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Suture. Surgical, Absorbable, Polydioxanone® - Product Code NEWE®
Monodek Violet Synthetic Absorbable Surgical Suiures, MF O TC43/HR26 48
Product Code: 833-137, Batch: 02H1103434, 02H 1200348, and 02K 1201354

Tel=flex Mediczl
2817 Weck Dr.
Ressarch Triangle Park, North Caroling 27708

Michasl T. Tagogart
S18-433-4540

Product does not meet minimum knof tensile strength requirements.
OTHERMANDETERMINED: Under Investigation by the firm

Consignses weare nofified by an Urgent Medical Device Recall Natification letter, dated
3/11/2014. The letter identified the affected product and the reason for recall. Customers
wers instructed to immediately disconfinue use of and guarantine any affected product in
stock. The affected product is to be retumed:; and the Recsll Acknowledgement Form should
be completed and faxed to the number provided regandless of whether customers have
affected product in stock. Questions should be directed fo a local sales rep or Customer
Service =t 1-886-246-5080,

3,072 ea.
Worldwids Distribution — USA, ingluding the state of MA, and the country of Genmany

TPLC Device Report?®

Total Product Life Cycle

! For details about termination of 2 recall ses Code of Federal Regulstions (CFR) Titls 21 §7.55%7
Z Per FDA policy, recall cause determinations are subject o modification up o the point of termination of the recall,

510(K) Database 510{K}s with Product Code = NEW and Original Applicant = GENZYME BIOSURGERY?®

Links on this page:
1. http://www.addthis.com/bookmark.php7u508=truedv=152&usermame=fdamain

2. http:/fwww.addthis.com/bookmark. php
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Suturs, Nonabsorbable, Synthefic, Polyethylene® - Product Code GAT®®

Sutures, Non-absorbable, Silk, Sterile, Rx only, Preduct Usage: Matural non-
absarbabls silk surgical sufure is a non-absorbable, sterile, flaxible multifilament
thread composad of an organic protein calied fibroin. This protein is derived from
the domesticated species Bombyx mori (B. mori) of the family Bombycidae. Natursl
non-sbsorbable sitk surgical suiure is indicated for use in soft tissue approximation.
Matural non-absorbable silk surgical sufure meets the United States Pharmacopeia
(U.S P.) monograph requirements for Non-absorbable Surgical Suture {class ).
MNatural nen-absorbable silk surgical suture may be braided or twisted; it may be
provided unceated or coated; and it may be undyed or dyed with an FDA fisted color
additive.

Product Cods: X637 1ME, Lot numbers: 02ECB01603

Telefiex Medical
2817 Weck Dr.
Research Triangle Park, Morth Carolinag 27702

Michael T. Taggart
815-433-4240

The products are being recalled because they did not mest minimum needle attachment
strength requirements.

OTHERAINDETERMINED: Under Investigaiion by the firm

Telefiex =ent an Urgent Medical Device Recall Notification letter dated March 11, 2014 to all
affected customers. The letier identified the affecied produst, problem and actions to be
taken. Customers were instructed to return gl affeciz2d product to Teleflex Medical per the
instructions provided in the letter: Customers were asked o complete the enciosed Recall
Acknowledoment Form and fax if (o 1-866-804-9881, Attn: Customer Sanvice. For quesiions
contact your local sales representative or Customer Service at 1-865-246-6920.

Total 32 2T1 ea
Warldwide Distribution - LS. Nationwide and the countries of Canada, Germany, and Ireland

TPLC Device Reports®

! For details about termination of 2 recall see Code of Federal Requlations (CER) Title 21 §7.557%7

http://www.accessdata. fda.gov/scripts/edrh/cfdocs/cfres/res.cfim?id=126185
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Sutures, Nonabsorbable, Steel,
Monofilament and Multifilament,
Sterile

March 2&, 2014
Cpen
Z-1295-2014
§7733%

KD21018%=

Suturs. Nonabsorbable, Synthetic, Polyethyiens2® - Product Code GAT®®

Sutures. Non-sbsorbable, Steel, Moncofilament and Multifilament, Sterile, Rx only,
Product Usage: A smooth or threaded metallic bone fixation fastensr is a devics
intended o be implanted that consists of a2 stiff wire segment or rod made of alloys,
such as cobalt-chromiurm-molybdenum and stainless steel, and that may be smoath
on the outside, fully or partially threaded, straight or Ushaped; and may be either
blunt pointed. sharp pointed, or have & formed, slotted head on the end. It may be
used for fixation of bone fractures; for bone reconstructons, as a guide pin for
inserion of other implants, or it may be implanted through the skin so that a pulling
force (traction) may be applied to the skeletal system.

Product Code: X4981M4, Lot number: 02J0800£51

Teleflex Medical
2917 Weck Dr.
Ressamch Tnangle Park, North Carolina 27702

Michael T. Taggart
919-433-4940

The producis are being recalled because they did not meet minimum needle attachmeant
sirength requirements:

OTHER/UNDETERMINED: Under Investigation by the firm

Telefiex sent an Urgent Medical Device Recall Notification lefter dated March 11, 2014 to all
affected customers. The letter identified the affected product, problem and actions fo be
taken. Customers were instructed to retum all affected product fo Teleflex Medical per the
instructions provided in the letter. Customers were asked to complete the enclosed Recall
Acknowledgment Form and fax it to 1-866-804-8881, Afin: Customer Service. For guestions
contact yourlocal sales representative or Customer Service at 1-865-246-6080.

Toial 32271 ea:
Worldwide Distribution - LS, Nationwide and the countries of Canada, Germany, and Ireland

TPLC Device Report™®

5/19/2014
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ﬁﬂr:;!!
Ko21016™

Suture, Nonabsorbable, Synthetic, Polyethylene® - Product Code GAT®®

Sutures, Absorbable, Synthetic. Polyglycolic Acid, Starile, Rx only, Product Usage:
Mon-absorbable polypropylene surgical suture is a monofilament, Non-absorbabie,
stenle. flexible thread prepared from leng-chain polyolefin polymer known as
pelypropylens and is indicated for use in soft tissue approximation.

Preduct Code: BON1T00. Lot numbers: 02H1302839, 0241101705, 0201101137, and
02F1103013

Teleflex Medical
2917 Weck Dr.
Research Triangle Park, Marth Carolina 27708

Michael T. Taggart
918-433-4940

The products are baing recalled because they did not meat minimum needle attschment
sirength requiremanis.

OTHER/UNDETERMINED: Under Investigation by the firm

Telefiex sent an Urgent Medical Device Recall Notification letier dated March 11, 2014 o =0
affected customers. The lefter identifed the affected product, problem and actions fo be
takan. Customens were instrucled to return all affecled produdt 1o Teleflex Medical per the
instructions provided in the lstter. Customers were asked {o complete the enciosed Recsll
Acknowledgment Form and fax it to 1-8568-804-9881, Attin: Cuslomer Service. For questions
contact your local sales representative or Customer Service at 1-866-246-6500.

Total 32,271 ea.
Worldwide Distribution - U3, Nationwide and the countries of Canada, Germany, and Irsland

TPLC Device Repori®®

! For details about termination of a recall se= Code of Faderal Requlations (CER) Title 21 §7 8527
2 Per FDA policy, recall cause determinations are subject 1o modification up to the point of termination of the recall.

510(K)s with Product Code = GAT and Original Applicant = GENZYME CORP.

510(K}) Database

Links on this page:

http://www.accessdata. fda gov/scripts/cdrh/cfdocs/clresfres.cfm?id=126183 5/1972014
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March 26, 2014

Open
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§7733%
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Suture_ Nonabsorbable, Synthetic, Polvethyiens® - Product Code GAT®

Sutures, Mon-absorbable, Synthetic, Polypropylene, Stenle, Rx only, Product
Usage: Non-gbsorbable polypropylene surgical suture is a monofilament, Mon-
absorbable, sterile, flexible thread prepared from leng-chain polyolefin pelymer
known as polypropylens and is indicated for use in soft tissus approximation.

Product Code: 833-123; Lot numbers: 02A0S02858, 02D02007TS, 02G 1003092,
0ZH1100535. D2H1100536, & 02K 1102309; Product Code: 833-124, Lot numbers:
QZA1200503, 02B1101450 & 02C02803400; Product Code: 0200900010, 02D0S00103,
02D1003285, 02003286 & 02F1302321; Product Code: 02G 1000045, 02G1300348,
02G1301122, 02H1100494, & 02L0803407; Product Code: 02L1100009, 02M1002288
02M1101833 & O2F 1302322 833-213, Lot number: 02H1100687; Product Code; D-5007TK,
Lot numbers: 0281002310, DQC'I 103731, 02F1100069 & 02H1102294; Product Code: D-
S007M4A, Lot number: 02M0202844; Product Codes: D-5007M4K, Lot numbers;
02C1002252, & 02F1100124; Product Code: D-70H6M4K, Lot number; 02G130174%;
Product Code: D-TOT0K, Lot numbers: 0241103450 & 02B 1002276 Product Code: D-
TO7OMAE. Lot numbers:- 02C1103707, 02F1301100, 0261100876 & 02612304739, Product
Code: D-T076M1K, Lot number: 02H1103237; Product Code; D-7076M4K, Lot numbers:
0211010356, 0201301343, and 02K0900010: Product Code: D-7375K, Lot number:
02A1201015; Product Code; D-793M4K, Lot number, 02L1002488; Product Code: ED-
G072, Lot numbers: 02C1002218, 02E1002342 & 02J0902517; Product Code: ED-B278, Lot
number. 0ZF0902457; Product Code: ED-G896, Lot numbers; 02A0902278, D2B0S00089,
O2B0S01 762, 02C0900661, 02C 1002207, 0200500634, 02D1100186, 02E0901521,
QZE0S02608, 02E1301551, 02H1300603, 0230800501, 02K0901530, 02K0502406,
QZL0200576, DZM0201869, & 02031301755; Product Code: ED-853, Lot numbers:
02G1002594. 02B0202976, 0200802457 & DZMOS01348 and Froduct Code: EP4045N, Lot
number D2A1003137.

Teleflex Medical
2817 Weck Dr.
Research Triangle Park, North Caroling 27709

Michael T. Taggan
9184334540

The products ane being recalled because they did not meet minimurn needle attachment
strength reguirements.

OTHER/UNDETERMINED: Under Investigation by the firm

Teleflex sent an Urgent Medical Device Recall Notification letter dated March 11, 2014 to all
affected customears. The lefter identified the affected product, problem and actions io be

5/19/2014
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Suture. Nenabsorbable, Synithetic, Polyethylene®® - Product Code (GAT2

Sutures, Non-absorbable, Synthetic, Polyethylene, Sterile, Ry only, Product Usage:
MNor-absorbzble polylsthylene terephthalate) surgical suture is a multifilament, non-
sbsorbable. stenle, flexible thread prepared from fibers of high molecular weight,
lang-chain, lingar polyesters having recurent aromatic rings as an integral
component and is indicated for uze in soft tissue approximation.

Product Code: 0100019-507, Lot number: 02F1301128; Product Code: 6-511, Lot number:
02MOB00551; Product Code: 65-559, Lot number; 02A80800005; Product Code: 69-403, Lot
number: 02HOB02530; Product Code: 7-5008M4, Lot number: D2C0900466; Product Code:
7-518. Lot number: 02E1202561; Product Code: 7-565, Lot number: 02B1100185; Product
Code: 78554, Lot numbers: 02C0901963 & 0Z2MOB800836; Product Gode: 7-740, Lot
number: 02L1000536; Product Code: 833-114, Lot numbers: 02A1202112, 02C0903374 &
0201202794: Product Code: 02F0902697, 0ZK1100404, 0211202368 & 02MO802509;
Product Code: E13-6351, Lot number: D2F0902446; Product Code! E13-5354, Lot number,
Q2F0902435; Product Code: E13-6399, Lot number, 02F0S02436; Product Code: EG-545,
Lot number: 02F0902443; Froduct Code: ET-4578, ot number: 020020167 2; Product Code
H5300, Lot number: 1450153E13; Product Code: RNE-5106M5. Lot number, 02F1003837
Product Code: RNT-536M5, Lot number: D2A0801205; Product Code: TEVM100, Lot number
02G1101500; Produci Code: V-2509, Lot number: 02F0B02055; Product Code: X-5424, Lot
number, 0ZBO2007ES; Product Code: X6-692W, Lot number: 02C0803135; Product Code
X7-655MEA, Lot number: 0ZA0000806, 0ZADD0274Z, 02C0900446 & 02H1003233 and
Product Code: XF7-7011, Lot numbers: 02A0801554.

Teleflex Madical
2517 Weck Dr.
Research Trangle Park, North Carolina 27705

Michael T. Taggari
2154334240

The products are being recalled because they did not meet minimum needle attachment
strength requirements.

OTHERMUNDETERMINELD: Under Investigation by the firm

Telefiex =ent an Urgent Medical Device Recall Notification letter dated March 11, 2014 to:all
affected cusiomers. The letisr identifisd the affediad product. problem and actions to be
taken. Customers were instructed to return all affected product to Teleflex Medical per the
instructions providad in the letier. Customers were asked o complete the enclosed Recall
Acknowledgment Form and fax it to 1-866-804-9881 Aftn: Customer Service, For guestions
contact your local 2ales reprasentative or Customer Service al 1-866-246-8090,

5/19/2014




