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Class 2 Recall
IntellaTip MiFi XP Temperature SecRelnied |
Ablation Catheter; 8mm x 8F Information 71
{2.67mm)

Date Posted June 16, 2014

Recall Status’ Open

Recall Number Z-1794-2014

Recall Event ID B8373%

Product IntellaTip MiFi XP Tempearature Ablation Catheter, Bmm x 8F (2.67mm) Standard

Curve. The BSC Controller and Accessories are indicated for use in conjunction
with standard and high power catheters for cardiac ablstion procedures,

Code Information Catalog Number PM4500; Material Number: MOO4PM45000; Serial numbers: 16521554,
16538010, 16573561, 1661597], 16744872, 16744973, 16744974, 167445975, 165872127
168728356. Expiry Dates: May 7, 2014 io January 13, 2017

Recalling Firm/ Boston Scentific Corporation
Manufacturer 47215 Lakeview Blvd
Fremont, Califomnia 84538-6530

For Additional Brent Hathcock
Information Contact 5102407700

Manufacturer Reason  Some units of Intella Tip MiFi XP Temperature Ablation Cathetars were not manuiacturad
for Recall according to specification.

Action Customers were informed of the recall via overnight lstisr sent on May 15, 2014,

Quantity in Commerce 968 units - all models

Distribution Mationwide Distribution
* For detzils about termination of 2 recail see Code of Federal Regulations (CFR) Title 21 §7 5577
Links on this page:

1. hitp:f/www.addthis.com/bookmark.php?uS08=truedv=1528usemame={damain
2. http:f/www.addthis.com/bookmark.php
3. htp:f/www.fda.gov/default.htm
http://www.fda.gov/MedicalDevices/default.htm
5. hitp:/fwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
6. [scripts/cdrh/devicesatfda/findex.cfm
7. [fseripts/cdrh/cfdocs/ciPMN/pmn.cfm
8. [f=cripts/cdrh/fcfdocs/cfRLIrl.cfm
[scripts/cdrh/cfdocs/dMAUDE/TextSearch.cfm
10. /scripts/cdrh/cfdocs/cfRES/res.cfm

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfim?id=127481 6/23/2014




Class 2 Device Recall IntellaTip MiFi XP Temperature Ablation Catheter; 8mm x 8F ... Page 1 of 2

FD4 Home® Medical Devices* Databases®

Class 2 Device Racall IntellaTip MiFi XP Temperature Ablation Catheter; 8mm x 8F {2.67mm)

,.;ﬂll copm > 7|Registration & Listrg®Adverse EventsiiRecalls "[PMA " 'ICisssfication | Standards ' Yinspectians ™
m CFR Title 21" Radiaton Emitting Products 5[X-Ray Assembier’ T Medsun Reperts'ACLIATHTRLET

MNew Search Back 1o Search Resulis
Class 2 Recall

IntellaTip MiFi XP Temperature E
Ablation Catheter; 8mm x 8F Infarmatas 1

({2.6Tmm)
Date Posted June 16, 2014
Recall Status' Open
Recall Number Z-1795-2014
Recall Event ID 883732
Product IntaliaTip MsFi XP Temperature Ablation Catheter, 8mm x 8F (2.67Tmm); Large

Curve. The BSC Controller and Accessories are indicated for use in conjunction
with standard and high power catheters for cardiac abiation procedures.

Code Information Catalog Number: PM4500K2; Material Number MO04PMAS000K20, Serial numbers:
16560406, 16560408, 16573562, 16573563, 16573564, 16500366, 16606148, 16615974,
16615975, 16623756, 16743274, 16743275, 16743276, 16757632, 16757633, 16757634,
18757635, 16757636, 16757637, 16757638, 16757638, 16757781, 16757782, 16872835
Expiry Dates: May 11, 2014 to January 13, 2017

Recalling Firm/ Boston Scientific Corporation
Manufacturer 47215 Lakeview Bhvd
Fremont. California 94538-6530

For Additional Brent Hathcock
Information Contact 510-440-7700

Manufacturer Reason  Some units of Intella Tip MiFi XP Temperafure Ablation Catheters wera not manufactured
for Recall according o specification.

Action Customers were informed of the recall via overnight letier sent on May 15, 2014
Quanfity in Commearce 968 unis total all modeis
Disiributi Nationwide Di -

! For details about termination of a recall see Code of Federal Requlations (CFR) Title 21 §7 55
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Class 2 Recall
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Date Posted June 16, 2014

Recall Status’ Cpen

Recall Number Z-17596-2014

Recall Event ID BB37a%

Product InteliaTip MiFi XP Temperature Ablation Catheter, Bmm x 8F {2.67mm); Asymmetric

Curve. The BSC Controller and Accessories are indicaled for use in conjunction
with standard and high power cathelers for cardiac ablation procedures.

Code Information Catalog Number PM45S00N4; Material Number: MOO4PM45000N40; Serial numbers
16521557, 188150876, 16823754, 16823755, 16736927, 16739588, 16743271, 16872124
Expiry Dates: May 11, 2014 to January 13, 2017

Recalling Firm/ Boston Scientific Corporation
Manufacturer 47215 Lakeview Blvd
Fremont, California 94538-6530

For Additional Brent Hathcogk
Information Contact 510-440-7700

Manufacturer Reason  Some units of Intella Tip MiFi XP Temperature Ablation Catheters were not manufactured
for Recall according to specification.

Action Customars ware informed of the recall via ovemight letter sent on May 15, 2014,

Quantity in Commerce 968 units total all models

Distribution Mationwide Distribution
! For details about termination of & recall see Code of Federal Requistions (CFR) Title 21 §7.552%
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Class 2 Recall

IntellaTip MiFi XP Temperature See Related
Ablation Catheter; 10m x 8F Intormaton ]
{2.67Tmm)

June 16, 2014

Cpen

Z-1797-2014

683734

IntellaTip MiFi XP Temperature Ablation Cathetlar. 10m x 8F (2.67mm) Standard
Curve. The BSC Controller and Accessories are indicated for use in conjunction
with standard and high power catheters for cardiac ablation procedures.

Catalog Number: PM4790; Material Number: MOO4PM4TS00; Serial numbers: 16538008,
16743272, 16743273, 16872937 Expiry Dates: May 11, 2014 to January 13, 2017

Boston Saentific Corporation
47215 Lakeview Bivd
Fremont, California 84538-6530

Brent Hathcook
510-240-7700

Some units of Intella Tip MiFi XP Temperature Ablation Catheiers were nol manufactured
according to specification.

Cusiomers were informed of the recall via overmight letter sent on May 15, 2014
G558 units total all models
Mationwide Disinbution,

! Eor details sbout termination of a recall see Code of Federal Requlations (CFR) Title 21 §7.55%%
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Class 2 Recall
IntellaTip MiFi XP Temperature Seo Rolsted
Ablation Catheter; 10m x 8F Informalan 1
(2.6¥mm)

June 16, 2014

Cpen

Z-1798-2014

68373%

InteliaTip MiFi XP Temperature Ablation Catheter, 10m x 8F (2.67mm) Large Curve.
The BSC Controfler and Accessories are indicated for use in conjunclion with
standard and high power catheiers for cardiac ablation procadures

Catalog Number. PM4790K2; Material Number MOOSPMATI00KZ, Serial numbers: 16738673
16739674, 16739675, 16739676, 16739677, 16738878, 16730679, 167398580, 16872121
16872935 Expiry Dates: May 11, 2014 to January 13, 2017

Boston Sclentific Corporation
47215 Lakeview Blvd
Fremont, California 94538-6530

Brent Hathcock
510-440-7700

Some units of Intella Tip MiFi XP Temperature Abiation Catheters werne not manufactured
according o specification.

Customers were informed of the recall via overnight letter sent on May 15, 2014
968 units total all models

Mationwide Destnbution.

' For details about termination of a recall see Code of Federal Regulations (CFR) Title 21 §7 558
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Date Posted June 16, 2014

Recall Status’ Open

Recall Number Z-1799-2014

Recall Event ID BE3TIE

Product InteliaTip MiFi XP Temperature Ablation Catheter; 10m x 8F (2.67mm) Asymmaetric

Curve. The BSC Controller and Accessories ane indicated for use in conjunction
with standard and high power catheters for cardiac ablation procedures.

Code Information Catalog Number. PM4T7T90N4; Matenal Number. MOOSPMATI00NS, Sanial numbers. 16743260,
16872007 Expery Dates: May 11, 2014 to January 13, 2017

Recalling Firm/ Boston Scientific Corporation

Manufacturer 47215 Lakeview Blvd

Fremont, California 94538-6530

For Additional Brent Hathcock
Information Contact 510-440-7700

Manufacturer Reason Some units of Intella Tip MiFi XP Temperature Ablation Catheters were not manufactured
for Recall according to specification.

Action Customers were informed of the recall via overnight letter =ent on May 15, 2014
Quantity in Commerce 958 unils - all modals
Distribution Nationwide Distribution

! For details about termination of a recall see Code of Federal Regulations (CFR) Title 21 §7.55°
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Class 2 Recall [ @ Ses Aslatea
TAMPA CATHETER 5 French 33 cm. Information 21
Date Posted June 11, 2014
Recall Status’ Open
Recatl Number Z-1782-2014
Recall Event ID B8317E
Premarket Notification  Ka7jp4g2®®
510(K) Number
Product Classification  Cannula, Manioulatar/iniector, Uterine®® - Product Code LKF?®
Product Cooper Surgical TAMPA CATHETER 5 French 33 on. Intended for
Hysterosonography. Model Number, 6§1-2005
Code Information Lot 1£1525
Recalling Firm/ CooperSurgical, Inc,
Manufacturer 75 Vists Pl
Trumbaull, Connecticut 08611-3934
Manufacturer Reason Sterility of the device may be compromised due to uns=aled pouch
for Recall
FDA Determined PRODUCTION CONTROLS: Process Control
Cause £
Action Cooper Surgical Inc notified consignesas by latter dated 5/13/14 sent via Federal Express with

confirmed delivery receipt. Consignees are requested to return for refund or exchange. If you
have any further questions contact the firm al 203.601.5200

1180 units

Disiributed USA (nationwide] including the states of CO, CT, MO, VT, NY, OH, NJ, FLL NC
VA, AL MA PA, and CA. and the couniry of Canada.

Total Product Life Cycle TPLC Device Rapor®®

! For detsils about termination of 2 recall see f Federal R j FR) Title 21 §7 55%7
% par FDA policy, recall cause determinations ame subiact to modification up to the point of termination of the recall
=LKF = ACKRAD LABORATORIES™

510(K) Database 510(K}s with
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