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PSSR WORLD MEDICAL®

URGENT PRODUCT RECALL
April 18, 2011
To Our Customers,

This letter is to inform you that PSS World Medical, Inc. has received a letter from Smith & Nephew, Inc.
Wound Management notifying about the recall of affected lots for several types of Wipes. Refer to the
enclosed recall notice from Smiths & Nephew for further reasoning of this recall.

Please reference Attachment A for a list of Affected Item(s) and Lot Number(s)

HEALTHCARE PROVIDER RETURN AND CREDIT INSTRUCTIONS:

1.) Immediately examine your inventory and quarantine the affected items and lot numbers
referenced in this recall.

2.) If your facility has further distributed any of the referenced item(s) and lot number(s) to
another healthcare facility, immediately inform them of this notification and request they
return the affected product directly to you.

3.) Contact your Gulf South Customer Care team via telephaone {(800-347-2456) or email

(customercare@gsms.com) to Request a Return Goods Authorization and to place an
order for replacement product.

We sincerely apologize for any inconvenience this notice may have caused you and your staff.

Sincerely,

Quality Assurance Department

Enclosed:

1.) Attachment A
2.) Smith & Nephew Recall Naotification
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ATTACHMENT A

GSMS # T MFG # " “Product Description i
801930 402300 ADHESIVE REMOVER WIPES 50/BX
: Affected Lot # S :
OF197 0K208 OF195
0F223 0K209 0K233
0F224 OK234 OM150
QF228 OM136 O0M151
0F229 OM137 0M238
0F239 0M149 1B129
0H185 0H228 QH229
GSMS # NIFG # _ Product Description
805434 403100 ADHESIVE REMOVER WIPES 50/BX
o Affected Lot # '
04232 QE145
oL147 DE210
OMA177 0E211
1A117 0G138
1B112 0H248
0J180 '
GSMS # . NFG # Product Description
822667 59420600 SKIN PREP WIPE NO STING
. R Affected Lot # ' S
0J292 0E230
9K150 0E231
K151 (0J290
9169 0J291
9L170
GSMS # MFG# . -Product Description,
805464 420400 SKIN PREP WIPE PROTECT DRESS
S . . AffectedLot#. - - .
0G137 0K271 0L242
05165 QK272 0M199
0G184 OL164 0M200
0G282 0L165 1A246
0H266 0L206 1A247
0J125 0L225 1A248
0J124 0L226 1A256
0J126 oL227 0J85
0K118 0K119 0K120
0K254 QK255




TRIAD

GROUP

received by Medikmark on January 10, 2011

January 3, 20111

URGENT DRUG RECALL
Medikmark
3600 Burr Wood Dr
Waukegan, iL. 80085
Dear Customaer:
This is to inform you of a voluntary product recall involving ALL LOTS of ALCOHOL PREP PADS, A

ALCHOLOL SWABS, and ALCOHOL SWABSTICKS manufactured by Triad Group but which has baen N
private labeled for many accounts. This recall Involves those products marked as STERILE as well as

non-stenle products.

This recall has been inlilated due lo concems from a customer about potential contamination of the
products with an objectienable organism that may or may not be related to Triad's manufacture of these
producis. We are, out af an sbundanas of cautlon, recalling these lots and revalidating our production lines
to ensure that wa are not the source of these contamination issuss.

Flease immediately examine your Inventory and guarantine product subject fo the recali. In
addition, if you have further distributed this product, plesse identify your customers and notlfy them al once
of this produc! racall. Your notification may be enhanced by including a cepy of thls recall notification
letter. This recall should be catied out to the user or consumer level, Your asslstance is appraclated and

necessary lo prevent potential patlent harm,

Plaase complete and retum the ettached response form as soon es possible. DO NOT RETURN THE
PRODUCT ON YOUR OWH. A retum-authorizatlon number-will be jssued once the altached rasponse. -
form has been received. No product will be secepted for a return without a return authorization number.
We will cradit your secount for the retumed product and pay for the shipping cosls to retum to Triad.  We
ask that you fill out and return the response form even If you have no products subject to this
recall, 50 it will help in our reporting to FDA,

if you have any questions please calt Triad Group Customar Service Monday through Friday between the
hours of B:30 AM. and 4:00 p.u. Cenlral Time; 262-538-20800 x2761 or e-mall at the following address:

recall.coordinator@iriad-group.net.

This recall is being conducted with the knowledge of the U.S, Foed & Drug Administration,

Yaurs fruly,
Eric Haertie/COO

1z West forth Shore Drive i3 Hatland, Wi 51049
BOOZEI200 o 262,538.2900 v infogtrlad-graup.ag
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#¢ We are smith&naphaw

Wound Managemenl Recall Hotline: 1-888-613-027t
Smith & Nephew, Inc. F 727 392-6914

970 Lake Carillon Drive wwaw.smith-nephew.com
Suite 110

St. Pelersburg, FL 33716
April 6, 2011
URGENT: DEVICE RECALL

ATTENTION: Recall Department
Gulf South Medical Supply Inc
4345 Southpoint Boulevard
JACKSONVILLE, FL 32216

RE: Product Names: REMOVE® Universal Adhesive Remover Wipes, UNI-SOLVE®
Adhesive Remover Wipes, SKIN-PREP® Protective Wipes, PERI-PREP Protective
Wipes, and NO-STING SKIN-PREP® Protective Wipes
Product Code Numbers: 420400, 420471, 59420425, 403100, 402300,
59403125, 59420600
Lot Numbers: -See Attached Form

I_:)ear Customer:

Smith & Nephew, Inc., Advanced Wound Management Division is voluntary recalling multiple lot
numbers of the following products: REMOVE® Universal Adhesive Remover Wipes, UNI-SOLVE®
.Adhesive Remover Wipes, SKIN-PREP® Protective Wipes, PERI-PREP Protective Wipes, and
NO-STING SKIN-PREP® Protective Wipes. Our shipping records indicate that you received one
or more of the affected lots of these wipes as indicated on the attached inventory Form.

The decision was made to recall these affected lots after a thorough review of available
information regarding conditions at the manufacturing site of the contract manufacturer, H&P
Industries dba The Triad Group. It has been determined that the recalled lots were made in the
same facility as other wipe products, including wipes, swabs and swab sticks, that are the subject
of other voluntary recalls due to a potential bacterial contamination issue of these products.

Testing has been performed on some Smith & Nephew products lots already distributed and/or
under quarantine and test results received to date show no contamination.

Out of an abundance of caution, however, Smith & Nephew has decided to voluntarily recall the
affected wipe products identified in this notice. Smith & Nephew is committed to providing our
customers with high quality, reliable products. We are taking this action to remove the product
lots identified in this notice from the market as a prudent, cautious and conservative measure to
assure patient safety and product performance.
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URGENT DEVICE RECALL
Smith & Nephew, Inc.

Please note this recall is limited to specific lots of the products identified in this notice. The lot
numbers specified in the attached Form are the affected products that our records indicate were
shipped fo you from 01/07/2010 through 02/23/2011.

The purpose of this letter is to alert you to this situation and advise you that we will conduct a
voluntary recall process per strict FDA guidelines. This action is proposed as a Class il action and
is being conducted to all customer levels {purchaser/distributor, hospitals/health facilities, kit
packers, individual end users/consumers} due to the potentiat health risk. Accordingly, we are
asking that you conduct a full sub-recall of the affected products from all of your customers to
whom you supply such products.

Action required by you:

Please check your inventory immediately to identify and return the lot numbers of the following
products shipped to you and ideniified on the attached Form: REMOVE® Universal Adhesive
Remover Wipes, UNI-SOLVE® Adhesive Remover Wipes, SKIN-PREP® Protective Wipes, PERI-PREP
Protective Wipes, and NO-STING SKIN-PREF® Protective Wipes. Product returns to Smith &
Nephew must be conducted according to the instructions detailed below.

Please report the amount of affected lot numbers using the inventory Form and {1) mail the Form
back to us using the postage-paid, seilf-addressed envelope provided; (2} also fax your
response to; 727-392-6914.

It is very imporlant that you fill in the requested information on the enclosed form, fax the fForm to
the preceding number and return the original to us within ten {10) business days after receipt of
this Notice. Even if you do not have any of the identified product lots on hand, please complete
the Form and fax it to us along with sending the original copy to us in the enclosed envelope.

Distributors or Kit Packers:

Smith & Nephew is advising all distributors and kit packers who utilize REMOVE® Universal
Adhesive Remover Wipes, UNI-SOLVE® Adhesive Remover Wipes, SKIN-PREP® Profective Wipes,
PERI-PREP Protective Wipes, and NO-STING SKIN-PREP® Protective Wipes to relurn unused
inventories of affected product lots to the address below. This recall should be carried out to the
end user/consumer level,

You are advised to take appropriate action to notify your customers to discontinue use of all
affected lots. Your customers should be directed 1o either destroy or return the product to
you. Note: Smith & Nephew will not accept product returns from customers who do not have
an account with us.

You should notify your customers/patients to discontinue the use of the affected lots of these
products immediately and seek an alternative product,
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URGENT DEVICE RECALL
8mith & Nephew, Inc.

Ali Smith & Nephew customers:

Replacement Product; Smith & Nephew expects to promptly restore its inventory to normal levels
with product supplied from a new source. Upon receipt of your inventory Form Smith & Nephew
will contact you to review options for inventory adjustments. Please indicate on the attached
inventory Form the contact information for the person in your organization responsible for
purchasing and/or inventory management.

Product Return: Please return the affected product by shipping it back to Smith & Nephew via
UPS [United Parcel Service]. Under payment terms, please ship ‘Bill 3 Party', and enter account
number 93425X  Please mark the box: SKIN-PREP® Protective Wipes, REMOVE® Universal
Adhesive Remover Wipes, and UNI-SOLVE® Adhesive Remover Wipes, - CORRECTION AND
REMOVAL. Please return the product to:

Smith and Nephew

c/o APL Logistics

2925 Shawnee Industrial Way
Suite #100

Suwanee, GA 30024-4609

If you have any questions concerning this nofification, please contact our Recall Hotline Center at
1-888-613-0271. :

RECALL NOTIFICATION
Enclosure/As Stated

We apologize for any inconvenience this may have caused you, your customers or patients.

Sincerely,
e
,(;’;7 (ot e

Terry C. McMahon

Director, Regulatory Affairs and Quality — North Ametrica
Smith & Nephew, Inc.

Advanced Wound Management
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VWORLDMEDICAL®

URGENT PRODUCT RECALL

March 10, 2011

To Our Customers,

This letter is to inform you that PSS World Medical, Inc. has received a recall letter from Medikmark, inc.
regarding the Triad Recall of Sterile Lubrication Jelly and Alcohol Prep Pads contained in certain
Medikmark procedure frays.

This recall involves Medikmark procedure trays containing Sterile Lubricating Jelly or Alcohol Prep Pads
that were produced by Triad Group in the last 3 years and remain within the labeled expiration date.
“Attachment A” defines the products and lot numbers involved.

It is important to note that not all lots of Medikmark procedure trays containing Sterile Lubricating Jelly
packs or Alcohol Prep Pads are manufactured by the Triad Group.

1)

2)

3)

4.

5.)

2.7
{w& Pavsician Sarrs & Service®
S

The affected products and lot numbers are identified on “Attachment A”,

Required Action:

Examine your inventory immediately and quarantine the product associated with this
recall.

If your facility/agency has further distributed any of the referenced item(s) and lot
number(s) to another healthcare facility, immediately inform them of this notification and
request they return the affected product directly to you.

Contact your Gulf South Customer Care team via telephone {800-347-2456) or email
(customercare@gsms.com) to Request a Return Goods Authorization and to place an
order for replacement product.

INSTRUCTIONS TO PATIENT/CONSUMER

If your facility/agency has provided any of the reference item(s) and fot nuimber(s} to a
patient/consumer, instruct them to dispose of the affected product.

Please fill out the enclosed Notice of Destruction (ATTACHMENT B) form with the reorder

number along with the number of kits the patient/end user destroyed and FAX to (800-827-
2002).

GULTAAS

MR

OUTH
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ATTACHMENT A

GSMS item # |Mfg # Description Lot Numbers
801532(0R3207 TRAY FOLEY INSERTION 30CC 908519
801532(0OR3207 TRAY FOLEY INSERTION 30CC 908526
801532|0R3207 TRAY FOLEY INSERTION 30CC 909502
801532|0R3207 TRAY FOLEY INSERTION 30CC 909516
825927|3T8000 IRRIGATION TRAY 9E022
825927|3T8000 IRRIGATION TRAY 9A024
8259273178000 IRRIGATION TRAY 9B012
825927378000 IRRIGATION TRAY 9C013
8259273178000 IRRIGATION TRAY 9C024
825927378000 IRRIGATION TRAY 9G004
825927378000 IRRIGATION TRAY 9HO027




