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Risk Management 
<Customer Name> 
<Address 1> 
<Zip> <City> <State> 
Country 

URGENT: MEDICAL DEVICE RECALL 

Germany 

LeMaitre Vascular GmbH 
Otto-Volger-Str. Salb 
65843 Sulzbach/Ts. 

Tel: +49-(0)6196-659230 
Fax: +49-(0)6196-527072 

NASDAQ: LMAT 
www.lemaitre.com 

NEW LOTS ADDED FEBRUARY 2017 

Device: 1.5 mm Hydro LeMaitre® Valvulotome 

Aust ra ha ·leMaitre Vascular PTY LTD 
Te l: +61-(013 9330 4 775 ·Fax: +61-1013 9330 4772 
Canada • LeMa!tre Vascu lar UlC 
Tel· +1-905 673-2266 ·Fax: +1 -905 673-2223 

~~~~~6~i,~t{Y~7~i~i ~~~x~ ~~h6~~:~gr3~~,a;crhai ) co., Ltd 
France · leMait re Vascular SAS 
Tel: +33-(01344 260041 Fax +33-10\34 4 260731 
ltaly ·leMaitre Vascu lar S t I 
Tel +39-02 9884851 Fax: +39-02 98497059 

?:r~äl-~Ö~~~~fs~S6~1 1 aF~~ +S1-I0)3-s2ts -s6s2 

~el-'!'41(o~~~9~~~~~~~~uiF~:~~U-21 547467 
Spatn •leMait re Vascular Spa1n S.L 
Tel +34-10191 5030040 Fax: +34-(0191 1849871 
Sweden • LeMai tre Vascular GmbH Norden Fihal 
Tel: +46-35 105620 Fax: +46-35 105625 
Swrtzerland · LeMa1tre Vascular Switzerlan d Gmb H 
Tel: 0800 561761 Fax +41· (01415 608236 

~e~i~e4~~~JR~0~Q~~~Ö'1Fixv!sJ~!(~I~~~~~~i664J 
Umted States ·leMattre Vascular, lnc 
Tel·+l-781 221-2266 Fax +1-781 221-2223 

Your reference: 

Our reference 
TM/Marketing 

Telephone 
+49-61 96-65923-0 

E-Mail 
tmalcharczik@lemaitre.com 

Date 

13 February 2017 

Action: Return of the affected 1.5 mm LeMaitre Hydro valvulotomes to the manufacturer 
via the EU-Authorised Representative 

Dear Valued Customer: 

LeMaitre Vascular is announcing an extension of the scope of our recall of HYDRO Le­
Maitre® Valvulotome devices. Piease read and respond to this Ietter even if you have 
replied to earlier letters. 

The additionallotsthat are being recalled are: 

Catalog # Lot# Expiration Date 
1009-00 ELVH1101V 2021 -06 
1010-00 ELVH1112V 2021-07 
1009-00J ELVH1113V 2021-07 

The recall has been initiated due to reported issues of hoops failing to close when the de­
vice was actuated. ln some cases, this issue has been discovered in-use and has led to 
vessel damage. lf the blades arestuck in the open position, the device must be removed in 
the open state. The removal of the device without sheathing may cause darnage to the vein 
either during use or when the blades pass the opening of the vessel. 

LeMaitre Vascular GmbH, registered at the district court of Frankfurt am Main, HRB No. 77241 
Managing Director: Peter R. Gebauer- VAT-10-Nr. : DE812338392, USt-Nr.: 4323816017 
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Lots Recalled Earlier: 

Catalog # 
1009-00 

1009-00 

1009-00J 

1009-00J 

1009-00 

1009-00 

1009-00 

1009-00 

1009-00 

1009-00 

1009-00 

1009-00 

1010-00 

1009-00 

1010-00 

1010-00J 

1009-00 

1009-00 

1009-00 

1009-00 

1010-00 

1009-00 

1009-00J 

1009-00 

1009-00 

Actions to be taken by the customer: 

Germany 

LeMaitre Va5cular GmbH 
Otto-Volger-Str. Sal b 

65843 Sulzbach/T5. 

Tel: +49-(0)6196-659230 

Fax: +49-(0)6196-527072 

NASDAQ: LMAT 
www.lemaitre.com 

Austraha • LeMaltfe Vascu lar PTY LTD 
Te l· +61-(0)3 9330 4775 Fa"' +61-10)3 9330 4772 
Canada - leMaltre Vascular ULC 
Tel: +1-905 673-2266 ·Fa"' +1-905 673-2223 

~~i~~6~2~t:Y~7~it~~1x:~~~~~~~g(3~~130°~hai) Co., Ltd 
France ·LeMaitre Vascu la1 SAS 
Tel: +33·(0)344 260041 Fax +33·(0)344 260731 
ltaly . LeMaitre Vascu lar S.r.l 
Tel: +39-02 9884851 Fax +39-02 98497059 

?:r:a;.~g~~~Yfs~~~~~'aF~K +s1-(0)3-sl ls-s682 

~e~':48/.(o~~~a6~~~~n~ul~~~~47-21 547467 
Spa1 n ·leMairre Vascular Spa1n S.L 
Tel: +34·(0)91 5030040 Fax +34-(0)91 1849871 
Sweden -leMattre Vascu la r GmbH N01den Fihat 
Tel· +46-35 105620 Fax· +<6-35 105625 
Swltze rland ·leMa•tre Vascular Switz~rl and GmbH 
Tel: 0800 561761 Fax +41 -(0)415 608236 

Yeli~e4~~h)Nfo0~öki~OiV!l(V!s4c~-1~0l~~Q'j:~6641 
Umted States ·leMa•tre Vascula r, ln(. 
Tel +1-781 221-2266 Fax +1-781 221-2223 

Expiration Date 
Lot# {YYYY-MM) 

ELVH1071VA 2020-07 

ELVH1072V 2020-07 

ELVH1078V 2020-10 

ELVH1079VA 2020-10 

ELVH1080V 2020-10 

ELVH1082V 2021-01 

ELVH1083V 2021-01 

ELVH1084V 2021-02 

ELVH1085V 2021-02 

ELVH1086V 2021-02 

ELVH1087V 2021-02 

ELVH1088V 2021-03 

ELVH1089V 2021-03 

ELVH1090V 2021-03 

ELVH1091V 2021-03 

ELVH1093V 2021-04 

ELVH1094VA 2021-04 

ELVH1096VA 2021-04 

ELVH1097V 2021-05 

ELVH1098V 2021-05 

ELVH1099V 2021-05 

ELVH1100V 2021-05 

ELVH1104VA 2021-04 

ELVH1106VA 2021-04 

ELVH1108VA 2021-04 

1. Piease immediately locate and quarantine all affected product. We are requesting 
that you return those unused devices. LeMaitre Vascular, lnc. will replace any affected 
device with a new device at no charge to the customer. 

2. Complete the enclosed customer reply form , andreturn it to LeMaitre Vascular GmbH at 
csde@lemaitre.com or via fax +49 (0)6196-527072. Piease note that the form needs 
to be returned-even if you have 0 devices in inventory. 

3. Piease torward a copy of this Ietter to other facilities or departments within your institu­
tions to ensure that those locations are aware of this action. 

LeMaitre Vascular GmbH, registered at the district court of Frankfurt am Main , HRB No. 77241 
Managing Director: Peter R. Gebauer - VAT-I D-Nr. : DE812338392, USt-Nr.: 4323816017 
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Germany 

l eMaitre Vascular GmbH 
Otto-Volger-Str. Salb 
65843 Sulzbach/Ts. 

Tel: +49-(0)6196-659230 
Fax: +49-(0)6196-527072 

NASDAQ: LMAT 
www.lemaitre.com 

Australia · LeMa~tte Vascular PTY LTO 
Tel +61·(0)3 9330 4775 Fax: +61-10)3 9330 4772 
Canada · LeMa1tre Vascular ULC 
Tel: +1-905 673 2266 ·Fax: +1 905 673-2223 

~~;~86~i~3~~:7~;t~~',t~'J6~~~~gr3<~r,"0'6hai) co .. ud 
France · l eMa•treVasculiu SAS 
Tel: +33·(0)344 260041 Fax: +33 10)344 260731 
lt.;~ly - LeM~utre Vascular S.r.l 
Tel· +39·02 9884851 Fax· +39·02 98497059 

?:r!äl-~~~~s~rs~~~i~'"~~K +81-l0•3-s21s-s6s.z 

~el':4•{(~~~~~(,~~~fc,ult~:.~47·21 547467 
Spaln l eM.autre Vascular Spam S.L 
Tel +34-(0)91 5030040 Fax +34-(0!91 1849871 
Sweden LeMaure Vascular GmbH Norden F11ial 
Tel +46-35 105620 Fax +46·35 105625 
Swttzerland · leMaltre VascularSwitzerland GmbH 
Tel 0800561761 Fax +41-10)415608236 

Ve'ii~d4 ~~'ilto0~~~t'~!~v!s:~.'«J,~7(;'~:~41 
Un1ted States LeMa1tre VaKular, lnc. 
Tel +1-781 221·2266 Fax +1-781221·2223 

4. lf you are a dealer, wholesaler, or distributor/reseller that distributed any product to other 
facilities, please notify your customers of this communication in accordance with your 
customary procedures. 

We sincerely apologize for the inconvenience that this incident may have caused you. lf 
you have any questions concerning this recall , please contact me at +49 (0)6196-659230. 

Sincerely, 

LeMaitre Vascular GmbH 

Director, Marketing International 

LeMaitre Vascular GmbH, registered at the district court of Frankfurt am Main. HRB No. 77241 
Managing Director: Peter R. Gebauer - VAT-10 -Nr.: DE812338392, USt-Nr.: 4323816017 
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Germany 

LeMaitre Va5cular GmbH 
Otto-Volger·Str. Salb 
65843 Sulzbach/T5. 

Tel: +49-(0)6196-659230 
Fax: +49·(0)6196·527072 

NA5DAQ: LMAT 
www.femaitre.com 

Australia · LeMa1tre Vascular PTY LTO 
Tel: +6HOJ3 9330 4775 · Faxe +61·(013 9330 4772 
Canada · leMaitre Vascular ULC 
Te l +1·905 673·2266 ·Fax: +1 ·905 673·2223 

~~~~86~irt:~~'~t·~~'xr~~~~~,r3~~~·o"JJhai) co .. Ltd 
France ·leMattre Vascular SAS 
Tel +33·(0)344 260041 Fax- +33·10)344 200731 
ltaly ·leMattre Vascular s_r,l 
Tel +39-02 9884851 Fax +39·0198497059 

?:r~ei-~g~Wf5~~~~laF~K +8H OJ3·5215·5682 

~e~~r:41/j~~~9~~~~~~~~ul~;:.~47·21 S47467 
Spaln · leMaitre Vascular Spaln S.L 
Tel +34·(0)91 5030040 Fax +34 ·(0)91 1849871 
Sweden . LeMaitre Vascv lar GmbH Norden Filtal 
Tel +46· 35 105620 · Fax +46· 35 105625 
Swttzerland · LeMaitre Vascular Swttzerland GmbH 
Tel 0800561761 Fax +41-(0)415608236 

Ve~i~~~~h~N~o0~öi~~'Y!xv!~'~-1(0~7r:;•~:~41 
Unh•d States · l eMattre Vascular, lnc 
T!l +1·781 221·2266 Fax +1·781 221·2223 

Piease complete this reply form and e-mail it to us at csde@lemaitre.com 
or Fax +49 (0)6196-527072. 

The form should be returned even if you have zero devices in inventory. 

Customer Number* Customer Name* 
<Account Number> <Customer Name> 

*lf you are not the customer listed here, p/ease mc/ude your facility information here. 
Also, please add a note if you received the devices from another facility. 

Contact Name 
(First and Last Name) 

Contact Email 

Contact Phone 

Signature 

Date 

CHECK ONE BOX BELOW ltl DISPOSITION 
[] We will return devices for replacement. 
[] We have zero units in inventory. 

PI dh ease recor ow many d ev1ces you h t ave a your r oca 1on: 

CATALOG# LOT# 
QUANTITY ON HAND (Write 0 if there 

are no devices.) 

lf a replacement is requested, LeMaitre Vascular Customer Service will contact you with further 
instructions upon receipt of this request. 

Thank you for your cooperation. 

LeMaitre Vascular GmbH, registered at the district court of Frankfurt am Main, HRB No. 77241 
Managing Director: Peter R. Gebauer- VAT-10-Nr.: DE812338392, USt-Nr.: 4323816017 




