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FDA Home Page | CORH Home Page | Search | CORH A Z. Il'lﬁe Contal CDRH

., » 919(k) | Registration | Listing | Adverse Events | PMA | Classification | CLIA

CFR Title. |
21

Adverse Event Report

BRAIN LAB DEPUY NAVIGATION SYSTEM 3.0X100MM F

SCHANZ SCREW

Catalog Number 54000
Patient Qutcome Other;
Event Description

Pin of the navigation system broke off in pt's tibia during knee surgery. Decision made to

leave in place.

| Assembler | Recalls | Guidance | Standards

Search Alerts/Recalls {Contained in Enforcement Reports)

(After selecting, enter device information to search Aleris/Recalls)

new search | submit an adverse event report

Brand Name
Type of Device

Manufacturer (Section D)

Device Event Key

MDR Report Key

Event Key

Report Number

Device Sequence Number

Product Code

Report Source

Report Date

1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received

Is This An Adverse Event Report?
Is This A Product Problem Report?
Device Operator

— 691 —

DEPUY NAVIGATION SYSTEM
3.0X100MM F SCHANZ SCREW

BRAIN LAB

3 Westbrook Corporate Ctr
Suite 400

Westchester IL 60154

705808
716740
682350
MW1038910
1

NAY
Voluntary
04/27/2006

04/27/2006
No
Yes

Health Professional

Device Catalogue Number 54900
Device LOT Number 52582
Was Device Available For Evaluation? No Answer Provided

Is the Device an Implant? No
Is this an Explanted Device? No

Database last updated on November 29, 2006

back to search

CODRH Home P_agp | CORH A-Z Index | Cnntad CDRHM | Accessibitity | Disclaimer

Center for Davices and Radivkgical Health f CDRH
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F/d US. Food and Drug Admir

ation L

HEALTH

FDA Home Page | CDRH Home Page | Search | CORH A-Z Index | Contact CORH

f,". pe 510¢(k} | Registration | Listing | Adverse Events | PMA | Classification | CLIA

21 Committees

Adverse Event Report

INTUITIVE SURGICAL, INC DAVINCE, ENDOWRIST PROGRASP

ROBOTIC ASSISTED DEVICE

Lot Number 1408061 05 VERO6G
Event Date 11/01/2006
Event Description

GFR Title | Advisory | Assembler | Recalls | Guidance | Standards

During procedure endowrist prograsp instrument broke while engaged and holding on to
the fibroid attached to the patient's uterus. While under laparoscopic observation, it was
noted that one piece of the instrument had broken off. The piece was recovered
laparoscopically and removed. While removing the instrument from the patient's
abdominal cavity additional pieces of the instrument broke off. The procedure was
converted to an open procedure. The abdomen was irrigated and explored by direct
vision and feel. The procedure carried on without further incident.

Search Alerts/Recalis (Contained in Enforcement Reports)

{After selecting, enter device information to search Alerts/Recalls)

new search | submit an adverse event report

Brand Name

Type of Device

Manufacturer (Section F)

Manufacturer (Section D)

Device Event Key

MDR Report Key

Event Key

Report Number

Device Sequence Number
Product Code

Report Source

Type of Report

DAVINCI, ENDOWRIST
PROGRASP

ROBOTIC ASSISTED DEVICE

INTUITIVE SURGICAL, INC
950 Kefer Rd
Sunnyvale CA 94086

INTUITIVE SURGICAL, INC
950 Kefer Rd
Sunnyvale CA 94086

768633
780854
744934
780854

User Facility
Initial

back o search
results

Report Date 11/09/2006
1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received 11/09/2006
Is This An Adverse Event Report? No
Is This A Product Problem Report? Yes
Device Operator Physician
Device LOT Number 1408061 05 VEROG6
Was Device Available For Evaluation? Yes
Is The Reporter A Health Professional? No Answer Provided
Was the Report Sent to FDA? Yes
Date Report Sent to FDA 11/09/2006
Event Location Hospital

Is this a Reprocessed and Reused Single-Use

Device? No
Is the Device an Implant? No

Is this an Explanted Device? No

Patient TREATMENT DATA
Date Received: 11/09/2006 Patient Sequence Number: 1

# Treatment Treatment Date
1,NOT APPLICABLE,
2,N/A,

Database last updated on November 29, 2006

CDRH Home Page | CDORH A-Z Index | Contact CORH | Accessibility | Disclaimer
FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA { HHS Home Page

Center for Davices and Radiological Health  CDRH



FDA US. Food and Drug Administration <€+

FDA Home Page | CDRH Home Page | Search | CORH A-Z Index | Contact CORH

Adverse Event Report

INTUITIVE SURGICAL, INC. DAVINCI ENDOWRIST ROBOTIC back to search

SURGICAL INSTRUMENT, NEEDLE DRIVER results

Model Number 400117

Event Date 05/06/2006

Event Description

Robotic 5mm needle driver was being used to suture. The instrument was holding a 2/0
silk and being used to tie a knot when one side of the needle driver tip broke off. The
broken needle driver was not holding the suture needle. The driver was removed from

the patient's abdomen and taken off the system. The piece was easily visualized and
retrieved.

Search Alerts/Recalls (Contained in Enforcement Reports)

il
(After selecting, enter device information to search Alerts/Recalls)

new search | submit an adverse event report

Brand Namie DAVINCI ENDOWRIST

_ ROBOTIC SURGICAL INSTRUMENT,
Type of Device \reny £ DRIVER

INTUITIVE SURGICAL, INC.
Manufacturer (Section F) 950 Kefer Road
Sunnyvale CA 94086

INTUITIVE SURGICAL, INC.
Manufacturer {Section D) 950 Kefer Road
Sunnyvale CA 94086

Device Event Key 715325

MDR Report Key 726884

Event Key 692278

Report Number 726884

Device Sequence Number 1
Product Code KOG
Report Source User Facility
Type of Report [nitial
Report Date 06/08/2006

1 Device Was Involved in the Event

— Ll

1 Patient Was Involved in the Event
Date FDA Received 06/08/2006
Is This An Adverse Event Report? No
Is This A Preduct Problem Report? Yes
Device Operator Physician
Device MODEL Number 400117
Device LOT Number 131205130 VER 09
Was Device Available For Evaluation? Device Not Returned To Manufacturer
Is The Reporter A Health Professional? No Answer Provided
Was the Report Sent to FDA? Yes
Date Report Sent to FDA 06/08/2006
Event Location Hospital

Is this a Reprocessed and Reused

Single-Use Device? No

Is the Device an Implant? No
Is this an Explanted Device? No

Patient TREATMENT DATA

Date Received: 06/08/2006 Patient Sequence Number: 1

# Treatment  Treatment Date
1,NOT KNOWN,

Database last updated on November 29, 2006

CDRH Hame Page | CORH A-Z Index | Contagt GDRH ) Accessibility | Disclaimer

£DA Homa Page | Search FDA Site [ FDA A-Z Index | Contact FDA | HHS Home Page

Center for Devices and Radiokgical Health / CORH
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TCRNTER HEALYH:

FDA Home Page | CDRH Homa Pags | Search | CDRH A-Z Index | Contact CORH

510(k} | Registration | Listing | Adverse Events | PMA | Classification | CLIA

CFR Title | Advisery | Assembler | Recalls | Guidance | Standards
21 Committees

Adverse Event Report

CARDIMA, INC. PATHFINDER 16, 2-6-2, 150 MAPPING back to search
CATHETER results

Model Number 01-161003
Event Date 06/02/2005

Event Type Injury Patient Outcome Hospitalization; Life Threatening Required
Intervention

Event Description

Pt admitted for ablation, mapping of right coronary artery. A muitipolar mapping catheter
was placed in the distal rca, Upon removal, the terminal i-inch of the wire snapped and
remained in the rca, resulting in dissectionn of the proximal rca. Wire was retrieved
successfully by 3. 0 x 2. 0 taxis coded stent.

Manufacturer Narrative

The tip coil was not returned for analysis. The core wire was severely kinked at electrode
1. For this failure mode to occure, the device would have had to receive excessive
external, force either during insertion through the rhv, introducer sheath or guiding
catheter and/ior during advancement or retraction of the device against resistence. The
instruction for use (ifu) specify never to advance against unknown resistance, to avoid
excessive bending or kinking as it may cause damage to the device, never to advance
the guiding catheter if the pathfinder is extended beyond the end of the guide and to use
appropriately sized guiding catheter to prevent damage resulting from prolapsing the tip.

Manufacturer Narrative

Visual inspection via stereo microscope x40. Mechanical failure resulting from metal
fatigue of the distal tip during product placement, usage and/ or removal. Conclusion
final analysis results. The core wire was severely kinked at electrode 1. For this failure
moede to occur, the device would have had to receive excessive external force either
during insertion through the rhv, introducer sheath or guiding catheter and/or during
advancement or retraction of the device against resistance.

Search Alerts/Recalls {Contained in Enforcement Reports)

(After selecting, enter device information to search Alerts/Recalls)

Brand Name PATHFINDER 16, 2-8-2, 150
Type of Device MAPPING CATHETER
Baseline Brand Name PATHFINDER
Baseline Generic Name MAPPING CATHETER

Baseline Catalogue Number

Baseline Model Number
Baseline Device Family

Baseline Device 510(K) Number
Baseline Shelf Life Information

Is Baseline PMA Number Provided?
Baseline Preamendment?
Transitional?

510(K) Exempt?

Shelf Life(Months)

Date First Marketed

Manufacturer {Section F}

Manufacturer (Section D)

Manufacturer Contact

Device Event Key

MDR Report Key

Event Key

Report Number

Device Sequence Number

Product Code

Report Source

Source Type

Reporter Occupation

Type of Report

Report Date

1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received

Is This An Adverse Event Report?
Is This A Product Problem Report?
Device Operator

Device EXPIRATION Date

01-161003
01-161003

PATHFINDER (INCLUDES
PATHFINDER 4,8,816)

K955802
Yes

No

No

No

No

36
09/11/1995

CARDIMA, INC.
47266 Benicia St.
Fremont CA 94538

CARDIMA, INC.
47266 Benicia St.
Fremont CA 94538

Victor Barajas
47266 Benicia St
Fremont , CA 94538
(510) 354 -0300

614990

625365

594347
23951009-2005-00016
1

DRF

Manufacturer
Health Professionalt
RISK MANAGER
Initial, Followup
08/03/2005

08/04/2005

Yes

No

Health Professional
12/31/2007



Device MODEL Number

Device Catalogue Number

Device LOT Number

Was Device Available For Evaluation?
Date Returned to Manufacturer

Is The Reporter A Health Professional?
Was the Report Sent to FDA?

Date Manufacturer Received

Was Device Evaluated By Manufacturer?
Date Device Manufactured

Is The Device Single Use?

Is this a Reprocessed and Reused Single-
Use Device?

Is the Device an Implant?
Is this an Explanted Device?
Type of Device Usage

01-161003
01-161003
M2630
Device Not Returned To Manufacturer
07/29/2005
Yes

No
06/13/2005
Yes
12/01/2004
Yes

No

No
No

Initial

Database last updated on November 29, 2006

— gLl —

CDRH Home Page | CDRH A-Z ndex | Contagt CDRH | Accessibility | Disclaimer
FDA Homa Page | Search FDA Site | FDA A-Z Index | Contact FDA | HHS Home Page

Center for Devices and Radiological Health / CORH




)

— 174 —

FHERL D (ERIBHROLD, HETHLEED)

OFROEEHMAS I EHE P KBTS DE~ (20066£10A28 FEHE)

FEOARBLRELT S0, BEFBE L. ABIHEZZ2PENICIT O H0iE# O
RERE., FESH ZHANICHET 2 Ht2 RO,

IO LIEBEEMICTY RARBEESHES) 41 A THR. A TITbhZRE
RBOF—Z 2R HATIHLEAOEALED, BN 2ENPAEEHR 2 XEELO
M1EIZERT A L2 ERT,

HARLAKETIE, BOFEECETIHMEEL. H2rBOELMRY, LL, BER
TREDL I RBERRRT —Z 2RHETHIEAR IS, BERHETRL ., BT —
FEROONIHEERSHBFET —F2BHTI2OIZEHN1 0B b2 2%, &
BIENO—RER2S>TND,

FEAE, IBARRLT LA —EK LW o EKOSE I LIRS L EE L T, BER
BREHEER, TNEFNOROEWEZHET IOILELEELRTZ L CEERRO
HBEZHELL, FEZEL 75, BEMSCBELLOEENROFRIZ VT, BREE
BTaRbvic, BHEARHEIMEDT — ¥ 2 INET D THREEKAR| #&EBO&HL
T3,

FROFZZHYNTIMUTBEAN EEXLERBRESHEE o0 TH, oW
FEERLAROBEERBZRHNT S,

BRARRBR L AREECONTIR7TA, HOEEREERIE KBRS BEARTESSBO DR
BET, REEBLELERHINAL TV,

OFREEMM 2 EM - EHE T8 (20066F1A7TA  FEH )
RIS & DEEIMb

BAFBEIT6 A HRLART SFENML2EHE T 2EMBE2RET D HEH L ED -,
BRAIHARTHEOEBEEN L OMALEE X 20T, ABHFAWOHE - FARER
T, Bt L HE# - RELRLET D LRI 5,

BFRTER, BECLHAOBMYERCERL EOWI - MRERELAR T, HESHESR
& BAORBRFLEFEITI, BF - AMMEEBS TREELOEFLSZIT, E
FHPIEAREZRD S, BFE5 0HFREIFEL2ZIT TS,

FEOFEHMILER. BAP 1FREROIIH L, RKETRIMAERE (W Fivhd
RiE) Lahd, ARTRARSHUTHWOIRBARZ LB, BN TREREARREOTZD, HK
RERTE 2V EORBEABRERsh T,

FEORRALHE, ARBICELSFIREMAEIT. ARLAEGIZER LT, Mk idmE#
EROND, T, FELZK- T, BHEAREIZE S A REEFH LB EICEE T
Wah,

EHEE, REHOBRREHFBROFENMOEREWMLI T D0, AERFHMORIE




St L OFEHERL, FHEABUTIMAITHEA - ERGLERBEBSEEOKHRLER
ERIE AR

OFROIGREEN, BEFEFEMETRLIE (20064E5088  FTH M)
FExEH#l 8 97A
FRORELZED LD, BEFBHE ITRER (BRARR)
FHYTIEMOAERTOIMAFELSEENS 3FEHE %ﬁ%fbﬁqﬂi‘td)
THWT, FHE L FEASERIT. EREEICEESL gg;g,ﬁ*imm,&
BhH T, BATREROERRRY . HMLEMLLTYS, | BR%
SOEH, KT RIICHEA STV AHBAKBRERN Ci- ______
TREX2VWRY, BEXRFEELFICLESWREEZBNT @ﬁ&grwﬁ&i
Wt aEhsd, MERSEE. 1 0@EMALNT THRIEY (@%ﬁ%%au)

DEOAER SV H— 52 Y, KEH 2% D5 ﬂgg@%@g
ERRIL, BRICoNT, RESH TR AR ET 5 3
BICLERESHE., BT — T2 ED A EDICERS R

o SR : e MESAAS |
Bo BESHLRHERD L BRSNS, KBICHEE S m&a‘m&{» .

Heksd s, g%$g‘,
199 THRIIHITENEFERBEREREE LY, BF - |
DREEZXETHBDI ZLBBBRITOND R Y, L—ABE o mE
b SNz DE & >0z, BRIV ML EREENRED, ” ‘F'W““
QBFILT 22 IBRAKBORITHIZ. 200 4F o ﬁﬁ

3 2 9fHICETHELIAATY,

AARMETEHOCEREXERMAERICLD L, ARPFEETORRIML, 96 £
61 - ADAKE-7ZOR, 04HICIERIS 8 « 8MLHIKERILLTWS

IHLAENRIZIT., EREEEIC. BRI OV THMMSAEHSEMES R, EliEH
P bT5@HLEsTHRWED, BRABES N TELEE LD L a5,

FMADHAEREL, BROFEEIET, BITE2EERTEIEFEME, BEOT—F%
FEHETDZT— IRy —REOFMBMOTEMN B, ESIRFBE. BNk, ExXRE
EREVY—, HABARZ—O 4Bz L, AMGBRLY2EMTE, £, FAEr
Z— LEEKITIZ, IBBRBERRCOWTOEBE 275 AMREOEDIZ, HRERR
35,

FREEEIT0 8HEEE TO IEM,. ELREEORES. 3EMTEML 1AL, F—
=X r— 16 AxBRL., 2EOEVBERE CIRRRZLYBITHRTVWRELZEZS L0
Ve

EEEEREAEHTE, 0 4FEICHRATORD LB 15 0N~ 7-ERMDORET
R BREAMO S LETHELZEZAS, BARS 9RBETELEL., BRITLER
TWRWEEML4 5M/BIZ LTINS,

— 175 —




8. BE R

JISFH

OJIS 7 4705-1993: EMEFINEERE—Z4£ (1993)

OJIS T 14971-2003 [ISO 14971 (2000)]: EFR#EIR— UV A7 w2 TR FOEREE
~OEA (2003)

ISOR
OIEC 62304-2006 (FEFORTERRR) : Medical device software - Software life cycle
processes (EFMR Y/ 7 b T -7 T 547 A 770 R) (2006)

FDABTE R

(O” Guidance for the Use of Bayesian Statistics in Medical Device Clinical
Trials”  (http://www. fda. gov/cdrh/osb/guidance/1601. html)

(OGuidance for Industry, FDA Reviewers and Compliance on Off-The—Shelf
Software Use (1999) (http://www. fda. gov/cdrh/ode/guidance/585. pdf)

(OGeneral Principles of Software Validation; Final Guidance for Industry and
FDA Staff (2002) (http://www. fda. gov/cdrh/comp/guidance/938. pdf)

(O” Software Validation & Verification: Overview & General Principles”
[FDA Seminar A F A K] (http://www. ambwashington. um. dk/NR/rdonlyres/

7A95823D-DF97-437C-8947-1EA407794446/0/6SchuylerPostMarketing. ppt)

FIXERA
O2006F K HEFMEBBTHBOFEHFRL A —F—2 =7, REFEERRERF (2006)
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F2EERBIR AR T A TARICEIT 2 EREGISEMRE L IRBRHELE) [2006. 11. 16]
(http://www. jcroa. gr. jp/pdf/2006/sympol1_5_1. pdf)
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