Devon Light Gloves/Covidien/Medtronic/Cardinal/MEDLINE/Kimal/Alcon/Beaver Vistec/(1
of 3)/Recall/ (7/15)

Reason/Information:
This is Part 1 of a 3 Part series of MMQC Messages.

Medtronic issued an Urgent Medical Device Recall on the following materiel (See Image on
Message under Additional Documentation/Attachment). Reason: Due to the risk that specified
Devon Light Gloves could contain splits or holes.

Disposition/Instructions:
Required Actions Instructions:

1. Immediately quarantine and discontinue use of the affected materiel.

2. Complete this form in its entirety and fax it to 800-895-6140 or email it to
feedback.customerservice@covidien.com.

3. If customers have affected materiel to return, Customer Service will respond with a Return
Goods Authorization (RGA) number as well as shipping documents, which will cover shipment
pickup and all freight costs associated with the return.

Note: If customers purchased a Medtronic manufactured kit, return the ENTIRE KIT to
Medtronic.

4. Once the RGA number is received, enter this number on the completed Devon Light Glove
Recalled Product Return Form and include the form with the customer's returned materiel.

5. Ship affected materiel with the RGA # provided by Customer Service to: Medtronic -
Attention: Devon Light Glove, 110 Kendall Park Lane, Atlanta, GA 30336.

For questions regarding the RGA | return process, contact Medtronic Customer Service,
Monday through Friday, 8 a.m. to 6:30 p.m., Eastern Time at 800-882-5878.

Customers who purchased the Devon Light Glove from a Distributor as a unique, sterile item:
1. Immediately quarantine and discontinue use of the affected materiel.

2. Complete all fields on the form (See Image on Message under Additional
Documentation/Attachment) in their entirety and contact the customer's local Distributor directly

to arrange return of affected materiel.

3. Email the completed form (See Image on Message under Additional
Documentation/Attachment) to DevonLightGloveFCA@ Medtronic.com or fax it to 508-261-8461.

Customers who purchased the Devon Light Glove from a distributor as part of a Medtronic
manufactured procedure Kit:

1. Immediately quarantine and discontinue use of the affected materiel.
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2. Complete all fields on the form (See Image on Message under Additional
Documentation/Attachment) in their entirety and contact the customer's local Distributor directly
to arrange the return of affected materiel.

Note, the customer must return the ENTIRE KIT.

3. Email the completed form (See Image on Message under Additional
Documentation/Attachment) to DevonLightGlove FCA@ Medtronic.com or fax it to 508-261-8461.

Customers who purchased the Devon Light Glove but do not have any materiel to return.

Regardless of whether customer's purchased the materiel as a unique, sterile item or part of a
Medtronic manufactured kit, or whether customers purchased it directly from Medtronic or via
Distributor, if customers do not have any materiel to return, customers must complete and return
this form (See Image on Message under Additional Documentation/Attachment).

1. Complete all fields on the form (See Image on Message under Additional
Documentation/Attachment) in their entirety. Be sure to check the box indicating "no inventory".

2. Email the completed form to DevonLightGloveFCA@Medtronic.com or fax it to 508-261-8461.

For general information call 800-882-5878 or 763-514-4000.

Note: Materiel produced during the time period: March 2012 through March 2015.
Additional suggested distribution: Obstetrics/Gynecology/Labor and Delivery, Urology

Item Information:

NSN (FSC-NIIN): 6515-NS1
Part Number: 31140208
Nomenclature: 3611 LIGHT GLOVE
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS10
Part Number: 31141578
Nomenclature: K-1840-S OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:

SEE_NOTE_1
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NOTES:

NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS11
Part Number: 31141586
Nomenclature: K-1660-S OR MINI KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number begining with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS12
Part Number: 31141602
Nomenclature: K-1630-S OR MINI KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS13
Part Number: 31141610
Nomenclature: K-1615-S OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS14
Part Number: 31141628

Nomenclature: K-1614-S OR MINI KIT



uUl: CS

Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS15
Part Number: 31141651
Nomenclature: K-1560-S OR MINI KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS16
Part Number: 31141669
Nomenclature: K-1530-S OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS17
Part Number: 31141677
Nomenclature: K-1200-S OR MINI KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.



NSN (FSC-NIIN): 6515-NS18

Part Number: 31141784
Nomenclature: K-1960-S OR MINI KIT
uUl: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE _NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS19
Part Number: 31141859
Nomenclature: K-1615-S3 OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS2
Part Number: 31140216
Nomenclature: 3613 LIGHT GLOVE
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS20
Part Number: 31141875
Nomenclature: K-1940-S3 OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:

SEE_NOTE_1



NOTES:

NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS21
Part Number: 31144507
Nomenclature: 7519 MINOR SURGICAL KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS22
Part Number: 31144895
Nomenclature: 7614-T4 SINGLE BASIN SET UP KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS23
Part Number: 31144960
Nomenclature: 7693-T4 SINGLE BASIN SET UP KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS24
Part Number: 31144978
Nomenclature: 7766 DOUBLE BASIN SET UP KIT
ul: CS

Manufacturer: MEDTRONIC



LOT / SN:

SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS25
Part Number: 31145025
Nomenclature: 7496-8 MINI-PLUS KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS26
Part Number: 31145215
Nomenclature: 7896 DOUBLE BASIN SET UP KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS27
Part Number: 31145231
Nomenclature: 7897 DOUBLE BASIN SET UP KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.



NSN (FSC-NIIN): 6515-NS28

Part Number: 31145249
Nomenclature: 7897-T8 DOUBLE BASIN SET UP KIT
uUl: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS29
Part Number: 31145298
Nomenclature: 7896-T8 DOUBLE BASIN SET UP KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE _NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS3
Part Number: 31140257
Nomenclature: 3612 LIGHT GLOVE
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS30
Part Number: 31145397
Nomenclature: 7497-8 MINI-PLUS KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:

SEE_NOTE_1



NOTES:

NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS31
Part Number: 31145413
Nomenclature: 7497-88 MINI-PLUS KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS32
Part Number: 31145496
Nomenclature: 7696-T4 SINGLE BASIN SET UP KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS33
Part Number: 31145504
Nomenclature: 7708 DOUBLE BASIN KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS34
Part Number: 31145520
Nomenclature: 7614 SINGLE BASIN SET UP KIT

ul: CS



Manufacturer: MEDTRONIC

LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginnng with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS35
Part Number: 31145546
Nomenclature: 7693 SINGLE BASIN SET UP KIT
ul: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginnng with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS4
Part Number: 31141479
Nomenclature: K-1842-S OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:
All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS5
Part Number: 31141487
Nomenclature: K-1560-S3 OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.



NSN (FSC-NIIN): 6515-NS6

Part Number: 31141495
Nomenclature: K-1530-S3 OR MINI KIT
uUl: CS
Manufacturer: MEDTRONIC
LOT / SN:
SEE _NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS7
Part Number: 31141537
Nomenclature: K-1940-S OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS8
Part Number: 31141552
Nomenclature: K-1920-S OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:
SEE_NOTE_1
NOTES:
NOTE 1:

All lot number beginning with 508xxxx or lower.
NSN (FSC-NIIN): 6515-NS9
Part Number: 31141560
Nomenclature: K-1200-S3 OR MINI KIT
ul: CSs
Manufacturer: MEDTRONIC
LOT / SN:

SEE_NOTE_1



NOTES:

NOTE 1:
All lot number beginning with 508xxxx or lower.

Service/Additional Instructions:

CONSIGNEES:35TH MED GRP SGSL MISAWA; 51ST MEDICAL GRP OSAN; RAF
LAKENHEATH 48 MDSS SG; INCIRLIK AB; AVIANO AB; NMC PORTSMOUTH; SAN DIEGO
MPC; USNH CAMP LEJEUNE; NAVAL HOSPITAL CMP PENDLETON; NAVAL HOSPITAL
BREMERTON; NAVAL HOSPITAL GUAM; FORT BELVOIR COMM HOSP; FORT BELVOIR
MATL BR WHS; MCDONALD ARMY HEALTH CNTR; WOMACK ARMY MED CNTR; BROOKE
ARMY MED CTR BAMC; WM BEAUMONT MED CTR; MUNSON ARMY HEALTH CTR; IRWIN
ARMY COMMUNITY HOSPITAL; MADIGAN ARMY MED CTR; USAMMA WAEGWAN KOREA;
USAMMA 17TH ASG KANAGAWA KEN; USAMMCE; 16TH MEDLOG BATTALION; NUS DOD
MSPV

POC Contact Information:

USAMMC-E

Email: usarmy.rheinland-pfalz.medcom-usammce.list.dtd-quality-assurance@mail.mil
Phone (COMM): 011-49-6331-86-7118/7181

Phone (DSN): 495-7118

Fax: 6218

Us ARMY

Email: usarmy.detrick.medcom-usamma.mbx.doc@mail.mil
Phone (COMM): 301-619-4300

Phone (DSN): 343-4300

Fax: 301-619-4468

US AIR FORCE

Email: afmoa.sgalc@us.af.mil

Phone (COMM): 301-619-4170

Phone (DSN): 343-4170

Fax: 301-619-2557

US NAVY

Email: usn.detrick.navmedlogcomftdmd.list. nmgc@mail.mil
Phone (COMM): 301-619-3085

Phone (DSN): 343-3085

Fax: 301-619-2473

Additional Message Recipients:

Please ensure widest dissemination of information to all interested entities.
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Message Dissemination Authorization:

US AIR FORCE
AF Activities Will Take Action As Prescribed In AFI 41-209, Medical Logistics Support, Chapter
3. For MAJCOMS & NGB--This Msg Has Been Transmitted To All Designated Subordinate

Medical Activities.

US ARMY

See Army Regulation (AR) 40-61, 28 January 2005, Chapter 4, and The Department Of The
Army Supply Bulletin (SB 8-75-11) For Applicable Policies and Procedures.

Additional Documentation can be found here.
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