775 ATC1512 AlboGraft Woven  Collagen Straight Graft 15cmx12mm[LxD] 
00840663103805 ATC1514 AlboGraft Woven  Collagen Straight Graft 15cmx14mm[LxD] 
00840663103829 ATC1516 AlboGraft Woven  Collagen Straight Graft 15cmx16mm[LxD] 
00840663103843 ATC1518 AlboGraft Woven  Collagen Straight Graft 15cmx18mm[LxD] 
00840663103867 ATC1520 AlboGraft Woven  Collagen Straight Graft 15cmx20mm[LxD] 
00840663103881 ATC1522 AlboGraft Woven  Collagen Straight Graft 15cmx22mm[LxD] 
00840663103911 ATC1524 AlboGraft Woven  Collagen Straight Graft 15cmx24mm[LxD] 
00840663103942 ATC1526 AlboGraft Woven  Collagen Straight Graft 15cmx26mm[LxD] 
00840663103973 ATC1528 AlboGraft Woven  Collagen Straight Graft 15cmx28mm[LxD] 
00840663104000 ATC1530 AlboGraft Woven  Collagen Straight Graft 15cmx30mm[LxD] 
00840663104031 ATC1532 AlboGraft Woven  Collagen Straight Graft 15cmx32mm[LxD] 
00840663104062 ATC1534 AlboGraft Woven  Collagen Straight Graft 15cmx34mm[LxD] 
00840663107384 ATC1536 AlboGraft Woven  Collagen Straight Graft 15cmx34mm[LxD] 
00840663104093 ATC1538 AlboGraft Woven  Collagen Straight Graft 15cmx38mm[LxD] 
00840663104178 ATC1608 AlboGraft Woven Collagen Bifurcated Graft 16cmx8mm[LxD] 
00840663104185 ATC1609 AlboGraft Woven Collagen Bifurcated Graft 16cmx9mm[LxD] 
00840663104192 ATC1809 AlboGraft Woven Collagen Bifurcated Graft 18cmx9mm[LxD] 
00840663104208 ATC1810 AlboGraft Woven Collagen Bifurcated Graft 18cmx10mm[LxD] 
00840663104215 ATC2010 AlboGraft Woven Collagen Bifurcated Graft 20cmx10mm[LxD] 
00840663104222 ATC2011 AlboGraft Woven Collagen Bifurcated Graft 20cmx11mm[LxD] 
00840663104239 ATC2211 AlboGraft Woven Collagen Bifurcated Graft 22cmx11mm[LxD] 
00840663104246 ATC2412 AlboGraft Woven Collagen Bifurcated Graft 24cmx12mm[LxD] 
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00840663103669 ATC3006 AlboGraft Woven  Collagen Straight Graft 30cmx6mm[LxD] 
00840663103706 ATC3008 AlboGraft Woven  Collagen Straight Graft 30cmx8mm[LxD] 
00840663103744 ATC3010 AlboGraft Woven  Collagen Straight Graft 30cmx10mm[LxD] 
00840663103782 ATC3012 AlboGraft Woven  Collagen Straight Graft 30cmx12mm[LxD] 
00840663103812 ATC3014 AlboGraft Woven  Collagen Straight Graft 30cmx14mm[LxD] 
00840663103836 ATC3016 AlboGraft Woven  Collagen Straight Graft 30cmx16mm[LxD] 
00840663103850 ATC3018 AlboGraft Woven  Collagen Straight Graft 30cmx18mm[LxD] 
00840663103874 ATC3020 AlboGraft Woven  Collagen Straight Graft 30cmx20mm[LxD] 
00840663103898 ATC3022 AlboGraft Woven  Collagen Straight Graft 30cmx22mm[LxD] 
00840663103928 ATC3024 AlboGraft Woven  Collagen Straight Graft 30cmx24mm[LxD] 
00840663103959 ATC3026 AlboGraft Woven  Collagen Straight Graft 30cmx26mm[LxD] 
00840663103980 ATC3028 AlboGraft Woven  Collagen Straight Graft 30cmx28mm[LxD] 
00840663104017 ATC3030 AlboGraft Woven  Collagen Straight Graft 30cmx30mm[LxD] 
00840663104048 ATC3032 AlboGraft Woven  Collagen Straight Graft 30cmx32mm[LxD] 
00840663104079 ATC3034 AlboGraft Woven  Collagen Straight Graft 30cmx34mm[LxD] 
00840663106677 ATC3036 AlboGraft Woven  Collagen Straight Graft 30cmx36 
00840663104109 ATC3038 AlboGraft Woven  Collagen Straight Graft 30cmx38mm[LxD] 
00840663103676 ATC4006 AlboGraft Woven  Collagen Straight Graft 40cmx6mm[LxD] 
00840663104437 ATC4007 AlboGraft Woven  Collagen Straight Graft 40cmx7mm[LxD] 
00840663103713 ATC4008 AlboGraft Woven  Collagen Straight Graft 40cmx8mm[LxD] 
00840663103751 ATC4010 AlboGraft Woven  Collagen Straight Graft 40cmx10mm[LxD] 
00840663103799 ATC4012 AlboGraft Woven  Collagen Straight Graft 40cmx12mm[LxD] 
00840663103683 ATC6006 AlboGraft Woven  Collagen Straight Graft 60cmx6mm[LxD] 
00840663107407 ATC6007 AlboGraft Woven Collagen Straight Graft 60cmx7mm[LxD] 
00840663103720 ATC6008 AlboGraft Woven  Collagen Straight Graft 60cmx8mm[LxD] 
00840663103768 ATC6010 AlboGraft Woven  Collagen Straight Graft 60cmx10mm[LxD] 
00840663104444 ATC6012 AlboGraft Woven  Collagen Straight Graft 60cmx12mm[LxD] 
00840663104451 ATC6014 AlboGraft Woven  Collagen Straight Graft 60cmx14mm[LxD] 
00840663104468 ATC6016 AlboGraft Woven  Collagen Straight Graft 60cmx16mm[LxD] 
00840663104475 ATC6018 AlboGraft Woven  Collagen Straight Graft 60cmx18mm[LxD] 
00840663104482 ATC6020 AlboGraft Woven  Collagen Straight Graft 60cmx20mm[LxD] 
00840663104499 ATC6022 AlboGraft Woven  Collagen Straight Graft 60cmx22mm[LxD] 
00840663104505 ATC6024 AlboGraft Woven  Collagen Straight Graft 60cmx24mm[LxD] 
00840663104512 ATC6026 AlboGraft Woven  Collagen Straight Graft 60cmx26mm[LxD] 
00840663104529 ATC6028 AlboGraft Woven  Collagen Straight Graft 60cmx28mm[LxD] 
00840663104536 ATC6030 AlboGraft Woven  Collagen Straight Graft 60cmx30mm[LxD] 
00840663110353 ATC6032 AlboGraft® Woven with Collagen 32mm x 60cm 
00840663110360 ATC6034 AlboGraft® Woven with Collagen 34mm x 60cm 
00840663110377 ATC6038 AlboGraft® Woven with Collagen 38mm x 60cm 
00840663107902 ATO1207 AlboGraft Polyester Vascular Graft 12cmx7mm[LxD] 
00840663107919 ATO1407 AlboGraft Polyester Vascular Graft 14cmx7mm[LxD] 

 

 

vi) Medical device nomenclature description 
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GMDN Code / Description: 35281 / Synthetic Vascular Graft 
UMDNS Code / Description: 13-177 / Prostheses, Blood Vessel, Artificial 

 
vii) Class of device 

Manufacture Name MDR Classification Rule 
AlboGraft Polyester Vascular Graft III 18 

 
viii) Year when the first certificate (CE) was issued covering the device 

Device Name Date of Initial 
CE Mark 

Date of 510(k) 

AlboGraft™ Polyester 
Vascular Graft 

15 April 2011 14 January 2010 (K093231) 
19 January 2011 (K103080) 

 
ix) Authorised representative if applicable; name and the SRN 

EU Authorized 
Representative: 

LeMaitre Vascular GmbH 
Otto-Volger-Str. 5 a/b 
65843, Sulzbach/Ts 
Germany 

SRN: DE-AR-000013539 
 

x) NB’s name (the NB that will validate the SSCP) and the NB’s single  identification 
number 

BSI Group The Netherlands B.V. 
Identification Number: 2797 
Say Building, John M. Keynesplein 9, 1066 EP 
Amsterdam, Netherlands 
 

2.0 Intended use of the device 
i) Intended purpose: AlboGraft Vascular Grafts are intended to be used as a 

replacement of diseased vessels.  

ii) Indication(s) and target population(s) 
• Indication:  

• The AlboGraft Knitted and Woven Vascular Grafts are indicated 
for use in the replacement or repair of arteries affected with 
aneurismal or occlusive disease, such as Abdominal Aortic 
Aneurysm, Thoracic Aortic Aneurysm, and Peripheral Vascular 
Disease. 

• The AlboGraft Vascular Graft (ASC models only) are indicated 
in extra-anatomic reconstructions and reconstructions requiring 
enhanced resistance to kinking and compression, such as axillo-
femoral bypass, femorofemoral crossover and femoro-popliteal 
bypass. 

• Target Population: Adults (Male and Female), excluding pregnant women. 
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iii) Contraindications and/or limitations 

• AlboGraft Vascular Grafts are contraindicated for use in coronary arteries. 
• AlboGraft Vascular Grafts are contraindicated in patients with known or 

suspected hypersensitivity to bovine collagen.  
 

3.0 Device Description 
i) Description of the device 

The AlboGraft Polyester Vascular Grafts are made of synthetic material and designed to 
replace sections of damaged or malfunctioning arteries. They are made of polyester 
(polyethylene terephthalate, PET) thread woven into a seamless tube. In response to a range 
of surgical indications, AlboGraft Polyester Vascular Grafts are offered in two designs: 
double velour knitted fabric and double velour woven fabric. The knitted grafts are designed 
with a run-proof structure to reduce the risk of fraying or wearing down on their ends. The 
velour grafts have low profile loops on their endoluminal surface to avoid any lumen 
reduction, and high-profile loops on their outer surface to promote graft anchoring into the 
surrounding tissues. Each design is further offered in the different shapes: straight, bifurcated, 
axillo-bifemoral, and side arm configurations. All AlboGraft grafts are crimped in parallel 
rings so that their tubular shape is maintained without kinking. AlboGraft Polyester Vascular 
Grafts are available with removable external spiral reinforcement (ASC models) made of a 
radiopaque biocompatible polypropylene thread, allowing for easy identification of the 
prosthesis with x-ray. The external spiral reinforcement is removable, facilitating the creation 
of anastomoses to the vessel. AlboGraft Polyester Vascular Grafts are available in a wide 
range of models, types and sizes. The graft can be classified into models according to fabric 
characteristics (knitted or woven), each model being of one or more types (straight or 
bifurcated) and sizes (various diameter and length). The AlboGraft grafts are implantable 
devices intended for long term use. They are ethylene oxide sterilized, provided sterile in 
Tyvek packaging, and intended for single use only.  

Image Device name 

 

 
 
LeMaitre AlboGraft™ Polyester Vascular Graft 
Configurations (straight, bifurcated, external 
supported) 
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ii) Description of any accessories which are intended to be used in combination with 
the device: No accessories are supplied with this device.  

iii) Description of any other devices and products which are intended to be used in 
combination with the device: No other devices or products are intended to be used in 
combination with this device.  

4.0 Risks and Warnings 
i) Residual risks and undesirable effects 

 Residual risk evaluation is conducted as part of our FMEAs and risk management 
procedure.  We have concluded that the benefits outweigh any residual risks and 
that the risk has been reduced as far as possible 

ii) Warnings and precautions 
- Do not use a prosthesis if the container and/or seal has been opened or damaged, or 

if the period of sterility has expired. 
- The collagen-impregnated graft must never be resterilized. 
- Grafts contaminated with blood during the preceding procedures must not be re-

used or resterilized. 
- The vascular grafts must be handled so as to avoid contact with extraneous 

particles which, if they adhere to the graft wall, may generate emboli or undesirable 
interactions with the blood. 

- Furthermore, surgical gloves used to handle grafts should not contain powders, 
preservatives or lubricants. 

- Avoid overstretching the graft; gently expand the graft to smooth the folds. 
- Avoid damaging the graft when handling, use atraumatic clamps and appropriate 

instruments (e.g. vascular clamps). Avoid using these instruments with undue 
force, otherwise the collagen coating or fabric will be damaged. 

- Atraumatic needles are recommended. 
- Low temperature ophthalmic cautery (≤ 704° C/1300° F) is recommended for 

cutting woven grafts to avoid fraying. 
- AlboGraft Removable Spiral Reinforcement Prosthesis (ASC Models)*: Avoid 

clamping the graft on its reinforced area. 
- AlboGraft Removable Spiral Reinforcement Prosthesis (ASC Models)*: Gently 

remove the support spiral, otherwise the collagen film will be damaged. 
- Care should be taken to ligate and/or cauterize lymphatics in the groin to minimize 

the occurrence of seroma formation and lymphatic collection subsequent to aorto-
femoral or femoropopliteal reconstruction. 

- These prostheses should not be implanted in patients who exhibit sensitivity to 
polyester or materials of bovine origin. 

 
iii) Other relevant aspects of safety, including a summary of any field safety 

corrective action (FSCA including FSN) if applicable 
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- There were 21 vigilance reports between 01 January 2016 and 31 August 2021 that 
have been initiated with 4 CAPAs. The section below provides a summary of each 
FSCA / recall associated with a CAPA.  

CAPA # Date Initiated Reason why CAPA was initiated  Products Affected 

2017-013 06 March 2017 AlboGraft dilatation AMC and ATC Models 

2017-036 20 July 2017 Overall system improvements for labeling Not AlboGraft specific 

2017-038 25 July 2017 AlboGraft blood permeability AMC and ATC models 

2019-055 19 August 2019 AlboGraft labels not matching on all of the 
packaging. AMC and ATC models 

 

The failure modes resulting in the serious incidents during the surveillance period were 
previously identified in D1682-00 FAILURE MODES AND EFFECTS ANALYSIS AlboGraft 
Vascular Graft Product FMEA. The actual occurrences of the serious incidents (injury and 
malfunction) exceeded the acceptable occurrence rankings for the corresponding device 
problems, primarily due to the 8 reports due to leaking. CAPA 2017-038 was assigned 
accordingly. 
 
Leakage complaints and the results of CAPA 2017-038 are further detailed in section 5.c. CER-
002 AlboGraft Polyester Vascular Graft Clinical Evaluation Report indicates that patient 
benefits of the AlboGraft graft outweigh the potential risks associated with the product family 
when used as intended. Further information about benefit-risk analysis is available in Section 
7.0.  

 

5.0 Summary of clinical evaluation and post-market clinical follow-up (PMCF) 
i) Summary of clinical data related to equivalent device, if applicable: The 

AlboGraft Polyester Vascular Graft is considered clinically, technologically, and 
biologically equivalent to the Hemashield Gold Vascular Graft. While there are 
minor differences between the devices, which are identified and evaluated in the 
sections above, these differences are not expected to significantly affect the clinical 
performance and clinical safety of the device under evaluation.  

 The clinical literature review identified 7 articles relating to the safety and/or 
performance the equivalent device when used as intended. A total of 341 
patients representative of the intended population were treated with the 
equivalent device in the studies. The clinical data on these patients was 
gathered from 4 retrospective controlled studies, 1 case series, and 1 case 
report. There were two controlled studies which included the following 
comparisons: traditional sternotomy vs minimally invasive surgical 
techniques for Hemasield graft insertion and Hemashield vs Triplex vascular 
grafts. 

 Findings from the clinical literature support the performance of the subject 
device, which include survival, procedure time, requirement for reoperation, 
requirement for hypertensive medication post implantation, changes in 
vasculature measured via imaging (e.g. regurgitation of the aortic valve, 
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residual dissection, peri-prosthetic effusion), and procedural bleeding. Total 
operative or cardiopulmonary bypass time for graft implantation ranged from 
128.0 to 390±103 min for aortic procedures. The 1-, 5-, and 10-year survival 
rates were 94±3%, 84±5%, and 59±11%, respectively, following the 
combination of a Hemashield tube graft with reinforced “sandwich” 
technique for aortic dissection. Two separate studies reported that patients 
requiring reoperation following Hemashield graft implantation for either 
dissection or coarctation of the aorta was less than 1%. However, there were 
several patients (53%) for whom there remained residual aortic dissection 
with patent false lumen. In addition, imaging showing mild or no 
regurgitation (72%) of the aortic valve following graft implantation. Peri-
prosthetic effusion measured via CTA was similar between the Hemashield 
and Triplex vascular grafts, 50.9 mm and 46.8 mm, respectively. 

 The adverse events reported, which include operative and 30-day mortality, 
reoperation for bleeding, prominent graft dilation requiring intervention, 
graft disintegration, graft stenosis, pseudoaneurysm, intraluminal graft 
thrombus, perigraft air and suspected graft infection, nosocomial infection or 
sepsis, cerebrovascular accident or stroke, transient delirium, respiratory 
failure, renal failure, atrial fibrillation, chylothorax, flank pain and fever. 
Operative mortality ranged from 2.3% to 6.6% for aortic procedures. A 
separate study reported 30-day mortality as 1.9%. Serious bleeding requiring 
reoperation ranged from 4.9% to 16%. A comparative study demonstrated 
that minimally invasive techniques can reduce the number of patients 
experiencing severe bleeding to 0%. Several case reports described 
alterations in graft integrity after long-term (> 10 years) implantation of the 
Hemashield graft, such as: graft disintegration (n=3), graft stenosis (n=2), 
pseudoaneurysm (n=1), intraluminal graft thrombus (n=1), or perigraft air 
and suspected graft infection (n=1). The rate of infection ranged from 2.9% 
to 6%. The rate of cerebrovascular accident or stroke ranged from 1.0% to 
6%. A single study reported transient delirium occurring in 8% of patients 
following the combination of a Hemashield tube graft with reinforced 
“sandwich” technique for aortic dissection that is likely procedure-related. 
There were other complications that were potentially procedure-related or 
the result of pre-existing morbidity, such as: respiratory failure (5%), renal 
failure (3.9%), and atrial fibrillation (33.0%). Finally, in a small 
retrospective cohort study, there were two reports of chlythorax (4.7%). 
However, it was not indicated whether these patients were implanted with 
the Hemashield device or had an alternative surgical treatment (e.g. patch or 
end-to-end anastomosis). The outcomes relating to the safety and 
performance of the equivalent device are consistent with those expected for 
this type of device when used as intended. 

 
ii) Summary of clinical data from conducted investigations of the device 

before  the CE-marking, if applicable 
There were no manufacturer sponsored pre-market investigations conducted with 
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the device. The AlboGraft Polyester Vascular Patch was previously manufactured 
by Biomateriali S.r.l., a subsidiary of LeMaitre Vascular Inc., in Brindisi, Italy. The 
device was first approved for CE mark under LeMaitre Vascular Inc. in 2010. The 
Post-Market Clinical Follow-up studies performed for the subject device are listed 
below: 

- Biomateriali Albograft™- A Retrospective Clinical Data Review (2008) 
- Biomateriali Albograft™ Thoracic Aortic Application A Retrospective 

Clinical Data Review (2009) 
- Biomateriali AlboGraft™ - A Retrospective Clinical Data Review (2010) 

 
The findings of these studies are summarized below.  
 
The product is a mature product currently on the market for a well-established 
intended use. It has been developed by incremental changes and is based on the 
Hemashield Microvel Double Velour Knitted and Woven Vascular Graft. The 
AlboGraft was previously manufactured by Biomateriali S. r. l., a subsidiary of 
LeMaitre Vascular, Inc. in Brindisi, Itay. LeMaitre Vascular has transferred the 
manufacturing from Italy to Burlington, MA. 

Biomaterali conducted the following three studies: 

1. A Retrospective Clinical Data Review (2008), which concluded that “overall, 
aortic reconstruction with the Albograft performed favourably compared with 
existing literature. Albograft has comparable short and long term patency, and also 
exhibits similar mortality and morbity rates in the follow-up period, when compared 
with existing literature. We did not observe any adverse events which were directly 
related to the Albograft Polyester prosthesis. The overall handling in terms of 
suturing, conformability to the anastomosis, and suture hole bleeding compares well 
with polyester grafts of other brands previously used (C.R.BARD Dialine II; Boston 
Scientific Hemashield). One of the major reasons we originally switched to the 
Albograft was a competitive price offer by the current distributor.”  
 
2. Thoracic Aortic Application A Retrospective Clinical Data Review (2009), 
which concluded “Overall, aortic reconstruction with the Albograft performed 
favourably compared with existing literature. Albograft has comparable short and 
long term patency and also exhibits similar mortality and morbidly rates in the 
follow-up period when compared with existing literature. We did not observe any 
adverse events which were directly related to the AlboGraft Polyester prosthesis.” 
 
3. A Retrospective Clinical Data Review (2010), which concluded that “Overall, the 
peripheral intraoperative reconstructions and outcomes with the AlboGraft 
described in this report performed well when compared with existing literature. The 
AlboGraft had comparable immediate (30 day) and long term (24 month) patency 
and also exhibits similar mortality and morbidity rates in the follow-up period up to 
max. 36 month when compared with existing literature. We did not observe any 
adverse events which were directly related to the AlboGraft Polyester prosthesis.” 
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iii) Summary of clinical data from other sources, if applicable 
The table below provides direct comparisons between the performance outcomes 
reported for the subject device (from clinical literature on equivalent device and 
clinical investigations with the subject device) and the acceptance criteria for those 
outcomes established by the state of the art assessment. Many articles did not report 
the performance outcomes as described in the state of the art, including secondary 
patency, and are not included in the table. In addition, limb salvage is a potential 
benefit associated with the subject device that was not reported by any of the articles 
in the state of the art assessment and acceptance criteria could not be established for 
this outcome. Van Det et al. reported that the limb salvage rate at 10-years was 
96.5%.1 The acceptance criteria was met for primary patency and survival for most 
studies. For van Det et al. the acceptance criteria was not met for all time points. 
However, the 10-year follow up for this study exceeded the follow-up range upon 
which the acceptance criteria for this outcome was established. 

Table 6-17: Comparison of performance outcomes to acceptance criteria 
Outcome Rate / value observed in 

literature 
Source(s) Acceptance       

Criteria 
Criteria 
Met 

Primary      
patency 

70%, 52%, & 28% (2-, 5-, & 
10-years) 

van Det, 20091 ≥ 49% Nob 

90% & 94.8% (hospital discharge 
& follow up) 

PMCF Clinical 
investigation (2008) 

Yes 

82% (follow up) PMCF Clinical 
Investigation (2009) 

Yes 

88.9% & 95.1% (1- & 2-years) PMCF Clinical 
Investigation (2010) 

Yes 

Secondary 
patency 

No reports from clinical literature or clinical investigations ≥ 76% Not 
applicable 

Survival 94±3%, 84±5%, & 59±11% 
(estimated 1-, 5-, and 10-year) 

Hsu, 20142 ≥ 39.3% Yes 

97.7% (operative)a Rajbanshi, 20193 Yes 

93.4% (operative)a Tamura, 20114 Yes 

98.1% (30-day)a Lamelas, 20185 Yes 

94.8%, 98%, & 94.8% (in 
hospital, 30-days, and 1-year)a 

PMCF Clinical 
investigation (2008) 

Yes 

99%, 94.8%, & 94.5% (in- 
hospital, 30-days, 1-year)a 

PMCF Clinical 
Investigation (2009) 

Yes 

93.9%, 95.5%, 96.8% (in- 
hospital, 30-days, 1-year)a 

PMCF Clinical 
Investigation (2010) 

Yes 
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a) Authors did not report survival. The value was computed using mortality rate: 100% - mortality rate (%) 
b) Acceptance criteria was not met for all time points. The 10-year follow up for this study exceeded the follow-up range 
upon  which the acceptance criteria for this outcome was established. 

 

The table below provides direct comparisons between the safety outcomes 
(restenosis, bleeding, stroke, transient ischemic attack, myocardial infarction, 
infection, occlusion, thrombosis, and mortality) for the subject device (from clinical 
literature, reported complaints, and clinical investigations) and the acceptance 
criteria for those outcomes established by the state of the art assessment. The 
complete reporting of complaints for 01 January 2010 to 01 December 2020 are 
provided in Section 6.6.1. Some outcomes (e.g. bleeding, graft dilation, graft 
disintegration, etc.) reported in the clinical literature pertaining to the equivalent 
device were not reported in the state of the art literature. Therefore, since acceptance 
criteria for these outcomes could not be established, they were not included in the 
table below. For the most part, graft-related outcomes occurred at low rates (i.e. 
individual case reports). In addition, outcomes such as bleeding reported in the 
clinical literature for the equivalent device were shown to be modulated in part by 
procedural characteristics (see Lamelas et al.). Procedural bleeding reported in 
PMCF clinical investigations occurred at rates of 0%, 1%, & 10.6%. However, no 
procedural complications were directly attributed to the graft implanted. The 
acceptance criteria for mortality was met for all studies. One study from the clinical 
literature (Hsu et al.) failed to meet the acceptance criteria for stroke. However, 
patients in this study were treated via the combination of a Hemashield tube graft 
with reinforced “sandwich” technique for aortic dissection and the complicated 
technical aspects of this procedure may have contributed to a greater risk of 
postoperative complications. 

Comparison of safety outcomes to acceptance criteria 
Safety Outcome Rate / value observed in 

literature 
Source(s) Acceptance  

Criteria 
Criteria 
Met 

Stroke 6% (5/63) Hsu, 20142 ≤ 2.2% No 

1.0% (1/103) Lamelas, 20185 Yes 

None reported from clinical investigations and 
complaint data 

Not 
applicable 

Ischemia No reports from clinical literature, clinical 
investigations (2008 & 2010), and complaint data 

≤ 9% Not 
applicable 

14.3% intraoperative PMCF Clinical 
Investigation (2009) 

No 

Thrombosis No reports from clinical literature, clinical 
investigations, and complaint data 

≤ 6.6% Not 
applicable 

Wound 
complications 

No reports from clinical literature, clinical 
investigations, and complaint data 

≤ 4.44% Not 
applicable 
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Myocardial 
infarction 

No reports from clinical literature, clinical 
investigations, or complaint data 

≤ 9.13% Not 
applicable 

Mortality 6% (operative) Hsu, 20142 ≤ 67% Yes 

2.3% (operative) Rajbanshi, 20193 Yes 

6.6% (operative) Tamura, 20114 Yes 

1.9% (30-day) Lamelas, 20185 Yes 

5.2%, 2%, & 5.2% (in 
hospital, 30-day, & 1-year) 

PMCF Clinical 
investigation (2008) 

Yes 

1%, 5.2%, & 5.5% (in 
hospital, 30-day, & 1-year) 

PMCF Clinical 
Investigation (2009) 

Yes 

6.1%, 4.5%, & 3.2% (in 
hospital, 30-day, & 1-year) 

PMCF Clinical 
Investigation (2010) 

Yes 

None reported Complaint data  
2010-2020 

Yes 

 

iv) An overall summary of the clinical performance and safety 
Based on this clinical evaluation, which includes both non-clinical and clinical data, 
there is sufficient data to demonstrate conformity to the applicable requirements and 
confirm that the subject device is safe and performs as intended and claimed by 
LeMaitre Vascular, Inc. and is state of the art device for use as in the replacement 
or repair of arteries affected with aneurismal or occlusive disease, such as 
abdominal aortic aneurysm, thoracic aortic aneurysm, and peripheral vascular 
disease. Review of the post-market data, information materials, and the risk 
management documentation confirms that the risks are appropriately identified and 
consistent with the state of the art, and that the risks associated with the use of the 
device are acceptable when weighed against the benefits.  

 

v) Ongoing or planned post-market clinical follow-up 
The manufacturer conducts ongoing post-market surveillance (PMS) of the subject 
device according to the following procedure, SOP28-001. Post-Market Clinical 
Follow-up (PMCF) activities are planned for the subject device. A multi-stepped 
approach will be used to substantiate the performance claims of the device and 
ensure that the risk/benefit remains positive. First, a thorough literature review will 
be conducted to capture all relevant and up to date published information regarding 
the Albograft device. The second step will involve completion of multi-center study 

Printed on: 21 Jul 2022, 10:31:21 am; Printed by: AGADGIL



 Summary of Safety and Clinical Performance 
AlboGraft™ Polyester Vascular Graft  Page 14 of 17 

 

in the Netherlands. Contract negotiations are on-going and are anticipated to be 
completed Q1 of 2022, with study start shortly thereafter.  

The purpose of the study is to conduct a retrospective analysis on the performance 
and safety of the AlboGraft Vascular Graft on patients undergoing surgical treatment 
for aneurysmal or occlusive disease with a maximal follow up of one year.   

It is anticipated this study will be extended into an on-going registry to confirm the 
safety and performance throughout the expected lifetime of the device through the 
proactive and continuous collection of data. 

6.0 Possible diagnostic or therapeutic alternatives: 

-- Peripheral Vascular Repair: Invasive treatments are not recommended for 
asymptomatic peripheral arterial disease. In many cases, intermittent claudication 
caused by peripheral arterial disease can be managed with medical treatment (e.g., 
smoking cessation interventions, statin therapy, antiplatelet therapy) or exercise 
therapy. However, SVS recommends invasive (endovascular or surgical) treatment 
for patients with “significant functional or lifestyle-limiting disability when there is a 
reasonable likelihood of symptomatic improvement with treatment, when 
pharmacologic or exercise therapy, or both, have failed, and when the benefits of 
treatment outweigh the potential risks.”6 Invasive treatment should be individualized 
to the patient. For instance, endovascular procedures are recommended over open 
surgery for focal occlusive disease of the superficial femoral artery, whereas surgical 
bypass is recommended as an initial revascularization strategy for patients with 
diffuse femoro-popliteal disease or extensive calcification of the superficial femoral 
artery (depending on patient anatomy).7 ESC/ESVS suggest endovascular therapy as 
the first choice of treatment for femoro-popliteal lesions <25 cm and surgical bypass 
(especially when using the great saphenous vein) for occlusion/stenosis >25 cm in 
length. 

Bypass may be achieved using autologous vein, biological graft such as human 
umbilical vein, synthetic grafts (typically ePTFE [also referred to as PTFE] or 
Dacron), or biosynthetic grafts (e.g., LeMaitre Omniflow II, which is constructed of 
polyester mesh and ovine collagen). Heparin-bonded synthetic grafts, designed to 
reduce risk of thrombosis, have also been introduced to the market. The consensus 
by professional societies, including the European Society of Cardiology and 
European Society for Vascular Surgery, is that autologous vein should be used for 
bypass whenever possible, but the use of a prosthetic graft should be considered in 
the absence of suitable vein.6,7 The clinical practice guidelines do not contraindicate 
the use of synthetic grafts in the coronary arteries, and prosthetic grafts are required 
for coronary artery bypass grafting when the availability of suitable autologous 
conduits is limited8. However, the nonsystematic review by Desai et al. (2011) 
concluded that existing synthetic grafts do not meet the equivalent function and 
durability of the internal mammary artery or long saphenous vein in coronary artery 
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bypass grafting8. Therefore, a contraindication of the use of grafts like AlboGraft in 
the coronary arteries is appropriate. 

-- Abdominal aortic aneurysm repair: Endovascular repair for AAAs became 
available in 1991. While endovascular interventions are increasing in use, open 
repair remains the standard procedure for AAA repair. Given that there are no 
proven medical therapies available to slow the expansion of AAAs, surgical 
interventions are typically required when the growth exceeds a certain threshold 
(≥5.5 cm for men and ≥5.0cm for women) or there is a rupture. When rapid AAA 
growth is observed (≥1 cm/year) or there is an increase in symptoms, more urgent 
referral to a vascular surgeon is recommended.6 Open surgical repair involves a large 
incision, along the abdomen in the case of AAA, removal of the damaged vessel at 
the site of the aneurysm and implantation of a graft to replace that segment. 
Polyethylene terephthalate, also known by its brand name Dacron, is the most 
frequently used material in open surgical repair of AAA for the last 60 years. Dacron 
grafts are available with different kinds of impregnation (i.e. gelatin, albumin, etc) to 
decrease the porosity of the graft. Expanded polytetrafluoroethylene (PTFE) is an 
alternative synthetic graft material. Endovascular aneurysm repair is a minimally 
invasive option involving a smaller incision in the groin and the insertion of stent 
grafts via catheter, via either percutaneous or surgical access, in the artery that is 
then threaded up to the location of the aneurysm. The placement of the stent graft 
then acts to support the aneurysm. Unlike grafts used in open repair, a stent graft is 
meant to seal the sac from the inside of the aneurysm, while the aneurysm wall is left 
untouched. Most of the stent graft devices require a degree of oversizing of the graft 
relative to the vessel (≈10-25%) to ensure adequate sealing and fixation. 
Percutaneous endovascular stent placement is associated with fewer access-related 
complications, such as groin infection and lymphocele. 

7.0 Suggested profile and training for users: 

Intended users include vascular surgeons, . LeMaitre Vascular, Inc. assumes that any surgeon 
performing the above operations has received adequate training and is thoroughly familiar with 
the pertinent scientific literature. 

8.0 Reference to any harmonized standards and CS applied 

Standard Title Standard Reference: 
Revision Year 

Sterilization of medical devices. Requirements for medical devices to be 
designated “STERILE”. Part 2: Requirements for aseptically processed 
medical devices 

EN 556-2:2015 

Information supplied by the manufacturer of medical devices EN 1041:2008 
Cardiovascular implants and extracorporeal systems – Vascular prostheses -- 
Tubular vascular grafts and vascular patches 

ISO 7198:2016 
 

Biological evaluation of medical devices – Part 1: Evaluation and testing ISO 10993-1:2009 
Biological evaluation of medical devices – Part 3: Tests for genotoxicity, 
carcinogenicity and reproductive toxicity 

ISO 10993-3:2009 
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Biological evaluation of medical devices – Part 4: Selection of tests for 
interactions with blood 

EN ISO 10993-4:2006 

Biological evaluation of medical devices – Part 5: Tests for in vitro 
cytotoxicity 

ISO 10993-5:2009 

Biological evaluation of medical devices – Part 6: Tests for local effects after 
implantation 

EN ISO 10993-6:2007 

Biological evaluation of medical devices – Part 10: Tests for irritation and 
delayed-type hypersensitivity 

ISO 10993-10:2010 

Biological evaluation of medical devices – Part 11: Tests for systemic 
toxicity 

ISO 10993-11:2018 

Biological evaluation of medical devices Part 17: Establishment of allowable 
limits for leachable substances 

EN ISO 10993-17:2008 

Packaging for terminally sterilized medical devices – Part 1: Requirements 
for materials, sterile barrier systems and packaging systems 

ISO 11607-1:2006 

Packaging for terminally sterilized medical devices – Part 2: Validation 
requirements for forming, sealing and assembly processes 

ISO 11607-2:2006 

Sterilization of medical devices – Microbiological methods – Part 1: 
Determination of a population of microorganisms on products 

ISO 11737-1:2006 

Tests of sterility performed in the definition, validation and maintenance of a 
sterilization process 

ISO 11737-2:2009 

Aseptic processing of health care products – Part 1: General requirements ISO 13408-1:2008 
Medical devices – Quality management systems – Requirements for 
regulatory purposes 

EN ISO 13485:2016 

Sterilization of health care products – Liquid chemical sterilizing agents for 
single-use medical devices utilizing animal tissues and their derivatives – 
Requirements for characterization, development, validation and routine 
control of a sterilization process for medical devices 

ISO 14160:2011 

Cleanrooms and associated controlled environments – Part 1: Classification 
of air cleanliness 

ISO 14644-1:2015 

Medical devices – Application of risk management to medical devices EN ISO 14971:2012 
Medical devices — Symbols to be used with medical device labels, labelling 
and information to be supplied —Part 1: General requirements 

EN ISO 15223-1:2016 

Medical devices utilizing animal tissues and their derivatives – Part 1: 
Application of risk management 

ISO 22442-1:2015 

Medical devices utilizing animal tissues and their derivatives – Part 2: 
Controls on sourcing, collection and handling 

ISO 22442-2:2015 

Medical devices utilizing animal tissues and their derivatives – Part 3: 
Validation of the elimination and/or inactivation of viruses and TSE agents 

ISO 22442-3:2007 
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