PART OF THE Wm«%ﬁ%m FAMILY OF COMPANIES

URGENT: MEDICAL DEVICE RECALL (REMOVAL)

VICRYL RAPIDE™ (Polyglactin 910) SUTURE
(SPECIFIC CODES AND LOTS LISTED BELOW)

September 07, 2017
Dear Customer, Operating Room Supervisors, Materials Management Personnel, and Chief of Surgery:

PLEASE DISTRIBUTE THIS INFORMATION TO ALL STAFF WITHIN YOUR FACILITY WHO USE
VICRYL RAPIDE™ (Polyglactin 910) SUTURE

At Ethicon, Inc. (“Ethicon”), our first priority is to our customers and their patients, and that includes the
safe and effective use of our products.

Ethicon has initiated a medical device recall (removal) of certain lots of VICRYL RAPIDE™
(Polyglactin 910) Suture. We have identified that certain lots of sizes 2-0 and 4-0 for VICRYL
RAPIDE™ SUTURE (Product Codes and Lot Numbers listed in table below) exhibited suture damage
due to a manufacturing equipment issue. The manufacturing equipment issue has been corrected.

The medical assessment concluded that this situation could result in a potential superficial wound
dehiscence or contribute to impaired wound healing but only occasionally and/or under unusual
circumstances.

Ethicon has not received any reports of Adverse Events associated with the product subject to this
recall (removal).

Health care practitioners that have treated patients using VICRYL RAPIDE™ SUTURE from the lots
listed in the table below, should continue to follow those patients post-operatively in the usual manner.

This medical device recall (removal) has been communicated to the U.S. Food and Drug
Administration (FDA).

EFFECTIVE IMMEDIATELY — DO NOT USE OR DISTRIBUTE THE FOLLOWING PRODUCT
CODES/LOTS:

PRODUCT PRODUCT
PRODUCT NAME CODE LOT DESCRIPTION/SIZE

™ 1 -
VICRYL RAPIDE MPVR4260H | AH6847 Size 4-0 VICRYL RAPIDE

(Polyglactin 910) SUTURE Undyed 75cm PS-2 Needle
VICRYL RAPIDE™ Size 4-0 VICRYL RAPIDE
(Polyglactin 910) SUTURE V2140H AH6862 Undyed 70cm RB-1 Needle
VICRYL RAPIDE™ Size 4-0 VICRYL RAPIDE
(Polyglactin 910) SUTURE V2140H AH7675 Undyed 70cm RB-1 Needle
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URGENT: MEDICAL DEVICE RECALL
VICRYL RAPIDE™ (Polyglactin 910) SUTURE
(SPECIFIC CODES AND LOTS)

PRODUCT NAME EggEUCT Eg?DUCT DESCRIPTION/SIZE

(Polyglactin 010) SUTURE | V2140 | AoL7o | e b0 BORE RATIDE
(Polyglactin o10) SUTURE | VR2217 | anresa | 52 20 CRYL BARIOL,
(Polyglactin 010) SUTURE | VR2217 | Anseso | e 20 ORI RAPIOE
(Polyglactin o10) SUTURE | VR2253 | amszas | 520 20 MCRYLRARDL
(Polyglactin 610) SUTURE | VR2253 [ Asegs | e 20 UCRY RADIOE.
(Polyglactn 910) SUTURE | VR2253 [ awoos | 520 ORY FATIOE,
(Polyglactin 610) SUTURE | VR2253 | Amooss | e 20 UCRY RADIOE.
(Polyglactin 010) SUTURE | VR2253 [ Adties | 3ee 20 CRY RADIOE.
zgglsgll;zﬁwpé?g)mSUTURE VR2279 AH7676 Siﬁgyif 7\{f>|§n? \\(/:R'\?epeg)ls
(Polyglactin 010) SUTURE | VR2204 | arzers | e b0 UCRY RADIOE
ﬁﬁﬁlbiﬁpé?gféume VR2294 AH7684 Sﬁgyit?;g(?n? £S5 Nogile
(Polyglactin 010) SUTURE | VR2297 | Azeso | e b0 UCRY BADIOC,
(Polyglactin 910) SUTURE | VR2297 | anrrin | Gre A0 MCRYLRACIOE
(Polyglactin o10) SUTURE | VR2297 | anmess | e tO MY BARDL
(Polyglactin 910) SUTURE | VR2297 | adorro | e A0 MCRYLBACIOE
(Polyglactin o10) SUTURE | VR2297 | adoraa | 32 80 MCRTL BARDL
(Polyglactn 910 SUTURE | VR4S [anress | et ORI RAPIDE
(Polyglactin 910) SUTURE | VR945 AHBBLL | G T 1 Noedle
(Polyglactin 920) SUTURE | VRIZS3H | aneaz | re 20 MCRYLRACIOE
(Polyglactin 910) SUTURE | VRIZS3H [ Amseas | 520 20 ORI PATIDE
(Polyglactin 010) SUTURE | Wo94L AHBITS | e e e FS Needle
Yéﬁﬁgéﬁﬁpé?5>TZUTURE w9941 AH9666 3'53;3%'35 \éLs F&ﬁi&?f
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URGENT: MEDICAL DEVICE RECALL
VICRYL RAPIDE™ (Polyglactin 910) SUTURE
(SPECIFIC CODES AND LOTS)

IDENTIFICATION OF PRODUCT SUBJECT TO THIS RECALL (REMOVAL):

Product subject to the recall (removal) in your inventory can be identified by product code and
lot number (see product code and lot listing above). All unused VICRYL RAPIDE™ SUTURE
products subject to this recall (removal) are required to be returned. The product code and lot
number can be determined by using the Product Identification Tool within Attachment 1.

ACTION REQUIRED:

1. Examine your inventory immediately to determine if you have product subject to this recall
(removal) on hand and quarantine such product(s).

2. Remove the product subject to this recall (removal) and communicate the issue to relevant
operating room or materials management personnel, or anyone else in your facility who needs
to be informed.

3. If any product subject to this recall (removal) has been forwarded to another facility, contact that
facility to arrange return.

4. Complete the Business Reply Form (BRF) (Attachment 2) confirming receipt of this notice and
fax or email it to MDFieldactionsUKIrl@its.jnj.com or 0113 3071808 within three (3) business
days. Please return the BRF even if you do not have product subject to this recall
(removal).

5. Keep this notice visibly posted for awareness until all product subject to this recall (removal) has
been returned. While processing your returns, please maintain a copy of this notice with the
product subject to this recall (removal) and keep a copy for your records.

6. Customers are required to return all unused VICRYL RAPIDE™ SUTURE products that are in
their inventory immediately. Only unused VICRYL RAPIDE™ SUTURE product subject to this
recall (removal) returned by December 15, 2017 will be eligible for replacement. Any product
subject to this recall (removal) returned after December 15, 2017 will not be eligible for
replacement.

If you require any assistance with returning product, please contact Jayne Beeston at 0113 3876261.

We recognize the recall (removal) of the VICRYL RAPIDE™ SUTURE may be disruptive to your facility
and we apologize for any inconvenience this may cause.

If you have additional questions regarding this recall (removal) or to report any customer complaints,
please contact MDFieldactionsUKIrl@its.jnj.com on 0113 3071808

As with any medical device, adverse reactions or quality problems experienced with the use of this
product should be reported to the FDA's MedWatch Adverse Event Reporting program online, by
regular mail or by fax:

* Online: www.fda.gov/medwatch/report.htm
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URGENT: MEDICAL DEVICE RECALL

VICRYL RAPIDE™ (Polyglactin 910) SUTURE
(SPECIFIC CODES AND LOTS)
* Regular Mail:

Use postage-paid FDA form 3500 available at: www.fda.gov/MedW atch/getforms.htm
Mail to: MedWatch 5600 Fishers Lane, Rockville, MD 20852-9787

» Fax: 1-800-FDA-0178
Attachments:

Attachment 1: Product Identification Tool
Attachment 2: Business Reply Form
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URGENT: MEDICAL DEVICE RECALL
VICRYL RAPIDE™ (Polyglactin 910) SUTURE
(SPECIFIC CODES AND LOTS)

ATTACHMENT 1: Product Identification Tool for VICRYL RAPIDE™
SUTURE (SPECIFIC CODES AND LOTS LISTED IN TABLE ABOVE)

This tool will help customers identify the product subject to this recall (removal) by using the package
labels. This document applies to the VICRYL RAPIDE™ SUTURE, sales unit carton, and foil pouch for
Product Code VR2297.

Please note: The labels listed below are used for illustration purposes only. Refer to the table listed
above for a list of product codes and lot humbers subject to this recall (removal).

VICRYL RAPIDE™ SUTURE SALES UNIT CARTON (CONTAINING 36 EACHES)

FRONT of SALES UNIT CARTON (PRODUCT CODE VR2297)

SUTURE
SIZE PRODUCT
CODE
PRODUCT
LOT #
VICRYL RAPIDE™ SUTURE FOIL POUCH (CONTAINING 1 EACH)
FRONT of FOIL POUCH (PRODUCT CODE VR2297)
A0 ol «lVR2297
SUTURE / =] VICRYL RAPIDE ERUOEET
SIZE FS-2 incolore tresed suture réecrbetie CODE
19mm 38c d braided absorbable suture
REVERSE CUTTING sutura absorvive! incolor entrangada
\/
75cm &Eﬂﬁ@&(&m oo
LOT #
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URGENT: MEDICAL DEVICE RECALL
VICRYL RAPIDE™ (Polyglactin 910) SUTURE
(SPECIFIC CODES AND LOTS)

ATTACHMENT 2: Business Reply Form (BRF)

Your timely response to this customer notification is requested. Please complete and fax this form to
MDFieldactionsUKIrl@its.jnj.com or 0113 3071808 within 3 business days, even if you do not have
product subject to this recall (removal) to return.

If you have product subject to this recall (removal) to return, please indicate the product code, lot number
and quantity of eaches being returned in the table below and make a photocopy of your completed
Business Reply Form and enclose with your return - Please refer to the above listed table of product
subject to this recall (removal). Thank you for your cooperation.

Product Inventory: — please check one
[ we have no VICRYL RAPIDE™ SUTURE subject to this recall (removal).

[] we have VICRYL RAPIDE™ SUTURE subject to this recall (removal) and are returning the
following products:

- Quantity Returning
Device Name Product Code Lot Number (in “Eaches”)

VICRYL RAPIDE™

(Polyglactin 910)

SUTURE

Account Name:

Account Address (if returning product please include collection department):

Print Name of Person Completing Business Reply Form: Telephone Number:
Email Address Date:
Signed*:

*Your signature provides confirmation that you have received and understood this notification
Your comments are welcome.
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