U.S. Food and Drug Administration

CDRH% Center for Devices and
% ¢ Radiological Health

FOI RELEASABLE MATERIAL — PUBLIC RELEASABLE

REPORT NAME: ESSURE REPORTS —2/9/2016

REPORT DESCRIPTION: THIS IS THE FOI RELEASABLE VERSION OF THE ESSURE MDR REPORTS RECEIVED AND ENTERED INTO THE

DATABASE PRIOR TO JANUARY 1, 2016 AND THAT WERE AVAILABLE IN REDACTED FORM FOR DOWNLOADING ON FEBRUARY 9,
2016.

CRITERIA: ALL VARIATIONS OF THE BRAND NAME “ESSURE”

TOTAL NUMBER OF REPORTS: 9,884



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1031305 CONCEPTUS INC. 2/19/2004 3/5/2004

Event Information:

Event Date (B3): 2/12/2004 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 2/12/2004

Device Type (E2): TUBAL OCCLUSION Explant Date (E7): 2/12/2004

Model # (E4): * Device Available for Evaluation (C6): Y
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): 12245204

Event Description (B5):

PT SCHEDULED FOR BILATERAL ESSURE TUBAL OCCLUSION, ENDOMETRIAL BALLOON ABLATION, AND HYSTEROSCOPY AND LAPAROSCOPIC
CHOLECYSTECTOMY. FIRST DR DID HIS PROCEDURES AND THEN THE SCOPE WAS INSERTED INTO THE ABDOMEN FOR THE LAPAROSCOPIC GALLBLADDER.
SECOND DR TOOK A LOOK AT THE UTERUS AND THE ESSURE SPRINGS (COILS) WERE PROTRUDING OUT OF THE UTERUS. FIRST DR WAS CALLED BACK INTO THE
ROOM. HE REMOVED THE ESSURE SPRINGS AND APPLIED FALOPE RINGS BILATERALLY. SECOND DR PROCEEDED ON WITH THE LAPAROSCOPIC GALLBLADDER
WITHOUT INCIDENT. PT AND PT'S FAMILY MEMBER WERE INFORMED OF ALL PROCEDURES IN THE RECOVERY ROOM AFTER PT WAS AWAKE.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTS INCORPORATED 4/16/2004 11/4/2015

Event Information:

Event Date (B3): 3/30/2004 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: |

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): TUBAL LIGATOR Explant Date (E7):

Model # (E4): REF ESS205 Device Available for Evaluation (C6): *
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 12248978

Event Description (B5):
COIL DID NOT ADVANCE WHEN APPLIED TO FALLOPIAN TUBE. COIL DAMAGED WHILE REMOVING FROM FALLOPIAN TUBE.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS INC. 7/21/2004 9/7/2004

Event Information:

Event Date (B3): 3/5/2004 Report Date (B4): 7/21/2004 Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): TUBAL OCCLUSION
Model # (E4): *

Catalog # (E4): *

Lot #(E4): 12247705

Implant Date (E6): 3/5/2004

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PATIENT UNDERWENT HYSTEROSCOPIC ESSURE TUBAL STERILIZATION PROCEDURE. ESSURE COMPANY REPRESENTATIVE WAS PRESENT FOR THE PROCEDURE.
A HYSTEROSCOPE WAS INSERTED INTO THE DILATED CERVIX. BILATERAL TUBAL OSTIA WERE VISUALIZED WITH THE LEFT NOTED TO BE ENLARGED AND THE
RIGHT NORMAL IN APPEARANCE. THE LEFT TUBAL OSTIA WAS CANNULATED WITH THE ESSURE DEVICE WITH THE COIL VISUALIZED TO BE WITHIN THE LEFT
TUBAL OSTIA AND LOCATED IN THE LEFT TUBE. UPON DETACHMENT UNDER DIRECT VISUALIZATION, THE LEFT COIL WAS NOTED TO RETRACT INTO THE TUBE
BEYOND THE TUBAL OSTIA WITH NO COILS REMAINING WITHIN THE UTERUS. THE RIGHT TUBAL OSTIA WAS VISUALIZED, THE ESSURE INTRODUCER WAS
PLACED INTO THE TUBAL OSTIA AND THE INTRODUCER REMOVED. THE COIL REMAINED IN THE TUBAL OSTIA WITH TWO LOOPS OF COIL REMAINING IN THE
ENDOMETRIAL CAVITY. ATTENTION WAS TURNED BACK TO THE LEFT TUBAL OSTIA. A GRASPER WAS INSERTED AND THE OSTIA PROBED WITHOUT
VISUALIZATION OF THE COIL. THE ENDOMETRIAL CAVITY WAS EXPLORED AND THERE WAS NO EVIDENCE OF A COIL. THE ESSURE MICRO-INSERT WAS FELT TO
BE WITHIN THE TUBE ON THE LEFT, GIVEN THE DIRECT VISUALIZATION OF THE PLACEMENT. A FEW MONTHS LATER, PATIENT RETURNED FOR A
HYSTEROSALPINGOGRAM. IT REVEALED SUCCESSFUL BLOCKAGE OF THE RIGHT FALLOPIAN TUBE AND A FAILED LEFT ESSURE TUBAL MICROINSERT. A
LAPAROSCOPIC LEFT TUBAL LIGATION WITH BIPOLAR CAUTERY WAS DONE LESS THAN A MONTH LATER. THERE WAS NO EVIDENCE OF THE ESSURE DEVICE IN
THE PERITONEAL CAVITY. AN INTRAOPERATIVE X-RAY OF THE PELVIS SHOWED THE APPEARANCE OF THE ESSURE DEVICE IN THE LEFT TUBE.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Publically Releasable Page 2 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1032971 CONCEPTUS 8/11/2004 10/22/2004

Event Information:

Event Date (B3): 7/19/2004 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): HYSTEROSCOPIC PROCEDURE Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): *
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 12256351

Event Description (B5):
PART OF COIL APPEARED TO BE ON ESSURE WHEN REMOVED FROM PT.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2004-00001 CONCEPTUS, INC. 11/26/2004 12/3/2004

Event Information:

Event Date (B3): 10/20/2004 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE SYSTEM FOR PERMANENT BIRTH CONTROL Implant Date (E6): 6/7/2004

Device Type (E2): DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESSURE SYSTEM Device Available for Evaluation (C6): N
Catalog # (E4): ESS 205 Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PT HAD BILATERAL PLACEMENT OF ESSURE FALLOPIAN TUBAL OCCLUSION DEVICES IN 2004. PT FAILED TO COMPLY WITH REQUIRED ALTERNATIVE
CONTRACEPTION PRIOR TO 3-MONTH HYSTEROSALPINGOGRAM (HSG) AND BECAME PREGNANT. HSG AND HCG LEVEL AT 17 WEEKS POST-PLACEMENT AND
ULTRASOUND AT 19 WEEKS WERE INDICATIVE OF ABNORMAL PREGNANCY. ULTRASOUND RESULTS SHOWED A CYSTIC MASS AT THE RIGHT ADNEXA (AND
COULD NOT RULE OUT AN ECTOPIC PREGNANCY) AND A HETEROGENEOUS ECHOGENICITY IN THE UTERINE CAVITY (POSSIBLY SUGGESTIVE OF A FAILED
INTRAUTERINE PREGNANCY). PREGNANCY TERMINATION BEGAN 2004 WITH METHOTREXATE. PT WAS ASYMPTOMATIC PRIOR TO DIAGNOSIS AND REMAINS
IN GOOD HEALTH, ACCORDING TO THEIR PHYSICIAN. INTERIM DIAGNOSIS: SUSPECTED ECTOPIC PREGNANCY, BUT NOT CONFIRMED.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 3/1/2005 3/12/2005

Event Information:

Event Date (B3): 2/15/2005 Report Date (B4): 3/1/2005 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): TUBAL OCCLUSION DEVICE
Model # (E4): *

Catalog # (E4): REF ESS205

Lot #(E4): 12267472

Implant Date (E6): 2/15/2005

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

A PATIENT WAS IN OUTPATIENT SURGERY FOR HYSTEROSCOPY, D & C, ENDOMETRIAL ABLATION, AND HYSTEROSCOPIC TUBAL ('ESSURE' DEVICE). THE
'ESSURE' MICRO INSERT WAS PLACED INTO THE LEFT OVARIAN TUBE AND THEN TO THE BLACK MARK ON THE INSERT AND BACKED UP A NOTCH. THE
PHYSICIAN WAITED 10 PLUS SECONDS THEN NOTED INITIAL RELEASE. THE COIL DID NOT RELEASE PROPERLY FROM THE INSERTION GUIDE. THE PHYSICIAN
WAITED A FEW MORE SECONDS THEN TRIED TO TWIST AND UNCOIL IT COUNTERCLOCK WISE THEN CLOCKWISE DIRECTION. THIS DID STRETCH IT OUT
SOMEWHAT AND IT FINALLY RELEASED APPEARING TO BE IN THE FALLOPIAN TUBE. THE MANUFACTURER CLINICAL SPECIALIST WAS CONTACTED INTRA-
OPERATIVELY AND RECOMMENDED THE DEVICE BE LEFT AND GO AHEAD AND GET AN HSG, HYSTEROSALPINGOGRAM IN 12 WEEKS. THE REST OF THE

PROCEDURES WERE COMPLETED WITHOUT INCIDENT.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS INC 3/18/2005 3/22/2005

Event Information:

Event Date (B3): 2/22/2005 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): TUBAL LIGATION SYSTEM Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 12266007

Event Description (B5):
GUN DID NOT FIRE TO LIGATE TUBE DURING PROCEDURE. INSTRUMENT WAS FIRED PRIOR TO PATIENT INVOLVEMENT.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2005-00001 CONCEPTUS, INC. 3/23/2005 4/26/2005

Event Information:

Event Date (B3): 9/28/2004 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): TUBAL OCCLUSION DEVICE, CONTRACEPTIVE Explant Date (E7): 9/28/2004

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PT REPORTED SEVERAL MONTHS OF CHRONIC LEFT SIDED PELVIC PAIN. AN INITIAL DIAGNOSTIC LAPAROSCOPY WAS PERFORMED IN 2004 BUT DID NOT
REVEAL ANY INTRA-ABDOMINAL ABNORMALITIES. AFTER THE LAPAROSCOPY, THE PT CONTINUED TO HAVE LEFT SIDED PAIN. A CT SCAN WAS PERFORMED
SUBSEQUENTLY WHICH IDENTIFIED A METALLIC OBJECT IN THEIR ABDOMEN. THEY WERE REFERRED FOR A REPEAT LAPAROSCOPY THE FOLLOWING MONTH.
AT THIS TIME A METAL COIL IN THE RETRO-PERITONEAL SPACE WAS FOUND. THE COIL WAS REMOVED. NO ADD'L PROCEDURES WERE DONE AND THE PT IS
NOW COMPLETELY ASYMPTOMATIC. AT THE TIME THAT THE COIL WAS REMOVED, THE PHYSICIAN STILL DID NOT KNOW WHAT IT WAS. IT WAS ONLY AFTER
THE SURGERY, WHEN HE QUESTIONED THE PT ABOUT WHAT THEY WERE USING FOR BIRTH CONTROL, THAT THEY MENTIONED THE ESSURE TUBAL
OCCLUSION DEVICE PLACEMENT.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1035128 CONCEPTUS, INC. 4/5/2005 4/11/2005

Event Information:

Event Date (B3): 3/15/2005 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): CONCEPTUS Implant Date (E6): 3/15/2005

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 1226996

Event Description (B5):

PHYSICIAN WAS PERFORMING A STERILIZATION PROCEDURE. WHEN THE COIL WAS PLACED IN THE FALLOPIAN TUBE, THE PHYSICIAN ATTEMPTED TO RETRACT
THE ESSURE DEVICE AND THERE WAS SOME RESISTANCE. ONCE THE DEVICE WAS RETRACTED, PART OF THE COIL REMAINED ON THE DEVICE.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS INC. 6/29/2005 7/22/2005

Event Information:

Event Date (B3): 5/17/2005 Report Date (B4): 6/28/2005 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): CONCEPTUS
Device Type (E2): ESSURE SYSTEM
Model # (E4): ESS205

Catalog # (E4): *

Lot #(E4): 12264292

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): R

Date Device Returned to Mfr (C3): 6/28/2005

Event Description (B5):

PHYSICIAN ADVISED INSTRUMENT DEFECTIVE - NO SPECIFICS PROVIDED.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1036693 CONCEPTUS 9/22/2005 8/14/2006

Event Information:

Event Date (B3): 8/31/2005 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): CONCEPTUS ESSURE Implant Date (E6): 8/31/2005

Device Type (E2): CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESSURE Device Available for Evaluation (C6): Y
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): 12280461

Event Description (B5):
DURING INSERTION OF CONCEPTUS ESSURE DEVICE, THE COIL BROKE OFF IN THE FALLOPIAN TUBE.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2005-00002 CONCEPTUS, INC. 10/19/2005 10/25/2005

Event Information:

Event Date (B3): 9/19/2005 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ENSURE Implant Date (E6): 8/14/2005

Device Type (E2): TUBAL OCCLUSION DEVICE, CONTRACEPTIVE Explant Date (E7): 9/28/2005

Model # (E4): ESS2C5 Device Available for Evaluation (C6): N
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): NA

Event Description (B5):

IN 2005 THE PHYSICIAN REPORTED TO CONCEPTUS THAT HE PLACED ENSURE MICRO-INSERTS IN A PATIENT IN 88/24/2005. SOON THEREAFTER, THE PT
COMPLAINED OF PERSISTENT PAIN, WHICH WAS INITIALLY RELIEVED WITH PAIN MEDICATION. HOWEVER, THE PT CLAIMED THAT THE PAIN SYMPTOMS
AFFECTED HER JOB AND SHE REQUESTED TO HAVE THE MICRO-INSERTS REMOVED. IN 2005 THE PHYSICIAN CONFIRMED THAT THE PT IS INSISTENT ON
HAVING THE MICRO-INSERTS REMOVED. AN EMAIL WAS RECEIVED FROM THE PHYSICIAN SIX DAYS LATER REPORTING THE HYSTEROSCOPIC REMOVAL OF THE
MICRO-INSERTS THE PREVIOUS DAY. THE REMOVAL WAS COMBINED WITH A TUBAL LIGATION PROCEDURE. AN EMAIL WAS RECEIVED FROM PHYSICIAN IN
2005 STATING THE PT'S PAIN HAS RESOLVED SINCE THE MICRO-INSERTS WERE REMOVED, EXCEPT SOME "SORENESS" WHERE THE TUBES WERE CAUTERIZED.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1036980 CONCEPTUS INC 10/21/2005 8/16/2006

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 5/20/2005

Device Type (E2): STERILIZATION Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): *
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): *

Event Description (B5):

HAD ESSURE PLACEMENT. WAS HAVING SEVERE PAIN FROM THE START. WENT BACK TO THE ER 4 DAYS LATER FOR BLEEDING AND SEVERE PAIN. THEN
RETURNED TO 1 HOSP'S ER FOR BLEEDING AND PUS COMING FROM THE VAGINA. THE DR WAS NOT FAMILIAR WITH THE PRODUCT SO THEY TOOK PT TO
ANOTHER HOSP. WAS ADMITTED FOR SEVERAL DAYS. FIVE MOS LATER PT STILL CONTINUES TO HAVE ABNORMAL BLEEDING AND SEVERE PAIN. HAVE SEEN 2
DIFFERENT DRS ON POSSIBILITY OF REMOVING THE ESSURE. BOTH HAD DIFFERENT APPROACHES AS HOW TO REMOVE IT. STILL LOOKING FOR AN ANSWER
AND MORE INFO BEFORE THEY LET ANYONE OPERATE.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS INCORPORATED 11/3/2005 11/23/2005

Event Information:

Event Date (B3): 10/25/2005 Report Date (B4): 11/3/2005 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): TUBAL OCCLUSION DEVICE
Model # (E4): REF ESS205

Catalog # (E4): UNK

Lot #(E4): 12281414

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE MICRO-INSERT DID NOT RELEASE FROM THE DELIVERY WIRE MECHANISM. THE ESSURE DEVICE WAS REMOVED AND ANOTHER DEVICE TRIED WITH
SUCCESSFUL RELEASE OF MICRO-INSERT. NO INJURY TO THE PATIENT. DEVICE AVAILABLE FOR RETURN TO MANUFACTURER.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1037102 CONCEPTUS 11/8/2005 8/15/2006

Event Information:

Event Date (B3): 8/30/2005 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE COIL Implant Date (E6): 6/18/2004

Device Type (E2): * Explant Date (E7):

Model # (E4): FSS 205 Device Available for Evaluation (C6): *
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 12247754

Event Description (B5):

PATIENT HAD AN ESSURE COIL PALCED FOR BIRTH CONTROL. ESSURE COIL FAILED & PATIENT REQUESTED A DILATATION & EVACUATION FOR PRODUCTS OF
CONCEPTION. PATIENT IS SCHEDULED FOR REMOVAL OF COIL.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2005-00007 CONCEPTUS, INC. 11/28/2005 12/8/2005

Event Information:

Event Date (B3): 11/2/2005 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 11/2/2005

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): *

Event Description (B5):

PT HAD ENSURE PERMANENT BIRTH CONTROL DEVICE PLACEMENT AND ENDOMETRIAL ABLATION BY A PHYSICIAN (NAME NOT PROVIDED) APPROX ONE YEAR
AGO. THE REQUIRED 3-MONTH HYSTEROSALPINGOGRAM WAS NEVER DONE SECONDARY TO PATIENTS' HISTORY OF ABLATION. PT REPORTED TO A SECOND
PHYSICIAN THAT SHE HAD PAIN POST-PROCEDURE THAT WORSENED OVER A ONE-YEAR PERIOD AND REQUESTED REMOVAL OF THE DEVICES. A RECENT CT
SCAN SHOWED ONE ESSURE MICRO-INSERT TO BE IN THE PRITONEAL CAVITY. IN 2005 THE PHYSICIAN CALLED CONCEPTS TO REPORT THAT THE SURGERY TO
REMOVE THE DEVICE WENT VERY WELL; HE LOCATED THE MICRO-INSERT IN THE "MID-TUBE" AND WAS ABLE TO REMOVE IT WITHOUT DIFFICULTY. THE
MICRO-INSERT WAS APPARENTLY PLACED TOO DISTAL INTO THE FALLOPIAN TUBE BUT WAS NOT ACTUALLY LOCATED IN THE PERITONEAL CAVITY. HE CALLED
CONCEPTS AGAIN IN ABOUT 3 WEEKS LATER TO REPORT THE PT WAS DOING VERY WELL AND HER PAIN HAD RESOLVED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1037413 CONCEPTUS, INC. 12/9/2005 12/19/2005

Event Information:

Event Date (B3): 11/29/2005 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE COIL USED THROUGH HYSTEROSCOPE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3): 11/29/2005

Lot #(E4): 508290

Event Description (B5):
COIL BROKE DURING A HYSTEROSCOPE PROCEDURE FOR STERILIZATION. RIGHT TUBE COMPLETE, LEFT TUBE ABORTED DUE TO PROBLEMS WITH ESSURE
DEVICE. DEVICE REMOVED, TAKEN APART, COULD NOT REMOVE OCCLUSION AND REP DID NOT HAVE ANOTHER DEVICE. THIS RESULTED IN THE PT HAVING TO
RETURN FOR THE LEFT FALLOPIAN STERILIZATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2005-00010 CONCEPTUS, INC. 12/21/2005 12/22/2005

Event Information:

Event Date (B3): 12/1/2005 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/8/2005

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTEDLY HAD DIFFICULTY WITH VISUALIZATION AT THE TIME OF ESSURE MICRO-INSERT DEPLOYMENT IN THE RIGHT FALLOPIAN TUBE. SHE
DISENGAGED THE DELIVERY WIRE WITH 20 COUNTER-CLOCKWISE ROTATIONS WITHOUT DIRECT VISUALIZATION. NO TRAILING COILS WERE SEEN AT THE
OSTIUM. A FLAT-PLATE X-RAY WAS ATTEMPTED TO LOCALIZE THE DEVICE BUT NOT COMPLETED. NO FURTHER INFORMATION WAS GIVEN REGARDING WHY
THIS COULD NOT BE ACCOMPLISHED. THE PHYSICIAN ATTEMPTED TO CANNULATE THE RIGHT TUBE AGAIN BUT MET RESISTANCE AND DISCONTINUED THE
ATTEMPT. THE LEFT DEVICE WAS PLACED WITHOUT DIFFICULTY WITH 4 TRAILING COILS. THERMACHOICE ENDOMETRIAL ABLATION PROCEDURE FOLLOWED.
PATIENT PRESENTED WITH CRAMPING AND MILD PELVIC PAIN 4 DAYS POST-PLACEMENT THAT WAS NOT LOCALIZED ON THE RIGHT SIDE. A FLAT PLAT X-RAY
SHOWED 2 DEVICES, WITH THE RIGHT DEVICE APPEARING "ANGLED". THE PHYSICIAN PLANNED TO WAIT UNTIL THE 3-MONTH HSG TO EVALUATE FURTHER.
HOWEVER, THE PATIENT COMPLAINED OF PERSISTENT PAIN ON THE RIGHT SIDE AND EARLY THE NEXT MONTH UNDERWENT A SALPHINGECTOMY. THE RIGHT
TUBE WAS CUT OPEN AND THE MICRO-INSERT WAS FOUND DISTAL IN THE TUBE WITHOUT PERFORATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2005-00011 CONCEPTUS, INC. 12/21/2005 12/22/2005

Event Information:

Event Date (B3): 11/17/2005 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/17/2005

Device Type (E2): KNI-I-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN CALLED CONCEPTUS TO REPORT A POSSIBLE ALLERGIC REACTION TO THE ESSURE MICRO-INSERTS. THE PT HAD ESSURE PLACED IN 2005 AND
DEVELOPED ITCHING AND A RASH SHORTLY AFTER PLACEMENT. SHE WAS HOSPITALIZED OVERNIGHT AND TREATED WITH IV STEROIDS WITH GOOD RESULTS.
THE PHYSICIAN SUSPECTS POSSIBLE DRUG REACTION BUT SCHEDULED THE PT WITH AN ALLERGIST NEXT MONTH FOR NICKEL ALLERGY TESTING. THE
PHYSICIAN'S OFFICE MGR STATED SHE WOULD CONTACT CONCEPTUS IN ABOUT 10 DAYS WITH THE RESULTS. NO FURTHER INFO HAS BEEN RECEIVED TO
DATE, SO CONCEPTUS IS FILING THIS INITIAL REPORT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00001 CONCEPTUS, INC. 1/16/2006 1/20/2006

Event Information:

Event Date (B3): 11/22/2005 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/1/2005

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 11/22/2005

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): 508015

Event Description (B5):

A PHYSICIAN WAS PERFORMING HER SECOND TRAINING CASE ON A PATIENT WHO WAS 7 WEEKS POSTPARTUM. THE CONCEPTUS REPRESENTATIVE THAT
PRECEPTORED THIS PHYSICAN REPORTED A DIFFICULT CASE, BUT THE OSTIA WERE VISUALIZED (UTERINE DISTENSION REQUIRED TWO TENACULUMS) AND
BILATERAL PLACEMENT ACHIEVED. THE PATIENT COMPLAINED OF EXTREME ABDOMINAL PAIN THE FOLLOWING DAY. SHE WAS SENT TO THE ER AND A CT
SCAN SHOWED THE ESSURE MICRO-INSERTS IN THE PERITONEAL CAVITY. THE PHYSICIAN REMOVED THE DEVICES BY OPEN ABDOMINAL SURGERY AND
REPORTED THAT EACH FALLOPIAN TUBE "LOOKED FINE" WITH NO MENTION OF ANY PERFORATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC 3/21/2006 4/6/2006

Event Information:

Event Date (B3): 3/9/2006 Report Date (B4): 3/21/2006 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS205

Lot #(E4): 12281414

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE PATIENT WAS UNDERGOING A VOLUNTARY STERILIZATION PROCEDURE. THE DOCTOR ATTEMPTED TO FIRE THE SPRING INTO THE FALLOPIAN TUBE. THE
PATIENT'S FALLOPIAN TUBE SPASMED AT THAT TIME EXPELLING THE SPRING.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1036560 CONCEPTUS INC 3/22/2006 4/7/2006

Event Information:

Event Date (B3): 3/1/2006 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): CONCEPTUS Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESSURE Device Available for Evaluation (C6): Y
Catalog # (E4): E59205 Date Device Returned to Mfr (C3):

Lot #(E4): 508291

Event Description (B5):
COIL DEPLOYED PREMATURELY AND HAD TO BE RETRIEVED. PERMANENT DAMAGE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1038329 CONCEPTUS INC 3/22/2006 4/7/2006

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): CONCEPTUS Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESSURE Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 508296

Event Description (B5):
TIP BENT; PROCEDURE COMPLETED USING ANOTHER DEVICE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: INVALID DATA
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 4/6/2006 5/3/2006

Event Information:

Event Date (B3): 2/9/2006 Report Date (B4): 4/6/2006 Event Report Type (H1): INVALID DATA Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): STERILIZATION DEVICE Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): *

Event Description (B5):
ESSURE DEVICE WAS INSERTED INTO PLACE. PHYSICIAN PULLED BACK ON UN-DEPLOYED DEVICE AND LOST VISUALIZATION. DEVICE BROKE LEAVING PIECES IN
PATIENT. PHYSICIAN RETRIEVED BROKEN PIECES WITHOUT INCIDENT. ESSURE REPRESENTATIVE PRESENT IN OPERATING ROOM DIRECTING PHYSICIAN ON
PROPER USE OF DEVICE THROUGHOUT CASE. THIS INCIDENT WAS DUE TO IMPROPER USE OF DEVICE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00002 CONCEPTUS, INC. 4/18/2006 4/20/2006

Event Information:

Event Date (B3): 3/21/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 3/21/2006

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PATIENT HAD A BILATERAL ESSURE PLACEMENT BY DR. AND SHOWED UP IN OFFICE WITH ABDOMINAL PAIN MULTIPLE TIMES.THE PATIENT STARTED TO
HAVE PAIN ALMOST IMMEDIATELY FOLLOWING THE ESSURE PROCEDURE AND SHE HAD NO HISTORY OF PELVIC PAIN PRIOR TO THE PLACEMENT
PROCEDURE.DR. EVALUATED THE PATIENT 2 DAYS POST-PROCEDURE AND TREATED HER WITH A COURSE OF ANTIBIOTICS,BUT THE PATIENT CONTINUED TO
COMPLAINT OF PELVIC PAIN.ANOTHER DR. EVALUATED THE PATIENT ON AN EMERGENCY BASIS WHEN FIRST DR. WAS OUT OF TOWN.THE PATIENT HAD
INTRACTABLE PAIN,SO SHE ADMITTED HER TO THE HOSPITAL FOR OBSERVATION.LAB WORK WAS WITHIN NORMAL LIMITS.SHE PROCEEDED WITH AN
ABDOMINAL HYSTERECTOMY AND NOTED THAT ONE OF THE DEVICES WAS IN THE SEROSAL LAYER OF THE FALLOPIEN TUBE.SHE ALSO NOTED THAT THE
ANATOMY OF THE TUBES WAS UNUSUAL AND THER APPEARED TO BE AT A 90 DEGREE ANGLE.THE PATIENT'S PAIN HAS COMPLETELY RESOLVED POST-
OPERATIVELY.SECOND DR. STATES HER MEDICAL OPINION IS THAT THE PATIENT'S PAIN WAS RELATED TO THE DEVICES.IT WAS MENTIONED THAT THE
PATIENT "WANTED A HYSTERECTOMY FROM THE START."

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1039297 CONCEPTUS INC. 5/29/2006 6/8/2006

Event Information:

Event Date (B3): 4/11/2006 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): * Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 50815

Event Description (B5):
SHEATH DETACHED FROM TIP AND GAVE RESISTANCE TO INSERTION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00003 CONCEPTUS, INC,, 7/21/2006 7/27/2006

Event Information:

Event Date (B3): 4/7/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 4/7/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN CALLED THE CONSULTATION LINE DURING A CASE TO REPORT SHE HAD DETACHMENT DIFFICULTIES WITH THE ESSURE DEVICE. SHE USED 3 ESSURE
DEVICES IN EACH FALLOPIAN TUBE, BECAUSE SHE WAS UNSURE WHETHER THE MICRO-INSERT DETACHED FROM THE DELIVERY WIRE. SHE REPORTS SHE DID
NOT SEE ANY TRAILING COILS AFTER ATTEMPTED PLACEMENT OF THE FIRST DEVICE IN EACH SIDE, SO SHE ATTEMPTED PLACEMENT USING A SECOND DEVICE
IN EACH TUBE. SHE DIDN'T SEE TRAILING COILS AGAIN, SO SHE ATTEMPTED PLACEMENT OF TWO ADDITIONAL DEVICES ( FOR A TOTAL OF 6 ATTEMPTS, 3 IN
EACH TUBE). HOWEVER, ALL SIX MICRO-INSERTS DID DETACH, AND THE PATIENT HAS THREE MICRO-INSERTS INSIDE EACH FALLOPIAN TUBE. THE PATIENT
WAS ASYMPTOMATIC POST-PROCEDURE. DR CALLED CONCEPTUS TO REPORT THE PATIENT IS NOW COMPLAINING OF PELVIC PAIN AND HAS CONCERNS OVER
HAVING SO MANY DEVICES IN HER BODY. PATIENT COMPLAINS OF ACUTE, INTERMITTENT ABDOMINAL PAIN 2-3 TIMES PER WEEK. DR OFFERED THE PATIENT
SURGICAL REMOVAL OF THE DEVICES, AND BILATERAL TUBAL LIGATION WHICH THE PATIENT AGREED TO. SURGERY IS INTENDED TO BE SCHEDULED, BUT HAS
NOT OCCURRED YET.

Manufacturer Narrative (H10):

A CONCEPTUS REPRESENTATIVE SPOKE WITH DR. DISTAL PLACEMENT AND HSG PROTOCOL, WERE DISCUSSED AT LENGTH. THE APPEARANCE OF THE DELIVERY
WIRE AFTER A DEVICE HAS BEEN DEPLOYED WAS DESCRIBED IN DETAIL. DR. STATED THAT A CONCEPTUS REPRESENTATIVE CAME OUT TO PRE
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00004 CONCEPTUS, INC. 8/17/2006 8/23/2006

Event Information:

Event Date (B3): 4/7/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 4/7/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): 508291

Event Description (B5):

MAUDE EVENT REPORT STATES THE TIP OF ONE ESSURE DEVICE BENT DURING A PLACEMENT PROCEDURE. BILATERAL PLACEMENT WAS ULTIMATELY
ACHIEVED WITH A NEW DEVICE.

Manufacturer Narrative (H10):

RPTR FIRST FILED THE BENT TIP INCIDENT THROUGH MEDWATCH. CONCEPTUS FIRST BECAME AWARE OF THIS INCIDENT ON 7/19/06. A CONCEPTUS REP
SPOKE OF THIS INCIDENT ON 7/19/06. A CONCEPTUS REP SPOKE WITH RPTR WHO INDICATED "OTHER SERIOUS (IMPORTANT MEDICAL EVENTS)"
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00005 CONCEPTUS, INC. 8/17/2006 8/23/2006

Event Information:

Event Date (B3): 2/9/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE,OCCLUSION,TUBAL, CONTRACEPTIVE
Model # (E4): ESS 205

Catalog # (E4): UNK

Lot #(E4): 508296

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

THIS EVENT WAS VOLUNTARILY REPORTED THROUGH MEDSUN MANDATORY AND VOLUNTARY REPORT FORM IN 2006, BY THE USER FACILITY). THE ESSURE
DEVICE WAS INSERTED INTO THE TUBE CORRECTLY. HOWEVER, AS THE PHYSICIAN WAS ABOUT TO DEPLOY THE DEVICE, HE LOST VISUALIZATION. HE DID NOT
WANT TO DEPLOY BLINDLY, SO HE ATTEMPTED TO REMOVE THE DELIVERY CATHETER. THE MICRO INSERT WAS INADVERTENTLY DEPLOYED AND REMOVED AT
THE SAME TIME CAUSING THE OUTER COIL TO STRETCH. THE PHYSICIAN ATTEMPTED TO REMOVE THE DEVICE WITH GRASPERS WHICH CAUSED THE MICRO
INSERT TO BREAK. HE WAS ABLE TO REMOVE ALL PIECES OF THE COIL AND THE CASE WAS TERMINATED. NO INJURY CAUSED TO THE PT.

Manufacturer Narrative (H10):

THE PHYSCIAN TRAINING MANUAL DOES NOT RECOMMEND REMOVAL OF A MICRO INSERT UNLESS THERE ARE 18 OR MORE TRAILING COILS. PHYSICIAN
ACTED IN ACCORDANCE WITH THE INSTRUCTION FOR USE BY TERMINATING THE CASE AFTER THE BROKEN MICRO INSERT HAD BEEN REMOVED BECAUSE
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00006 CONCEPTUS, INC. 8/18/2006 8/23/2006

Event Information:

Event Date (B3): 3/1/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE,OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): 508291

Event Description (B5):
CONCEPTUS DID NOT RECEIVE THE MAUDE EVENT REPORT UNTIL 7/19/06. THE MAUDE EVENT BRIEFLY STATES...."COIL DEPLOYED PREMATURELY AND HAD TO
BE RETRIEVED. PERMANENT DAMAGE." A CONCEPTUS REP FIRST SPOKE WITH INITIAL REPORTER SHORTLY AFTER THE INCIDENT. SHE REPORTED THAT THE
PHYSICIAN HAD DIFFICULTY ON 3 SEPARATE OCCASIONS WITH ESSURE DEVICES DEPLOYING PREMATURELY DURING PROCEDURE.

Manufacturer Narrative (H10):

REPORTED DR. HAS HAD DIFFICULTY WITH DEPLOYMENT ON 3 SEPARATE OCCASIONS. SHE IS CONCERNED THIS MAY BE DUE TO A TRAINING ISSUE. THE SALES
REP WAS CONTACTED AND HE STATES DR DID EXPERIENCE SOME DIFFICULTIES WITH THE PROCEDURE STEPS WHEN HE WAS INITIALLY TRA
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 8/21/2006 9/11/2006

Event Information:

Event Date (B3): 7/26/2006 Report Date (B4): 8/21/2006 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS205

Lot #(E4): 509408

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): R

Date Device Returned to Mfr (C3): 8/22/2006

Event Description (B5):

THE PATIENT WAS UNDERGOING A VOLUNTARY STERILIZATION PROCEDURE. THE DEVICE FAILED TO DEPLOY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1040420 CONCEPTUS INCORPORATED 9/12/2006 10/3/2006

Event Information:

Event Date (B3): 9/7/2006 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 9/7/2006

Device Type (E2): ESSURE - PERMANENT BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 620728

Event Description (B5):
DEVICE WAS INSERTED INTO THE RIGHT FALLOPIAN TUBE W/O INCIDENT. DEVICE FAILED TO SEPARATE THE COILS FROM THE INTRODUCING CATHETER. THE
INSERTING DEVICE WAS REMOVED - WHILE DOING THIS, THERE WAS PARTIAL RELEASE OF THE COILS, IN THE QUILLS BREAKING OFF ALONG WITH A PIECE OF
THE COIL AND FALLING INTO THE UTERINE CAVITY. BOTH PIECES WERE RETRIEVED. UNCLEAR IF STERILIZATION WAS ACHIEVED IN THE RIGHT FALLOPAIN TUBE
- WILL NEED F/U IN 3 MONTHS TO KNOW.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00007 CONCEPTUS, INC. 9/26/2006 10/2/2006

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

IN 2006, PHYSICIAN REPORTED A CONCEPTUS SALES REPRESENTATIVE HE HAD A PATIENT WHO HAD MULTIPLE INFECTIONS REQUIRING IV ANTIBIOTICS POST
ESSURE PLACEMENT. A CONCEPTUS REPRESENTATIVE SPOKE WITH PHYSICIAN 17 DAYS LATER. HE STATED THERE WERE NO PROBLEMS AT THE TIME OF
PLACEMENT AND ATHE PATIENT DID WELL UNTIL 6-8 WEEKS POST PLACEMENT AT WHICH TIME SHE PRESENTED WITH THE "CLASSIC PID PICTURE" INCLUDING
PELVIC PAIN AND FEVER. SHE WAS HOSPITALIZED FOR IV ANTIBIOTICS AND HER SYMPTOMS RESOLVED WITHIN 3-5 DAYS. SHE RETURNED AGAIN A FEW
WEEKS LATER WITH IDENTICAL SYMPTOMS AND WAS AGAIN TREATED WITH IV ANTIBIOTICS. GC/CT CULTURES WERE NEGATIVE, VAGINAL CULTURES WERE
NEGATIVE, BUT URINE CULTURE GREW ENTEROBACTERCLOACAE. SHE WAS TREATED FOR THIS INFECTION AND REFERRED TO A UROLOGIST TO DETERMINE IF
HER RECURRENT SYMPTOMS WERE BLADDER RELATED. THE UROLOGIST DID NOT THINK HER SYMPTOMS WERE GU RELATED. PATIENT DID NOT HAVE A
HISTORY OF PELVIC PAIN PRIOR TO ESSURE PLACEMENT, BUT HAS A COMPLICATED GI HISTORY INCUDING COLECTOMY FOR GASTROPARESIS. PATHOLOGY
REPORT FROM THE HYSTERECTOMY SHOWED ADENOMYOSIS. DR. HARLE STATES HE EXPECTED TO SEE "CHRONIC ENDOMETRITIS" BECAUSE OF HER
RECURRENT INFECTIONS AND PAIN. PATIENT'S SYMPTOMS HAVE COMPLETELY RESOLVED SINCE HER HYSTERECTOMY.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1040526 CONCEPTUS INC 9/27/2006 10/2/2006

Event Information:

Event Date (B3): 4/11/2006 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE PERMANENT BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): E99205 Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 508296

Event Description (B5):
PER THE OPERATIVE REPORT, "ESSURE DEVICE MALFUNCTIONED DURING PROCEDURE. -ITEM NOT FIRED - NOTICED MALFUNCTION PRIOR TO USE."

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1040559 CONCEPTUS, INC. 10/3/2006 10/5/2006

Event Information:

Event Date (B3): 6/21/2006 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 6/21/2006

Device Type (E2): * Explant Date (E7): 6/21/2006

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3): 6/22/2006

Lot #(E4): 508297

Event Description (B5):

SURGEON WAS INSERTING THE ESSURE CONTRACEPTIVE DEVICE INTO THE PATIENT FULLOPIAN TUBE WHEN THE TIP BROKE OFF INTO THE FALLOPIAN TUBE (A
SMALL PIECE APPROXIMATELY 2MM IN SIZE).

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00009 CONCEPTUS, INC. 10/26/2006 10/31/2006

Event Information:

Event Date (B3): 9/26/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/1/2005

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

THIS EVENT WAS INITIALLY REPORTED AS A PREGNANCY POST ESSURE. A CONCEPTUS REPRESENTATIVE ATTEMPTED TO CONTACT THE PHYSICIAN ON 3
SEPARATE OCCASIONS AND DID NOT RECEIVE A CALL BACK. PHYSICIAN REPORTED TO CONCEPTUS THAT THE PATIENT HAD HER ESSURE PROCEDURE IN 2005
AND BECAME PREGNANT APPROXIMATELY ONE YEAR LATER. AN ADNEXAL MASS WAS NOTED AT THE TIME OF ULTRASOUND. HE PROCEEDED WITH
LAPAROSCOPY AND FOUND AN ECTOPIC PREGNANCY WHICH HE REMOVED FROM THE TUBE. NO MENTION WAS MADE REGARDING DEVICE PLACEMENT AT
TIME OF LAPAROSCOPY. PATIENT'S POST-OPERATIVE COURSE WAS UNEVENTFUL.

Manufacturer Narrative (H10):

SEVERAL ATTEMPTS HAVE BEEN MADE TO CONTACT THIS PHYSICIAN, BUT HE HAS NOT RESPONDED. CONCEPTUS WILL CONTINUE ITS ATTEMPTS TO GATHER
MORE INFORMATION ON THIS EVENT. MORE INFORMATION WILL BE ADDED TO THIS REPORT AS IT BECOMES AVAILABLE.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00008 CONCEPTUS, INC. 10/31/2006 11/9/2006

Event Information:

Event Date (B3): 9/29/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 2/1/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED AN ECTOPIC PREGNANCY THAT OCCURRED 1 YR POST-ESSURE PLACEMENT. PT HAD THE ESSURE PROCEDURE IN 2005 AND AN HSG 4
MOS LATER WHICH SHOWED BILATERAL OCCLUSION. SHE WAS COUNSELED TO RELY ON THE ESSURE DEVICES FOR CONTRACEPTION. IN 2006 PHYSICIAN
REPORTED THE PT HAD A "SHAGGY ENDOMETRIUM" AT THE TIME OF THE ESSURE PROCEDURE, BUT DEVICE PLACEMENT WENT WELL. HSG WAS DONE IN
2005 AND THE RADIOLOGIST REPORTED BILATERAL OCCLUSION, BUT NO MENTION OF DEVICE LOCATION WAS MADE IN THE REPORT. PHYSICIAN STATES THE
PT PRESENTED WITH PELVIC PAIN, BUT HAD NOT SKIPPED HER MENSES. AN ULTRASOUND SHOWED A COMPLEX ADNEXAL MASS ON HER RIGHT SIDE. HE
SCHEDULED THE PT FOR SURGERY, BUT DIDN'T FIND OUT SHE WAS PREGNANT UNTIL HER PRE-OPERATIVE LABS WERE DONE AT WHICH TIME IT WAS NOTED
HER BETA HCG WAS 250. AT THE TIME OF LAPAROSCOPY, HE DID NOT SEE ANY EVIDENCE OF DEVICE PERFORATION. HE DID A SALPINGECTOMY AND
OOPHORECTOMY. PATHOLOGY CONFIRMED AN ECTOPIC PREGNANCY SHOWING CHORONIC VILLI. PT HAS RECOVERED WITHOUT INCIDENT.

Manufacturer Narrative (H10):

HSG FILMS WERE REC'D AND REVIEWED BY 2 CONCEPTUS CONSULTING PHYSICIANS ON 10/16/06. THEY STATE THE HSG STUDY IS INADEQUATE, DUE TO POOR
UTERINE DISTENTION WITH CONTRAST. THE RIGHT DEVICE APPEARS TO BE SUPERIOR TO THE CORNUAL AREA AND MAY BE IN PARALLEL PO
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00011 CONCEPTUS, INC. 11/2/2006 11/8/2006

Event Information:

Event Date (B3): 10/3/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/11/2005

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTS THE ESSURE CASE WAS DONE IN 2005 AND THERE WERE NO PROBLEMS AT THE TIME OF MICRO-INSERT PLACEMENT. THREE MONTH HSG
WAS PERFORMED AND BILATERAL OCCLUSION WAS NOTED BY PHYSICIAN; PT BEGAN RELYING ON THE DEVICES FOR CONTRACEPTION. IN 2006, PHYSICIAN
REPORTED PT HAD A RUPTURED ECTOPIC PREGNANCY. THERE WAS NO EVIDENCE OF DEVICE PERFORATION AT THE TIME OF SURGERY AND SHE PUT CLIPS ON
THE TUBES. PT RECOVERED WITHOUT INCIDENT. PHYSICIAN WILL SEND HSG FILMS TO CONCEPTUS FOR REVIEW.

Manufacturer Narrative (H10):

ADD'L INFO WILL BE AVAILABLE AFTER HSG FILM REVIEW IS COMPLETED BY CONCEPTUS.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS 12/4/2006 9/12/2012

Event Information:

Event Date (B3): 12/1/2006 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 620757

Event Description (B5):

PT WAS TO UNDERGO A BILATERAL TUBAL LIGATION USING THE CONCEPTUS ESSURE PRODUCT. THE SYSTEM USED ON TE LEFT FALLOPIAN TUBE FAILED. THE
SPRING BROKE, LEAVING PARTS OF THE SPRING INSIDE THE FALLOPIAN TUBE AND PART OF THE WIRE HANGING OUT OF THE FALLOPIAN TUBE. THE SURGEON
SUCCESSFULLY EXTRACTED THE PIECES OF THE SPRING, BUT NOT THE WIRE. THE PT WAS RE-DRAPED, PREPPED, FOLEY INSERTED FOR A LAPAROSCOPY AND
TUBAL LIGATION WITH THE KLEPPINGER UNIT. AS TENSION WAS HELD ON THE FALLOPIAN TUBE BY AN ASSISTANT SURGEON, THE PRIMARY SURGEON WENT
IN VAGINALLY AND REMOVED THE WIRE FROM THE TUBE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1041259 CONCEPTUS, INC 12/6/2006 12/7/2006

Event Information:

Event Date (B3): 11/27/2006 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 11/27/2006

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 620749

Event Description (B5):
ESSURE DEVICE SHOT 2 SPRINGS INTO EACH FALLOPIAN TUBE DUE TO MALFUNCTION. CONSIDERED INJURY WITH NO NECESSARY INTERVENTION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: INVALID DATA
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS INC. 12/13/2006 1/8/2007

Event Information:

Event Date (B3): 10/20/2006 Report Date (B4): 12/13/2006 Event Report Type (H1): INVALID DATA Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): TUBAL OCCLUSION DEVICE Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): N
Catalog # (E4): ESS 205 Date Device Returned to Mfr (C3):

Lot #(E4): *

Event Description (B5):

RIGHT FALLOPIAN TUBE PERFORATED WITH THE ESSURE DEVICE FOR STERILIZATION. ESSURE DEVICE ADVANCED ACCORDING TO INSTRUCTIONS PER
SURGEON. PROCEDURE CONVERTED TO LAP TUBAL LIGATION COVERED IN INFORMED CONSENT. PT DOING WELL ON FOLLOW-UP.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 12/19/2006 1/17/2007

Event Information:

Event Date (B3): 12/11/2006 Report Date (B4): 12/19/2006 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 7/27/2006

Device Type (E2): BIRTH CONTROL DEVICE Explant Date (E7): 12/11/2006

Model # (E4): ESS205 Device Available for Evaluation (C6): R
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3): 12/19/2006

Lot #(E4): 581531

Event Description (B5):

DEVICE WAS IMPLANTED FIVE MONTHS AGO AND MIGRATED INTO THE ABDOMINAL CAVITY CAUSING PAIN AND REQUIRING A SECOND PROCEDURE. THIS
PAST MONTH A DIFFERENT DEVICE WAS INSTALLED.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00010 CONCEPTUS, INC. 12/20/2006 1/4/2007

Event Information:

Event Date (B3): 11/21/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 8/24/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 11/21/2006

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTS ESSURE PROCEDURE WAS DONE IN 2006. HE EXPERIENCED PROBLEMS AT THE TIME OF PLACEMENT WITH TUBAL SPASM AND DEVICE
DETACHMENT AND WENT THROUGH 11 DEVICES IN ORDER TO ACHIEVE BILATERAL PLACEMENT. THERE WERE 18 TRAILING COILS ON THE LEFT AND 3
TRAILING COILS ON THE RIGHT. AN X-RAY WAS DONE TO CHECK PLACEMENT AND SHOWED 2 DEVICES IN ONE TUBE AND ONE IN THE CONTRALATERAL TUBE.
THIS PATIENT HAS HAD PAIN ON THE RIGHT SIDE AND WANTS THE DEVICES REMOVED. PHYSICIAN PLANS DEVICE REMOVAL AND WAS REFERRED TO ANOTHER
PHYSICIAN FOR SURGICAL CONSULATION. SEVERAL ATTEMPTS HAVE BEEN MADE TO CONTACT THIS PHYSICIAN REGARDING THE FINDINGS AND OUTCOME OF
THE DEVICE REMOVAL PROCEDURE; HOWEVER, HE HAS NOT RETURNED OUR CALLS. DEVICES HAVE NOT YET BEEN REC'D FOR EVAL.

Manufacturer Narrative (H10):

ADDITIONAL INFORMATION MAY BE AVAILABLE WHEN THE PHYSICIAN IS REACHED AND/OR IF DEVICES ARE RETURNED FOR EVALUATION.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2006-00012 CONCEPTUS, INC. 12/20/2006 1/5/2007

Event Information:

Event Date (B3): 10/1/2006 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/27/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED TO CONCEPTUS REPRESENTATIVE A PT WHO HAD THE ESSURE DEVICES PLACED IN 2006 IN CONJUNCTION WITH AN HTA (DONE
FOLLOWING ESSURE) RETURNED APPROX 3 MONTHS LATER COMPLAINING OF ABDOMINAL PAIN AND FEVER. CAT SCAN SHOWED BILATERAL TUBO-OVARIAN
ABCESSES AND HER WHITE COUNT WAS ELEVATED AT 22. SHE WAS HOSPITALIZED AND TREATED WITH IV ANTIBIOTICS, BUT DID NOT RESPOND. SHE
CONTINUED TO HAVE PAIN AND REMAINED FEBRILE. SHE ULTIMATELY UNDERWENT TAH/BSO WITHOUT COMPLICATIONS. PHYSICIAN REPORTS NOTHING
UNUSUAL WITH THE DEVICES AND THEY APPEARED TO BE PROPERLY PLACED WHEN HE PERFORMED THE HYSTERECTOMY. THE PT HAD AN EXTREMELY
ANTEVERTED UTERUS WHICH MADE PLACEMENT SOMEWHAT DIFFICULT, AND HE BENT THE TIP OF ONE ESSURE DEVICE TRYING TO CANNULATE THE TUBE,
BUT DID ACHIEVE SUCCESSFUL BILATERAL PLACEMENT. HTA PROCEDURE WAS UNEVENTFUL. PATIENT HAD NO COMPLICATIONS POST-OPERATIVELY.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Report Number Manufacturer Name

Event Type: MALFUNCTION

Date FDA Received

Date FDA Added

Not Releasable (B)(2) CONCEPTUS

12/29/2006

1/29/2007

Event Information:

Event Date (B3): 12/13/2006 Report Date (B4): 12/29/2006

Event Report Type (H1): MALFUNCTION

Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS)
Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL SYSTEM, ESSURE
Model # (E4): *

Catalog # (E4): ESS205

Lot #(E4): 624678

Single Use:

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE DEVICE WAS DEFECTIVE AND ACTIVATED BEFORE PUSHING IT. ANOTHER DEVICE WAS USED WITHOUT PROBLEM.

Manufacturer Narrative (H10):

Publically Releasable

Page 1
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1041963 ESSURE 2/13/2007 2/22/2007

Event Information:

Event Date (B3): 1/23/2007 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): DELIVERY CATHETER WITH MICROINSERT Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): Y
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): 621683

Event Description (B5):

ESSURE PRODUCT OPENED TO STERILE FIELD. PRODUCT PLACED ACCORDINGLY BY MD. PRODUCT FAILED TO WRAP PROPERLY ON FALLOPIAN TUBE. PRODUCT
REMOVED FROM PT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1042059 2/26/2007 3/5/2007

Event Information:

Event Date (B3): 2/16/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: *

Device Information:

Product Code: INSERT, TUBAL OCCLUSION () Single Use:

Brand Name (E1): ESSURE; ESSURE Implant Date (E6): 2/16/2007

Device Type (E2): * Explant Date (E7):

Model # (E4): *; * Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):
DR ATTEMPTED TO PLACE ESSURE DEVICE INTO RIGHT TUBE. DEVICE DID NOT TRIGGER - LOT# 621809. SHE THEN ATTEMPTED TO PLACE ITEM #622306 (#1).
NOTED LIP OF DEVICE #622306 (#2) WAS SUCCESSFULLY PLACED INTO LEFT FALLOPIAN TUBE. DR THEN ATTEMPTED TO PLACE #621800 (#1) INTO RIGHT
FALLOPIAN TUBE. THE ITEM AGAIN DID NOT TRIGGER CORRECTLY AND REMOVED FROM PT. ITEM #621800 (#2) RETURNED UNOPENED. DR AT THAT TIME
MADE DECISION TO PERFORM CAP TUBAL TO RIGHT TUBE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00001 CONCEPTUS, INC. 4/5/2007 4/12/2007

Event Information:

Event Date (B3): 2/28/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 2/28/2007

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

THE PHYSICIAN CALLED CONCEPTUS REP ON 2/27/2007 TO NOTIFY HIM SHE WAS EXPLANTING DEVICES IN 2007, THAT WERE IMPLANTED IN 2006. SHE
CLAIMED THAT THE HSG SHOWED THE RIGHT DEVICE WAS PLACED IN A FALSE PASSAGE. THE PT STATED SHE WAS HAVING PAIN ON HER LEFT SIDE. SHE
REQUESTED THAT THE PHYSICIAN REMOVE BOTH DEVICES. CONCEPTUS REP WAS PRESENT AT THE CASE FOR DEVICE REMOVAL. PHYSICIAN SUCCESSFULLY
REMOVED BOTH DEVICES USING GRASPERS AND A HYSTEROSCOPE. SHE THEN PERFORMED A LAPAROSCOPIC TUBAL LIGATION USING FELSHIE CLIPS. THE CASE
WAS SUCCESSFUL. CONCEPTUS REP REPORTS PT'S PAIN RESOLVED AFTER ESSURE DEVICES WERE REMOVED.

Manufacturer Narrative (H10):

PERFORATIONS OF THE UTERUS OR FALLOPIAN TUBES WERE OBSERVED IN THE CLINICAL TRIALS AT A RATE OF 2.9% (6/206) IN THE PHASE Il TRIAL AND 1.1%
(5/476) IN THE PIVOTAL TRIAL. THE RATE OF REPORTED PERFORATIONS IN COMMERCIAL USE IS SIGNIFICANTLY LOWER AND IS TYP
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1042653 CONCEPTUS INC. 4/6/2007 4/30/2007

Event Information:

Event Date (B3): 4/10/2007 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): PERMANENT BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): R
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 622943

Event Description (B5):

DURING PROCEDURE THE DR TRIED TO IMPLANT BUT WAS UNSUCCESSFUL AND THE IMPLANT WAS PUT ASIDE, ANOTHER OPENED AND THE SURGICAL
PROCEDURE WAS SUCCESSFUL. AFTER THE PROCEDURE THE DEVICE WAS LOOKED AT AND A BENT TIP WAS DISCOVERED.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW1042660 CONCEPTUS INC. 4/19/2007 5/1/2007

Event Information:

Event Date (B3): 4/17/2007 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 3/22/2007

Device Type (E2): PERMANENT BIRTH CENTROL SYSTEM Explant Date (E7): 4/17/2007

Model # (E4): * Device Available for Evaluation (C6): Y
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): 509 405

Event Description (B5):

PATIENT SCHEDULED AT SURGERY CENTER FOR LAPAROSCOPY, REMOVAL OF ESSURE DEVICE. THE ESSURE DEVICE HAD FRACTURED AND WAS IN THE
ABDOMEN. ONE PIECE WAS REMOVED FROM (EMBEDDED) THE TERMINAL ILIUM AND THE OTHER WAS EMBEDDED IN MENSENTERY. BOTH PIECES REMOVED.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00002 CONCEPTUS, INC. 6/12/2007 9/5/2007

Event Information:

Event Date (B3): 5/11/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 4/27/2007

Device Type (E2): KNH- DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 5/11/2007

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTS PT COMPLAINED OF INCREASING PELVIC PAIN POST ESSURE PROCEDURE. NOVASURE ENDOMETRIAL ABLATION WAS PERFORMED PRIOR
TO THE ESSURE PROCEDURE, AND THE PHYSICIAN HAD DIFFICULTY CANNULATING THE LEFT TUBE AND BENT THE TIP OF ONE DEVICE. HE ULTIMATELY
ACHIEVED BILATERAL PLACEMENT WITH 4 TRAILING COILS ON THE LEFT AND 2 ON THE RIGHT. HSG WAS DONE TO EVALUATE DEVICE PLACEMENT AND
REVEALED THE LEFT DEVICE WAS PERFORATED THROUGH THE UTERINE WALL. PT UNDERWENT LAPAROSCOPY TO REMOVE THE PERFORATED DEVICE AND THE
LEFT FALLOPIAN TUBE WAS LIGATED. DEVICE WAS REMOVED WITHOUT DIFFICULTY. PHYSICIAN STATES HE HAS EVALUATED THE PT ON TWO SEPARATE
OCCASIONS POST-OPERATIVELY AND HER SYMPTOMS ARE RESOLVING.

Manufacturer Narrative (H10):

THE ESSURE PROCEDURE IS NOT APPROVED FOR CONCOMITANT USE WITH NOVASURE ABLATION. THE PHYSICIAN DID NOT ACT IN ACCORDANCE WITH THE
ESSURE INSTRUCTIONS FOR USE.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS INC 6/13/2007 9/19/2013

Event Information:

Event Date (B3): 2/2/2007 Report Date (B4): 5/31/2007 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL
Model # (E4): ESS205

Catalog # (E4):

Lot #(E4): 633029

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):
FAILURE TO DEPLOY.

Manufacturer Narrative (H10):

Publically Releasable
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00003 CONCEPTUS, INC. 7/11/2007 11/2/2007

Event Information:

Event Date (B3): 6/6/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 6/1/2006

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 6/6/2007

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED TO A CONCEPTUS MEDICAL LIAISON OF A PATIENT PRESENTING WITH CONTINUED PAIN OF THE LEFT ADNEXAL REGION. THE PATIENT'S
INITIAL 3-MONTH POST ESSURE PROCEDURE HSG IN 2006, INDICATED PROPER BILATERAL PLACEMENT AND TUBAL OCCLUSION; HOWEVER, A FOLLOW UP
PELVIC EXAM, ULTRASOUND (SHOWING EQUIVOCAL EXPULSION OF LEFT DEVICE), AND ADDITIONAL LAB STUDIES PERFORMED IN 2007 DID NOT IDENTIFY THE
ETIOLOGY OF THE PATIENT'S PAIN. A SUBSEQUENT REPEAT HSG (ONE MONTH LATER) CONFIRMED PROPER DEVICE PLACEMENT AND TUBAL OCCLUSION.
AFTER DISCUSSION WITH PATIENT, IT WAS MUTUALLY DECIDED BY THE PHYSICIAN AND THE PATIENT THAT THE DEVICES BE REMOVED VIA LAPAROSCOPY
WITH (LEFT) PARTIAL SALPINGECTOMY (ONE MONTH LATER). A POST OPERATIVE FOLLOW UP WAS CONDUCTED SIX DAYS LATER AND THE PATIENT WAS
DOING WELL. THE PHYSICIAN ALSO REPORTED THAT SHE COULD NOT FIND ANY OTHER PATHOLOGY THAT WOULD EXPLAIN THE PATIENT'S SYMPTOMS, BUT
WOULD CONTACT CONCEPTUS, SHOULD THERE BE A CHANGE IN THE PATIENT'S STATUS.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00004 CONCEPTUS, INC. 7/17/2007 9/24/2007

Event Information:

Event Date (B3): 6/6/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS205

Catalog # (E4): UNK

Lot #(E4): UNK

Implant Date (E6): 4/15/2007

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTS OF A PATIENT COMPLAINING OF PROGRESSIVE PAIN SHORTLY AFTER THE ESSURE PROCEDURE WAS PERFORMED IN 2007. THE PHYSICIAN
INDICATES THAT THE ESSURE PROCEDURE WENT WELL (I.E. PROPER PLACEMENT AND APPROPRIATE TRAILING COILS) WITH NO SEQUELAE. ADDITIONAL
PELVIC EXAM, KUB, AND CT SCAN CONDUCTED THE FOLLOWING MONTH, CONFIRMED PROPER DEVICE LOCATION. THOUGH THE PHYSICIAN STATES THAT THE
PATIENT BELIEVES HER PAIN MAY BE DUE TO AN ALLERGIC REACTION TO THE DEVICES, ANY SUSPECTED HYPERSENSITIVITY TO NICKEL WAS NOT CONFIRMED
BY SKIN TEST THOUGH RECOMMENDED FOR/TO THE PATIENT BY CONCEPTUS/PRODUCT LABELING AND THE PHYSICIAN, RESPECTIVELY. THE PHYSICIAN
ACQUIESCED TO THE PATIENT'S DESIRE TO HAVE THE DEVICES REMOVED; THE PATIENT UNDERWENT HYSTEROSCOPY AND LAPAROSCOPIC REMOVAL OF THE
DEVICES THE FOLLOWING MONTH. AFTER THE PROCEDURE, THE PHYSICIAN REPORTED NO ETIOLOGY FOR THE PAIN WAS SEEN (I.E. PELVIS NORMAL, NO
EVIDENCE OF PERFORATION). BOTH FALLOPIAN TUBES AND DEVICES WERE SENT TO PATHOLOGY, AND THE PHYSICIAN INDICATED THAT SHE WOULD
CONTACT CONCEPTUS AFTER RECEIPT OF A PATHOLOGY REPORT AND/OR PATIENT FOLLOW-UP. NO COMMUNICATION FROM THE PHYSICIAN HAS BEEN
RECEIVED TO DATE AFTER TWO SUBSEQUENT ATTEMPTS TO FOLLOW-UP.

Manufacturer Narrative (H10):

Publically Releasable
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00005 CONCEPTUS, INC. 7/17/2007 9/24/2007

Event Information:

Event Date (B3): 6/14/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 6/1/2005

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED PERFORMING A LAPAROSCOPIC HYSTERECTOMY TO REMOVE THE ESSURE MICRO-INSERTS BECAUSE THE PATIENT HAD EXPERIENCED
INTERMITTENT CRAMPING AND SPOTTING SINCE HER ESSURE PROCEDURE IN 2005. AS THE PHYSICIAN WAS NOT THE ORIGINAL PHYSICIAN THAT PERFORMED
THE ESSURE PROCEDURE. HE DID NOT HAVE INFORMATION ON THE PLACEMENT PROCEDURE (I.E., NUMBER OF TRAILING COILS AFTER PLACEMENT;
CONCERNS, IF ANY, REGARDING PLACEMENT, VISIBLE TRAILING LENGTH OR ID OF TUBAL OSTIUM). HE STATES THE DEVICES WERE IN THE TUBES, ONE WAS
SLIGHTLY TORQUED AT THE TIP. HE WILL SEE HER POST-OP IN 4 WEEKS. HE COULD NOT FIND ANY OTHER CAUSE FOR HER SYMPTOMS.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00006 CONCEPTUS, INC. 7/17/2007 9/24/2007

Event Information:

Event Date (B3): 4/13/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 4/1/2004

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED TO A FIELD-BASED CONCEPTUS EMPLOYEE, A CASE OF PELVIC PAIN THAT ULTIMATELY LEAD TO REMOVAL OF AN ESSURE DEVICE
FROM THE PATIENT IN 2007. A CONCEPTUS MEDICAL LIAISON CONTACTED THE PHYSICIAN WHO PERFORMED THE SURGERY. HE STATED, THAT HE DID NOT
ORIGINALLY PLACE THE ESSURE MICRO-INSERTS; RATHER, THE PATIENT CAME TO HIM FOR A SECOND OPINION. THE PATIENT HAD THE ESSURE PROCEDURE IN
2004. THE 3 MONTH HSG POST ESSURE INDICATED A PERFORATION WITH ONE OF THE DEVICES LOCATED IN THE ABDOMINAL CAVITY. THE PHYSICIAN THAT
ORIGINALLY PLACED THE DEVICES PERFORMED A BTL, BUT COULD ONLY LOCATE ONE DEVICE FOR REMOVAL. THE PATIENT HAS EXPERIENCED INTERMITTENT
LLQ/ABDOMINAL PAIN FOR THE PAST TWO YEARS DURING WHICH TIME SHE HAS HAD A COUPLE OF CT SCANS AND AN MRI TO IDENTIFY A POSSIBLE CAUSE
FOR THE PAIN. THE LATEST CT SCAN SHOWED THE REMAINING MICRO-INSERT TO BE WITHIN THE OMENTUM UP UNDER THE LEFT RIB CAGE. SHE LATER
PRESENTED TO THE ER WITH SEVERE LLQ PAIN AND NAUSEA AND VOMITING. THE OPERATING PHYSICIAN (INITIAL REPORTER) PERFORMED A LAPAROSCOPY
UNDER FLUOROSCOPY AND WAS ABLE TO LOCATE THE MICRO-INSERT AND REMOVE IT SUCCESSFULLY. THE PATIENT STATES HER PAIN HAS RESOLVED
FOLLOWING SURGERY.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5003186 CONCEPTUS 7/25/2007 8/10/2007

Event Information:

Event Date (B3): 7/25/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE DEVICE Implant Date (E6):

Device Type (E2): NONE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 624097

Event Description (B5):

PRODUCT DID NOT FIRE, BACK-UP NOT AVAILABLE. PT UNABLE TO HAVE OTHER METHOD OF STERILIZATION 20 TO ANESTHESIA RISK.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00007 CONCEPTUS, INC. 8/30/2007 11/6/2007

Event Information:

Event Date (B3): 6/28/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 2/9/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): 620723

Event Description (B5):

THIS EVENT WAS REPORTED TO CONCEPTUS ON 8/3/2007. PHYSICIAN REPORTED PT UNDERWENT THE ESSURE PROCEDURE IN 2007, AT WHICH TIME SHE WAS
6 WEEKS POST PARTUM. NO PROBLEMS WERE ENCOUNTERED AT THE TIME OF THE PROCEDURE. PT FAILED TO FOLLOW-UP FOR HER 3 MONTH HSG TO
CONFIRM PROPER DEVICE LOCATION AND TUBAL OCCLUSION. ADDITIONALLY, SHE DISCONTINUED HER PROGESTIN-ONLY BIRTH CONTROL PILL IN 200, WHEN
HER HSG CONFIRMATION TEST WAS DUE. PT PRESENTED TO THE PHYSICIAN'S OFFICE WITH SEVER RIGHT-SIDED PAIN THE FOLLOWING MONHT. SHE WAS
ADMITTED TO THE HOSPITAL: SERIAL HCGS AND PELVIC ULTRASOUND CONFIRMED AN ECTOPIC PREGNANCY. PT UNDERWENT LAPAROSCOPIC REMOVAL OF
THE ECTOPIC PREGNANCY THE NEXT DAY. PATHOLOGY REPORT SHOWED CHRONIC VILLI, CONFIRMING THE DIAGNOSIS. THE OPERATIVE REPORT DID NOT
MENTION STATUS OF THE ESSURE MICRO-INSERTS. PT DID NOT HAVE ANY OPERATIVE OR POST-OPERATIVE COMPLICATIONS. PHYSICIAN PLANS TO SCHEDULE
THE PT FOR FOLLOW UP HSG. RESULTS STILL PENDING.

Manufacturer Narrative (H10):

LABELING FOR THE ESSURE DEVICE STATES PT CANNOT RELY ON THE ESSURE DEVICES UNTIL THE HSG CONFIRMATION TEST HAS BEEN COMPLETED AND
RESULTS DEMONSTRATE PROPER DEVICE LOCATION AND BILATERAL TUBAL OCCLUSION. IN THIS CASE, THE PT FAILED TO COMPLETE THE HSG AND
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5003698 CONCEPTUS 9/6/2007 9/18/2007

Event Information:

Event Date (B3): 9/6/2007 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 9/1/2006

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

A PT HAD ESSURE PLACED IN 2006 BY ANOTHER PHYSICIAN IN ANOTHER GYN PRACTICE. ONE SPRING PASSED VAGINALLY SPONTANEOUSLY ABOUT 4-6 WEEKS
AFTER THE SPRINGS WERE PLACED. SHE CAME TO SEE ME FOR MENORRHAGIA IN 2007. ENDOMETRIAL BIOPSY REVEALED ENDOMETRIAL POLYPS, SO A SALINE
SONOGRAM -HYSTEROSONOGRAM- WAS PERFORMED. THIS REVEALED NO POLYPS, BUT SHOWED PROTRUSION OF THE DEVICE INTO THE ENDOMETRIUM BY
2-3 CM. IN MY OPINION, THE MENORRHAGIA IS EITHER CAUSED BY THE POLYPS -NOW REMOVED VIA BIOPSY- OR DISRUPTION OF THE ENDOMETRIUM BY THE
PROTRUSION OF THE DEVICE. THE MFR'S PHONE REP "JENNIFER" WAS NOT ABLE TO RECOMMEND A COURSE OF ACTION FOR ME AT THIS POINT, AND WAS
UNABLE TO TELL ME IF THE PROTRUDING TAIL CAN BE CUT OFF HYSTEROSCOPICALLY. DATES OF USE: 2006 - 2007. DIAGNOSIS OR REASON FOR USE:
STERILIZATION.

Manufacturer Narrative (H10):
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Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 9/17/2007 10/16/2007

Event Information:

Event Date (B3): 9/6/2007 Report Date (B4): 9/17/2007 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): *

Lot #(E4): 624472

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE ESSURE DEVICE WAS ADVANCED THROUGH THE OSTIA TO ABOUT 3/4'S OF ITS LENGTH AND AT THAT TIME, RESISTANCE WAS FELT. A HYSTEROSCOPE
WAS USED TO STRAIGHTEN THE DEVICE. THEN ANOTHER ATTEMPT WAS MADE TO ADVANCE THE ESSURE FURTHER INTO THE OSTIA WITH MORE RESISTANCE
FELT. THE HANDLE WAS TURNED TO ALLOW THE DEVICE TO EXPAND. THEN THE ESSURE DEVICE WAS REMOVED, BUT THE COIL WAS NOTED TO REMAIN IN
THE TUBE AND WAS PROTRUDING INTO THE UTERINE CAVITY. THIS WAS GRASPED WITH THE GRASPER TO REMOVE IT. AT THAT TIME, THE ESSURE COIL
BROKE INTO MULTIPLE PIECES, AND THESE WERE REMOVED WITH DIRECT VISUALIZATION USING A GRASPER. A VERY SMALL PIECE REMAINED INSIDE OF THE
TUBAL OSTIA (ABOUT 3 MM), AND ATTEMPTS TO REMOVE IT WERE UNSUCCESSFUL. BECAUSE OF THE DEVICE ISSUE, A DECISION WAS MADE TO PROCEED
WITH LAPAROSCOPIC TUBAL LIGATION. THE PATIENT TOLERATED THE PROCEDURE WELL AND WAS DISCHARGED HOME WITHOUT COMPLICATIONS.

Manufacturer Narrative (H10):
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Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00008 CONCEPTUS, INC. 9/21/2007 11/15/2007

Event Information:

Event Date (B3): 8/20/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE,OCCLUSION,TUBAL,CONTRACEPTIVE
Model # (E4): ESS205

Catalog # (E4): UNK

Lot #(E4): UNK

Implant Date (E6): 12/28/2006
Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

THE PHYSICIAN REPORTED TO A CONCEPTUS REPRESENTATIVE THAT HIS PATIENT WITH AN ESSURE PLACEMENT IN 2006 HAD REPORTED INTERMITTENT
PELVIC PAIN AND BLEEDING SINCE HAVING THE PROCEDURE DONE. IN 2007, THE PATIENT REPORTED TO THE OFFICE WITH CONTINUED POST-PROCEDURE
PAIN AND BLEEDING. A PELVIC ULTRASOUND WAS SCHEDULED; THE PATIENT DID NOT FOLLOW UP. AS WELL, THE 3 MONTH POST-PLACEMENT
CONFIRMATION TEST/HSG WAS NEVER PERFORMED TO DEMONSTRATE BOTH BILATERAL TUBAL OCCLUSION AND SATISFACTORY LOCATION OF THE MICRO-
INSERTS AS PER THE IFU. ON SEVEN MONTHS LATER, THE PATIENT ELECTED TO UNDERGO A DIAGNOSTIC LAPAROSCOPY AND HYDROTUBATION WHICH
SHOWED THE RIGHT MICRO-INSERT TO BE WITHIN THE TUBE, BUT BENT IN HALF. NO PERFORATION OF THE TUBE WAS EVIDENT AND THE TUBE APPEARED TO
BE OCCLUDED. DUE TO THE PATIENT'S SYMPTOMS AND MISORIENTATION OF THE RIGHT MICRO-INSERT, THE PHYSICIAN SCHEDULED SURGERY FOR THE
FOLLOWING MONTH. THE PATIENT UNDERWENT AN EXPLORATORY LAPAROTOMY AND HAD THE RIGHT MICRO-INSERT REMOVED VIA RIGHT CORNUAL
RESECTION. NO OTHER PATHOLOGY WAS FOUND TO BE CONTRIBUTING TO HER SYMPTOMS AND THE PHYSICIAN BELIEVES THE OTIOLOGY OF THE PAIN WAS
RELATED TO THE DEVICE. THE PATIENT IS SCHEDULED FOR A POST OPERATIVE EXAM ON SIXTEEN DAYS LATER.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

ADDITIONAL INFORMATION MAY BE AVAILABLE AFTER POST OPERATIVE EXAM.
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Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00009 CONCEPTUS, INC. 9/21/2007 11/15/2007

Event Information:

Event Date (B3): 8/20/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE,OCCLUSION, TUBAL,CONTRACEPTIVE
Model # (E4): ESS205

Catalog # (E4): UNK

Lot #(E4): UNK

Implant Date (E6): 7/26/2007

Explant Date (E7): 8/20/2007

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

THE PHYSICIAN REPORTED TO A CONCEPTUS REPRESENTATIVE THAT HIS PATIENT WITH AN ESSURE PLACEMENT IN 2007 HAD CRAMPING AND WORSENING
PAIN FOR TWO WEEKS POST-PROCEDURE. THE PATIENT WAS NOT TESTED WITH ANY PAIN MEDICATION AND HAD NO HISTORY OF PELVIC PROBLEMS. THE
PHYSICIAN STATED THAT SHE TOOK THE PATIENT INTO THE OR ON THE FOLLOWING MONTH AND NOTED THAT MOST OF THE RIGHT MICRO-INSERT HAD
PERFORATED THROUGH THE TUBE. THE DEVICE WAS REMOVED AND A BILATERAL TUBAL LIGATION WAS PERFORMED. ALSO NOTED BY THE PHYSICIAN AT THE
TIME OF THE SURGERY WAS A SMALL AMOUNT OF FILMY ADHESIONS TO THE OMENTUM THAT NEED MINIMAL DISSECTION, OTHERWISE THE PROCEDURE
WAS UNCOMPLICATED. THE PATIENT WAS KEPT OVERNIGHT FOR OBSERVATION AND IS REPORTED TO BE DOING WELL. THERE WAS NO FEVER OR INFECTION

NOTED WITH THE PATIENT.

Manufacturer Narrative (H10):

PERFORATIONS OF THE UTERUS OR FALLOPIAN TUBES WERE OBSERVED IN THE ESSURE SYSTEM CLINICAL TRIALS AT A RATE OF 2.9% (6/206) IN THE PHASE Il
TRIAL AND 1.1% (5/476) IN THE PIVOTAL TRIAL. THE RATE OF REPORTED PERFORATIONS IN COMMERCIAL USE IS LOWER THAN REPOR
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Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00010 CONCEPTUS, INC. 9/21/2007 11/15/2007

Event Information:

Event Date (B3): 8/16/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION,TUBAL,CONTRACEPTIVE
Model # (E4): ESS205

Catalog # (E4): UNK

Lot #(E4): UNK

Implant Date (E6): 8/16/2007

Explant Date (E7): 9/13/2007

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

THE PHYSICIAN REPORTED TO A CONCEPTUS REPRESENTATIVE, THAT HER PATIENT COMPLAINED OF PELVIC AND/OR ABDOMINAL PAIN SINCE HAVING THE
ESSURE PROCEDURE IN 2007. THE PHYSICIAN TREATED THE PATIENT WITH PAIN AND LATER SENT THE PATIENT FOR A HSG WHICH SHOWED THE MICRO-
INSERTS WITH GOOD BILATERAL PLACEMENT. ON 9/7/07, THE PHYSICIAN FOLLOWED UP WITH A CONCEPTUS REPRESENTATIVE AND INDICATED THAT THE
PATIENT WAS STILL EXPERIENCING PAIN. A CONCEPTUS CONSULTING PHYSICIAN DISCUSSED WITH THE REPORTING PHYSICIAN TREATING THE PATIENT
SYMPTOMATICALLY FIRST AND AWAITING RESOLUTION OF THE ABDOMINAL DISCOMFORT/PAIN PRIOR TO A DECISION TO REMOVE THE MICRO-INSERTS. ON
9/13/07, THE PHYSICIAN REPORTED SUCCESSFULLY REMOVING BOTH MICRO-INSERTS VIA LAPAROSCOPY. NO SIGNS OF INFLAMMATION OR INFECTION WERE
NOTED BY THE PHYSICIAN DURING THE PROCEDURE AND A BILATERAL TUBAL LIGATION WAS PERFORMED.

Manufacturer Narrative (H10):
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Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC 10/17/2007 11/15/2007

Event Information:

Event Date (B3): 10/5/2007 Report Date (B4): 10/17/2007 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): Y
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): 624470

Event Description (B5):
THE TIP OF THE ESSURE INSERTER FELL OFF BEFORE EVEN ATTEMPTING TO USE IT.

Manufacturer Narrative (H10):
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Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5004299 CONCEPTUS INC. 10/31/2007 11/14/2007

Event Information:

Event Date (B3): 10/19/2007 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE PERMANENT BIRTH CONTROL SYSTEM Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7): 10/19/2007

Model # (E4): ESS205 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 621668

Event Description (B5):
DURING ESSURE HYSTEROSCOPIC STERILIZATION, THE DEVICE FOR THE RIGHT FALLOPIAN TUBE DID NOT DEPLOY PROPERLY -DEVICE MALFUNCTION-. NO
HARM TO PT BUT PRODUCT WAS RETRIEVED AND ANOTHER DEPLOYED SUCCESSFULLY.

Manufacturer Narrative (H10):
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Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 11/19/2007 12/17/2007

Event Information:

Event Date (B3): 9/6/2007 Report Date (B4): 11/19/2007 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): N
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): 624482

Event Description (B5):

PER THE OPERATIVE REPORT: THE ESSURE COIL WAS LOADED APPROPRIATELY THROUGH THE OPERATING SCOPE UNTIL IT CAME INTO VIEW OF THE CAMERA.
THE COIL WAS THEN PLACED AT THE BASE OSTIA AND APPEARED TO GO TO THE LEVEL OF BLACK ON THE COIL. THE SHEATH WAS RATCHETED BACK UNTIL IT
STOPPED. AT THIS POINT, THE ORANGE ASPECT OF THE COIL WAS UNABLE TO BE VISUALIZED AND BY ROTATING THE CAMERA. IT BECAME APPARENT THAT
THE COIL DID NOT SEEM TO BE WELL WITHIN THE FALLOPIAN TUBE. AS A RESULT, IT WAS BROUGHT BACK WITH SOME DIFFICULTY NOTING THAT THE VERY
DISTAL ASPECT OF THE COIL APPEARED TO BE SOMEWHAT DISPLACED. AFTER A NEW ESSURE DEVICE WAS LOADED INTO THE HYSTEROSCOPE, THE SCOPE
WAS PLACED UPRIGHT TO OPEN THE OSTIA AND THIS COIL THREADED TO THE OSTIA WITHOUT DIFFICULTY. IT WAS THREADED UP TO THE MID LEVEL OF THE
BLACK. THE SHEATH WAS RATCHETED BACK WITHOUT DIFFICULTY. THE ORANGE ASPECT OF THE CATHETER WAS WELL NOTED AND BROUGHT
APPROXIMATELY 5 TO 7 MM OUT FROM THE OPENING IN THE OSTIA. THE BUTTON ON THE DEVICE WAS THEN DEPLOYED WITH A CLICK AND THE REST OF THE
DEVICE WAS RATCHETED BACK. THE APPROXIMATELY 3 COILS THAT WERE OUTSIDE THE OSTIA, APPEARED TO SPRING OPEN. AFTER APPROXIMATELY 20
SECONDS, THE HANDLE WAS ROTATED COUNTER-CLOCKWISE IN ATTEMPT TO UNTWIST THE DEVICE. AFTER A RELATIVELY LONG TIME OF TWISTING, THE
DEVICE WAS NOT ABLE TO BE DETACHED. EXAMINATION OF THE OSTIA AND UTERINE CAVITY REVEALED THAT THE ESSURE COIL HAD TORQUED AROUND ON
ITSELF, AND HAD EXTRACTED ITSELF FROM THE OSTIA. THE COILS OF THE DEVICE DID NOT APPEAR TO HAVE SPRUNG OPEN. AFTER CONSULTATION BY PHONE
WITH THE REPRESENTATIVE FROM CONCEPTUS, THE DECISION WAS MADE TO PULL BACK ON THE CAMERA AND TO ALLOW FOR REMOVAL OF THE COIL. AT
THIS POINT, THE HANDLE DETACHED FROM THE COIL ITSELF. BLUNT GRASPER WAS THEN PLACED BACK DOWN THROUGH THE HYSTEROSCOPE AND USED TO
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GRASP THE COIL AND WITH GENTLE TRACTION, REMOVE THE COIL. THE DECISION TO REMOVE THE COIL WAS UNDERTAKEN BECAUSE AT LEAST 18 UNSPRUNG
COILS WERE NOTED OUTSIDE THE OSTIA.MANUFACTURER RESPONSE FOR BIRTH CONTROL SYSTEM, ESSURE: MEETING WITH DEVICE REPRESENTATIVE SET.

Manufacturer Narrative (H10):
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Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5004614 CONCEPTUS, INC. 12/4/2007 12/17/2007

Event Information:

Event Date (B3): 12/4/2007 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 12/4/2007

Device Type (E2): ESSURE PERMANENT BIRTH CONTROL Explant Date (E7):

Model # (E4): ESSEO3 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 625503

Event Description (B5):
AFTER INSERTION OF THE ESSURE DELIVERY SYSTEM INTO THE RIGHT FALLOPIAN TUBE, THE RELEASE MECHANISM DID NOT RELEASE THE CATHETER
PROPERLY. NITINOL COIL WAS NOT RELEASED COMPLETELY INTO THE DISTAL PORTION OF TUBE. COILING APPEARED STRETCHED.

Manufacturer Narrative (H10):
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Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 12/10/2007 1/9/2008

Event Information:

Event Date (B3): 11/6/2007 Report Date (B4): 12/10/2007 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 621803

Event Description (B5):
TWO ESSURE DEVICES DID NOT DEPLOY WHEN FIRED. PATIENT HAS TO HAVE A LAPARASCOPIC BILATERAL TUBAL LIGATION INSTEAD.

Manufacturer Narrative (H10):
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00011 CONCEPTUS, INC. 12/12/2007 5/6/2008

Event Information:

Event Date (B3): 11/12/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/8/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 305 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

THE CONCEPTUS REP REPORTED ON 11/12/2007 THAT THE PHYSICIAN PERFORMED THE ASSURE PLACEMENT PROCEDURE FOUR DAYS EARLIER. PHYSICIAN
ATTEMPTED PLACEMENT OF ONE DEVICE, BUT PERFORATED THE UTERUS DURING THE PROCEDURE. BOTH SHE AND THE PT WERE NOT AWARE OF ACTIVE PID
AT THE TIME OF THE PROCEDURE, UNTIL CHANGES CONSISTENT WITH PID WERE NOTED DURING THE HYSTEROSCOPY. THERE WAS LOSS OF DISTENTION AND
FLUID SO THE CASE WAS ABORTED. THE PHYSICIAN REPORTED THAT THE UTERUS WAS VERY FRAGILE AND "CRUMBLY" CONSISTENT WITH PID. THE PT WAS
OBSERVED THEN DISCHARGED HOME IN GOOD CONDITION. THE FOLLOWING DAY THE PT RETURNED TO THE HOSPITAL VIA THE ER. SHE WAS COMPLAINING
OF SEVERE PAIN. SHE WAS ADMITTED AND FOUND TO HAVE PERITONITIS. THE PHYSICIAN PERFORMED A SUPRA-CERVICAL HYSTERECTOMY ON THE SAME
DAY, AND THE PT WAS TREATED SUCCESSFULLY WITH IV ANTIBIOTICS. OUR CONSULTING PHYSICIAN WAS CONTACTED REGARDING THIS CASE, AND HE
AGREES WITH THE MGMT OF THIS PT. THE PHYSICIAN REPORTED THAT THE PT RETURNED TO THE OFFICE FOR HER POST-OPERATIVE VISIT AND PRESENT WITH
DEHISCENCE OF HER ABDOMINAL WOUND WHICH REQUIRED SURGICAL REPAIR BY A GENERAL SURGEON. THE PT IS SCHEDULED FOR ONE MORE POST-
OPERATIVE VISIT. INFO WILL BE ADDED AS IT IS RECEIVED TO COMPLETE THIS INVESTIGATION.

Manufacturer Narrative (H10):
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ADDITIONAL INFO WILL BE AVAILABLE AFTER THE LAST POST OPERATIVE IS COMPLETED.
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2007-00012 CONCEPTUS, INC. 12/12/2007 6/10/2008

Event Information:

Event Date (B3): 11/16/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2004

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

THE PATIENT STATES SHE HAD ESSURE PLACED IN 2004 BY ANOTHER PHYSICIAN. NO POST-ESSURE HSG AVAILABLE. SHE HAD BEEN COMPLAINING OF PELVIC
PAIN FOR SOME TIME SO WENT TO ANOTHER PHYSICIAN FOR A SECOND OPINION. A PELVIC ULTRASOUND SHOWED ONLY ONE DEVICE ON THE RIGHT SIDE,
AND THE DEVICE APPEARED TO BE PERFORATED. THE PHYSICIAN PERFORMED A HYSTEROSCOPY AND LAPAROSCOPY TO EVALUATE THE PELVIC PAIN AND
ESSURE DEVICE ON THE RIGHT. THE PATIENT'S ANATOMY APPEARED NORMAL DURING LAPAROSCOPY, NO DEVICES WERE SEEN PERFORATED OUT OF THE
FALLOPIAN TUBES OR UTERUS, NOR COULD HE IDENTIFY ANY PATHOLOGY TO EXPLAIN THE CAUSE OF HER PELVIC PAIN. HE THEN PERFORMED HYSTEROSCOPY
AND NOTED THE DEVICE ON THE RIGHT TO BE PARTIALLY EMBEDDED IN THE MYOMETRIUM AND THE REMAINDER TRAILING INTO THE UTERINE CAVITY. HE
WAS ABLE TO REMOVE THE ENTIRE DEVICE SUCCESSFULLY WITH GRASPERS. NO DEVICE ON THE LEFT SUGGESTED A PREVIOUS EXPULSION OF THE ESSURE
MICRO-INSERT. DURING SURGERY, HE INJECTED SOME DYE INTO THE UTERINE CAVITY TO CHECK FOR TUBAL PATENCY; IT APPEARED THE TUBES WERE
OCCLUDED. OF NOTE, HE DID NOT PERFORM A LAP TUBAL AS PATIENT STATES SHE DESIRES TO CONCEIVE AGAIN. POST-OPERATIVELY SHE HAS RECOVERED
AND STATES THE PAIN HAS RESOLVED. THE PHYSICIAN STATES THAT IN HIS OPINION, THE PAIN WAS DIRECTLY RELATED TO THE PERFORATED ESSURE DEVICE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00001 CONCEPTUS, INC. 1/8/2008 4/25/2008

Event Information:

Event Date (B3): 12/7/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/2/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS 205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): 623193

Event Description (B5):

THIS PHYSICIAN REPORTED ON 12/6/07, THAT HE WAS GOING TO REMOVE THE ESSURE MICRO-INSERTS THE NEXT DAY DUE TO PERSISTENT PAIN, THIS PT
EXPERIENCED AFTER HAVING THEM PLACED IN 2007. THE PHYSICIAN EVALUATED THE PAIN WITH PELVIC EXAMINATIONS WHICH WERE NORMAL, AND A CT
SCAN WHICH SHOWED THE MICRO-INSERTS TO BE PROPERLY LOCATED WITHIN THE RESPECTIVE FALLOPIAN TUBES. A WHITE BLOOD CELL COUNT WAS
NORMAL. THE DAY AFTER SURGERY, HE REPORTED BOTH MICRO-INSERTS WERE REMOVED LAPARASCOPICALLY WITHOUT DIFFICULTY; THEY APPEARED
NORMAL IN THE RIGHT LOCATION WITHOUT ANY INFLAMMATION. THERE WAS NO PATHOLOGY HE COULD FIND TO EXPLAIN THE PELVIC PAIN. HE
PERFORMED A D&C, HYSTERECTOSCOPY AND LAPAROSCOPY. HE REPORTED TO CONCEPTUS ON 1/7/08 VIA FAX, THAT DURING HER POST OPERATIVE VISIT 2
WEEKS LATER, HER SYMPTOMS WERE MUCH IMPROVED AND PAIN SEEMED TO BE RESOLVED, BUT HE WOULD CONTINUE TO MONITOR HER. THIS PHYSICIAN
FEELS THE PAIN WAS ESSURE RELATED AS HE COULD NOT FIND ANY OTHER PATHOLOGY TO EXPLAIN HER SYMPTOMS.

Manufacturer Narrative (H10):

ADD'L INFO WILL BE ADDED IF PHYSICIAN SENDS A PATHOLOGY REPORT INFO AND ANY INFO FROM ADD'L POST OPERATIVE VISITS.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: INVALID DATA
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC 1/10/2008 1/29/2008

Event Information:

Event Date (B3): 11/16/2007 Report Date (B4): 1/10/2008 Event Report Type (H1): INVALID DATA Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 11/16/2007

Device Type (E2): BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 624831

Event Description (B5):
UTERINE PERFORATION. THE ESSURE DEVICE WAS INSERTED. WHEN TRYING TO ADVANCE IT INTO A BLACK POSITIONING MARKER, IT POPPED OUT. A
SECOND ATTEMPT WAS MADE. IT POPPED OUT AGAIN. IT WAS GOING THROUGH A FALSE CHANNEL. WHILE WATCHING IT, THE COILS WENT THROUGH,
FURTHER INTO THE LESION AND THEN A PERFORATION WAS RECOGNIZED. PERFORATION SUTURED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS INCORPORATED 1/28/2008 2/1/2008

Event Information:

Event Date (B3): 12/21/1997 Report Date (B4): 1/28/2008 Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): PERMANENT BIRTH CONTROL
Model # (E4):

Catalog # (E4):

Lot #(E4):

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

WHILE USING MORCELLATOR DURING PROCEDURE, A SMALL SPRING FELL OFF INTO PTS ABDOMINAL CAVITY. DR REMOVED PIECE PLACED IN SPECIMEN
CONTAINER. DEVICE ORIGINALLY GIVEN TO ETHICON REPRESENTATIVE AND THEY INFORMED US THAT THE SPRING WAS NOT FROM THEIR MORCELLATOR.

INSTEAD IT WAS THE SPRING FROM ESSURE.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 2/1/2008 2/19/2008

Event Information:

Event Date (B3): 1/29/2008 Report Date (B4): 2/1/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS205

Lot #(E4): 624488

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE ESSURE COIL FAILED TO DEPLOY. IT WAS REMOVED FROM THE FIELD. A DIFFERENT DEVICE WAS OBTAINED AND USED TO COMPLETE THE PROCEDURE.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00002 CONCEPTUS, INC. 2/27/2008 9/2/2008

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

TWO DAYS AFTER UNCOMPLICATED ESSURE PROCEDURE, PT WITH NO PRIOR HISTORY OF CHRONIC PELVIC PAIN REPORTED RIGHT-SIDED CRAMPING AND
WAS TREATED WITH ORAL NSAIDS. TWENTY DAYS AFTER PROCEDURE, PT RETURNED TO PHYSICIAN WITH FURTHER COMPLAINTS OF BILATERAL PELVIC PAIN
AND FAIRLY CONSTANT "POKING" PAIN RADIATING TO HER RIGHT LEG. UNREMARKABLE PHYSICAL EXAMINATION, NO FEVER, DISCHARGE OR VAGINAL
BLEEDING. ULTRASOUND WAS NOTABLE FOR PROPER MICRO-INSERT LOCATION AND SUGGESTED A HYDROSALPINX. FLAT-PLATE X-RAY WAS UNREMARKABLE.
PT WAS TREATED WITH DOXYCYCLINE FOR 10 DAYS AND REQUIRED ORAL NARCOTIC PAIN RELIEF. TEN WEEKS AFTER PROCEDURE, PT UNDERWENT
LAPAROSCOPY FOR EVALUATION AND TREATMENT OF PAIN. AT TIME OF SURGERY, MICRO-INSERTS WERE FOUND TO BE PROPERLY PLACED WITH NO
EVIDENCE OF PERFORATION OR PATHOLOGY. BILATERAL SALPINGECTOMY PERFORMED. FINAL TISSUE PATHOLOGY SHOWED NO DIAGNOSTIC ABNORMALITY
AND GROSSLY UNREMARKABLE MICRO-INSERTS. THE PT'S POSTOPERATIVE COURSE WAS UNREMARKABLE AND PAIN WAS RESOLVED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5005737 CONCEPTUS 2/28/2008 3/13/2008

Event Information:

Event Date (B3): 2/27/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 2/27/2008

Device Type (E2): ESSURE 305 Explant Date (E7):

Model # (E4): ESSURE 305 Device Available for Evaluation (C6): R
Catalog # (E4): Date Device Returned to Mfr (C3): 2/27/2008

Lot #(E4): 626164

Event Description (B5):

NEW ESSURE DEVICE FROM CONCEPTUS. PATIENT ELECTED HYSTEROSCOPIC STERILIZATION. REP FROM CONCEPTUS PRESENT AND ASSISTING IN PROBLEM
SOLVING ENTIRE CASE. INITIAL DIFFICULTY WITH TUBAL SPASM ON RIGHT, BUT ABLE TO ADEQUATELY CANNULATE. DEVICE WHEEL AFTER 2-3 THUMBWHEELS
BECAME INCREASINGLY DIFFICULT TO WHEEL AND REQUIRED FORCE THAT WORE THROUGH A LATEX SURGICAL GLOVE. FINALLY ABLE TO WHEEL TO HARD
STOP, PRESSED BUTTON AND UNABLE TO THUMBWHEEL FURTHER. DEVICE ATTEMPTED TO BE REMOVED, BUT WAS PARTIALLY EXPANDED IN TUBE. WOULD
NOT RELEASE DEVICE FROM INTRODUCER, NOR WAS | ABLE TO PULL THE DEVICE FROM THE TUBE. INTERNAL COIL UNWOUND TO A LENGTH OF 2CM INTO
UTERUS. PER MY EXAM AND THE EXAMINATION OF THE REMOVED PORTION OF THE DEVICE BY MYSELF AND THE CONCEPTUS REP, IT WAS HER OPINION THAT
THERE APPEARED TO BE ENOUGH COIL TO CAUSE TUBAL SCARRING, SO PROCEEDED TO LEFT SIDE, WHERE THE SAME OCCURRENCE HAPPENED MINUS THE
TUBAL SPASM, THIS TIME THE INTERNAL COIL STRETCHING THE ENTIRE LENGTH OF THE UTERUS. NOT ABLE TO REMOVE OR CUT WIRE WITH HYSTEROSCOPIC
SCISSORS. CONVERTED TO LAPAROTOMY TO PERFORM FILSHIE CLIP STERILIZATION. MULTIPLE PRIOR LAPAROTOMIES AND MORBID OBESITY. DATES OF USE:
DEVICE IMPLANTED. ONE DAY IN 2008. DIAGNOSIS OR REASON FOR USE: UNDESIRED FERTILITY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00003 CONCEPTUS, INC. 2/29/2008 9/2/2008

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED A CORNUAL ECTOPIC PREGNANCY POST-ESSURE PLACEMENT WHICH REQUIRED SURGERY. PHYSICIAN REPORTED THAT HSG SHOWED
TUBAL OCCLUSION. SEVERAL ATTEMPTS WERE MADE TO OBTAIN FURTHER INFO FROM PHYSICIAN, BUT NO RESPONSE WAS RECEIVED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00004 CONCEPTUS, INC. 2/29/2008 9/3/2008

Event Information:

Event Date (B3): 2/7/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED THAT PT WHO HAD UNDERGONE THE ESSURE PROCEDURE, 6-8 WEEKS POSTPARTUM BY ANOTHER PHYSICIAN REPORTED PAIN IN 2008.
PT REQUESTED MICRO-INSERT REMOVAL. ON THE NEXT DAY, PT UNDERWENT LAPAROSCOPY. LEFT ESSURE MICRO-INSERT WAS REMOVED INTACT. THE RIGHT
MICRO-INSERT OUTER COIL WAS REMOVED BUT INNER COIL COULD NOT BE LOCATED. U/S WAS DONE AND INNER COIL WAS LOCATED. PT REPORTED THAT
THE PAIN ON HER LEFT SIDE HAD RESOLVED POST-OPERATIVELY. ON NINETEEN DAYS LATER, PHYSICIAN REPORTED THAT THE PT UNDERWENT HYSTERECTOMY
ON FIFTEEN DAYS AFTER THE ORIGINAL DATE, AND HER PAIN HAS RESOLVED. PATHOLOGY SHOWED THAT THE INNER COIL WAS PROPERLY LOCATED IN HER
RIGHT FALLOPIAN TUBE AND THAT NO ABNORMAL PATHOLOGY WAS NOTED ON REPORT. ALL PARTS OF BOTH MICRO-INSERTS WERE REMOVED FROM THE
PT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00005 CONCEPTUS, INC. 3/3/2008 11/7/2008

Event Information:

Event Date (B3): 2/22/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 3/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PT WHO HAD UNDERGONE THE ESSURE PROCEDURE IN 2007, REPORTED PERSISTENT RIGHT LOWER QUADRANT PAIN TO HER PHYSICIAN NINE MONTHS
LATER. NO OTHER SYMPTOMS WERE REPORTED. PT HAD NORMAL THREE MONTHS HSG. PT REQUESTED MICRO-INSERT REMOVAL IN 2008. THE FOLLOWING
MONTH, PHYSICIAN REPORTED THAT SHE REMOVED THE RIGHT MICRO-INSERT THREE DAYS PRIOR. PHYSICIAN STATED THAT THE ANATOMY LOOKED NORMAL
AND THE IMPLANT APPEARED TO BE IN THE PROPER LOCATION. PHYSICIAN STATED THAT SHE IS NOT CONVINCED THAT THE PT'S PAIN WAS DUE TO THE
MICRO-INSERT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00006 CONCEPTUS, INC. 4/3/2008 5/5/2009

Event Information:

Event Date (B3): 3/11/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

ESSURE MICRO-INSERTS WERE PLACED IN 2007, WITHOUT COMPLICATIONS DURING THE PROCEDURE; FOLLOW UP 3 MONTHS HSG SUGGESTED PROPERLY
LOCATED MICRO-INSERTS WITH TUBAL OCCLUSION. THE PATIENT DEVELOPED PAIN IN 2008, AND DUE TO CONTINUED PERSISTENT PAIN, PHYSICIAN
PERFORMED A LAPAROSCOPY THE FOLLOWING MONTH. BOTH MICRO-INSERTS MAY HAVE PERFORATED THE FALLOPIAN TUBES. PHYSICIAN REMOVED BOTH
MICRO-INSERTS AND PERFORMED A PARTIAL SALPINGECTOMY ON THE LEFT SIDE. LAPAROSCOPIC TUBAL WAS ALSO PERFORMED. AT THE 2-WEEK POST-
OPERATIVE VISIT PATIENT STILL COMPLAINED OF PAIN. PHYSICIAN DOES NOT FEEL THAT THE ESSURE MICRO-INSERTS ARE THE CAUSE OF PATIENT'S PAIN. HE
COULD NOT IDENTIFY ANY OTHER PATHOLOGY FOR PATIENT'S PAIN DURING THE LAPAROSCOPY, BUT DID STATE SHE IS HAVING OTHER PROBLEMS WITH HER
URINARY TRACT THAT WILL ALSO BE EVALUATED AS A POSSIBLE CAUSE OF HER PAIN.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS 4/17/2008 8/18/2011

Event Information:

Event Date (B3): 4/9/2008 Report Date (B4): 4/15/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): CONCEPTUS ESSURE COIL Implant Date (E6):

Device Type (E2): ESSURE - COIL FOR STERILIZATION
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): 626160

Explant Date (E7): 9/1/2009
Device Available for Evaluation (C6): R
Date Device Returned to Mfr (C3): 4/9/2008

Event Description (B5):

DURING DEPLOYMENT, COIL BROKE OFF FROM AREA OF DEVICE. COIL AND BROKEN PIECE OF METAL REMOVED BY SURGEON. PRODUCT DID GO TO MFR REP

FOR EVAL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00009 CONCEPTUS, INC. 5/16/2008 5/5/2009

Event Information:

Event Date (B3): 4/23/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4): NA

Lot #(E4): 626159

Implant Date (E6): 4/1/2008

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

ESSURE MICRO-INSERTS WERE PLACED WITH NO ABNORMAL EVENTS. AFTER APPROX TWO WEEKS, PT COMPLAINED OF SPOTTING, CRAMPING AND LEFT SIDE
PAIN. A FLAT PLATE X-RAY AND HSG SUGGESTED PROPER LOCATION OF MICRO-INSERTS. PT REQUESTED DEVICE REMOVAL. SURGERY OCCURRED IN 2008. LEFT
ESSURE MICRO-INSERT WAS REMOVED; RIGHT MICRO-INSERT WAS NOT REMOVED. FOLLOWING SURGERY AND RECOVERY, PT HAD COMPLETE RESOLUTION

OF HER PAIN AND BLEEDING.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00008 CONCEPTUS, INC. 5/16/2008 5/12/2009

Event Information:

Event Date (B3): 10/10/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

ESSURE MICRO-INSERTS WERE PLACED POST PARTUM. PT STARTED TO EXPERIENCE SEVERE PAIN AND HAD THEM REMOVED BY ANOTHER PHYSICIAN. NO
INFO WAS ABLE TO BE OBTAINED FROM THE PHYSICIAN WHO REMOVED THE DEVICES.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00007 CONCEPTUS, INC. 5/16/2008 11/13/2009

Event Information:

Event Date (B3): 4/1/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4): NA

Lot #(E4): 624838

Implant Date (E6): 2/15/2008

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

ESSURE MICRO-INSERTS WERE PLACED IN 2008. THREE DAYS LATER, THE PT STARTED TO EXPERIENCE SEVERE LOWER BACK PAIN. A FLAT PLATE X-RAY
SUGGESTED THAT THE DEVICE SEEMS TO HAVE SEPARATED/BROKEN ON ONE SIDE. AN HSG SHOWED A PERFORATION AND A DETACHMENT OF A PORTION OF
THE MICRO-INSERT. TWO MONTHS LATER, PHYSICIAN INFORMED FIELD REP THAT MICRO-INSERTS WERE REMOVED; NO FURTHER DETAILS ON DATE,

OUTCOME OR RESOLUTION OF SYMPTOMS WERE GIVEN.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00011 CONCEPTUS, INC. 5/22/2008 5/6/2009

Event Information:

Event Date (B3): 3/18/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS205

Catalog # (E4): NA

Lot #(E4): UNK

Implant Date (E6): 3/1/2008

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTS A PT WITH POST PROCEDURAL PAIN SINCE HAVING ESSURE PLACED IN 2008. SHE WAS EVALUATED WITH PELVIC EXAM AND CULTURES
WHICH DIAGNOSED GONORRHEA. SHE WAS TREATED WITH ANTIBIOTIC THERAPY AND PAIN SUBSIDED, BUT DID NOT COMPLETELY RESOLVE. A FLAT PLATE OF
THE ABDOMEN WAS OBTAINED CONFIRMING A COMPLETE EXPULSION OF THE RIGHT MICRO-INSERT AND A NORMAL APPEARING LEFT MICRO-INSERT.
PHYSICIAN REMOVED THE LEFT MICRO-INSERT. NO FURTHER INFO HAS BEEN PROVIDED.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00010 CONCEPTUS, INC. 5/22/2008 11/13/2009
Event Information:

Event Date (B3): 1/22/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country:
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 4/24/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV Explant Date (E7):

Model # (E4): ESS205
Catalog # (E4): NA
Lot #(E4): UNK

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PATIENT HAD CONCURRENT ESSURE PROCEDURE AND IMPLANON REMOVAL ON (B) (6) 2007. BOTH OSTIA VISUALIZED WELL AND 4 TRAILING COILS NOTED
ON BOTH SIDES. AFTER THE PROCEDURE, PATIENT PRESENTED DIFFERENT SYMPTOMS: NAUSEA, SHIVERING, AND DISCOMFORT, SOMETIMES ASSOCIATED
WITH ILIAC PAIN ON THE RIGHT SIDE. PATIENT ALSO HAD A NICKEL ALLERGY CONFIRMED. ON (B) (6) 2008, THE PATIENT HAD A HYSTEROSCOPY AND A
LAPAROSCOPY TO REMOVE BOTH TUBES. RESULT FROM HYSTEROSCOPY: THE CAVITY APPEARS NORMAL. THE ENDOMETRIUM IS PALE, WITH SOME TISSUES.
NO POLYPE, AND NOTHING ABNORMAL. A BIOPSY WAS DONE WITH A CURETTE. RESULT FROM LAPAROSCOPY: ABDOMINAL CAVITY EXPLORED WITH FOCUS
ON THE RIGHT SIDE. THE UTERUS WAS SLIGHTLY GLOBULAR WITH 2 HEALTHY ADNEXA. NO GRANULATION, NO INFLAMMATORY REACTION, NO ADHESION, NO
ENDOMETRIOSIS NOTED. A BILATERAL SALPINGECTOMY WAS DONE. ENDOMETRIAL BIOPSY SHOWED AN HYPERPLASIA POLYP IN A PROLIFERATIVE PHASE. THE
RIGHT TUBE HAD NO MACROSCOPIC ABNORMALITIES; THE LEFT TUBE HAD NO INFLAMMATORY SIGNS. SMALL BILATERAL HYPERPLASIA NOTED, WITH

ATYPICAL SIGN AND NO DYSPLASIA.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 5/23/2008 6/3/2008

Event Information:

Event Date (B3): 5/15/2008 Report Date (B4): 5/23/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS 05

Lot #(E4): *

Explant Date (E7):
Device Available for Evaluation (C6): R
Date Device Returned to Mfr (C3): 5/15/2008

Event Description (B5):

IMPROPERLY DEPLOYED ESSURE DEVICE IN THE RIGHT TUBAL OSTIA WITH SUCCESSFUL REMOVAL OF THE ENTIRE DEVICE PROMPTING CONVERSION TO
LAPAROSCOPIC PROCEDURE. WITH THE RIGHT TUBE UNDER DIRECT VISUALIZATION THE ESSURE DEVICE WAS SLOWLY ADVANCED THROUGH THE TUBAL
OSTIA. UPON TRYING TO RELEASE THE DEVICE PER MANUFACTURER'S SPECIFICATIONS, THE DEVICE DID NOT RELEASE PROPERLY. THE DEVICE WAS
WITHDRAWN. THERE WAS SOME RESIDUAL WIRE LEFT WITHIN THE TUBE. THIS WAS GRASPED WITH A GRASPER AND REMOVED ENTIRELY. NO LASTING
SEQUELAE FOR PATIENT. THE ESSURE SALES REP WAS PRESENT IN THE OR AND TOOK THE DEVICE. WE DO NOT HAVE KNOWLEDGE OF THE LOT NUMBER.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00013 CONCEPTUS, INC. 6/16/2008 6/24/2008

Event Information:

Event Date (B3): 5/11/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/9/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED A PT WHO COMPLAINED OF SEVERE PELVIC PAIN TWO DAYS FOLLOWING ESSURE MICRO-INSERT PLACEMENT. NOVASURE
ENDOMETRIAL ABLATION WAS PERFORMED PRIOR TO ESSURE PROCEDURE. PT WAS DIAGNOSED WITH UTERINE PERFORATION, BOWEL BURNS, AND A

FOREIGN BODY IN THE PERITONEAL CAVITY (ESSURE MICRO-INSERT). PT UNDERWENT A BOWEL RESECTION, GALLBLADDER REMOVAL AND LAPAROSCOPIC
BILATERAL TUBAL LIGATION. PT IS DOING WELL POST-OPERATIVELY.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00014 CONCEPTUS, INC. 6/16/2008 5/12/2009

Event Information:

Event Date (B3): 3/1/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED A PATIENT WHO COMPLAINED OF DYSMENORRHEA AND DYSPAREUNIA. PATIENT UNDERWENT ESSURE PROCEDURE SIX WEEKS
POSTPARTUM BY ANOTHER PHYSICIAN. PT DELIVERED VIA C-SECTION PRIOR TO PLACEMENT. HSG WAS REPORTED TO BE "NORMAL" BUT PHYSICIAN HAS NOT
REVIEWED FILMS. PT UNDERWENT A LAPAROSCOPY IN 2008, WHICH SHOWED AN ENLARGED UTERUS AND ADENOMYOSIS. PT THEN UNDERWENT A
HYSTERECTOMY 2008. PHYSICIAN DID NOT SEE ANY SIGN OF PERFORATION DURING THE HYSTERECTOMY. THE PATHOLOGY REPORT SHOWED NORMAL
FINDINGS; PHYSICIAN BELIEVES THAT PAIN MAY HAVE BEEN RELATED TO ESSURE. PT'S PAIN RESOLVED FOLLOWING HYSTERECTOMY.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00012 CONCEPTUS, INC. 6/16/2008 11/16/2009

Event Information:

Event Date (B3): 6/4/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/1/2007

Device Type (E2): Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED A PT WHO WAS DIAGNOSED WITH AN ECTOPIC PREGNANT REQUIRING INTERVENTION APPROX 6-MONTHS POST-ESSURE MICRO-
INSERT PLACEMENT. PT DID NOT RETURN FOR THE REQUIRED ESSURE CONFIRMATION TESTS.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS INCORPORATED 6/20/2008 7/1/2008

Event Information:

Event Date (B3): 6/12/2008 Report Date (B4): 6/20/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE SYSTEM ESS305 Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): ESS305

Catalog # (E4): *

Lot #(E4): 626287

Explant Date (E7):
Device Available for Evaluation (C6): R
Date Device Returned to Mfr (C3): 6/12/2008

Event Description (B5):

ATTEMPTED TO DEPLOY ESSURE ON RIGHT SIDE, BUT DEVICE FAILED TO DEPLOY. PART OF GUIDEWIRE BROKE LOOSE, AND WAS RETRIEVED WITH GRASPER.
MOVED TO LEFT SIDE, DEVICE WOULD NOT ADVANCE. PROCEDURE ABORTED AND LAP TUBAL DONE INSTEAD.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00015 CONCEPTUS, INC. 7/18/2008 8/7/2009

Event Information:

Event Date (B3): 6/3/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

ESSURE PROCEDURE DONE IN 2007; NO ABNORMAL EVENTS DURING PLACEMENT. HSG SHOWED PROPER PLACEMENT AND OCCLUSION. FOLLOWING THE
HSG, PT BEGAN TO EXPERIENCE RIGHT SIDE PAIN WHICH INCREASED IN SEVERITY OVER TIME. PELVIC ULTRASOUND WAS PERFORMED WHICH SUGGESTED
THAT THE RIGHT MICRO-INSERT WAS PERFORATED INTO THE MYOMETRIUM. PHYSICIAN NOTIFIED CONCEPTUS THAT THE PT OPTED FOR DEVICE REMOVAL
DUE TO PAIN AND POSSIBLE PERFORATION. UPON HYSTEROSCOPY AND LAPAROSCOPY, THE DEVICES WERE FOUND TO BE IN NORMAL POSITION WITHIN THE
FALLOPIAN TUBES AND NOT PERFORATED. THE PHYSICIAN PROCEEDED WITH BILATERAL SALPINGECTOMIES. THERE WAS INFLAMMATION,
HYPERVASCULARITY AND POSSIBLE ENDOMETRIOSIS NOTED DURING LAPAROSCOPY. PHYSICIAN NOTED THAT IT IS STILL UNCLEAR WHY THIS PT HAD A
SUDDEN ONSET OF RIGHT SIDE PAIN.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00016 CONCEPTUS, INC. 7/28/2008 4/15/2009

Event Information:

Event Date (B3): 7/2/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

ESSURE PROCEDURE PERFORMED APPROX ONE YR AGO. HSG DOCUMENTED BILATERAL TUBAL OCCLUSION. PREGNANCY REPORTED BY PHYSICIAN IN 2008. AN
ULTRASOUND REVEALED A SAC IN THE UTERUS WITHOUT THE PRESENCE OF A FETAL POLE. AT 2-3 WEEKS LATER, PT EXPERIENCED SIGNIFICANT BLEEDING, SO
A SUPERCERVICAL HYSTERECTOMY WAS PERFORMED TO TREAT THE MENORRHAGIA THOUGHT TO BE ASSOCIATED WITH A BLIGHTED OVUM AND SAB. UPON
LAPAROSCOPY, THE RIGHT DEVICE WAS FOUND TO BE PERFORATED AT THE CORNUA, AND THROUGH THE MYOMETRIUM. PT ALSO HAD A LARGE ECTOPIC
THAT WAS REMOVED AT THIS TIME. PT WAS ASYMPTOMATIC REGARDING THE ECTOPIC PREGNANCY. PT IS DOING FINE POST-OP. FOLLOWING THE SURGERY,
PHYSICIAN REVIEWED THE HSG FILMS, AND NOTED THAT THE RIGHT DEVICE WAS CLEARLY PERFORATED. THE HSG AND SURGICAL FINDINGS WERE
CONSISTENT.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00017 CONCEPTUS, INC. 7/28/2008 5/1/2009

Event Information:

Event Date (B3): 6/29/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/1/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED THAT A PT WHO HAD ESSURE PLACED IN 2006 PRESENTED WITH A COMPLAINT OF PERSISTENT PAIN. PHYSICIAN REMOVED BOTH
MICROINSERTS VIA LAPAROSCOPY WITHOUT EVENT. NO FURTHER INFO PROVIDED BY PHYSICIAN.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 7/31/2008 8/12/2008

Event Information:

Event Date (B3): 7/21/2008 Report Date (B4): 7/31/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): *

Lot #(E4): 626218

Implant Date (E6): 7/21/2008
Explant Date (E7):

Device Available for Evaluation (C6):
Date Device Returned to Mfr (C3):

Event Description (B5):

THE SURGEON IMPLANTED THE BIRTH CONTROL DEVICE AND THE DEVICE BROKE INSIDE THE UTERUS. ALL PIECES WERE RECOVERED.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00019 CONCEPTUS, INC. 8/15/2008 5/5/2009

Event Information:

Event Date (B3): 7/31/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE,OCCLUSION,TUBAL,CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): N/A Date Device Returned to Mfr (C3):

Lot #(E4): 626812

Event Description (B5):
PHYSICIAN REPORTED THAT A PATIENT WHO HAD ESSURE PLACED PRESENTED WITH A COMPLAINT OF PAIN IN THE LOWER QUADRANT SINCE PLACEMENT.
PATIENT WAS HOSPITALIZED FOR PAIN MANAGEMENT. MICRO-INSERTS REMOVED VIA LAPAROSCOPY, BILATERAL SALPINGECTOMY. PATIENT WAS DOING
BETTER POSTOPERATIVELY AND SENT HOME ON ORAL NARCOTICS.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00018 CONCEPTUS, INC. 8/15/2008 11/18/2009

Event Information:

Event Date (B3): 8/5/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 2/1/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): N/A Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PHYSICIAN REPORTED THAT PATIENT HAD PAIN WITH MENSES ONE MONTH POST-ESSURE PLACEMENT. INITIALLY, PAIN OCCURRED BEFORE AND DURING
MENSES; IT THEN RECURRED INTERMITTENTLY. FLAT PLATE X-RAY APPEARED NORMAL. HSG IN 2008 SHOWED BILATERAL SATISFACTORY LOCATION OF THE
MICRO-INSERTS AND BILATERAL TUBAL OCCLUSION. FOUR MONTHS LATER, CONSULTING PHYSICIAN NOTIFIED CONCEPTUS THAT HE WOULD REMOVE THE
MICRO-INSERTS ON 08/05/08. PHYSICIAN REPORTED THAT BILATERAL SALPINGECTOMY WENT WELL AND THE MICRO-INSERTS WERE REMOVED INTACT. NO
THER PATHOLOGY WAS REPORTED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5008041 CONCEPTUS, INC. 8/19/2008 8/28/2008

Event Information:

Event Date (B3): 7/23/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 7/23/2008
Device Type (E2): ESSURE Explant Date (E7): 7/28/2008
Model # (E4): * Device Available for Evaluation (C6):
Catalog # (E4): * Date Device Returned to Mfr (C3):
Lot #(E4): *

Event Description (B5):

THE OUTSIDE PACKAGING FOR THE ESSURE DOES NOT NOTE A WARNING TO NOT UTILIZE THIS DEVICE WITH A PT WITH A ALLERGY TO NICKEL. IN ADDITION,
THE INSIDE PACKAGING THAT HOLDS THE DEVICE DOES NOT WARN OF SUCH ALLERGY AS WELL. THE LOCATION OF THIS NOTIFICATION IS FOUND WITHIN THE
PACKAGE FOUND INSIDE THE BOX, WHICH CAN BE MISSED OR DISCARDED PRIOR TO A PROCEDURE. IMPLANTABLE DEVICES SHOULD HAVE SPECIAL
ATTENTION TO ALLERGIC REACTION ISSUES IN CLEARLY VISIBLE LOCATIONS WHERE BOTH THE OPERATOR AND CIRCULATING RN/SCRUB CAN SEE THEM PRIOR
TO USAGE. DIAGNOSIS OR REASON FOR USE: PREVENTION OF UNWANTED FERTILIZATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5008227 CONCEPTUS INC. 9/8/2008 9/16/2008

Event Information:

Event Date (B3): 7/10/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 626219

Event Description (B5):

AFTER DEPLOYMENT OF ESSURE DEVICES BY PELVIC X-RAY, IT APPEARED THAT ONLY PART OF DEVICE WAS IN LEFT TUBE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00020 CONCEPTUS, INC. 9/9/2008 9/10/2009

Event Information:

Event Date (B3): 8/29/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PATIENT PRESENTED WITH AN ECTOPIC PREGNANCY DURING THE 3-MONTH ALTERNATIVE CONTRACEPTION PERIOD PRIOR TO HSG. PATIENT REPORTEDLY DID
NOT USE ALTERNATIVE CONTRACEPTION DURING THIS TIME (NON-COMPLIANCE). PHYSICIAN TREATED WITH METHOTREXATE. PER ESSURE SYSTEM LABELING

(PHYSICIAN'S INSTRUCTIONS FOR USE), THE PATIENT MUST BE INSTRUCTED TO USE ALTERNATIVE CONTRACEPTION UNTIL AN HSG CONFIRMS PROPER DEVICE
LOCATION AND OCCLUSION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00021 CONCEPTUS, INC. 9/9/2008 11/17/2009

Event Information:

Event Date (B3): 8/22/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS205

Catalog # (E4): NA

Lot #(E4): UNK

Implant Date (E6): 3/29/2007

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

ESSURE PROCEDURE PERFORMED IN 2007. THE PROCEDURE WENT WELL WITH BILATERAL PLACEMENT BEING ACHIEVED. THE PATIENT RETURNED FOR HER
HSG FIVE MONTHS LATER AND THE RADIOLOGIST REPORTED THAT DEVICES APPEARED TO BE IN THE CORRECT PLACE AND BOTH SIDES APPEARED TO BE
OCCLUDED. IN 2008, THE PATIENT PRESENTED AT THE EMERGENCY ROOM WITH SEVERE PAIN. IT WAS DETERMINED THAT PATIENT HAD A 5-6 WEEK ECTOPIC
PREGNANCY IN LEFT FALLOPIAN TUBE. FILMS WERE REVIEWED BY CONCEPTUS CONSULTING PHYSICIAN; IT APPEARS THAT THE LEFT DEVICE IS PERFORATED
AND THERE IS A HINT OF DYE INTO THE VERY PROXIMAL PART OF THE LEFT TUBE.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00022 CONCEPTUS, INC. 9/15/2008 8/7/2009

Event Information:

Event Date (B3): 7/3/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSUE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED DIFFICULT DETACHING MICRO-INSERT FROM DELIVERY SYS DURING PROCEDURE. MICRO-INSERT WAS SUCCESSFULLY DEPLOYED BUT
FAILED TO DETACH AFTER TROUBLESHOOTING STEPS ATTEMPTED. PHYSICIAN CUT THE DELIVERY SYS AT THE MICRO INSERT, LEAVING SOME PIECES OF THE
DELIVERY SYS ATTACHED TO THE MICRO INSERT. MEDICAL INTERVENTION WAS REQUIRED TO REMOVE THE REMAINING PIECES OF DELIVERY CATHETER AS IT
IS NOT INTENDED TO BE A PERMANENT IMPLANT. PT WAS TRANSFERRED TO OR. PHYSICIAN PERFORMED A SECOND HYSTEROSCOPY AND REMOVED ALL
REMAINING PIECES OF GREEN DELIVERY CATHETER. THE MICRO-INSERT SEEMED TO BE PROPERLY LOCATED SO IT WAS LEFT IN PLACE. DELIVERY SYS WAS
RETURNED TO CONCEPTUS. EVAL OF DEVICE SHOWED THAT ALL SYS COMPONENTS WITHIN SPEC, THUS THE CAUSE OF THE DETACHMENT DIFFICULTIES
COULD NOT BE CONFIRMED. DETACHMENT DIFFICULTIES MAY BE EXACERBATED BY TUBAL TORTUOSITY, FIBER INTERFERENCE OR COMPONENT
DEFORMATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00023 CONCEPTUS, INC. 9/18/2008 2/3/2009

Event Information:

Event Date (B3): 5/15/2008 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4): NA

Lot #(E4): UNK

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTED DIFFICULTY DEPLOYING MICRO-INSERT DURING PROCEDURE. THE MICRO-INSERT WAS PLACED TOO PROXIMALLY, SO THE PHYSICIAN
ATTEMPTED WITHDRAWAL OF MICRO-INSERT THROUGH HYSTEROSCOPE. THE MICRO-INSERT BROKE, SO THE PATIENT WAS TRANSFERRED TO OPERATING
ROOM FOR REMOVAL OF THE REMAINDER OF THE MICRO-INSERT. THE REMAINDER OF THE MICRO-INSERT WAS REMOVED AND A NEW MICRO-INSERT WAS
SUCCESSFULLY PLACED. DELIVERY SYSTEM WAS RETURNED TO CONCEPTUS. EVALUATION OF THE DELIVERY SYSTEM SHOWED THAT DEPLOYMENT
DIFFICULTIES WERE MOST LIKELY CAUSED BY AN OUT-OF-SPECIFICATION LANDING AREA (DISTANCE BETWEEN INNER CATHETER AND INNER COIL).
CONCEPTUS IS CURRENTLY ADDRESSING THE OUT-OF-SPECIFICATION LANDING AREA VIA CAPA.

Manufacturer Narrative (H10):

REPORT SUBMITTED AFTER 30 DAYS BECAUSE REEVALUATION OF EVENT BY COMMITTEE DETERMINED THAT THIS EVENT WAS REPORTABLE.

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00025 CONCEPTUS, INC. 9/30/2008 10/10/2008

Event Information:

Event Date (B3): 7/28/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: *
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4): NA

Lot #(E4): UNK

Implant Date (E6): 7/23/2008

Explant Date (E7): 7/28/2008

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

MEDWATCH REPORTED THAT A MICRO-INSERT IMPLANTED IN 2008 WAS REMOVED 5 DAYS POST-IMPLANT. INCIDENT DESCRIPTION SUGGESTS THAT DEVICE
WAS IMPLANTED IN A PT WITH ALLERGY TO NICKEL. EVENT REPORTED ANONYMOUSLY; NO FURTHER INFO COULD BE OBTAINED. ACCORDING TO THE ESSURE
INSTRUCTIONS FOR USE, IT IS CONTRAINDICATED FOR THE ESSURE SYS TO BE USED IN A PT WITH "KNOWN HYPERSENSITIVITY TO NICKEL CONFIRMED BY SKIN
TEST." PTS WITH SUSPECTED HYPERSENSITIVITY TO NICKEL SHOULD UNDERGO A SKIN TEST TO ASSESS HYPERSENSITIVITY PRIOR TO ESSURE PLACEMENT
PROCEDURE. ADDITIONALLY, PHYSICIAN TRAINING EMPHASIZES THAT NICKEL ALLERGY IS A CONTRAINDICATION FOR MICRO-INSERT PLACEMENT.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00024 CONCEPTUS, INC. 9/30/2008 5/7/2009

Event Information:

Event Date (B3): 7/17/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): 626908

Event Description (B5):
PHYSICIAN REPORTED PATIENT COMPLAINT OF CRAMPING AND PAIN ONE WEEK POST-PROCEDURE. NOVASURE ENDOMETRIAL ABLATION ALSO DONE
DURING ORIGINAL PLACEMENT PROCEDURE. THE PATIENT REFUSED TO SEE THE ORIGINAL DOCTOR AND WENT TO A SECOND PHYSICIAN. THE SECOND
PHYSICIAN SURGICALLY REMOVED THE COILS AND DISCOVERED A PERFORATION.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 10/10/2008 10/28/2008

Event Information:

Event Date (B3): 10/8/2008 Report Date (B4): 10/10/2008 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 624001

Event Description (B5):
SURGEON WAS TRYING TO LOAD THE ESSURE FOR TUBAL WHEN THE SPRING WOULD NOT UNLOAD. ITEM WAS REPLACED. NO PATIENT HARM.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00026 CONCEPTUS, INC. 10/10/2008 6/24/2009

Event Information:

Event Date (B3): 9/18/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PHYSICIAN REPORTED PLACING ESSURE MICRO-INSERT A FEW WEEKS AGO. THE NEXT DAY PATIENT PRESENTED WITH SEVERE PAIN, SO HE ADMITTED HER TO
THE HOSPITAL AND PERFORMED A DIAGNOSTIC LAPAROSCOPY. EVERYTHING APPEARED NORMAL; NO PERFORATION OF THE MICRO-INSERTS. POST-
OPERATIVELY THAT SAME EVENING, PATIENT DEVELOPED A RASH, HIVES AND MORE SEVERE PAIN. SHE WAS TREATED WITH BENADRYL AND HER SYMPTOMS
IMPROVED. PHYSICIAN REMOVED THE MICRO-INSERTS VIA LAPAROSCOPIC CORNUAL RESECTION & BILATERAL SALPINGECTOMY FOR THE SUSPECTED
DIAGNOSIS OF NICKEL ALLERGY/ ALLERGY TO THE MICRO-INSERTS. PATHOLOGIST IDENTIFIED WBC'S AND EOSINOPHILS WITHIN THE SPECIMEN. THE PATIENT
IS DOING WELL POST-OPERATIVELY. ACCORDING TO THE ESSURE INSTRUCTIONS FOR USE, IT IS CONTRAINDICATED FOR THE ESSURE SYSTEM TO BE USED IN A
PATIENT WITH "KNOWN HYPERSENSITIVITY TO NICKEL CONFIRMED BY SKIN TEST." PATIENTS WITH SUSPECTED HYPERSENSITIVITY TO NICKEL SHOULD
UNDERGO A SKIN TEST TO ASSESS HYPERSENSITIVITY PRIOR TO AN ASSURE PLACEMENT PROCEDURE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00027 CONCEPTUS, INC. 10/10/2008 11/24/2009

Event Information:

Event Date (B3): 9/29/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/16/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 9/29/2008

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): 627301

Event Description (B5):

PHYSICIAN REPORTED A PATIENT WHO EXPERIENCED SEVERE EPIGASTRIC PAIN 10 DAYS FOLLOWING ESSURE MICRO-INSERT PLACEMENT IN WHICH MULTIPLE
MICRO-INSERTS WERE PLACED IN EACH FALLOPIAN TUBE. PATIENT PRESENTED TO THE ER FOR PAIN AND WAS HOSPITALIZED. FLAT PLATE X-RAY SHOWED
PERFORATION: ONE MICRO-INSERT IN THE EPIGASTRIC AREA AND ANOTHER IN THE CUL-DE-SAC. PATIENT UNDERWENT SURGERY; ONE MICRO-INSERT WAS
REMOVED FROM THE BOWEL AND ONE WAS REMOVED FROM THE POSTERIOR CUL-DE-SAC. THE OTHER MICRO-INSERT APPEARED PROPERLY POSITIONED IN
THE CONTRALATERAL TUBE AND WAS LEFT IN PLACE. BOTH TUBES WERE LIGATED. PATIENT WAS LATER DISCHARGED ON PAIN MEDICATIONS AND STATED
HER PAIN HAD SUBSTANTIALLY DECREASED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5008709 CONCEPTUS 10/21/2008 10/30/2008

Event Information:

Event Date (B3): 9/12/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 9/12/2008

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

PLACEMENT OF ESSURE TUBAL OCCLUDER DEVICE -STERILIZATION- PLACED HYSTEROSCOPICALLY 1ST HAD A UTERINE PERFORATION WITH ESSURE DEVICE
DEPLOYED IN THE MYOMETRIUM. TWO OTHER ESSURE DEVICES - PLACED SUCCESSFULLY IN THE BILATERAL FALLOPIAN TUBAL OSTIA. THE PT WAS AT A
SURGICAL CENTER AND WAS DISCHARGED WITHOUT DELAY AND IN A STABLE CONDITION TO HER HOME, BUT WAS RECOMMENDED AND SHE COMPLIED
THAT SHE SEEK OVERNIGHT OBSERVATIONAL STATUS IN WEST HILLS HOSPITAL UNDER MY CARE. NO SEQUELAE. CONFIRMATORY HSG -
HYSTEROSALPINGOGRAM SHOULD BE DONE IN LATE 2008.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 10/23/2008 11/7/2008

Event Information:

Event Date (B3): 6/20/2008 Report Date (B4): 10/23/2008 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6):
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): 626625

Event Description (B5):

THE SURGEON ATTEMPTED TO DEPLOY THE DEVICE ON THE RIGHT SIDE, IT DID NOT DEPLOY. THE SURGEON THEN ATTEMPTED TO DEPLOY THE DEVICE ON
THE LEFT SIDE. THE DEVICE CAME OUT AFTER IT WAS INSERTED. THERE WAS NO HARM TO THE PATIENT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 10/23/2008 11/7/2008

Event Information:

Event Date (B3): 8/14/2008 Report Date (B4): 10/23/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS305

Lot #(E4): 626625

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):
ATTEMPTED TO USE, BUT DEVICE WOULD NOT DEPLOY.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 10/23/2008 11/7/2008

Event Information:

Event Date (B3): 9/18/2008 Report Date (B4): 10/23/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS305

Lot #(E4): 627310

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):
COIL ON DEVICE DID NOT RELEASE AS EXPECTED.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 10/23/2008 11/7/2008

Event Information:

Event Date (B3): 9/18/2008 Report Date (B4): 10/23/2008 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS305

Lot #(E4): 627310

Implant Date (E6):

Explant Date (E7):

Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):
COIL ON THE DEVICE DID NOT RELEASE AS EXPECTED.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00028 CONCEPTUS, INC. 11/5/2008 11/14/2008

Event Information:

Event Date (B3): 7/10/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): NA Date Device Returned to Mfr (C3):

Lot #(E4): 626219

Event Description (B5):

MEDWATCH REPORT STATED THAT "AFTER DEPLOYMENT OF ESSURE DEVICES BY PELVIC X-RAY, IT APPEARED THAT ONLY PART OF DEVICE WAS IN LEFT TUBE."
AFTER RECEIPT OF THIS REPORT FROM FDA, CONCEPTUS REPRESENTATIVES FOLLOWED UP WITH THE RPTR OF THIS EVENT. CONCEPTUS WAS NOT
CONTACTED BY THE PHYSICIAN OR HOSP ABOUT THIS PROCEDURE. RISK MGMT NOTED THAT PHYSICIAN HAD NOT BEEN TRAINED ON THE ESSURE
PROCEDURE BY A CONCEPTUS REP. A SECOND PHYSICIAN WHO HAD EXPERIENCE WITH THE ESSURE WASPROCTORING THE PHYSICIAN. DURING THE
PROCEDURE, PHYSICIAN USED AT LEAST THREE DEVICES DURING PLACEMENT. IT WAS REPORTED THAT THE UTERUS OR FALLOPIAN TUBES WAS PERFORATED
TWO OR MORE TIMES DURING THE PROCEDURE. DURING THE REQUIRED F/U HSG (NOT AN X-RAY AS REPORTED TO MEDWATCH), IT WAS OBSERVED THAT
MORE THAN ONE MICRO-INSERT WAS LOCATED OUTSIDE OF THE PT'S FALLOPIAN TUBES. AT LEAST ONE OF THE INCORRECTLY PLACED DEVICES WAS
REMOVED. FROM THE FACTS RELAYED TO CONCEPTUS BY THE RPTR, THERE IS NO INFO INDICATING THAT THE DEVICES WERE OUT OF SPEC OR FAILED TO
PERFORM AS INTENDED.

Manufacturer Narrative (H10):

PER THE PHYSICIAN'S INSTRUCTIONS FOR USE (IFU), FEDERAL LAW RESTRICTS THE SALE OF ESSURE BY ORDER OF A PHYSICIAN. ESSURE SHOULD ONLY BE USED
BY PHYSICIANS WHO ARE KNOWLEDGEABLE HYSTEROSCOPISTS, HAVE READ AND UNDERSTOOD THE INFO IN THE IFU AND IN THE PHYSI
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5009041 11/19/2008 12/8/2008

Event Information:

Event Date (B3): 4/29/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 4/29/2008

Device Type (E2): NONE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

HAD THE ESSURE PROCEDURE DONE. THEIR WEBSITE LED ME TO BELIEVE THAT IT WOULD BE A VERY SIMPLE PROCEDURE, VERY LITTLE PAIN AND COULD EVEN
GO OUT TO EAT THAT NIGHT. MOST HAD VERY LITTLE DISCOMFORT AND RETURNED TO WORK THE NEXT DAY. MET WITH MY DOCTOR ABOUT A WEEK
BEFORE | HAD THIS DONE AND SHE HAD NOT HAD ANY PROBLEMS WITH ANY SHE HAD DONE BEFORE. EVERYTHING | HAD READ AND FROM WHAT SHE SAID, |
FELT GOOD ABOUT HAVING THIS DONE | WAS TO TAKE A VALIUM ON MY WAY THERE TO HELP ME RELAX. THE PROCEDURE WAS EXTREMELY PAINFUL, |
TURNED WHITE AND ALMOST PASSED OUT. SHE HAD A DIFFICULT TIME INSERTING THEM, | WISH | WOULD HAVE HAD HER STOP. | BECAME VERY SICK AND
THREW UP FIVE TIMES WHEN SHE WAS FINISHED. | HAD TO LAY THERE OVER AN HOUR BEFORE | COULD GET UP AND LEAVE. | WAS IN EXTREME PAIN THE
REST OF THE NIGHT AND WAS TAKING PAIN PILLS. | DID RETURN TO WORK THE NEXT DAY, BUT WAS STILL IN PAIN. | HAVE SOME PAIN EVERY DAY, SOME DAYS
WORSE THAN OTHERS. THREE TO FOUR MOS AFTER THE PROCEDURE YOU HAVE TO GO BACK TO HAVE DYE PUT IN YOU TO SEE IF IT WORKED. | WAS TOLD
THAT | COULD DRIVE MYSELF AND THAT IT WAS A SIMPLE PROCEDURE. IT TURNED OUT TO BE JUST AS BAD AS HAVING THE PROCEDURE DONE. | GOT JUST AS
SICK AND THREW UP AND HAD TO LAY OR OVER ONE HOUR BEFORE | COULD LEAVE. | HAD TO CALL MY HUSBAND TO COME AND GET MET, | COULD NOT
DRIVE HOME. DIAGNOSIS OR REASON FOR USE: PERMANENT BIRTH CONTROL.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00029 CONCEPTUS, INC. 11/25/2008 12/1/2009

Event Information:

Event Date (B3): 11/17/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PT UNDERWENT THE ESSURE PROCEDURE IN (B)(6) 2007. NOVASURE ENDOMETRIAL ABLATION WAS PERFORMED IMMEDIATELY PRIOR TO PLACEMENT OF
ESSURE. PT REPORTED EXPERIENCING PAIN FOLLOWING NOVASURE AND DEVICES WERE PLACED BEFORE PAIN RESOLVED. IMMEDIATELY FOLLOWING THE
PROCEDURE, PT REPORTED PAIN, WHICH PERSISTED THROUGH REMOVAL. PT WAS TREATED FOR ENDOMETRITIS. PT DECIDED TO SEEK CARE AND SECOND
OPINION BY ANOTHER PHYSICIAN, WHO WAS REPORTER OF THIS EVENT. PT HAD NOT UNDERGONE HSG. SECOND PHYSICIAN PERFORMED A HYSTERECTOMY
ON THE PT. ONE MICRO-INSERT WAS REMOVED FROM THE UTERUS/FALLOPIAN TUBE; THE OTHER WAS REMOVED FROM THE OMENTUM. PT DID WELL AFTER
THE SURGERY. THERE WERE NO COMPLICATIONS WITH THE SURGERY AND NO INJURY TO ANY OTHER ORGANS OR BOWEL. PHYSICIAN STATED THAT HE WAS
UNABLE TO DETERMINE IF PAIN WAS RELATED TO ESSURE MICRO-INSERTS OR NOVASURE PROCEDURE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00030 CONCEPTUS, INC. 12/9/2008 11/17/2009

Event Information:

Event Date (B3): 11/13/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH, DEVICE, TUBAL OCCLUSION
Model # (E4): ESS305

Catalog # (E4): ESS305

Lot #(E4): UNK

Implant Date (E6): 10/31/2008
Explant Date (E7): 11/13/2008

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTED A PT WITH SEVERE PAIN POST ESSURE PLACEMENT. ESSURE PLACED IN 2008. PAIN IS LOCALIZED IN THE RIGHT LOWER QUADRANT
AREA. ULTRASOUND WITHIN NORMAL LIMITS. PHYSICIAN REPORTED THAT SHE REMOVED THE DEVICES TWO WEEKS LATER LAPAROSCOPICALLY. MICRO-
INSERT ON THE RIGHT SIDE HAD PERFORATED THROUGH THE CORNUA. NO OTHER PROBLEMS NOTED DURING SURGERY. PT TO F/U WITH PHYSICIAN NEXT
WEEK, HOWEVER, HAS NOT CALLED TO REPORT ANY CONTINUED PAIN SYMPTOMS.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5009332 CONCEPTUS 12/16/2008 1/15/2009

Event Information:

Event Date (B3): 7/17/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 7/17/2008

Device Type (E2): ESSURE Explant Date (E7): 8/18/2008

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 626908; 626907

Event Description (B5):

PRODUCT EQUIPMENT MALFUNCTION. LOT # 626908. THE DEVICE DID NOT PROPERLY UNCOIL. DEVICE REMOVED, ANOTHER DEVICE USED PER OPERATIVE
REPORT. PICTURES SHOW PROPER COIL PLACEMENT AFTER PROCEDURE. | CONTINUED TO EXPERIENCE PAIN IN THE RIGHT LOWER QUADRANT TWO WEEKS
POST ESSURE PROCEDURE. SONOGRAM DONE. X-RAY OBTAINED SHOWED RIGHT ESSURE COIL TO BE LOOPED OVER. | HAD HYSTEROSCOPIC PROCEDURE AT
ANOTHER HOSPITAL UPON THE ADVICE OF ANOTHER PHYSICIAN. OPERATIVE REPORT INDICATES THAT BOTH OSTIA WERE VISIBLE BUT NEITHER ESSURE
DEVICE COULD BE SEEN. A LAPAROSCOPIC SURGERY WAS THEN PERFORMED TO REMOVE LEFT DEVICE WHICH HAD MIGRATED UP THE FALLOPIAN TUBE AND
THE RIGHT DEVICE WHICH HAD PERFORATED THE UTERUS. THE LEFT TUBE LOT# 626908, RIGHT TUBE LOT # 626907. DR PERFORMED NOVASURE ABLATION
DURING PROCEDURE.  WAS TOLD BALLOON ABLATION WOULD BE DONE. MY UNDERSTANDING WAS THAT THE ESSURE AND THE NOVASURE COULD NOT BE
PERFORMED TOGETHER PER THE DR. | WAS TOLD THAT THEY WOULD BE PERFORMING THE BALLOON ABLATION. | WAS TOLD BY DR IN PREOP THAT
NOVASURE COULD NOT BE USED WITH ESSURE. | WAS TOLD THAT AN ESSURE REP WAS PRESENT DURING PROCEDURE BUT CANNOT VERIFY DUE TO THE FACT
THAT | WAS UNDER GENERAL ANESTHESIA. | WAS NOT INFORMED ABOUT THE NICKEL ALLERGY, THE MRI CONCERNS NOR WAS | INFORMED ABOUT THE NEED
FOR THE HSG TEST. AFTER PROCEDURE, | QUESTIONED AND WAS TOLD THAT THE HSG TEST COULD NOT BE RELIABLY PERFORMED ON PT WHO HAS HAD AN
ABLATION. THIS PRODUCT SHOULD NOT BE ON THE MARKET. TOO MANY IF'S WITH THE PROCEDURE. IF THEY CAN PLACE THEM. IF THEY STAY IN PLACE. IF THE
TUBES OCCLUDE. | WAS NOT INFORMED THAT IF THERE IS A PROBLEM, IT TAKES MAJOR SURGERY TO CORRECT. IF THE COMPANY IS TRAINING DOCTORS THEN
WHY DON'T THE DRS KNOW THE PROBLEMS ASSOCIATED WITH THIS PRODUCT. IT IS DIFFICULT, IF NOT IMPOSSIBLE TO FIND A DR TO HELP YOU WHEN THE
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

PROCEDURE GOES BAD. ONE DR SAID HE WENT TO A SEMINAR THAT SAID FDA WASN'T GOING TO REQUIRE THE HSG TEST ANYMORE. DATES OF USE: 2008 (1
MONTH). REASON FOR USE: UNDESIRED FERTILITY. EVENT ABATED AFTER USE STOPPED: YES.

Manufacturer Narrative (H10):
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00031 CONCEPTUS, INC. 12/17/2008 8/13/2009

Event Information:

Event Date (B3): 10/29/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 8/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/29/2008

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PHYSICIAN REPORTED THAT A PATIENT PRESENTED TO HER OFFICE FOR A SECOND OPINION REGARDING PERSISTENT RIGHT SIDE PAIN POST-ESSURE
PROCEDURE IN 2007. IN 2008, PHYSICIAN REPORTED THAT THE PATIENT UNDERWENT A TOTAL ABDOMINAL HYSTERECTOMY ONE MONTH PRIOR. POST-
OPERATIVELY, THE PATIENT'S PAIN HAS COMPLETELY RESOLVED AND PATIENT REPORTS DOING QUITE WELL. PHYSICIAN REPORTED THAT IN HER MEDICAL
OPINION THE PAIN WAS DIRECTLY RELATED TO THE MICRO-INSERTS ALTHOUGH THEY WERE FOUND TO SHOW SATISFACTORY PLACEMENT. PER THE IFU: A
VERY SMALL PERCENTAGE OF WOMEN IN THE ESSURE CLINICAL TRIALS REPORTED RECURRENT OR PERSISTENT PELVIC PAIN, AND ONLY ONE WOMAN
REQUESTED DEVICE REMOVAL DUE TO PAIN; HOWEVER, IF DEVICE REMOVAL IS REQUIRED FOR ANY REASON, IT WILL LIKELY REQUIRE SURGERY, INCLUDING
AN ABDOMINAL INCISION AND GENERAL ANESTHESIA, AND POSSIBLE HYSTERECTOMY.

Manufacturer Narrative (H10):
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00032 CONCEPTUS, INC. 12/17/2008 12/3/2009

Event Information:

Event Date (B3): 10/30/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/1/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/30/2008

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): ESS305-R1 Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PHYSICIAN REPORTS THAT PATIENT HAS COMPLAINED OF PERSISTENT BACK PAIN SINCE MICRO-INSERT PLACEMENT THREE MONTHS AGO. ESSURE
CONFIRMATION TEST DEMONSTRATED SATISFACTORY LOCATION OF THE MICRO-INSERTS WITH BILATERAL TUBAL OCCLUSION. PATIENT REQUESTED MICRO-
INSERT REMOVAL DUE TO PERSISTENT BACK PAIN. MICRO-INSERTS WERE REMOVED VIA PARTIAL SALPINGECTOMY ON (B) (6) 2008. THE OP REPORT
DOCUMENTED REMOVAL OF THE MICRO-INSERTS INTACT. THE PHYSICIAN' BELIEVES THAT PAIN IS NOT ESSURE RELATED AS PATIENT IS EXPERIENCING BACK
PAIN AND THE HSG WAS NORMAL. PER THE IFU: A VERY SMALL PERCENTAGE OF WOMEN IN THE ESSURE CLINICAL TRIALS REPORTED RECURRENT OR
PERSISTENT PELVIC PAIN, AND ONLY ONE WOMAN REQUESTED DEVICE REMOVAL DUE TO PAIN; HOWEVER, IF DEVICE REMOVAL IS REQUIRED FOR ANY
REASON, IT WILL LIKELY REQUIRE SURGERY, INCLUDING AN ABDOMINAL INCISION AND GENERAL ANESTHESIA, AND POSSIBLE HYSTERECTOMY.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00037 CONCEPTUS, INC. 12/19/2008 1/7/2009

Event Information:

Event Date (B3): 11/25/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/12/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TIBIAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED THAT A PATIENT COMPLAINED OF PAIN SINCE ESSURE PROCEDURE IN 2008. PATIENT HAD AN X-RAY, WHICH SHOWED THE MICRO-
INSERT IN THE ABDOMINAL CAVITY. LAPAROSCOPY ON THIRTEEN DAYS LATER, REVEALED THAT MICRO-INSERT HAD PERFORATED THE FALLOPIAN TUBE
CORNUA AS A WOUND WAS NOTICED IN THE RIGHT CORNUA. OPERATING PHYSICIAN NOTED THAT PORTIONS OF THE MICRO-INSERT APPEARED TO BE
IMBEDDED IN THE APPENDIX AND THE ILEUM. THE MICRO-INSERT AND A PORTION OF THE APPENDIX WAS REMOVED. IN ADDITION, THE PATIENT
UNDERWENT BILATERAL TUBAL LIGATION. AS OF THE FOLLOWING MONTH, PATIENT HAS NOT REPORTED ADDITIONAL PAIN. A REVIEW OF THE CASE BY A
CONSULTING PHYSICIAN NOTED THAT THE PATHOLOGY REPORT SHOWS NO EVIDENCE OF APPENDICITIS OR A PERFORATION OF THE APPENDIX ITSELF. IF
THERE WAS TRULY A PERFORATION OR EMBEDMENT OF THE DEVICE INTO THE LUMEN OF THE APPENDIX OR ILEUM, THIS SHOULD HAVE BEEN REVEALED BY
THE PATHOLOGY REPORT OR SOME OOZING OR OPENING SEEN IN THE BOWEL AT THE TIME OF THE SURGERY. ANY FOREIGN OBJECT FLOATING IN THE PELVIS
OR ABDOMEN WILL NORMALLY ATTACH TO SOME SURFACE WHICH IS USUALLY THE OMENTUM OR FAT SURROUNDING THE BOWEL OR TO THE SIDEWALLS.
DIRECT ATTACHMENT TO AN ORGAN OR BOWEL IS UNUSUAL DUE TO THE FAT SURROUNDING THE ABDOMINAL ORGANS.

Manufacturer Narrative (H10):
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FROM THE PHYSICIAN'S INSTRUCTIONS FOR USE: THE FOLLOWING ADVERSE EVENTS WERE NOT EXPERIENCED BY WOMEN WHO PARTICIPATED IN CLINICAL
STUDIES EVALUATING THE ESSURE SYSTEM BUT ARE STILL POSSIBLE: PERFORATION OF INTERNAL BODILY STRUCTURES OTHER THAN THE UTERUS
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00036 CONCEPTUS, INC. 12/19/2008 8/11/2009

Event Information:

Event Date (B3): 11/25/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): ESS205 Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED THAT PT COMPLAINED OF PAIN SINCE MICRO-INSERT PLACEMENT. PHYSICIAN SCHEDULED MICRO-INSERT REMOVAL IN 2008. NO
FURTHER INFO WAS PROVIDED BY PHYSICIAN. PER THE IFU: A VERY SMALL PERCENTAGE OF WOMEN IN THE ESSURE CLINICAL TRIALS REPORTED RECURRENT

OR PERSISTENT PELVIC PAIN, AND ONLY ONE WOMAN REQUESTED DEVICE REMOVAL DUE TO PAIN; HOWEVER, IF DEVICE REMOVAL IS REQUIRED FOR ANY
REASON, IT WILL LIKELY REQUIRE SURGERY, INCLUDING AN ABDOMINAL INCISION AND GENERAL ANESTHESIA, AND POSSIBLE HYSTERECTOMY.

Manufacturer Narrative (H10):
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00033 CONCEPTUS, INC. 12/19/2008 11/17/2009

Event Information:

Event Date (B3): 12/5/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTS THAT PT HAS COMPLAINED OF PAIN SINCE MICRO-INSERT PLACEMENT. PHYSICIAN CONDUCTED DIAGNOSTIC HYSTEROSCOPY AND
NOTED AN "EXTENDED WIRE" PROTRUDING FROM RIGHT OSTIUM. PHYSICIAN CUT OFF THE WIRE. PT'S PAIN SUBSIDED. PER THE IFU: A VERY SMALL
PERCENTAGE OF WOMEN IN THE ESSURE CLINICAL TRIALS REPORTED RECURRENT OR PERSISTENT PELVIC PAIN, AND ONLY ONE WOMAN REQUESTED DEVICE
REMOVAL DUE TO PAIN; HOWEVER, IF DEVICE REMOVAL IS REQUIRED FOR ANY REASON, IT WILL LIKELY REQUIRE SURGERY, INCLUDING AN ABDOMINAL
INCISION AND GENERAL ANESTHESIA, AND POSSIBLE HYSTERECTOMY.

Manufacturer Narrative (H10):
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00034 CONCEPTUS, INC. 12/19/2008 12/3/2009

Event Information:

Event Date (B3): 10/15/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/28/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/15/2008

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): 626685

Event Description (B5):

PHYSICIAN REPORTED THAT PATIENT EXPERIENCED RIGHT LOWER QUADRANT PAIN WHICH STARTED AFTER SUCCESSFUL BILATERAL MICRO-INSERT
PLACEMENT. PHYSICIAN PERFORMED HYSTERECTOMY ON PATIENT WHICH GAVE HER SOME RESOLUTION OF PAIN. PATHOLOGICAL EXAMINATION REVEALED
NORMAL PATHOLOGY. PATIENT CONTINUES TO EXPERIENCE MILD RIGHT LOWER QUADRANT PAIN. PHYSICIAN DOES NOT BELIEVE THAT THE PAIN WAS
ASSOCIATED WITH MICRO-INSERTS. PER THE IFU: A VERY SMALL PERCENTAGE OF WOMEN IN THE ESSURE CLINICAL TRIALS REPORTED RECURRENT OR
PERSISTENT PELVIC PAIN, AND ONLY ONE WOMAN REQUESTED DEVICE REMOVAL DUE TO PAIN; HOWEVER, IF DEVICE REMOVAL IS REQUIRED FOR ANY
REASON, IT WILL LIKELY REQUIRE SURGERY, INCLUDING AN ABDOMINAL INCISION AND GENERAL ANESTHESIA, AND POSSIBLE HYSTERECTOMY.

Manufacturer Narrative (H10):
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00035 CONCEPTUS, INC. 12/19/2008 12/3/2009

Event Information:

Event Date (B3): 12/5/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
DURING THE ESSURE PROCEDURE, A COMPONENT OF THE DELIVERY SYSTEM (LARGE TIGHT PITCH COILS) STRETCHED. PHYSICIAN WAS CURIOUS ABOUT HOW
MUCH FORCE/TENSION REQUIRED TO BREAK THE DELIVERY SYSTEM LARGE TIGHT PITCH COILS IN HALF AND PULLED ON THE COILS. DURING HER ATTEMPT TO

BREAK IT, PHYSICIAN CUT HER HAND ON THE LARGE LIGHT PITCH COILS. PHYSICIAN REQUIRED STITCHES TO CLOSE THE WOUND. THE ESSURE SYSTEM 1S
INTENDED FOR SINGLE USE, THEN DISPOSAL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2008-00038 CONCEPTUS, INC. 12/22/2008 12/4/2009

Event Information:

Event Date (B3): 10/21/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KHN - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 627454

Event Description (B5):

UTERINE CAVITY WAS PERFORATED WITH MICRO-INSERT DURING ESSURE PROCEDURE AND MICRO-INSERT WAS PLACED INTO
MYOMETRIUM/ENDOMETRIUM. BECAUSE SUCCESSFUL PLACEMENT OF MICRO-INSERT WAS NOT ACHIEVED, PATIENT REQUESTED LAPAROSCOPIC TUBAL
LIGATION. DURING TUBAL LIGATION PROCEDURE, PHYSICIAN REMOVED THE MICRO-INSERT AND DISCARDED IT. PERFORATIONS OF THE UTERUS OR
FALLOPIAN TUBES WERE OBSERVED IN THE CLINICAL TRIALS AT A RATE OF 2.9% (6/206) IN THE PHASE Il TRIAL AND 1.1% (5/476) IN THE PIVOTAL TRIAL. THE
RATE OF REPORTED PERFORATIONS IN COMMERCIAL USE IS SIGNIFICANTLY LOWER AND IS TYPICALLY NOT DIAGNOSED UNTIL THE TIME OF HSG. MOST OF
THESE PATIENTS REMAIN ASYMPTOMATIC. THE PHYSICIAN'S INSTRUCTIONS FOR USE STATES: IF TUBAL OR UTERINE PERFORATION OCCURS OR IS SUSPECTED,
IMMEDIATELY DISCONTINUE THE ESSURE DEVICE PLACEMENT PROCEDURE, AND WORK-UP THE PATIENT FOR A PERFORATION. A VERY SMALL PERCENTAGE
OF WOMEN IN THE ESSURE PROCEDURE CLINICAL TRIALS (1.8% OR 12/682 PATIENTS) WERE IDENTIFIED AS HAVING DEVICE RELATED TUBAL PERFORATIONS.
RETRIEVAL OF PERFORATING MICRO-INSERTS, IF NECESSARY, WILL REQUIRE LAPAROSCOPY OR OTHER SURGICAL METHODS.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5009549 CONCEPTUS INC. 1/7/2009 1/26/2009

Event Information:

Event Date (B3): 7/17/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 7/17/2008

Device Type (E2): ESSURE TUBAL OCCLUSION INSERTS Explant Date (E7): 8/1/2008

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

PT UNDERWENT HYSTEROSCOPY, DILATATION, CURETTAGE, NOVASURE THERMAL ABLATION AND ESSURE TUBAL OCCLUSION. THE ESSURE DEVICE IN THE
LEFT TUBE DID NOT PROPERLY UNCOIL, SO WAS REMOVED AND REINSERTED. GOOD DECOILING WAS NOTED. THE ESSURE WAS APPLIED UNEVENTFULLY IN
RIGHT TUBE. THE PT HAD SIGNIFICANT POST OPERATIVE PAIN AND AT ABOUT TWO WKS POST OP UNDERWENT FLAT PLATE OF THE ABDOMEN, REVEALING A
CORKSCREW APPEARANCE TO THE RIGHT ESSURE DEVICE. SHE ULTIMATELY UNDERWENT REOPERATION FOR LAPAROSCOPIC REMOVAL OF THE ESSURE
DEVICES.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00001 CONCEPTUS, INC. 1/14/2009 12/15/2009

Event Information:

Event Date (B3): 11/21/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN INITIALLY REPORTED DEPLOYMENT DIFFICULTIES FOR A PROCEDURE PERFORMED ON (B) (6) 2008. FOLLOWING THE PROCEDURE, PT COMPLAINED
OF DISCOMFORT AND PAIN. HYSTERECTOMY WAS PERFORMED, AND 4 MICRO-INSERTS WERE FOUND IN ONE TUBE. ALL MICRO-INSERTS WERE REMOVED
(INCLUDING THE SINGLE MICRO-INSERT PLACEMENT ON THE OTHER SIDE). THE PHYSICIAN'S INSTRUCTIONS FOR USE STATES: DO NOT PLACE MORE THAN ONE
ESSURE MICRO-INSERT IN A SINGLE FALLOPIAN TUBE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 1/19/2009 2/4/2009

Event Information:

Event Date (B3): 1/7/2009 Report Date (B4): 1/19/2009 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE

Device Type (E2): PERMANENT BIRTH CONTROL
Model # (E4): *

Catalog # (E4): *

Lot #(E4): *

Implant Date (E6): 9/14/2007

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

IMPLANT WAS PLACED IN PATIENT A YEAR AGO. X-RAYS SHOWED PROPER PLACEMENT TWO MONTHS POST OPERATIVELY. APPROXIMATELY 13 MONTHS
LATER, SURGEON WAS PERFORMING A LAPAROSCOPIC PROCEDURE ON THE PATIENT. HE FOUND THE ESSURE IMPLANT PUT IN PATIENT HAD FAILED BY
EXTRUDING THROUGH HER UTERUS. HE CALLED COMPANY DURING SURGERY, BUT THERE WAS NO RESPONSE FROM COMPANY. COMPANY RESPONDED TO

OUR RISK DEPARTMENT SEVERAL DAYS FOLLOWING THE PROCEDURE.

MANUFACTURER RESPONSE FOR PERMENANT BIRTH CONTROL, ESSURE

MANUFACTURER IS AWARE OF ISSUE AND NOTES THAT IS IS A KNOWN RISK IN APPROX 3.4% OF PATIENTS IN CLINICAL TRIALS

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00002 CONCEPTUS, INC. 1/20/2009 12/28/2009

Event Information:

Event Date (B3): 1/13/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305-R1

Catalog # (E4):

Lot #(E4): UNK

Implant Date (E6): 5/9/2008

Explant Date (E7): 1/13/2009

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTS THAT ONE OF THE PTS HAD THE ESSURE PROCEDURE ON (B) (6) 2008. HSG ON (B) (6) 2008 STATES: BILATERAL TUBAL OCCLUSION BY THE
ESSURE DEVICES. AN ULTRASOUND DEMONSTRATED NO GESTATIONAL SAC, SO POSSIBLE EARLY OR ECTOPIC PREGNANCY. THE HCG LEVEL WAS 300. PT
TREATED WITH METHOTREXATE BECAUSE SHE WANTED TO CONSULTING REVIEW OF THE ORIGINAL HSG NOTES THAT UTERUS APPEARS EITHER SEVERELY
ANTEVERTED OR RETROVERTED. THE LEFT DEVICE IS IN THE TUBE WITH OCCLUSION. THE RIGHT IS MORE DIFFICULT TO ASSESS BECAUSE IT IS DISTALLY
PLACED; MOREOVER, CONTRAST DOES NOT FILL THE TUBE OR MEET THE TIP OF THE PROXIMAL END OF THE MICROINSERT, THUS DEVICE LOCATION CANNOT
ACCURATELY BE EVALUATED. PHYSICIAN PERFORMED A LAPAROSCOPIC TUBAL LIGATION AND CONFIRMED THE ECTOPIC PREGNANCY. THE ECTOPIC MASS
WAS AT THE FIMBRIAL END WHERE SOME ADHESIONS OCCURRED ATTACHING THE FIMBRIAL END OF THE FALLOPIAN TUBE TO THE OMENTUM. HE NOTED
THAT THE MICRO-INSERTS WERE WITHIN THE FALLOPIAN TUBES BUT ONE OF THE MICRO-INSERTS MAY HAVE BEEN LOCATED DISTALLY; HE DOES NOT KNOW
IF IT WAS MORE OR LESS THAN 30 MM FROM THE CORNUA. THE PT IS DOING FINE POST OPERATIVELY. INITIAL COMPLAINT RECEIVED 11/24/2008;

REPORTABLE INFO RECEIVED 01/13/2009.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00003 CONCEPTUS, INC. 1/20/2009 12/28/2009

Event Information:

Event Date (B3): 12/22/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628191

Event Description (B5):
PHYSICIAN REPORTS THAT ONE OF HIS PATIENTS COMPLAINED OF PAIN TWO DAYS FOLLOWING ESSURE PROCEDURE IN WHICH ONLY UNILATERAL
PLACEMENT WAS OBTAINED. ONE WEEK FOLLOWING PLACEMENT, PHYSICIAN REMOVED THE DEVICE LAPAROSCOPICALLY AND PERFORMED A TUBAL
LIGATION ON THE PATIENT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00005 CONCEPTUS, INC. 1/21/2009 9/30/2009

Event Information:

Event Date (B3): 12/23/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/1/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 12/23/2008

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN CALLED TO REPORT PAIN IN A PT 2 YEARS POST-ESSURE PLACEMENT. PT STATED THAT SHE HAS HAD PERSISTENT PELVIC PAIN SINCE HER HSG WAS
DONE IN 2007. THE HSG REPORT WAS REVIEWED, AND THERE WERE NO NOTES OF ABNORMAL MICRO-INSERT PLACEMENT. PHYSICIAN NOTED THAT PT HAS
OTHER MEDICAL PROBLEMS THAT ARE BOTH METABOLIC AND AUTOIMMUNE IN NATURE (FIBROMYALGIA AND SCLERODERMA). PT HAS SEEN A
DERMATOLOGIST AND BELIEVES THAT SHE IS SENSITIVE TO NICKEL, BUT HAS NOT BEEN FORMALLY TESTED BY PHYSICIAN OR DIAGNOSED WITH NICKEL
ALLERGY. PT REQUESTED REMOVAL, WHICH OCCURRED ON 2008. PT IS DOING WELL FOLLOWING MICRO-INSERT REMOVAL. PHYSICIAN STATES THAT HE DOES
NOT FEEL HER PAIN IS RELATED TO THE MICRO-INSERTS.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00004 CONCEPTUS, INC. 1/21/2009 1/4/2010

Event Information:

Event Date (B3): 12/1/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/11/2008

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTS THAT ONE OF HIS PT'S REPORTED A PREGNANCY, FIVE MONTHS FOLLOWING ESSURE MICRO-INSERT IMPLANTATION. PT DID NOT RETURN
FOR AN ESSURE CONFIRMATION TEST (HSG). BECAUSE IT WAS AN ECTOPIC PREGNANCY, THE PREGNANCY WAS TERMINATED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5009741 CONCEPTUS 1/24/2009 2/3/2009

Event Information:

Event Date (B3): 1/28/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE COILS Implant Date (E6): 1/28/2008

Device Type (E2): ESSURE COILS Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

ON THE EVENT DATE, | WENT IN TO HAVE THE ESSURE COILS PLACED. IT WAS A VERY LONG PAINFUL EXPERIENCE. THE COIL WENT INTO MY LEFT SIDE FAIRLY
EASILY BUT THE RIGHT SIDE TOOK 45 MINUTES. AT MY 3 MONTH DYE TEST, WE FOUND THAT THE COIL ON MY RIGHT SIDE HAD FALLEN OUT. | BELIEVE IT IS
STILL IN MY BODY AS | DID NOT SEE OR FEEL IT EXPEL FROM MY BODY. MY DOCTOR WAS VERY SURPRISED BECAUSE | WAS THE FIRST ONE IN HER OFFICE TO
EVER HAVE PROBLEMS. SHE SUGGESTED THAT | GO INTO THE HOSPITAL AND HAVE A TUBAL LIGATION ON THAT SIDE WHICH I DID 2008. ALSO, SINCE | HAD
THE ESSURE | HAVE HAD HORRIBLE PERIODS AND HEAVY BLEEDING. DATES OF USE: 2009 TILL PRESENT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5009790 CONCEPTUS, BOSTON SCIENTIFIC 1/29/2009 2/9/2009

Event Information:

Event Date (B3): 12/10/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE, HTA Implant Date (E6): 12/10/2008

Device Type (E2): NONE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

PATIENT HAD UNCOMPLICATED, UNEVENTFUL TRANSCERVICAL STERILIZATION UTILIZING ESSURE, FOLLOWED IMMEDIATELY BY ENDOMETRIAL ABLATION
UTILIZING BOSTON SCIENTIFIC HTA SYSTEM. PATIENT WAS SEEN POST OPERATIVELY IN LATE 2008, AND THE ONLY COMPLAINT WAS NO BOWEL MOVEMENT.
PATIENT WAS SEEN IN THE ER NINE DAYS LATER AND WAS EVALUATED, THEN HOSPITALIZED WITH PELVIC INFLAMMATORY DISEASE. APPROPRIATE BROAD
SPECTRUM ANTIBIOTIC INITIATED. NO IMPROVEMENT, THEREFORE, TAKEN TO SURGERY THREE DAYS LATER, FOR LAPAROSCOPIC EVALUATION. UNABLE TO
SAFELY LYSE BOWEL ADHESIONS COVERING PRESUMED TUBAL OVARIAN ABSCESSES. PROCEDURE TERMINATED, BOWEL PREPARATION IMPLEMENTED,
RETURNED TO OPERATING ROOM THREE DAYS LATER, WITH ENTEROLYSIS TUBOOVARIAN ABSCESSES DRAINED SATISFACTORILY. PIC LINE PLACED FOR LONG
TERM IV ANTIBIOTICS - TERMINATED EARLY 2009. SEEN IN OFFICE TWO WEEKS LATER, DOING WELL. | DID LITERATURE REVIEW. ONE OTHER CASE REPORT
OUT OF THE NETHERLANDS DESCRIBED A SIMILAR SITUATION WITH 2 YEAR OLD ESSURE, SUBSEQUENT BALLOON THERMAL ABLATION FOLLOWED BY SEVERE
PID. THE AUTHORS SUGGESTED PROPHYLACTIC ANTIBIOTIC USE AT TIME OF THERMAL ABLATION IF ESSURE IN PLACE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 2/5/2009 2/20/2009

Event Information:

Event Date (B3): 1/22/2009 Report Date (B4): 2/5/2009 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): PERMANENT BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS305

Lot #(E4): 627751

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE DEVICE HAD A BENT TIP AND SURGEON WAS UNABLE TO PLACE THE DEVICE SUCCESSFULLY. THE SURGEON REMOVED THE DEVICE FROM TUBE. NO

PATIENT INJURY NOTED.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 2/5/2009 2/20/2009

Event Information:

Event Date (B3): 1/22/2009 Report Date (B4): 2/5/2009 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): PERMANENT BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS305

Lot #(E4): 626975

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE DEVICE DID NOT DEPLOY. THE SURGEON WAS NOT ABLE TO ROLL THUMB WHEEL BACK BECASUE IT BECAME STUCK. THE SURGEON WITHDREW THE

DEVICE SUCCESSFULLY. NO PATIENT INJURY WAS NOTED.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 2/5/2009 2/20/2009

Event Information:

Event Date (B3): 1/22/2009 Report Date (B4): 2/5/2009 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): PERMANENT BIRTH CONTROL SYSTEM
Model # (E4): *

Catalog # (E4): ESS305

Lot #(E4): 627301

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

THE DEVICE DID NOT DEPLOY. THE SURGEON WAS NOT ABLE TO "THUMBWHEEL" BACK A SECOND TIME AFTER DEPRESSING BUTTON. THE SURGEON
SUCCESSFULLY WITHDREW THE DEVICE. NO INJURY TO THE PATIENT WAS NOTED.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010022 CONCEPTUS, NORTHERN CALIFORNIA  2/14/2009 3/3/2009

Event Information:

Event Date (B3): 1/22/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 1/22/2009

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

MY OBGYN PERFORMED THE ESSURE PROCEDURE - COMPANY NAME CONCEPTUS - IN EARLY 2009. HE WAS ONLY SUCCESSFUL IN INSERTING THE COIL IN THE
LEFT TUBE, BUT WAS UNABLE TO COMPLETE THE PROCEDURE ON THE RIGHT SIDE. HIS OFFICE RESCHEDULED THE PROCEDURE ON THE RIGHT SIDE 2 WEEKS
LATER -THE FOLLOWING MONTH-. THE SECOND TIME AROUND TOOK AT LEAST A HALF HOUR, BUT HE WAS STILL UNSUCCESSFUL. THE ESSURE REP WAS ALSO
PRESENT AND WITNESSED THE PROCEDURE. MY OBGYN THEN REALIZED THAT ONE OF THE COMPONENTS, 'THE INTRODUCER' HAD DEPLOYED THE PREVIOUS
2 WEEKS, AND WAS LEFT IN THE RIGHT TUBE, THUS PREVENTING HIM FROM INSERTING THE DEVICE THIS TIME AROUND. HE WAS UNSUCCESSFUL IN
RETRIEVING THE INTRODUCER AND IT IS STILL IN THE RIGHT TUBE. THE ESSURE REP INDICATED THAT THIS SOMETIMES HAPPENS AND MAY BE EXPELLED ON
ITS OWN. MY OBGYN SUGGESTED TO ME LATER, THAT THE DEVICE MAY HAVE BEEN FAULTY. HE NOW PLANS TO SCHEDULE A TUBAL ON BOTH SIDES. DATES
OF USE: 2009. DIAGNOSIS OR REASON FOR USE: CONTRACEPTION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00006 CONCEPTUS, INC. 2/19/2009 1/21/2010

Event Information:

Event Date (B3): 2/3/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/30/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV Explant Date (E7): 2/3/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PT HAS COMPLAINED OF PELVIC PAIN SINCE THE ESSURE PROCEDURE FOUR WEEKS PRIOR AND REQUESTED MICRO-INSERT REMOVAL. PT HAS BEEN TREATED
WITH TORADOL WITHOUT RELIEF. LAPAROSCOPY OCCURRED IN 2009. PHYSICIAN STATED THE REMOVAL WAS WITHOUT COMPLICATIONS. THE PT IS DOING
"BETTER", BUT HER PAIN IS NOT COMPLETELY RESOLVED. IN PHYSICIAN'S MEDICAL OPINION, THE PT'S PAIN WAS NOT RELATED TO ESSURE.

Manufacturer Narrative (H10):

IN THE ESSURE CLINICAL TRIAL, WOMEN WERE ASKED ABOUT UNUSUAL PAIN THEY EXPERIENCED SINCE THE LAST CONTACT. OF THE WOMEN WHO REPORTED
PAIN, ONE WOMAN REPORTED "PERSISTENT" PELVIC PAIN AT 2 YEARS OF F/U. NONE OF THE PTS REPORTING AT 3, 4, AND 5 YR F/U INDIC
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00007 CONCEPTUS, INC. 2/19/2009 1/21/2010

Event Information:

Event Date (B3): 2/12/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/19/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

FOUR WEEKS FOLLOWING THE ESSURE PROCEDURE, PT COMPLAINED OF POST-PROCEDURE PAIN. CONCEPTUS FIRST BECAME AWARE OF THE POST
PROCEDURE PAIN ON (B) (6) 2009. PHYSICIAN STATED THAT ONE MICRO-INSERT DEPLOYMENT APPEARED DEEP WITH ZERO TRAILING COILS VISIBLE. ON (B) (6)
2009, PHYSICIAN'S OFFICE NOTIFIED CONCEPTUS REP THAT PHYSICIAN REMOVED THE ESSURE MICRO-INSERTS LAPAROSCOPICALLY BECAUSE THE PT WAS
CONTINUING TO EXPERIENCE PAIN. THE SURGERY REPORTEDLY WENT WELL; BOTH MICRO-INSERTS WERE REMOVED WITHOUT TOO MUCH DIFFICULTY AND
THE PT DID WELL POST-OPERATIVELY. DATE OF EXPLANTATION NOT REPORTED TO CONCEPTUS.

Manufacturer Narrative (H10):

IN THE (B) (4) CLINICAL TRIAL, WOMEN WERE ASKED ABOUT UNUSUAL PAIN THEY EXPERIENCED SINCE THE LAST CONTACT. OF THE WOMEN WHO REPORTED
PAIN, ONE WOMAN REPORTED "PERSISTENT" PELVIC PAIN AT 2 YEARS OF F/U. NONE OF THE PTS REPORTING AT 3, 4, AND 5 YR F/U INDI
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010053 CONCEPTUS 2/20/2009 3/2/2009

Event Information:

Event Date (B3): 1/1/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):
ESSURE WAS PLACED WITHOUT COMPLICATION. THE PATIENT FOLLOWED UP WITH HER 3 MONTH HSG, WHICH WAS READ BY RADIOLOGY AS BILATERAL
TUBAL OCCLUSION. THE PATIENT ENDED UP WITH AN ECTOPIC PREGNANCY AND WAS TREATED WITH METHOTREXATE. THE PATIENT THEN UNDERWENT AN

UNCOMPLICATED LAPAROSCOPIC TUBAL LIGATION AT WHICH POINT THE RIGHT ESSURE DEVICE APPEARED TO BE JUST UNDER THE SEROSA. THE HSG WAS
REVIEWED AND IT WAS ORIGINALLY MISREAD AND ACTUALLY DOES SHOW UNILATERAL SPILL. DATES OF USE: 2007 - EARLY 2009. DIAGNOSIS: MULTIPARTY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00008 CONCEPTUS, INC. 2/27/2009 8/26/2009

Event Information:

Event Date (B3): 1/29/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: PO
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNK

Implant Date (E6): 9/1/2008

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

FOUR MONTHS FOLLOWING ESSURE MICRO-INSERT PLACEMENT, PATIENT REPORTED PAIN. PATIENT HAD DEVELOPED ABSCESS (INFECTION) IN ONE
FALLOPIAN TUBE NEAR THE MICRO-INSERT. PATIENT UNDERWENT LAPARASCOPIC PROCEDURE TO DRAIN ABSCESS AND WAS GIVEN ANTIBIOTICS.
FOLLOWING TREATMENT, PATIENT'S INFECTION RESOLVED AND PATIENT WAS IN GOOD CONDITION. A PELVIC ULTRASOUND WAS NORMAL. A FOLLOW-UP
PELVIC X-RAY SHOWED THAT THE TWO MICRO-INSERTS REMAINED PROPERLY PLACED FOLLOWING TREATMENT; THE PATIENT WILL CONTINUE TO RELY ON
THEM FOR CONTRACEPTION. ACCORDING TO THE ESSURE INSTRUCTIONS FOR USE, ADNEXAL INFECTION/SALPINGITIS IS A POTENTIAL ADVERSE EVENT THAT

MAY BE RELATED TO THE ESSURE PROCEDURE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00009 CONCEPTUS, INC. 2/27/2009 9/3/2009

Event Information:

Event Date (B3): 1/27/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 2/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 1/27/2009

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
TWO YEARS FOLLOWING CONCOMITANT ABLATION AND ESSURE MICRO-INSERT PLACEMENT, PATIENT REPORTED BILATERAL PELVIC PAIN. PATIENT
UNDERWENT HYSTERECTOMY AND PATHOLOGY REVEALED ACUTE ENDOMETRITIS, ACUTE AND CHRONIC SUPERFICIAL MYOMETRITIS, AND SALPINGITIS.
PATIENT DIAGNOSED WITH ADENOMYOSIS. PATIENT IS DOING WELL POST-OPERATIVELY. PHYSICIAN FELT THE PAIN WAS RELATED TO THE ADENOMYOSIS AND
NOT THE ESSURE MICROINSERTS.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010190 3/4/2009 5/13/2009

Event Information:

Event Date (B3): 2/25/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 9/30/2009

Device Type (E2): ESSURE COILS FOR TUBAL STERILIZATION Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

CONFIRMED UTERINE PREGNANCY -VIA ULTRASOUND AND BLOODWORK- AFTER HAVING THE ESSURE DEVICES INSERTED IN BOTH FALLOPIAN TUBES BACK IN
2007. DOSE OR AMOUNT: 2.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010282 CONCEPTUS INCORPORATED 3/11/2009 5/14/2009

Event Information:

Event Date (B3): 2/26/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): PERMANENT BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 627433

Event Description (B5):
DEVICE DIDN'T FUNCTION CORRECTLY WHEN USED DURING PROCEDURE. FOLLOWED UP WITH REP IN REGARDS TO FAULTY DEVICE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010444 CONCEPTUS 3/21/2009 4/27/2009

Event Information:

Event Date (B3): 3/10/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 3/10/2009

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

ESSURE VIA HYSTEROSCOPY. MINOR SEDATION, NUMBING. DOCTOR HAD SEVERAL PROBLEMS INSERTING IN THE LEFT TUBE. ONE OF THE INSERTION DEVICES
BENT ON INSERTION. DR HAD TO USE ANOTHER. A 15 MINUTE PROCEDURE TOOK WELL OVER AN HOUR. | WAS IN EXCRUCIATING PAIN, AND HAVE SINCE BEEN
BLEEDING NONSTOP FOR 11 DAYS, WITH PINCHING PAIN ON THE LEFT SIDE. THE PAIN | FELT DURING THIS PROCEDURE IS NOT ONE ANY PERSON SHOULD
FEEL. IT WAS DEFINITELY A NECESSARY ANESTHESIA PROCEDURE, PERHAPS DUE TO THE DR NOT ABLE TO FULLY SEE THE LEFT TUBE, AND FORCING THE DEVICE
REPEATEDLY. | BELIEVE MORE THAN HALF THE COIL IS HANGING OUT, DUE TO THE EXCESSIVE BLEEDING AND CLOTS BEING PASSED. | CALLED DR'S OFFICE TO
EXPLAIN THE PROBLEMS, AND WAS ADVISED TO GO TO E.R. IF ANYTHING SERIOUS AROSE. | SERIOUSLY FELT LIKE A LIVE DEER BEING FIELD DRESSED DURING
THE PROCEDURE. NOT SURE WHAT CONSTITUTES GOING TO THE E.R., AS | CANNOT AFFORD TO SIT FOR HOURS ON END. | CAN SIT AT HOME AND BE
MISERABLE AND BLOW CLOTS ALL DAY LONG. THIS PRODUCT/PROCEDURE NEEDS MUCH MORE TESTING, OR THE MD'S NEED MORE TRAINING IN THE
IMPLANTATION OF THIS DEVICE. | AM NOT THE ONLY ONE. DATE OF USE: 20089.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010450 CONCEPTUS INCORPORATED 3/23/2009 5/14/2009

Event Information:

Event Date (B3): 3/4/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE BIRTH CONTROL SYSTEM Implant Date (E6): 3/4/2009

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 626000

Event Description (B5):
ESSURE INSTRUMENT FAILED TO DEPLOY PROPERLY DURING PROCEDURE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00011 CONCEPTUS, INC. 3/24/2009 10/5/2009

Event Information:

Event Date (B3): 2/27/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305-R1

Catalog # (E4):

Lot #(E4): UNK

Implant Date (E6): 1/29/2009

Explant Date (E7): 3/18/2009

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTED PT COMPLAINT OF PAIN 4 WKS POST PROCEDURE. ESSURE PLACED IN LEFT TUBE IN 209, THEN THE PT RETURNED FOR SECOND
PLACEMENT ONE WK LATER. PT HAS HAD WORSENING LEFT SIDE PAIN SINCE PLACEMENT AND SPOTTING. ULTRASOUND SHOWS THE RIGHT MICRO-INSERT
APPEARS PROPERLY PLACED, BUT THE LEFT APPEARS "COILED UP". LAPAROSCOPY PERFORMED APPROX 1 1/2 MONTHS LATER. ON THE DAY OF LAPAROSCOPY,
PT COMPLAINED OF RIGHT SIDED PAIN AND REQUESTED BOTH MICRO-INSERTS OUT. DURING LAPAROSCOPIC PROCEDURE, PHYSICIAN CHECKED THE
PLACEMENT OF THE DEVICES AND THEY APPEARED TO BE IN THE RIGHT LOCATION. PHYSICIAN REMOVED BOTH MICRO-INSERTS VIA LAPAROSCOPY THEN
PERFORMED BILATERAL TUBAL LIGATION. PT'S PAIN HAS RESOLVED SINCE MICRO-INSERT REMOVAL; PHYSICIAN STATES THAT NO DEFINITIVE CAUSE COULD
BE FOUND FOR THE PT'S PAIN, BUT PT'S PAIN MAY HAVE BEEN RELATED TO HER "PERCEPTION" OF HAVING AN IMPLANT.

Manufacturer Narrative (H10):

Publically Releasable

Page 1 Date Last Updated: 2/9/2016 5:03 PM
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00010 CONCEPTUS, INC. 3/24/2009 2/5/2010

Event Information:

Event Date (B3): 6/23/2005 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4):

Catalog # (E4):

Lot #(E4):

Implant Date (E6): 6/20/2005

Explant Date (E7): 6/28/2005

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTED AN ESSURE PT WHO COMPLAINED OF SEVERE BACK AND PELVIC PAIN AND AN INABILITY TO WALK EIGHT DAYS POST-PROCEDURE. THE
PT SAID SHE IS ALLERGIC TO INEXPENSIVE JEWELRY AND THE PHYSICIAN WAS INTERESTED IN KNOWING IF THIS WAS AN ALLERGIC REACTION TO NICKEL.
PHYSICIAN BELIEVED PT'S SYMPTOMS WERE RELATED TO A NICKEL ALLERGY AND THE ESSURE MICRO-INSERTS WERE REMOVED TO ADDRESS THE PT'S
SYMPTOMS. A RETROSPECTIVE EVAL OF THE ADVERSE EVENT DATA FROM THE PHASE Il AND PIVOTAL TRIAL WAS PERFORMED TO DETERMINE IF POTENTIAL
CORROSION OF THE ESSURE MICRO-INSERT MAY HAVE RELEASED ADVERSE QUANTITIES OF NICKEL IONS. THE EVAL OF CLINICAL ADVERSE EVENT DATA
FOUND NO EVIDENCE OF NICKEL ALLERGY IN 650 WOMEN FOLLOWED FOR 3 TO 27 MONTHS. THERE WERE NO CHRONIC REPORTS OF SKIN RASH OR ITCHING.

Manufacturer Narrative (H10):

THIS MDR IS BEING SUBMITTED AFTER AN INTERNAL AUDIT FOUND IT HAD INADVERTENTLY NOT BEEN PREVIOUSLY FILED.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00012 CONCEPTUS, INC. 3/24/2009 2/5/2010

Event Information:

Event Date (B3): 3/6/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNK

Implant Date (E6): 12/1/2008

Explant Date (E7): 3/6/2009

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

THREE MONTHS FOLLOWING ESSURE PLACEMENT, HSG SHOWED A POSSIBLE PERFORATION OF ONE MICRO-INSERT. THE PT EXPERIENCED PAIN SINCE THE
PROCEDURE. SHE REQUESTED MICRO-INSERT REMOVAL AND LAPAROSCOPIC TUBAL LIGATION. SURGERY ON (B) (6) 2009 WENT FINE AS REPORTED BY
PHYSICIAN. PHYSICIAN WAS ABLE TO REMOVE THE PERFORATED MICRO-INSERT FROM THE UTERUS INTACT. BILATERAL TUBAL LIGATION ALSO PERFORMED.
PHYSICIAN STATES IN HER OPINION, "NO WAY THE ESSURE MICRO-INSERT COULD BE CAUSING THE PAIN". PT REPORTS DOING WELL POST-OPERATIVELY, BUT

HAS THE SAME PELVIC PAIN.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010501 NA 3/27/2009 4/8/2009

Event Information:

Event Date (B3): 3/26/2007 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE PERMANENT BIRTH CONTROL Implant Date (E6):

Device Type (E2): ESSURE PERMANENT BIRTH CONTROL
Model # (E4):

Catalog # (E4):

Lot #(E4): 626910

Explant Date (E7):
Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

| HAD ESSURE PERMANENT BIRTH CONTROL INSTALLED - PASSED THE DYE TEST 3 MONTHS AFTER AND NOW, 5MOS LATER, | AM PREGNANT - 8 WEEKS
PREGNANT. DATES OF USE: 2008 - 2009. DIAGNOSIS OR REASON FOR USE: MISSED MENSTRUAL CYCLE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00014 CONCEPTUS, INC. 3/31/2009 9/22/2009

Event Information:

Event Date (B3): 11/1/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/1/2008

Device Type (E2): KNH DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED PT COMPLAINT OF DAILY BLEEDING BEGINNING ON THE DAY FOLLOWING HER ESSURE PROCEDURE (2008). THE PT HAD NO HISTORY OF
BLEEDING PRIOR TO THE ESSURE PROCEDURE; NO MEDICATIONS WERE CHANGED FOLLOWING THE ESSURE PROCEDURE. [IN ORDER TO TREAT THE

BLEEDING], PHYSICIAN PERFORMED AN ENDOMETRIAL ABLATION IN 2009. PT HAD NOT FOLLOWED UP WITH THE PHYSICIAN'S OFFICE, SO IT IS UNK WHETHER
PT'S SYMPTOMS HAVE RESOLVED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00013 CONCEPTUS, INC. 3/31/2009 2/12/2010

Event Information:

Event Date (B3): 2/20/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 2/20/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
ECTOPIC PREGNANCY. PHYSICIAN REPORTED PT WITH ECTOPIC PREGNANCY (DATE OF REPORTED PREGNANCY (B) (6) 2008) 14 MONTHS FOLLOWING THE
ESSURE PROCEDURE (DATE OF PROCEDURE (B) (6) 2007). HSG ((B) (6) 2008) REPORTED THAT MICRO-INSERTS APPEARED PROPERLY PLACED AND THAT

OCCLUSION WAS DEMONSTRATED. CONCEPTUS HAS NOT REVIEWED HSG FILMS. THE PREGNANCY WAS DISCONTINUED IN (B) (6) 2008 AND A HYSTERECTOMY
WAS PERFORMED ON (B) (6) 2009. DURING THE HYSTERECTOMY, IT WAS NOTED THAT THE MICRO-INSERT WAS NO LONGER IN THE PROPER LOCATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS INCORPORATED 4/7/2009 4/21/2009

Event Information:

Event Date (B3): 3/17/2009 Report Date (B4): 4/7/2009 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): 627754

Event Description (B5):

THE TIP WOULD NOT COME OFF OF HANDPIECE AND WIRE- HAD TO UNSCREW BUT STILL DIFFICULT. FINALLY, THE WIRE WAS CUT, AND A HYSTEROSCOPIC
FORCEP RETRIEVED THE PIECE NEAR END THAT FINALLY CAME APART. STAFF REPORT OTHER DIFFICULTIES WITH THIS PRODUCT BUT NO DETAILS.

MANUFACTURER RESPONSE FOR PERMANENT BIRTH CONTROL, ESSURE

NOTIFIED 4/8/09. RECEIVED RETURN NUMBER SO DEVICE CAN BE RETURNED FOR EVALUATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010651 CONCEPTUS 4/7/2009 4/22/2009

Event Information:

Event Date (B3): 2/13/2004 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESS205 Implant Date (E6):

Device Type (E2): TUBAL OCCLUSION Explant Date (E7):

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): ESSURE Date Device Returned to Mfr (C3):

Lot #(E4): 12245206

Event Description (B5):

PT SCHEDULED FOR BILATERAL ESSURE TUBAL OCCLUSION, ENDOMETRIAL BALLOON ABLATION, AND HYSTEROSCOPY AND LAPAROSCOPIC
CHOLECYSTECTOMY. FIRST DR DID HIS PROCEDURES, AND THEN THE SCOPE WAS INSERTED INTO THE ABDOMEN FOR THE LAPAROSCOPIC GALLBLADDER.
SECOND DR TOOK A LOOK AT THE UTERUS, AND THE ESSURE SPRINGS -COILS- WERE PROTRUDING OUT OF THE UTERUS. FIRST DR WAS CALLED BACK INTO
THE ROOM. HE REMOVED THE ESSURE SPRINGS AND APPLIED FALOPE RINGS BILATERALLY. SECOND DR PROCEEDED ON WITH THE LAPAROSCOPIC
GALLBLADDER WITHOUT INCIDENT. PT AND PT'S FAMILY MEMBER WERE INFORMED OF ALL PROCEDURES IN THE RECOVERY ROOM AFTER PT WAS AWAKE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5010652 CONCEPTUS 4/7/2009 5/11/2009

Event Information:

Event Date (B3): 12/5/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE COIL Implant Date (E6): 12/5/2008

Device Type (E2): CONTRACEPTIVE COIL, ESS 305 Explant Date (E7): 3/2/2009

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 626978; 626975

Event Description (B5):
| HAD ESSURE IMPLANTS PLACED IN 2008. | EXPERIENCED CONSTANT PAIN IN MY PELVIC AREA ON THE RIGHT SIDE. PREVENTING ME FROM SITTING
COMFORTABLY FOR LONG PERIODS OF TIME, BENDING OVER, STRETCHING, OR LIFTING HEAVY OBJECTS. MY DOCTOR PUT ME ON MUSCLE RELAXANTS AND

PAIN MEDICATION, TO NO AVAIL. SHE SURGICALLY REMOVED THE DEVICES, ALONG WITH SECTIONS OF MY FALLOPIAN TUBES IN 2009. DATES OF USE: 2008 -
2009. EVENT ABATED AFTER USE STOPPED: YES.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INCORPORATED 4/13/2009 4/28/2009

Event Information:

Event Date (B3): 4/10/2009 Report Date (B4): 4/13/2009 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): Y
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): *

Event Description (B5):

DURING STERILIZATION PROCEDURE, PHYSICIAN FIRED THE ESSURE PERMANENT BIRTH CONTROL DEVICE, AND DID NOT SEE THE COILS COME OUT AS USUAL.
THE COILS WERE NOT IN THE ESSURE PERMANENT BIRTH CONTROL DEVICE WHEN IT WAS REMOVED. COILS WERE NOT FOUND IN PATIENT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: INVALID DATA
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 4/20/2009 5/19/2009

Event Information:

Event Date (B3): 1/16/2009 Report Date (B4): 4/20/2009 Event Report Type (H1): INVALID DATA Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE SYSTEM Implant Date (E6):

Device Type (E2): PERMANENT STERILIZATION SYSTEM Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 628434

Event Description (B5):

THE PATIENT'S INITAL PROCEDURE WAS PERFORMED SEVERAL MONTHS AGO. DURING THIS PROCEDURE, PRIOR TO ATTEMPTED PLACEMENT OF THE ESSURE
DEVICE, A 2CM ENDOMETRIAL FIBROID WAS DETACHED VIA CAUTERY; HOWEVER WAS VERY DIFFICULT TO REMOVE. SEVERAL ATTEMPTS WERE MADE TO
REMOVE THE FIBROID WITHOUT SUCCESS AND THE DECISION WAS MADE TO LEAVE IT IN SITU. ESSURE PLACEMENT WAS THEN ATTEMPTED. DIFFICULT
VISUALIZATION WAS REPORTED ON THE RIGHT SIDE AS THE TUBAL OSTIUM WAS SOMEWHAT OCCLUDED BY ENDOMETRIAL TISSUE AND ON THE LEFT SIDE, IT
WAS OCCLUDED BY AREA OF DISSECTION OF THE PREVIOUS FIBROID. THE PATIENT RETURNED TO SURGERY 3 DAYS LATER FOR ABDOMINAL PAIN. DURING
DIAGNOSTIC LAPAROSCOPY, THE ESSURE SPRING WAS IDENTIFIED PARTIALLY IMBEDDED IN THE PATIENT'S BOWEL. THE PHYSICIAN SUCCESSFULLY REMOVED
THE SPRING AND THE PATIENT TOLERATED THE PROCEDURE WELL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00015 CONCEPTUS, INC. 4/21/2009 3/3/2010

Event Information:

Event Date (B3): 2/22/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 2/20/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628432

Event Description (B5):

BOTH PHYSICIAN AND PT REPORTED THIS EVENT TO CONCEPTUS. PHYSICIAN REPORTS THAT A PT DEVELOPED A RASH AND ITCHING SHORTLY AFTER THE
ESSURE PROCEDURE - ABOUT 2-3 DAYS. PT WAS ASKED SEVERAL TIMES REGARDING ANY ALLERGIES SHE MAY HAVE, ESPECIALLY METAL ALLERGIES, WHICH
SHE DENIED. AFTER SEVERAL WEEKS THE PT REMEMBERED THAT SHE COULD NOT WEAR "CHEAP JEWELERY" AS A CHILD AND REPORTED THIS TO THE
PHYSICIAN. THE PT WAS REFERRED TO AN ALLERGIST WHERE A FORMAL NICKEL ALLERGY TEST WAS PERFORMED, WHICH RETURNED A POSITIVE ALLERGY TO
NICKEL. UPON LEARNING THE RESULTS, PATIENT REQUESTED REMOVAL, WHICH WAS PERFORMED VIA HYSTERECTOMY. PT'S SYMPTOMS RESOLVED
FOLLOWING SURGERY. PHYSICIAN IS UNSURE WHETHER NICKEL ALLERGY TO MICRO-INSERTS CAUSED PT'S SYMPTOMS, BUT HE COULD NOT IDENTIFY ANY
OTHER REASONS FOR HER SYMPTOMS.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00016 CONCEPTUS, INC. 4/21/2009 3/3/2010

Event Information:

Event Date (B3): 1/1/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTS THAT A PATIENT HAS PRESENTED WITH A PREGNANCY. THE ESSURE MICRO-INSERTS WERE IMPLANTED IN THE PT IN 2007. THE PT
FOLLOWED UP WITH HER 3-MONTH HSG WHICH WAS READ BY RADIOLOGY AS "BILATERAL TUBAL OCCLUSION." BECAUSE IT WAS AN ECTOPIC PREGNANCY,

THE PREGNANCY WAS TERMINATED. PT THEN UNDERWENT AN UNCOMPLICATED TUBAL LIGATION AT WHICH POINT THE RIGHT ESSURE DEVICE APPEARED TO
BE JUST UNDER THE SEROSA. THE HSG WAS REVIEWED AND IT WAS ORIGINALLY MISREAD AND ACTUALLY DOES SHOW UNILATERAL SPILL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00017 CONCEPTUS, INC. 4/29/2009 9/3/2009

Event Information:

Event Date (B3): 4/9/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNK

Implant Date (E6): 4/28/2008

Explant Date (E7):

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTS THAT ONE OF HER PATIENTS REPORTED A PREGNANCY 12 MONTHS FOLLOWING ESSURE MICRO-INSERT IMPLANTATION. BECAUSE IT
WAS AN ECTOPIC PREGNANCY, THE PREGNANCY WAS TERMINATED. A REVIEW OF THE 3-MONTH HSG FILMS SHOWS THAT THE LEFT DEVICE WAS NOT
SATISFACTORILY PLACED ACCORDING TO THE ESSURE CONFIRMATION TEST INSTRUCTIONS.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011040 5/7/2009 5/18/2009

Event Information:

Event Date (B3): 4/21/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 4/21/2009
Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6):
Catalog # (E4): Date Device Returned to Mfr (C3):
Lot #(E4):

Event Description (B5):

DURING THE ESSURE APPLICATION - | EXPERIENCED SEVERE PAIN AND CRAMPING. THE PROCEDURE WAS EXPLAINED TO BE A SIMPLE 13 MINUTE-APPROX-
PROCEDURE.  WAS IN THE OFFICE OVER AN HOUR AND EXPERIENCED EXTREME PAIN AND WAS GIVEN 2 DOSES OF PAIN MEDICINE, STILL PAIN WAS
EXCRUCIATING. THE PROCEDURE WAS NOT COMPLETED DUE TO THE SHOCK | WAS GOING THROUGH. ONLY ONE SIDE WAS COMPLETED AND THE DOCTOR
HAS ADVISED ME TO TRY HOSPITALIZATION TO COMPLETE THE OTHER SIDE WHICH | AM TERRIFIED TO ATTEMPT NOW. THIS WAS AN IN OFFICE PROCEDURE
THAT WENT TERRIBLY WRONG. AFTER 2 WEEKS, | AM STILL IN DISCOMFORT BUT HAVE BEEN GIVEN PAIN MEDICATION THAT HELPS THE PAIN. | AM CURIOUS
IF OTHERS HAVE HAD THIS HAPPEN AND IS STILL REALLY A SAFE PRODUCT. DOSE: 1 APPLICATION. DATES OF USE: 2009. DIAGNOSIS: BIRTH CONTROL. EVENT
ABATED AFTER USE STOPPED: NO.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00018 CONCEPTUS, INC. 5/8/2009 9/22/2009

Event Information:

Event Date (B3): 7/3/2008 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):
PATIENT REPORTED THAT DURING AN IMPLANTATION PROCEDURE FOR THE ESSURE MICRO-INSERTS THE PHYSICIAN WAS UNABLE TO DETACH THE DELIVERY
WIRE FROM THE MICRO-INSERT. THE PATIENT WAS TAKEN TO A HOSPITAL WHERE GENERAL SURGERY WAS PERFORMED IN ORDER TO REMOVE THE MICRO-
INSERTS.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
AR FILE RESULTED IN A CHANGE IN THE DETERMINATION OF REPORTABILITY.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00019 CONCEPTUS, INC. 5/12/2009 8/21/2010

Event Information:

Event Date (B3): 4/1/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PATIENT REPORTED CENTRAL LOW PELVIC AND VAGINAL PAIN TO HER PHYSICIAN AFTER UNCOMPLICATED ESSURE PLACEMENT. A TOTAL VAGINAL
HYSTERECTOMY AND SALPINGECTOMY WERE PERFORMED AND THE ESSURE MICRO-INSERTS WERE REMOVED. PATIENT ALSO HAS A POSSIBLE NICKEL
ALLERGY AS SHE RECALLED THAT "CHEAP JEWELRY" CAUSED HER TO BREAK OUT IN THE PAST AND SHE HAS ONLY WORN "GOOD" JEWELRY IN RECENT YEARS.
ITIS UNKNOWN WHETHER A DERMATOLOGICAL SKIN TEST WAS PERFORMED ON THE PATIENT; ADDITIONALLY, THERE IS NO INFORMATION ON WHETHER THE
PHYSICIAN BELIEVES PATIENT'S SYMPTOMS ARE RELATED TO THE REPORTED NICKEL ALLERGY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011101 CONCEPTUS 5/13/2009 5/21/2009

Event Information:

Event Date (B3): 12/31/2008 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE IMPLANT Implant Date (E6): 12/31/2008

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

UNDERWENT ESSURE PLACEMENT. PHYSICIAN STATED THAT HE HAD TROUBLES PLACING THE LEFT IMPLANT. AT THE 3 MONTH HSG, LEFT IMPLANT WAS
"APPEARS TO BE DISPLACED INFERIORLY AND MEDIALLY FROM THE LOCATION OF THIS TUBE. DOES NOT PROJECT OVER THE DISTINCT LOCATION OF THE
OPACIFIED ENDROMETRIAL CANAL, IT COULD BE WITHIN THE VAGINAL VAULT". PT SCHEDULED FOR A TUBAL LIGATION IN 2009. PT REQUESTED PHYSICIAN
REMOVE THE LEFT IMPLANT IF IT IS NOT IN THE TUBE. PHYSICIAN REPLIED THAT "IF THEY SEE THE IMPLANT THEY WILL REMOVE IT, BUT IT'S IN THE UTERUS,
WHERE IT'S SUPPOSED TO BE." PT WILL BE MORE ASSERTIVE ABOUT HAVING THE LEFT IMPLANT FOUND AND REMOVED AS WELL AND MAKING SURE
PHYSICIAN PERFORMS TUBAL LIGATION ON BOTH LEFT AND RIGHT TUBES AT TIME OF SURGERY. DATES OF USE: 2008 - 2009. DIAGNOSIS OR REASON FOR USE:
UNWANTED FERTILITY.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011184 CONCEPTUS 5/19/2009 6/1/2009

Event Information:

Event Date (B3): 5/19/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628435

Event Description (B5):

WHEN THE SURGEON WENT TO FIRE THE ESSURE, IT DEPLOYED BUT UNRAVELLED IN THE PT. THERE WAS NO HARM TO THE PT. SURGEON JUST REMOVED THE
PIECE WITH FORCEPS. THE RN GAVE UP ANOTHER ESSURE KIT AND TUBAL WAS SUCCESSFUL.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011260 CONCEPTUS INCORPORATED 5/27/2009 6/8/2009

Event Information:

Event Date (B3): 10/24/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 10/24/2008

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 626977

Event Description (B5):

| HAD ESSURE PROCEDURE DONE IN 2008. | HAVE HAD 2 XRAYS AND HSG TEST PERFORMED TO MAKE SURE THE PROCEDURE HAS WORKED. IT HAS NOT
WORKED, ONE OF THE IMPLANTS CAME OUT OF MY FALLOPIAN TUBE AND IS NOW SITTING IN MY UTERUS. MY DOCTOR WILL NOT REFUND ANY OF THE COST,
AND IS NOW WANTING ME TO HAVE MY TUBES TIED. | HAD THIS PROCEDURE DONE BECAUSE IT HAD SUCH A HIGH SUCCESS RATE AND NOW I'M OUT OF
MONEY AND IT DOESN'T EVEN WORK. WHAT'S WORSE IS NOW THERE IS A FOREIGN OBJECT FLOATING AROUND IN MY BODY, MY MONTHLY CRAMPS HAVE
GOTTEN WORSE. | HAVE NOW READ ON SEVERAL FORUMS OF WOMEN HAVING THIS SAME PROBLEMS AND WORSE. | THINK MORE NEEDS TO BE DONE TO
MAKE SURE THIS DOESN'T HAPPEN TO ANOTHER VICTIM. ALSO IN ORDER TO TAKE THESE OUT, IT INVOLVES A MAJOR SURGERY. | FEEL THIS PRODUCT IS A
DANGER TO ANYONE WHO USES IT. DATES OF USE: 2008 - 2009 - CURRENT. DIAGNOSIS OR REASON FOR USE: PERMANENT BIRTH CONTROL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00020 CONCEPTUS, INC. 5/27/2009 8/14/2009

Event Information:

Event Date (B3): 1/16/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): 628434

Explant Date (E7):
Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PHYSICIAN REPORTED A PATIENT COMPLAINT OF ABDOMINAL PAIN FOLLOWING ESSURE PROCEDURE. PRIOR TO PLACEMENT OF THE ESSURE MICRO-INSERTS,
PHYSICIAN ATTEMPTED TO REMOVE A 2 CM ENDOMETRIAL FIBROID VIA CAUTERY. SEVERAL ATTEMPTS WERE MADE TO REMOVE THE FIBROID WITHOUT
SUCCESS AND THE DECISION WAS MADE TO LEAVE IT IN SITU. ESSURE MICRO-INSERT PLACEMENT WAS THEN ATTEMPTED. DIFFICULT VISUALIZATION WAS
REPORTED FOR BOTH SIDES; RIGHT OSTIUM WAS SOMEWHAT OCCLUDED BY ENDOMETRIAL TISSUE AND LEFT OSTIUM WAS OCCLUDED BY AREA OF
ATTEMPTED FIBROID REMOVAL. SUCCESSFUL BILATERAL PLACEMENT WAS REPORTED. PATIENT RETURNED FOR A DIAGNOSTIC LAPAROSCOPY THREE DAYS
FOLLOWING THE ESSURE PROCEDURE FOR ABDOMINAL PAIN. DURING DIAGNOSTIC LAPAROSCOPY, THE ESSURE MICRO-INSERT WAS IDENTIFIED PARTIALLY
EMBEDDED IN THE PATIENT'S BOWEL. THE PHYSICIAN SUCCESSFULLY REMOVED THE MICRO-INSERT.

Manufacturer Narrative (H10):

THE ESSURE PHYSICIAN'S INSTRUCTIONS FOR USE STATES: IF TUBAL OR UTERINE PERFORATION OCCURS OR IS SUSPECTED, IMMEDIATELY DISCONTINUE THE
ESSURE DEVICE PLACEMENT PROCEDURE, AND WORK-UP THE PATIENT FOR A PERFORATION. A VERY SMALL PERCENTAGE OF WOMEN IN THE E
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00021 CONCEPTUS, INC. 6/3/2009 3/22/2011

Event Information:

Event Date (B3): 5/8/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/7/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 629142

Event Description (B5):

DURING AN ESSURE PROCEDURE, PHYSICIAN CANNULATED THE FALLOPIAN TUBE WITH THE MICRO-INSERT TIP AND ATTEMPTED TO DEPLOY AND DETACH IT.
HE HAD DIFFICULTIES WITH DEPLOYMENT, THUS, HE TRIED TO WITHDRAW THE ENTIRE DELIVERY SYSTEM BEFORE COMPLETING PLACEMENT STEPS. DURING
WITHDRAWAL OF THE DELIVERY SYSTEM, THE MICRO-INSERT FULLY DEPLOYED AND BECAME ANCHORED IN THE FALLOPIAN TUBE. PHYSICIAN TRIED TO
REMOVE THE MICRO-INSERT WITH GRASPERS, BUT THE MICRO-INSERT BROKE. PHYSICIAN SCHEDULED A FOLLOW-UP HYSTEROSCOPY AND ATTEMPTED TO
REMOVE THE MICRO-INSERT AGAIN WITH GRASPERS, BUT WAS UNABLE TO COMPLETELY REMOVE IT. MOST OF THE MICRO-INSERT WAS REMOVED,
HOWEVER, IT IS BELIEVED THAT THE BALL TIP OF THE MICRO-INSERT AND AN OUTER COIL FRAGMENT REMAIN INSIDE THE PT'S FALLOPIAN TUBE; PT HAS
REPORTED NO ISSUES AT THIS POINT. THE PT ELECTED TO HAVE A SECOND ATTEMPT AT ESSURE MICRO-INSERT PLACEMENT; DURING THE PROCEDURE, THE
PHYSICIAN DID NOT ENCOUNTER ANY RESISTANCE OR DIFFICULTY, AND THE SECOND PLACEMENT ATTEMPT WAS SUCCESSFUL.

Manufacturer Narrative (H10):
THE FOLLOWING WARNING APPEARS IN THE ESSURE INSTRUCTIONS FOR USE: WARNING: MICRO-INSERT REMOVAL SHOULD NOT BE ATTEMPTED

HYSTEROSCOPICALLY ONCE THE MICRO-INSERT HAS BEEN PLACED. THE ONLY EXCEPTION IS DURING THE ACTUAL PLACEMENT PROCEDURE WHEN REMOVAL
MAY B
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00022 CONCEPTUS, INC. 6/11/2009 6/22/2009

Event Information:

Event Date (B3): 5/15/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH- DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
DURING ESSURE PROCEDURE AND PRIOR TO IMPLANTATION ATTEMPT, A PERFORATION WAS CREATED IN THE PT'S UTERUS (POSSIBLY CAUSED BY DILATOR).
BECAUSE OF A 5300CC FLUID DEFICIT, PT WAS TAKEN TO AN OR FOR A DIAGNOSTIC LAPAROSCOPY; FLUID WAS DRAINED FROM ABDOMEN AND A TUBAL
LIGATION PERFORMED. PERFORATION WAS CAUTERIZED. PT HAD REPORTED SATISFACTORY STATUS AND IS DOING FINE FOLLOWING ADDITIONAL
TREATMENT.

Manufacturer Narrative (H10):

PRODUCT IFU WARNING: IN ORDER TO REDUCE THE RISK OF HYPERVOLEMIA, THE PROCEDURE SHOULD BE IMMEDIATELY ABORTED, IF THE FLUID DEFICIT OF
THE PHYSIOLOGIC SALINE DISTENSION MEDIUM EXCEEDS 1500CC.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00023 CONCEPTUS, INC. 6/11/2009 2/19/2010

Event Information:

Event Date (B3): 5/14/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/8/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 5/15/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED A PATIENT IMPLANTED WITH THE ESSURE BIRTH CONTROL DEVICES EXPERIENCED PELVIC PAIN RADIATING TO HER LOWER BACK AND
DOWN HER LEG LESS THAN ONE WEEK FOLLOWING IMPLANTATION PROCEDURE. DOCTOR PERFORMED ULTRASOUND WHEREIN NOTHING ABNORMAL WAS
FOUND; MICRO-INSERTS APPEARED TO BE IN PROPER LOCATION. PATIENT'S PAIN WAS MANAGED WITH ORAL ANALGESICS BUT PATIENT REPORTED THAT
PAIN CONTINUED WITH INCREASING SEVERITY. PATIENT REQUESTED REMOVAL OF MICRO-INSERTS. PHYSICIAN HOSPITALIZED PATIENT, TREATED HER WITH
HYDRATION AND IV ANTIBIOTICS. CT SCAN AND CBC WERE NORMAL. A LAPAROSCOPY WAS PERFORMED TO REMOVE IMPLANTS AND TO PERFORM A TUBAL
LIGATION. PATIENT REPORTS THAT HER PAIN HAS RESOLVED FOLLOWING MICRO-INSERT REMOVAL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011590 CONCEPTUS 6/18/2009 6/24/2009

Event Information:

Event Date (B3): 6/18/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE FEMALE STERILI DEVICE X 2 Implant Date (E6):

Device Type (E2): SAME Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628318

Event Description (B5):

ESSURE STERILIZATION PROCEDURE WAS NOT SUCCESSFUL. BOTH CATHETERS APPEARED IN RETROSPECT TO HAVE BEEN LOADED INTO INTRODUCERS FRONT
FOR BACK AND BACK FOR FRONT. GOLD BANDS WERE NOTED TO BE NEAR TIP OF DEVICES AND THEY SHOULD BE ON TRAILING END OF THE DEVICE. ROUND
KNOB DOES NOT APPEAR TO BE END OF DEVICES AS IS NORMALLY SEEN. THERE WAS NO ADVERSE OUTCOME FOR PATIENT OTHER THAN PROCEDURE NOT
BEING ACCOMPLISHED. THE SUPPLIER OF THE ESSURE DEVICE HAS BEEN NOTIFIED AND THE PLAN IS TO HAVE THE CONCEPTUS REP PICK UP THE DEVICES AND
RETURN THEM TO CONSEPTUS. LOT # 628318. DATES OF USE: 2009. DIAGNOSIS OR REASON FOR USE: DESIRED STERILIZATION. EVENT ABATED AFTER USE
STOPPED OR DOSE REDUCED: #1 YES. #2 YES.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011625 CONCEPTUS INC. 6/19/2009 6/30/2009

Event Information:

Event Date (B3): 4/29/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 4/29/2009

Device Type (E2): PERMANENT BIRTH CONTROL BY CONCEPTUS Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): 619695

Event Description (B5):

ESSURE DEVICE, THE INTRODUCER BROKE OFF AFTER DEPLOYMENT.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011816 CONCEPTUS 6/24/2009 7/14/2009

Event Information:

Event Date (B3): 2/11/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 2/11/2009

Device Type (E2): NONE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628147

Event Description (B5):
ESSURE IMPLANTS IMPROPERLY INSERTED, ONE CAME OUT AND IS IN AN INCORRECT LOCATION. MUST HAVE LAPROSCOPIC SURGERY TO REMOVE INCORRECT
IMPLANT AND CORRECT PREVIOUS PROCEDURE. DIAGNOSIS OR REASON FOR USE: PREVENTION OF PREGNANCY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00025 CONCEPTUS, INC. 6/25/2009 7/31/2010

Event Information:

Event Date (B3): 3/4/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIV
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNKNOWN

Implant Date (E6): 1/22/2009

Explant Date (E7): 3/4/2009

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PATIENT UNDERWENT NOVASURE AND ESSURE PROCEDURES CONCOMITANTLY ON (B)(6) 2009. PATIENT PRESENTED ONE MONTH POST NOVASURE AND
ESSURE PROCEDURES WITH CRAMPING. PATIENT WAS TREATED WITH MOTRIN. PATIENT VISITED ER APPROXIMATELY 2 WEEKS LATER WITH PELVIC PAIN. A CT
SCAN REVEALED THAT THE ESSURE INSERT ON THE LEFT SIDE HAD BEEN EXPELLED INTO THE UTERUS. ON (B)(6) 2009 PATIENT HAD LAPAROSCOPIC SURGERY
TO REMOVE BOTH ESSURE MICRO-INSERTS; A TUBAL LIGATION WAS ALSO PERFORMED. ONE OF THE ESSURE MICRO-INSERTS (RIGHT SIDE) WAS FOUND

EMBEDDED IN THE BOWEL AND REMOVED.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
AR FILE RESULTED IN A CHANGE IN THE DETERMINATION OF REPORTABILITY.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00026 CONCEPTUS, INC. 6/25/2009 7/31/2010

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):
PATIENT HAD ESSURE PROCEDURE PERFORMED WHICH RESULTED IN BILATERAL PLACEMENT OF ESSURE MICRO-INSERTS. A HYSTEROSALPINGOGRAM WAS
PERFORMED (DATE UNKNOWN) WHICH SHOWED AN OBVIOUS PERFORATED RIGHT DEVICE (DEVICE IN LEFT UPPER ABDOMEN) WITH ONE OF THE PROXIMAL
BANDS DETACHED AND PROBABLY EMBEDDED IN THE UTERUS WITH A VERY PATENT RIGHT TUBE. DOCTOR PERFORMED AN ADDITIONAL PROCEDURE TO
REMOVE THE PERFORATED MICRO-INSERT AND COMPLETED A LAPAROSCOPIC TUBAL LIGATION ON THE RIGHT FALLOPIAN TUBE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00027 CONCEPTUS, INC. 6/29/2009 3/21/2011

Event Information:

Event Date (B3): 6/3/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/18/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 6/3/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 627295

Event Description (B5):
PT HAD ESSURE PROCEDURE PERFORMED ON (B)(6) 2008 WITH BILATERAL PLACEMENT AND NO PROBLEMS NOTED DURING PLACEMENT PROCEDURE. PT
PRESENTED POST ESSURE PROCEDURE WITH ABDOMINAL PAIN THAT PERSISTED FOR 8 MONTHS. RIGHT FALLOPIAN TUBE WAS PERFORATED. PHYSICIAN
REMOVED MICRO-INSERT AND PERFORMED TUBAL LIGATION ON RIGHT SIDE. PHYSICIAN'S OPINION IS THAT THE ESSURE MICRO-INSERT WAS DIRECTLY
RELATED TO THE PAIN THE PT WAS EXPERIENCING.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00029 CONCEPTUS, INC. 6/29/2009 3/21/2011

Event Information:

Event Date (B3): 3/2/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/5/2008

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 3/2/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PT REPORTS PELVIC PAIN AFTER HAVING THE ESSURE MICRO-INSERTS IMPLANTED ON (B)(6), 2008. PT STATES THAT SHE WAS PLACED ON PAIN MEDICATION
BY HER PHYSICIAN, HOWEVER, THE PAIN PERSISTED. THE PT'S PHYSICIAN SURGICALLY REMOVED THE ESSURE MICRO-INSERTS AS WELL AS SECTIONS OF HER
FALLOPIAN TUBES ON (B)(6), 2009. PT REPORTS THAT HER PAIN ABATED AFTER REMOVAL OF ESSURE MICRO-INSERTS.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00028 CONCEPTUS, INC. 6/29/2009 3/22/2011

Event Information:

Event Date (B3): 6/1/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 6/1/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 632032

Event Description (B5):

DURING AN ESSURE PROCEDURE, THE PHYSICIAN PERFORATED THE PT'S UTERUS WITH A HYSTEROSCOPE; PT'S BOWELS WERE VISIBLE. PHYSICIAN WAS ASKED
TO DISCONTINUE PROCEDURE BY COMPANY REPRESENTATIVE IN ATTENDANCE WHEN FLUID DEFICIT OF PHYSIOLOGIC SALINE USED FOR DISTENSION WAS
GREATER THAN RECOMMENDED BY PRODUCT INSTRUCTIONS FOR USE. PHYSICIAN CONTINUED, PLACING RIGHT SIDE MICRO-INSERT. PHYSICIAN WAS AGAIN
ASKED TO DISCONTINUE PROCEDURE AS FLUID DEFICIT OF DISTENSION MEDIUM REACHED 3100CC. PHYSICIAN DISCONTINUED ESSURE PROCEDURE AND
PERFORMED A LAPAROSCOPIC TUBAL LIGATION ON THE LEFT SIDE, DRAINED FLUID FROM PT'S ABDOMEN (3100CC REMOVED), AND CAUTERIZED UTERINE
PERFORATION. UPON COMPLETION, FLUID DEFICIT WAS ZERO. PHYSICIAN REMARKED THAT SHE DID NOT OBSERVE DAMAGE TO PT'S BOWEL.

Manufacturer Narrative (H10):

SECTION VI OF THE IFU STATES: IN ORDER TO REDUCE THE RISK OF HYPERVOLEMIA, THE PROCEDURE SHOULD BE IMMEDIATELY ABORTED IF THE FLUID
DEFICIT OF THE PHYSIOLOGIC SALINE DISTENSION MEDIUM EXCEEDS 1500CC.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5011898 CONCEPTUS 7/9/2009 7/20/2009

Event Information:

Event Date (B3): 6/3/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 6/3/2008

Device Type (E2): NONE Explant Date (E7): 5/13/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 626211

Event Description (B5):

THE PT UNDERWENT ROUTINE HYSTEROSCOPIC PLACEMENT OF BILATERAL ESSURE DEVICES. HER POST OPERATIVE HYSTEROSALPINGOGRAM IN 2008
SHOWED BILATERAL TUBAL OCCLUSION. SHE PRESENTED WITH AN INTRAUTERINE PREGNANCY IN 2009. THE PT UNDERWENT ELECTIVE PREGNANCY
TERMINATION BECAUSE OF THE HIGH-RISK NATURE OF HER PREVIOUS PREGNANCIES. SHE WAS TAKEN TO SURGERY SIX DAYS EARLIER, AND IT WAS
DISCOVERED THAT THE DISTAL RIGHT ESSURE DEVICES HAD PERFORATED THROUGH THE PROXIMAL ISTHMIC PORTION OF THE RIGHT FALLOPIAN TUBE.
DIAGNOSIS OR REASON FOR USE: VOLUNTARY PERMANENT STERILIZATION.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00030 CONCEPTUS, INC. 7/9/2009 3/27/2010

Event Information:

Event Date (B3): 6/11/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/21/2009

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 6/11/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PT REPORTED PELVIC PAIN ONE WEEK FOLLOWING ESSURE MICRO-INSERT IMPLANTATION. THE PT'S PHYSICIAN PERFORMED A FLAT PLATE X-RAY AND IT WAS
OBSERVED THAT THE INSERT ON THE PT'S RIGHT SIDE APPEARED TO BE PLACED SATISFACTORILY; INSERT ON PT'S LEFT SIDE APPEARED TO BE PLACED
PROXIMALLY AND WAS DESCRIBED AS "TWISTED IN A BALL." A BILATERAL LAPAROSCOPIC TUBAL LIGATION WAS PERFORMED AND THE RIGHT SIDE MICRO-
INSERT WAS REMOVED. THE LEFT SIDE MICRO-INSERT WAS REMOVED HYSTEROSCOPICALLY. THE PHYSICIAN COULD NOT FIND ANY EVIDENCE OF WHAT THE
SOURCE WAS OF PT'S PAIN. PT'S PAIN RESOLVED COMPLETELY FOLLOWING DEVICE REMOVAL. THE PHYSICIAN DOES NOT KNOW IF THE ESSURE MICRO-
INSERTS WERE DIRECTLY RELATED TO THE PAIN THAT THE PT EXPERIENCED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00031 CONCEPTUS, INC. 7/9/2009 3/27/2010

Event Information:

Event Date (B3): 12/15/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: N

Brand Name (E1): ESSURE Implant Date (E6): 2/15/2008
Device Type (E2): KNH DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6):
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PT REPORTS CONTINUOUS NAUSEA SINCE SHE UNDERWENT THE ESSURE PROCEDURE ON (B) (6) 2008. PT HAD A NICKEL ALLERGY TEST PERFORMED BY AN
ALLERGIST AND RESULT WAS POSITIVE FOR NICKEL ALLERGY. ALLERGIST STATES THAT HE/SHE BELIEVES PT'S NAUSEA IS A SYSTEMIC REACTION TO THE NICKEL
CONTAINED IN THE ESSURE MICRO-INSERT AND WILL NEED TO TAKE PREDNISONE INDEFINITELY OR HAVE MICRO-INSERTS REMOVED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 7/12/2009 7/23/2009

Event Information:

Event Date (B3): 6/11/2009 Report Date (B4): 7/12/2009 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT
Model # (E4): *

Catalog # (E4): ESS305

Lot #(E4): 638494; 637215

Explant Date (E7):
Device Available for Evaluation (C6): R
Date Device Returned to Mfr (C3): 6/12/2009

Event Description (B5):

ON FIRST ATTEMPT TO PLACE THE ESSURE ON THE PATIENT'S RIGHT SIDE, DR. EXPERIENCED A "FAILURE TO DEPLOY" (REF #ESS305, LOT# 637215). THERE WAS
A SECOND ATTEMPT TO PLACE AN ESSURE WITH A DIFFERENT LOT# BY DR. (REF # ESS305, LOT # 638494). SHE EXPERIENCED "SUBSEQUENT DIFFICULTY WITH
VISUALIZATION ONCE LOCATED-NEXT ESSURE DIDN'T EXPAND." THE PROCEDURE WAS ABORTED WITH A HYSTEROSCOPIC TIME OF 40 MIN. BOTH SETS OF
ESSURE DEVICES WITH PACKAGING WERE TO RETURN TO THE COMPANY.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00052 CONCEPTUS, INC. 7/16/2009 6/7/2010

Event Information:

Event Date (B3): 8/12/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/31/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED AN ECTOPIC PREGNANCY FOR A PATIENT THAT HE IMPLANTED WITH THE ESSURE MICRO-INSERTS ON (B)(6) 2009. ON (B)(6) 2009, THE
PATIENT PRESENTED IN THE ER WITH PAIN; ECTOPIC PREGNANCY DIAGNOSED. A SALPINGECTOMY WAS PERFORMED (DATE UNKNOWN) AND PREGNANCY
TERMINATED; PATIENT IS DOING WELL FOLLOWING THE PROCEDURE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00048 CONCEPTUS, INC. 7/16/2009 8/21/2010

Event Information:

Event Date (B3): 8/18/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 3/16/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 8/18/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED THAT ONE OF HER PTS EXPERIENCED LOWER EXTREMITY SWELLING OF ONE LEG FOLLOWING THE IMPLANTATION OF ESSURE MICRO-
INSERTS. THE PT WAS REFERRED TO AN ALLERGIST; NICKEL ALLERGY WAS CONFIRMED BY THE ALLERGIST. THE ESSURE MICRO-INSERTS WERE REMOVED FROM
THE PT AND THE PT'S SWELLING HAS RESOLVED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00024 CONCEPTUS, INC. 7/17/2009 8/21/2010

Event Information:

Event Date (B3): 2/25/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE,OCCLUSION,TUBAL,CONTRACEPTIVE
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNKNOWN

Explant Date (E7):
Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

REMOVAL OF ESSURE IMPLANTS DUE TO PELVIC PAIN. PROCEDURE INCLUDED REMOVAL OF TWO PHLEBOLITHS FROM THE UTERINE WALL. PT REPORTED TO
PHYSICIAN THAT THERE HAS BEEN COMPLETE RESOLUTION OF PAIN POST REMOVAL OF THE TWO MICRO-INSERTS.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00032 CONCEPTUS, INC. 7/17/2009 8/21/2010

Event Information:

Event Date (B3): 6/17/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE,OCCLUSION,TUBAL,CONTRACEPTIVE
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNKNOWN

Implant Date (E6): 12/3/2008

Explant Date (E7): 6/17/2009

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

PT UNDERWENT ESSURE MICRO-INSERT IMPLANTATION ON (B)(6)2008. ON (B)(6)2008, PT REPORTED TO HER PHYSICIAN THAT SHE HAD BEEN EXPERIENCING
CONSTANT PELVIC PAIN SINCE THE ESSURE MICRO-INSERTS WERE IMPLANTED. ON (B)(6)2009, THE MICRO-INSERTS WERE SURGICALLY REMOVED FROM THE
PT. PHYSICIAN STATED A SMALL FRAGMENT FROM ONE OF THE MICRO-INSERTS, PROBABLY LESS THAN 1/4 CM IN LENGTH, WAS SEEN IN AN HSG IMAGE; THE
FRAGMENT WAS NOT LOCATED DURING THE PROCEDURE AND MIGHT REMAIN INSIDE THE PT. PT'S PHYSICIAN BELIEVES THAT THE SOURCE OF THE PAIN WAS

DIRECTLY RELATED TO THE ESSURE MICRO-INSERTS.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012221 7/22/2009 8/12/2009

Event Information:

Event Date (B3): 3/25/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 3/25/2009

Device Type (E2): PERMANENT BIRTH CONTROL SYSTEM Explant Date (E7): 3/25/2009

Model # (E4): REF ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628144

Event Description (B5):

THE ESSURE WAS OPENED AND PLACED THROUGH THE OPERATIVE PORT OF THE HYSTEROSCOPE. THE LEFT TUBAL OSTIUM WAS EASILY CANNULATED WITH
THE ESSURE DEVICE. THE DEVICE WAS DEPLOYED PER PROTOCOL. UPON DEPLOYMENT, DEVICE GOT COMPLETELY TANGLED WITHIN ITSELF, THE COILS WERE
WRAPPED AROUND EACH OTHER AND KNOTTED AND THE DEVICE DID NOT RELEASE FROM ITS APPLICATOR APPROPRIATELY. THE KNOTTED AND COILED
DEVICE THAT WAS IN THE LEFT TUBE WAS GRASPED WITH A HYSTEROSCOPIC GRASPER AND REMOVED. NO CIRCUMSTANCES OR EVENTS KNOWN TO
ADVERSELY AFFECT DEVICE. PT UNDER CONSCIOUS SEDATION REMAINED COMPLETELY STABLE THROUGHOUT COURSE OF PROCEDURE.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00034 CONCEPTUS, INC. 7/24/2009 10/14/2009

Event Information:

Event Date (B3): 5/26/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 3/25/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
ESSURE MICRO-INSERT PLACEMENT PROCEDURE PERFORMED ON A PT IN 2008. IN 2009, PT WAS DIAGNOSED WITH AN ECTOPIC PREGNANCY.
METHOTREXATE WAS ADMINISTERED TO THE PT THE FOLLOWING DAY. PT PRESENTED WITH PAIN ON LEFT SIDE THREE DAYS LATER; A SALPINGECTOMY WAS
PERFORMED ON THE LEFT SIDE AND FILSHIE CLIPS WERE PLACED BILATERALLY. IT WAS REPORTED THAT THE PT WAS DOING WELL POST-OP.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00035 CONCEPTUS, INC. 7/24/2009 8/21/2010

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):
PT EXPERIENCED PELVIC PAIN DURING AND IMMEDIATELY FOLLOWING ESSURE MICRO-INSERT IMPLANTATION PROCEDURE (DATE OF PROCEDURE UNK) FOR 6
WEEKS. PT'S PHYSICIAN PRESCRIBED NSAIDS FOR PAIN MANAGEMENT, BUT NO ALLEVIATION OF PAIN SYMPTOMS WAS REPORTED BY THE PT. MICRO-INSERTS
WERE REMOVED (DATE UNK) LAPAROSCOPICALLY BY THE PHYSICIAN. UNK IF PAIN HAS RESOLVED FOLLOWING DEVICE REMOVAL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012108 CONCEPTUS 7/27/2009 8/4/2009

Event Information:

Event Date (B3): 7/5/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

| HAD A PROCEDURE CALLED ESSURE PLACED INSIDE MY TUBES TO PREVENT PREGNANCY IN LATE 2008. IN 2009, THE PRODUCT AND CONCEPTUS AS THE
MANUFACTURER DID NOT WORK. | AM 9 WEEKS PREGNANT. DATES OF USE: PREGNANCY, LATE 2008 - 2009. DIAGNOSIS: PREVENT PREGNANCY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00037 CONCEPTUS, INC. 8/4/2009 4/7/2010

Event Information:

Event Date (B3): 4/13/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2004

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 4/13/2007

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PATIENT HAD ESSURE MICRO-INSERTS PLACED IN 2004, AND FOR 2 YEARS EXPERIENCED INTERMITTENT LEFT LOWER QUADRANT ABDOMINAL PAIN. THE 3
MONTH HSG POST ESSURE SHOWED A PERFORATED DEVICE IN THE ABDOMINAL CAVITY. PHYSICIAN PERFORMED A BILATERAL TUBAL LIGATION BUT COULD
NOT LOCATE THE DEVICE FOR REMOVAL. SINCE THEN, SHE HAS HAD CT SCANS AND AN MRI TO IDENTIFY A CAUSE FOR THE PAIN. ONE OF THE CT SCANS
SHOWED A MICRO-INSERT TO BE WITHIN THE OMENTUM UNDER THE LEFT RIB CAGE. THE PATIENT LATER PRESENTED TO THE ER WITH SEVERE LEFT LOWER
QUADRANT PAIN, NAUSEA AND VOMITING. LAPAROSCOPY PERFORMED UNDER FLUOROSCOPY AND WAS ABLE TO LOCATE THE MICRO-INSERT AND REMOVE
IT SUCCESSFULLY. THE PATIENT STATED HER PAIN HAS RESOLVED FOLLOWING SURGERY.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00036 CONCEPTUS, INC. 8/4/2009 8/21/2010

Event Information:

Event Date (B3): 6/25/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 3/19/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 6/25/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PT HAD ESSURE MICRO-INSERTS IMPLANTED ON (B)(6)2009. TWO MONTHS LATER, PT PRESENTED WITH PELVIC PAIN. NO SIGNS OF OBVIOUS INFECTION
DURING INITIAL PT EXAMINATION. DIAGNOSTIC LAPAROSCOPY PERFORMED - FOUND INFECTION IN PT AND HAD TO OPEN UP PT ABDOMINALLY; TOTAL
ABDOMINAL HYSTERECTOMY PERFORMED AND THE MICRO-INSERTS WERE REMOVED. DOCTOR DOES NOT BELIEVE THAT ESSURE DEVICES WERE DIRECTLY
RELATED TO PT'S PAIN. PT'S PAIN CONTINUED FOLLOWING DEVICE REMOVAL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00033 CONCEPTUS, INC. 8/4/2009 3/21/2011

Event Information:

Event Date (B3): 12/19/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/19/2008

Device Type (E2): DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
WHILE UNDERGOING AN ESSURE PLACEMENT PROCEDURE, A PT SUFFERED A UTERINE PERFORATION (BELIEVED TO BE CAUSED BY THE HYSTEROSCOPE);
FLUID DEFICIT OF 5000 ML SALINE REPORTED FOR THE UNILATERAL PLACEMENT PROCEDURE. A F/U X-RAY REVEALED DISTAL PLACEMENT OF THE ESSURE
IMPLANT IN THE PERITONEAL CAVITY. A LAPAROSCOPIC TUBAL LIGATION WAS PERFORMED AND THE ESSURE MICRO-INSERT WAS REMOVED.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00038 CONCEPTUS, INC. 8/4/2009 3/21/2011

Event Information:

Event Date (B3): 12/20/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/17/2007

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 12/20/2007

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 624499

Event Description (B5):
TWO WEEKS FOLLOWING ESSURE MICRO-INSERT PLACEMENT (PROCEDURE PERFORMED ON (B)(6) 2007), THE PATIENT REPORTED PAIN. ON (B)(6) 2007 IT
WAS REPORTED THAT THE PATIENT HAD TO HAVE THE DEVICES REMOVED DUE TO HER PAIN; ONE HYSTEROSCOPICALLY AND THE OTHER LAPAROSCOPICALLY.
Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: INJURY

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS INC. 8/5/2009 8/24/2009

Event Information:

Event Date (B3): 7/14/2009 Report Date (B4): 7/28/2009 Event Report Type (H1): INJURY Event Country: US
Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): INTRAUTERINE DEVICE
Model # (E4):

Catalog # (E4):

Lot #(E4):

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

AN ESSURE IUD MIGRATED IN TWO SEPARATE PIECES INTO THE FALLOPIAN TUBE, AND THROUGH THE WALL OF THE UTERUS, TO THE OMENTUM AND BOWEL,

REQUIRING SURGERY FOR REMOVAL.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012397 CONCEPTUS INC 8/10/2009 8/19/2009

Event Information:

Event Date (B3): 1/22/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 1/22/2009

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

AFTER HAVING 5 PREGNANCIES, MY HUSBAND AND | DECIDED WE DID NOT WANT ANYMORE CHILDREN. CONSULTING WITH MY OB, SHE SUGGESTED HAVING
THE ESSURE PROCEDURE. AS A WORKING MOTHER, IT WAS BEST FOR THE LITTLE DOWN TIME. | HAD AN EXTREMELY PAINFUL EXPERIENCE. WENT IN 3
MONTHS LATER FOR CONFIRMATION TEST. THEY SAID IT WAS 100% SUCCESSFUL AND | COULD NO LONGER HAVE CHILDREN. HERE IT IS A FEW MONTHS
LATER,  WAS HAVING VERY IRREGULAR BLEEDING AND THEN ALL OF A SUDDEN NO PERIOD AT ALL. | TOOK SEVERAL HOME PREGNANCY TESTS. ALL POSITIVE, |
WAS IN SHOCK. DATES OF USE: 2009 - CURRENT. DIAGNOSIS OR REASON FOR USE: STERILIZATION.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012410 CONCEPTUS 8/11/2009 8/24/2009

Event Information:

Event Date (B3): 3/21/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 4/5/2007

Device Type (E2): NONE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):
ESSURE WAS IMPLANTED IN 2007. HSG TEST FOUND FULL BLOCKAGE OF TUBES 3 MONTHS LATER. PATIENT BECAME PREGNANT IN 2009. DATES OF USE: 2007
-- 2009. DIAGNOSIS OR REASON FOR USE: STERILIZATION.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012447 CONCEPTUS INC. 8/13/2009 8/24/2009

Event Information:

Event Date (B3): 8/11/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 8/11/2009

Device Type (E2): ESSURE SYSTEM Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 637223

Event Description (B5):

ESSURE DEVICE PREMATURELY DEPLOYED RESULTING OF IMPROPER IMPLANTATION AND RETENTION OF SMALL PORTION OF WIRE. DATES OF USE: 2009.
DIAGNOSIS: ESSURE DEVICE USED IN SURGICAL PROCEDURE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00039 CONCEPTUS, INC. 8/13/2009 8/21/2010

Event Information:

Event Date (B3): 7/14/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 7/14/2009

Model # (E4): 355305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
ESSURE MICRO-INSERT WAS REMOVED FROM A PT. THE MICRO-INSERT HAD BROKEN INTO TWO PIECES AND PERFORATED THE PT; ONE PIECE WAS FOUND
EMBEDDED IN THE PT'S BOWEL AND THE OTHER PIECE WAS FOUND ENCAPSULATED IN THE BOWEL. IT WAS REPORTED THAT THE PT IS DOING FINE
FOLLOWING REMOVAL OF THE DEVICE, AND THERE ARE NO PLANS FOR ADD'L TREATMENT FOR THE DEVICE PERFORATION.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00040 CONCEPTUS, INC. 8/20/2009 3/21/2011

Event Information:

Event Date (B3): 7/9/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 7/9/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PT REPORTED PELVIC PAIN 1-2 WEEKS FOLLOWING ESSURE MICRO-INSERT IMPLANTATION. AN X-RAY TAKEN SHOWED PROPER LOCATION OF DEVICES.
PHYSICIAN STATED THE PT HAS A NICKEL SENSITIVITY. PT ELECTED TO HAVE TOTAL HYSTERECTOMY AND MICRO-INSERTS WERE REMOVED.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00041 CONCEPTUS, INC. 8/20/2009 3/21/2011

Event Information:

Event Date (B3): 7/17/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/29/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 7/17/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PT UNDERWENT ESSURE MICRO-INSERT IMPLANTATION ON (B)(6) 2009 AT A HOSPITAL UNDER GENERAL ANESTHESIA. PT REPORTED THAT IMMEDIATELY
FOLLOWING THE ESSURE IMPLANTATION PROCEDURE, SHE HAD CRAMPING, BLEEDING, FEVER, AND CHILLS. PT REPORTED THAT SHE RETURNED TO HER
DOCTOR THAT PERFORMED THE ESSURE PROCEDURE AND WAS TOLD THAT SHE HAD AN INFECTION. PT STATED THAT ON (B)(6) 2009 SHE HAD A
SALPINGECTOMY DUE TO INFECTION AND THE ESSURE MICRO-INSERTS WERE REMOVED AS WELL. PT REPORTED ALL SYMPTOMS HAVE CEASED FOLLOWING
DEVICE REMOVAL AND SALPINGECTOMY. PT STATED SHE WAS TOLD BY HER PHYSICIAN THAT THE INFECTION WAS CAUSED BY THE ESSURE MICRO-INSERTS.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012530 8/23/2009 8/31/2009

Event Information:

Event Date (B3): 6/1/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE COILS Implant Date (E6):

Device Type (E2): NONE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):
"ESSURE COILS" ARE 45% NICKEL WHICH I'M ALLERGIC TO MY SYMPTOMS; DOUBLE CYCLES, RE-OCCURRING OVARIAN CYSTS, CHRONIC FATIGUE, SEVERE
ABDOMINAL PAIN. DEVICES REMOVED IN EARLY 2009, SUCCESS.. HOW CAN MFR USE NICKEL IN A MEDICAL IMPLANT WHEN IT'S SUCH A COMMON ALLERGY
METAL? IT TOOK SEVERAL YEARS, DOCTORS AND OF COURSE MONEY TO DIAGNOSE. OTHER WOMEN NEED TO KNOW. DEVICES INSTALLED, AND REMOVED BY
THE SAME SURGEON WHO INSTALLED AS EXPERIMENTAL SURGERY. | WAS ONE OF THE PTS TO RECEIVE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00042 CONCEPTUS, INC. 8/26/2009 8/21/2010

Event Information:

Event Date (B3): 7/20/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/16/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 7/20/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 641436

Event Description (B5):

PT UNDERWENT ESSURE MICRO-INSERT IMPLANTATION ON (B)(6)2009. ON (B)(6)2009, PT PRESENTED WITH PAIN AND BLEEDING. PT EXPERIENCED PAIN AND
BLEEDING UNTIL (B)(6)2009, AT WHICH TIME THE MICRO-INSERTS WERE REMOVED. PT'S SYMPTOMS RESOLVED FOLLOWING DEVICE REMOVAL.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00043 CONCEPTUS, INC. 8/26/2009 8/21/2010

Event Information:

Event Date (B3): 7/27/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/27/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 7/27/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 626218

Event Description (B5):

DURING AN ESSURE MICRO-INSERT IMPLANTATION PROCEDURE, A PERFORATION OCCURRED, CAUSED BY THE MICRO-INSERT. THE PT'S PHYSICIAN STATED
THAT SINCE THE MICRO-INSERT WAS IN THE PT'S ABDOMEN, IT WAS MEDICALLY NECESSARY TO REMOVE IT IN ORDER TO PREVENT FURTHER HARM TO THE
PT.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00044 CONCEPTUS, INC. 9/3/2009 4/6/2010

Event Information:

Event Date (B3): 10/1/2007 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 6/1/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/1/2007

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED THAT A PT WHO HAD THE ESSURE MICRO-INSERTS PLACED ON (B) (6) 2006 HAD CONTINUED PAIN AND BLEEDING. THE PT REQUESTED
REMOVAL OF THE DEVICES AND STATED THAT IT WAS AFFECTING HER QUALITY OF LIFE. ONE DEVICE WAS SUCCESSFULLY REMOVED HYSTEROSCOPICALLY AND

A BILATERAL LAPAROSCOPIC TUBAL LIGATION WAS SUCCESSFULLY PERFORMED. THE PT'S PHYSICIAN WAS UNABLE FIND ANY OTHER ETIOLOGY FOR THE PT'S
SYMPTOMS EXCEPT FOR "IN-UTERO COILS" FROM THE MICRO-INSERT THAT SHE REPORTED AS THE CAUSE OF IRRITATION TO THE ENDOMETRIAL LINING.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00047 CONCEPTUS, INC. 9/3/2009 6/16/2010

Event Information:

Event Date (B3): 11/19/2008 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/19/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED A PREGNANCY FOR A PT WHO UNDERWENT THE ESSURE MICRO-INSERT PLACEMENT PROCEDURE. PT WAS 4 WEEKS PREGNANT
(ECTOPIC) ON THE DATE OF INITIAL REPORT. PT SUCCESSFULLY TREATED WITH METHOTREXATE AND WAS DOING WELL FOLLOWING TREATMENT.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00045 CONCEPTUS, INC. 9/3/2009 8/21/2010

Event Information:

Event Date (B3): 1/1/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 6/1/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 1/1/2008

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
A PT REPORTED INTERMITTENT BLEEDING FOR TWO YEARS FOLLOWING ESSURE MICRO-INSERT IMPLANTATION. THE PT'S PHYSICIAN REPORTED THAT THIS PT
HAD AN ULTRASOUND WHICH SHOWED THAT THE MICRO-INSERT TRAILING COILS WERE TANGLED AND INTERTWINED; PHYSICIAN BELIEVED THAT THE
TRAILING COILS MAY HAVE BEEN RELATED TO THE PT'S BLEEDING. THE MICRO-INSERTS WERE REMOVED DURING A LAPAROSCOPIC HYSTERECTOMY.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00046 CONCEPTUS, INC. 9/3/2009 8/21/2010

Event Information:

Event Date (B3): 8/5/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 8/4/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 8/5/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
IMMEDIATELY FOLLOWING ESSURE MICRO-INSERT PLACEMENT ON (B)(6)2009, PT EXPERIENCED SEVERE PAIN. PT WAS OBSERVED IN THE PHYSICIAN'S OFFICE
FOR 2 HOURS AND PAIN NEVER IMPROVED. PT WENT TO THE EMERGENCY ROOM ON THE NIGHT OF (B)(6)2009 AND WAS GIVEN MEDICATION TO MANAGE
THE PAIN AND ADMITTED TO THE HOSPITAL. ON (B)(6)2009, PT HAD A BILATERAL SALPINGECTOMY PERFORMED AND THE ESSURE MICRO-INSERTS WERE
REMOVED. PT'S PAIN IMMEDIATELY RESOLVED FOLLOWING THE PROCEDURE. PT IS NO LONGER EXPERIENCING ANY PAIN.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00049 CONCEPTUS, INC. 9/3/2009 8/21/2010

Event Information:

Event Date (B3): 7/21/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/27/2008

Device Type (E2): KNH-DEVICE, OCCLUSION. TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED AN ECTOPIC PREGNANCY FOR A PT THAT UNDERWENT THE ESSURE MICRO-INSERT PLACEMENT PROCEDURE ON (B)(6)2008. PT DID NOT
RETURN FOR AN ESSURE CONFIRMATION TEST (HSG). PT WAS TREATED WITH METHOTREXATE AND PREGNANCY TERMINATED.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00050 CONCEPTUS, INC. 9/3/2009 8/21/2010

Event Information:

Event Date (B3): 7/16/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/27/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED AN ECTOPIC PREGNANCY FOR A PT THAT UNDERWENT THE ESSURE MICRO-INSERT PLACEMENT PROCEDURE ON (B)(6)2008. PT DID NOT
RETURN FOR AN ESSURE CONFIRMATION TEST (HSG). ON (B)(6)2009, PT WAS TREATED WITH METHOTREXATE; PREGNANCY WAS TERMINATED. ON
(B)(6)2009, PT WAS SEEN BY HER PHYSICIAN FOR FOLLOW UP, POST-TREATMENT. ON (B)(6)2009, PHYSICIAN'S NURSE REPORTED THAT PT IS DOING WELL.

Manufacturer Narrative (H10):

THIS MEDICAL DEVICE REPORT IDENTIFIES A SECOND ECTOPIC PREGNANCY, POST ESSURE, FOR THE SAME PT. THE FIRST ECTOPIC PREGNANCY WAS REPORTED
AS: MDR 2951250-2009-00049.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00051 CONCEPTUS, INC. 9/3/2009 8/21/2010

Event Information:

Event Date (B3): 7/1/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/1/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 1/1/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED THAT A PT UNDERWENT THE ESSURE MICRO-INSERT PLACEMENT PROCEDURE IN (B)(6) 2009. ONE TO TWO DAYS FOLLOWING THE
PROCEDURE, PT BEGAN TO EXPERIENCE PAIN. PAIN PROGRESSED OVER A COURSE OF 2 WEEKS. A CT SCAN INDICATED THE LEFT DEVICE WAS PARTIALLY
PERFORATED AT THE CORNUA. PT UNDERWENT LAPAROSCOPY FOR REMOVAL OF BOTH DEVICES AND EXPERIENCED IMMEDIATE PAIN RELIEF; LAP TUBAL WAS
PERFORMED. IT WAS OBSERVED DURING THE LAPAROSCOPY THAT THE LEFT DEVICE WAS PARTIALLY ADHERED TO THE OMENTUM.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 9/22/2009 9/30/2009

Event Information:

Event Date (B3): 9/17/2009 Report Date (B4): 9/22/2009 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT
Model # (E4): ESS305

Catalog # (E4): ESS305

Lot #(E4): 619695

Explant Date (E7):
Device Available for Evaluation (C6): Y
Date Device Returned to Mfr (C3):

Event Description (B5):

DEVICE FAILED TO DISCHARGE PROPERLY.

MANUFACTURER RESPONSE (AS PER REPORTER) FOR PERMANENT BIRTH CONTROL, ESSURE,

LEFT MESSAGE TO RETURN FOR EVALUTAION.

Manufacturer Narrative (H10):

Publically Releasable
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC 9/24/2009 9/30/2009

Event Information:

Event Date (B3): 9/23/2009 Report Date (B4): 9/24/2009 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6):
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 664434

Event Description (B5):
DURING ESSURE PROCEDURE ONLY ONE DEVICE WAS PLACED. THE SECOND DEVICE RECOILED DURING PLACEMENT AND WAS UNABLE TO BE USED. THIS
DEVICE IS AVAILABLE AT OUR FACILTY FOR THE MANUFACTURER.
MANUFACTURER RESPONSE (AS PER REPORTER) FOR BIRTH CONTROL, ESSURE,
HOSPITAL WILL REQUEST FINDINGS OF ANLAYSIS FROM MANUFACTURER.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00053 CONCEPTUS, INC. 9/25/2009 10/2/2009

Event Information:

Event Date (B3): 7/13/2007 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/13/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 7/13/2007

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 623824

Event Description (B5):

A PHYSICIAN PERFORMED A NOVASURE ABLATION PROCEDURE CONCOMITANTLY WITH THE ESSURE MICRO-INSERT IMPLANTATION PROCEDURE. WHILE
PERFORMING THE NOVASURE ABLATION, A PERFORATION OCCURRED AND THE ABLATION PROCEDURE WAS ABORTED. THE PHYSICIAN PROCEEDED WITH THE
ESSURE MICRO-INSERT IMPLANTATION. FOLLOWING COMPLETION OF PLACEMENT OF THE ESSURE MICRO-INSERTS, THE PHYSICIAN NOTED THE PRESENCE OF
HYPERVOLEMIA AND A SIGNIFICANT VOLUME OF FLUID ON THE PATIENT'S ABDOMEN. THE PHYSICIAN PERFORMED A LAPAROSCOPY TO REMOVE THE FLUID
AND DISCOVERED A PERFORATION AT THE LEFT MICRO-INSERT. THE LEFT MICRO-INSERT WAS REMOVED, THE PERFORATION WAS CAUTERIZED AND A
LAPAROSCOPIC TUBAL LIGATION WAS COMPLETED ON THE PATIENT.

Manufacturer Narrative (H10):
IFU STATEMENT: THERE ARE NO DATA TO SUPPORT THE USE OF ABLATIVE TECHNOLOGIES CONCOMITANTLY WITH ESSURE, THEREFORE, IT IS NOT

RECOMMENDED. IFU WARNING: DO NOT PERFORM THE ESSURE PROCEDURE CONCOMITANTLY WITH ENDOMETRIAL ABLATION. MDR IS BEING REPORTED
OuTSI
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012869 CONCEPTUS 9/25/2009 10/5/2009

Event Information:

Event Date (B3): 8/27/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): CONCEPTUS Implant Date (E6): 8/27/2009

Device Type (E2): ESSURE BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): ESS 205 - M5 Device Available for Evaluation (C6): N
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): 638493

Event Description (B5):

PT IN SURGERY FOR ESSURE PLACEMENT VIA HYSTEROSCOPY. DURING HYSTEROSCOPY, THE OPENINGS TO BOTH TUBES WERE IDENTIFIED. ONE ESSURE
DEVICE WAS OPENED, AND PLACED IN POSITION WITH THE BLACK INDICATOR NOTED AT THE OSTIUM. THE DEVICE WAS DEPOYED. AFTER DEPLOYMENT,
THERE WERE NO COILS VISUALIZED IN THE UTERUS. THE SURGEON ELECTED TO PROCEED WITH DIAGNOSTIC LAPAROSCOPY AND BILATERAL TUBAL LIGATION.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012870 CONCEPTUS INC USA 9/25/2009 10/5/2009

Event Information:

Event Date (B3): 12/30/2008 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE PERMANENT BIRTH CONTROL SYSTEM Implant Date (E6): 12/30/2008

Device Type (E2): NONE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628046

Event Description (B5):
| HAD THE ESSURE STERILIZATION DONE IN 2008. | WENT BACK FOR MY HSG TEST IN 2009, AND WAS TOLD THAT MY TUBES WERE BLOCKED. A COUPLE OF
WEEKS AFTER THE TEST, | GOT PREGNANT. | WENT TO MY DOCTOR AND HE CONFIRMED THE PREGNANCY, AND TOLD ME THAT IT WAS A PRODUCT

MALFUNCTION. HE SAID THAT HE CONTACTED THE COMPANY, BUT NO ONE RETURNED HIS CALL. DATES OF USE: 2008 TO PRESENT. DIAGNOSIS OR REASON
FOR USE: PREVENT PREGNANCY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00054 CONCEPTUS, INC. 9/25/2009 8/21/2010

Event Information:

Event Date (B3): 8/28/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 8/5/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 8/28/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
A PT COMPLAINED OF GENERALIZED INTENSE ITCHING AND BURNING ON HER SKIN FOLLOWING PLACEMENT OF ESSURE MICRO-INSERTS. PHYSICIAN TREATED
PT SYMPTOMS INITIALLY WITH A STEROID PACK, BUT PT WAS NON-COMPLIANT WITH THE MEDICAL TREATMENT. PT UNDERWENT REMOVAL OF ESSURE
DEVICES BECAUSE OF SUSPECTED NICKEL ALLERGY; NO ALLERGY TEST WAS PERFORMED TO CONFIRM NICKEL ALLERGY. PT IS DOING WELL FOLLOWING
REMOVAL OF DEVICES.

Manufacturer Narrative (H10):

IFU CONTRAINDICATION: THE ESSURE SYSTEM SHOULD NOT BE USED IN ANY PT WITH KNOWN HYPERSENSITIVITY TO NICKEL CONFIRMED BY SKIN TEST (SEE
WARNINGS SECTION BELOW FOR PTS WITH SUSPECTED HYPERSENSITIVITY TO NICKEL). IFU WARNING: PTS WITH SUSPECTED HYPERSENSITIV
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5012929 CONCEPTUS INCORPORATED, USA 10/1/2009 10/15/2009

Event Information:

Event Date (B3): 4/12/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 2/17/2009

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 627754

Event Description (B5):

PINCHING, PULLING, BURNING FEELING IN PELVIC AREA NOTED THROUGHOUT THE DAY. LOWER ABDOMINAL CRAMPING -WENT TO THE REST ROOM
THINKING BOWEL MOVEMENT-. BRIGHT RED BLEEDING INSTEAD-NOT MENSTRUAL CYCLE- NOTED WITH WIPING DURING URINATION. AFTER ABOUT 15 MINS
IN THE RESTROOM PAIN CEASED AS WELL AS BLEEDING. CHECKED ESSURE WEBSITE BUT | DID NOT FIND ANY OF THE DESCRIBED SYMPTOMS. PAIN OFF AND
ON THROUGHOUT THE WEEK. DURING FLIGHT -DESCENDING - INCREASED PAIN FELT AGAIN. SOME SPOTTING NOTED. NO PAIN FOR NEXT 2 WEEKS. STARTED
AGAIN ON THE 3RD WEEK. SCHEDULED HSG CONFIRMATION TEST FOR 2009. FELT THE SAME PINCHING, PULLING, BURNING FEELING THROUGHOUT THAT
DAY. HSG CONF. TEST/PAIN WAS UNBEARABLE. | WAS UNABLE TO TOLERATE THE "USUAL" AMOUNT OF DYE. THE RESULT WAS BOTH TUBES WERE BLOCKED.
NO DISCOMFORT UNTIL TWO MONTHS LATER. THE ABOVE DESCRIBED PAIN WAS OFF AND ON FOR ABOUT 2 WEEKS WORSE WITH FLYING -DESCENDING-. |
GOOGLED PROBLEMS WITH ESSURE AND | FOUND SEVERAL SITES WITH WOMEN COMPLAINING OF SIMILAR PROBLEMS. | PHONED AN ESSURE CERTIFIED
OB/GYN IN MY AREA TWO MONTHS PRIOR, TO ASK ABOUT REMOVAL AND | WAS TOLD IT IS PERMANENT AND THERE WASN'T ANYTHING THEY COULD DO
ABOUT MY PROBLEM. | WAS VERY EXCITED ABOUT MY ESSURE OUTCOME FOR THE FIRST MONTH AND A HALF. | AM NOT EXCITED ABOUT THE DISCOMFORT |
HAVE BEEN EXPERIENCING OFF AND ON SINCE 2009. | HAVE FOUND THAT REMOVAL OF THE ESSURE WITHOUT HYSTERECTOMY -I DEFINITELY DO NOT WANT
A HYSTERECTOMY- IS POSSIBLE. | DO NOT WANT TO LIVE WITH THIS PAIN MUCH LONGER. | PLAN TO HAVE THEM REMOVED. IF THERE IS A RECALL OF THE
COILS | WOULD LIKE TO KNOW ABOUT IT. IT WILL MAKE ME FEEL BETTER KNOWING THE COILS ARE TRULY THE PROBLEM. DOSE: 1 IN EACH FALLOPIAN TUBE.
FREQUENCY: CONTINUOUS. ROUTE: UNK. DATES OF USE: PRESENTLY, 2009. DIAGNOSIS: PERMANENT BIRTH CONTROL.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Manufacturer Narrative (H10):

Publically Releasable Page 2 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00055 CONCEPTUS, INC. 10/9/2009 10/16/2009

Event Information:

Event Date (B3): 7/2/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 7/2/2009

Model # (E4): ES305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PT COMPLAINED OF BLEEDING AND PAIN (DATE OF ONSET UNK) FOLLOWING PLACEMENT OF ESSURE MICRO-INSERTS. THE PHYSICIAN OBSERVED THAT 1
DEVICE APPEARED CURLED UP IN THE LEFT CORNUA OF THE PT'S UTERUS ON A HYSTEROSALPINGOGRAM TEST. A DIAGNOSTIC HYSTEROSCOPY WAS
PERFORMED IN 2009, AND IT WAS CONFIRMED THAT ONE DEVICE HAD CURLED UP IN PT'S LEFT UTERINE CORNUA; THE DEVICE WAS REMOVED WITH
GRASPERS WITHOUT INCIDENT. A LAPAROSCOPY WAS ALSO PERFORMED, AT WHICH TIME THE SECOND ESSURE MICRO-INSERT WAS REMOVED, AND A TUBAL
LIGATION PERFORMED.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00056 CONCEPTUS, INC. 10/9/2009 10/16/2009

Event Information:

Event Date (B3): 6/8/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2006

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 6/8/2009

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PT WAS IMPLANTED WITH THE ESSURE MICRO-INSERTS IN 2006; AN HSG CONFIRMATION TEST, PERFORMED 3 MONTHS LATER, SHOWED BOTH FALLOPIAN
TUBES OCCLUDED AND THE DEVICES WITH SATISFACTORY PLACEMENT. THE PT BEGAN EXPERIENCING SEVERE PELVIC PAIN ON HER RIGHT SIDE IN 2009; AN
ULTRASOUND WAS DONE WHICH SHOWED THAT THE ESSURE MICRO-INSERT ON THE RIGHT SIDE HAD BEEN EXPELLED AND WAS IN THE PT'S UTERUS; ONE
MONTH LATER, THE PT HAD LAPAROSCOPIC SURGERY TO REMOVE THE EXPELLED DEVICE. THE DEVICE ON PT'S LEFT SIDE WAS ALSO REPORTED BY PT TO BE IN
THE PROCESS OF MIGRATING OUT OF THE FALLOPIAN TUBE; THIS MICRO-INSERT WAS REMOVED AND A BILATERAL TUBAL LIGATION WAS PERFORMED.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00057 CONCEPTUS, INC. 10/9/2009 10/16/2009

Event Information:

Event Date (B3): 9/10/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 8/17/2009

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 9/10/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 646531

Event Description (B5):
PT UNDERWENT AN ESSURE IMPLANTATION PROCEDURE AND A NOVASURE ABLATION PROCEDURE CONCOMITANTLY IN 2009. PT COMPLAINED OF SEVERE
PAIN FOLLOWING PROCEDURES (DATE OF ONSET AND FREQUENCY UNK).THE PHYSICIAN ATTEMPTED TO MANAGE PAIN WITH NSAIDS AND ANTIBIOTICS; PAIN
PERSISTED DESPITE TREATMENT. THE FOLLOWING MONTH, THE ESSURE MICRO-INSERTS WERE REMOVED. FOLLOWING REMOVAL, PAIN RESOLVED AND THE
PT IS DOING WELL.

Manufacturer Narrative (H10):

IFU STATEMENT: THERE ARE NO DATA TO SUPPORT THE USE OF ABLATIVE TECHNOLOGIES CONCOMITANTLY WITH ESSURE, THEREFORE IT IS NOT
RECOMMENDED. IFU WARNING: DO NOT PERFORM THE ESSURE PROCEDURE CONCOMITANTLY WITH ENDOMETRIAL ABLATION.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00058 CONCEPTUS, INC. 10/16/2009 10/29/2009

Event Information:

Event Date (B3): 9/16/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/3/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 9/16/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3): 9/1/2009

Lot #(E4): 646519

Event Description (B5):

A PHYSICIAN REPORTED DIFFICULTY WITH THE ROLLBACK PROCEDURE DURING AN ESSURE PLACEMENT. THE PHYSICIAN REPORTED THAT EVENTUALLY THE
DELIVERY CATHETER AND MICRO-INSERT FELL APART AS HE WAS TRYING TO REPOSITION TO DELIVERY CATHETER. THE PHYSICIAN BELIEVED THAT HE
RETRIEVED ALL OR MOST OF THE ESSURE DEVICE FROM THE PATIENT. THE PHYSICIAN REPORTED THAT HE COMPLETED THE PROCEDURE WITH A NEW
DELIVERY CATHETER AND OBTAINED BILATERAL PLACEMENT. THE PATIENT LATER PRESENTED WITH PAIN (DATE OF ONSET UNKNOWN). IN 2009, THE
PHYSICIAN PERFORMED A HYSTERECTOMY AND THE ESSURE MICRO-INSERTS WERE REMOVED. PHYSICIAN DID NOT FIND ANY ADDITIONAL PIECES OF AN
ESSURE DEVICE IN THE PATIENT. NUMEROUS ATTEMPTS WERE MADE TO CONTACT THE PHYSICIAN TO DETERMINE IF THE PATIENT'S PAIN WAS RELATED TO
THE ESSURE MICRO-INSERTS, HOWEVER, NO RESPONSE WAS RECEIVED FROM THE PHYSICIAN. NO INFORMATION WAS RECEIVED THAT WOULD LINK THE
PATIENT'S PAIN TO THE ESSURE PROCEDURE. NO INFORMATION WAS RECEIVED REGARDING DIAGNOSIS AND/OR TREATMENT OF PATIENT'S PAIN. NO
INFORMATION RECEIVED REGARDING PATIENT'S PREVIOUS MEDICAL HISTORY.

Manufacturer Narrative (H10):

VISUAL INSPECTION: CONDITION OF CATHETER APPEARS NORMAL. CONDITION OF MICRO-INSERT WAS NOT RETURNED WITH CATHETER. IMPLANT FROM LOT
12407573 STRETCHED AND STILL ATTACHED TO DELIVERY SYSTEM. EVENT/INCIDENT DESCRIPTION CONFIRMED: YES. INSPECTION SUMMARY: A
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013102 CONCEPTUS INCORPORATED 10/19/2009 10/27/2009

Event Information:

Event Date (B3): 1/20/2005 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 1/20/2005

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):
| HAD THE PRESSURE PERMANENT TUBAL LIGATION PUT IN 5 YEARS AGO AND SINCE, | HAVE GOTTEN A NICKEL ALLERGY THAT | NEVER HAD BEFORE. | BREAK
OUT IN RASHES ALL OVER MY BODY FROM IT. | ALSO HAVE CONSTANT LOWER ABDOMEN AND LOWER BACK PAIN, AND BLOATING IN MY LOWER ABDOMEN. |
NEED TO HAVE THESE REMOVED AND HAVE A TOTAL HYSTERECTOMY DUE TO THE ALLERGY TO THE NICKEL IT HAS SWOLLEN MY UTERUS. DOSE OR AMOUNT:
2 COILS; FREQUENCY: ONCE; ROUTE: VAG. DATES OF USE: 2005 - 2009, PERMANENT. DIAGNOSIS OR REASON FOR USE: TO PREVENT PREGNANCY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00059 CONCEPTUS, INC. 10/21/2009 10/27/2009

Event Information:

Event Date (B3): 9/1/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/26/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 9/1/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PATIENT REPORTED ONE OF HER ESSURE MICRO-INSERTS PERFORATED HER FALLOPIAN TUBE AND MIGRATED INTO THE PELVIC CAVITY. PATIENT
EXPERIENCED PAIN AND REPORTED IT TO HER PHYSICIAN, WHO THEN SURGICALLY REMOVED SOME OF THE IMPLANT (METHOD AND DATE OF REMOVAL
UNKNOWN). PATIENT REPORTED A SECOND SURGERY IS PLANNED BECAUSE HER PHYSICIAN WAS UNABLE TO REMOVE ALL OF THE IMPLANT; A PORTION IS
LODGED IN HER APPENDIX. EFFORTS TO CONTACT THE PATIENT WERE MADE, HOWEVER, ALL 4 ATTEMPTS TO OBTAIN ADDITIONAL INFORMATION WERE
UNSUCCESSFUL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00061 CONCEPTUS, INC. 10/28/2009 11/4/2009

Event Information:

Event Date (B3): 9/25/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/11/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 9/25/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PHYSICIAN REPORTED THAT A PATIENT, WHO HAD AN ESSURE PLACEMENT PROCEDURE IN 2009, PRESENTED WITH PAIN AND HEAVY BLEEDING FOLLOWING
THE PROCEDURE (DATE UNKNOWN). PHYSICIAN REPORTED POOR VISUALIZATION OF INTRAUTERINE ANATOMY DUE TO HEAVY ENDOMETRIUM DURING
IMPLANTATION. TWO WEEKS LATER, THE PHYSICIAN PERFORMED A DIAGNOSTIC HYSTEROSCOPY AND DISCOVERED AN ESSURE MICRO-INSERT IN THE
PATIENT'S UTERINE TISSUE. THE PHYSICIAN REMOVED ONE MICRO-INSERT AND REPORTED THAT THE PATIENT IS DOING WELL WITH NO MORE PAIN OR
BLEEDING. THE PHYSICIAN BELIEVES THAT THE ESSURE MICRO-INSERT WAS DIRECTLY RELATED TO THE PAIN AND BLEEDING THE PATIENT WAS EXPERIENCING.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00062 CONCEPTUS, INC. 10/28/2009 11/4/2009

Event Information:

Event Date (B3): 4/16/2007 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 4/1/2007

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 4/16/2007

Model # (E4): ESS205 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

A PHYSICIAN REPORTED THAT HER PATIENT BEGAN EXPERIENCING SEVERE PAIN WITHIN THE FIRST WEEK AFTER AN ESSURE MICRO-INSERT IMPLANTATION
PROCEDURE. A CT SCAN REVEALED NOTHING REMARKABLE. THE PHYSICIAN INDICATED THAT SHE PERFORMED TESTS TO RULE OUT POTENTIAL SOURCES OF
PATIENT'S PAIN - IT IS UNKNOWN WHAT TESTS WERE PERFORMED, AND THE RESULTS OF THE TESTS. THE MICRO-INSERTS WERE EVENTUALLY REMOVED
DURING A LAPAROSCOPY. THE PATIENT'S PHYSICIAN STATED THAT 1 MICRO-INSERT WAS REMOVED FROM THE NORMAL DEPLOYED POSITION, WHILE THE
OTHER WAS REMOVED FROM THE BOWEL AREA; PHYSICIAN STATED THAT THIS MICRO-INSERT BROKE INTO PIECES DURING REMOVAL, AND SHE BELIEVES
THAT SHE RETRIEVED ALL THE PIECES. SEVERAL ATTEMPTS WERE MADE TO CONTACT THE PHYSICIAN AND THE PHYSICIAN'S OFFICE MANAGER, WITH NO
SUCCESS.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME, BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 10/30/2009 11/12/2009

Event Information:

Event Date (B3): 10/28/2009 Report Date (B4): 10/30/2009 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH; KNH) Single Use:

Brand Name (E1): ESSURE; ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT Explant Date (E7):

Model # (E4): *; * Device Available for Evaluation (C6): Y
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3):

Lot #(E4): 20183089; 20183089

Event Description (B5):

PERFORMING HYSTEROSCOPIC TUBAL LIGATION AND DEVICE WAS DEFECTIVE. IT WAS NOTICED ON THE MONITOR WHILE INSIDE THE PAIENT. THE DEVICE
WAS REMOVED IMMEDIATELY BEFORE BEING USED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00060 CONCEPTUS, INC. 10/30/2009 11/30/2009

Event Information:

Event Date (B3): 9/30/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/25/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 9/30/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 664653

Event Description (B5):

A PHYSICIAN REPORTED THAT HER PT BEGAN EXPERIENCING PAIN DURING THE PLACEMENT OF AN ESSURE MICRO-INSERT AND CONTINUED FOLLOWING THE
PROCEDURE. THE PHYSICIAN PRESCRIBED AN ANTIBIOTIC AND 800MG MOTRIN, HOWEVER, PT'S PAIN PERSISTED. PHYSICIAN PERFORMED A HYSTEROSCOPY
ON PT AND REMOVED THE ESSURE MICRO-INSERT. THE PATIENT'S PAIN IMMEDIATELY RESOLVED AND PT IS DOING WELL. THE DOCTOR BELIEVES THE PT'S
PAIN WAS DIRECTLY RELATED TO THE ESSURE MICRO-INSERT.

Manufacturer Narrative (H10):
ANALYSIS OF RETURNED DEVICE: FAILURE MODE SUMMARY; A PHYSICAL EXAMINATION WAS PERFORMED ON RETURNED PRODUCT: ON ESSURE DELIVERY

SYSTEM WITHOUT MICRO-INSERT. THE PRODUCT WAS ASSESSED FOR DAMAGE AND OTHER DEFORMATION THAT WOULD INDICATE NON-CONFORMANCE TO
S
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: INVALID DATA
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 11/2/2009 11/18/2009

Event Information:

Event Date (B3): 10/30/2009 Report Date (B4): 11/2/2009 Event Report Type (H1): INVALID DATA Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH; KNH) Single Use:

Brand Name (E1): ESSURE ESS 305; ESSURE ESS 305 Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT Explant Date (E7):

Model # (E4): *; * Device Available for Evaluation (C6): N
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 646522; 646522

Event Description (B5):
AS THE SURGEON WAS ATTEMPTING TO PLACE THE ESSURE, SHE MET RESISTANCE. THE SURGEON DID NOT "FEEL" THAT SHE HAD PROPER PLACEMENT SO
ATTEMPTED TO REMOVE SOME EXTRA TISSUE AND SHE SAW SOME BLEEDING. SHE EXPLORED AND SAW A PERFORATION; THEREFORE DID NOT PLACE THE
ESSURE. SHE STOPPED THE PROCEDURE AND DID A LAPAROSCOPIC BILATERAL TUBAL LIGATION WITH ANOTHER DEVICE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00063 CONCEPTUS, INC. 11/5/2009 8/21/2010

Event Information:

Event Date (B3): 2/11/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 2/11/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 628147

Event Description (B5):
EVENT REPORT NUMBER (B)(4) RECEIVED BY FDA THROUGH MEDWATCH PROGRAM AND FORWARDED TO CONCEPTUS FOR REVIEW. EVENT DESCRIPTION:
ESSURE IMPLANTS WERE IMPROPERLY INSERTED; ONE IMPLANT CAME OUT AND IS IN AN INCORRECT LOCATION. REPORT STATED THAT PT NEEDED TO HAVE
LAPAROSCOPIC SURGERY TO REMOVE INCORRECTLY LOCATED IMPLANT AND CORRECT THE RESULT OF THE INITIAL PROCEDURE. NO ADDITIONAL INFO WAS
PROVIDED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00064 CONCEPTUS, INC. 11/6/2009 11/13/2009

Event Information:

Event Date (B3): 7/2/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/2/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PT REPORTED THAT SHE EXPERIENCED FEVER AND CRAMPS/ DISCOMFORT FOLLOWING THE ESSURE PLACEMENT PROCEDURE. PT WAS GIVEN ANTIBIOTICS
AND REPORTED THAT IT ALLEVIATED HER FEVER SYMPTOMS, BUT THE DISCOMFORT PERSISTED. THE ESSURE MICRO-INSERTS WERE RECENTLY REMOVED
SURGICALLY, AND THE PT REPORTED THAT SHE IMMEDIATELY FELT BETTER FOLLOWING REMOVAL AND HAS BEEN DOING FINE.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00065 CONCEPTUS, INC. 11/6/2009 11/13/2009

Event Information:

Event Date (B3): 1/1/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 1/1/2009

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PHYSICIAN REPORTED THAT REMOVAL OF TWO ESSURE MICRO-INSERTS WAS NECESSARY, DUE TO SEVERE PELVIC PAIN HIS PT WAS EXPERIENCING. THE PAIN
RESOLVED FOLLOWING REMOVAL. THE PHYSICIAN DID NOT HAVE FURTHER DETAILS AT THE TIME THIS EVENT WAS REPORTED.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00066 CONCEPTUS, INC. 11/6/2009 11/13/2009

Event Information:

Event Date (B3): 4/1/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL,C ONTRACEPTIVE Explant Date (E7): 4/1/2009

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED THAT REMOVAL OF TWO ESSURE MICRO-INSERTS WAS NECESSARY, DUE TO SEVERE PELVIC PAIN HIS PT WAS EXPERIENCING. THE PAIN
RESOLVED FOLLOWING REMOVAL. THE PHYSICIAN DID NOT HAVE FURTHER DETAILS AT THE TIME THIS EVENT WAS REPORTED.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00067 CONCEPTUS, INC. 11/6/2009 11/16/2009

Event Information:

Event Date (B3): 10/16/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/28/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/16/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED THAT A PT IMPLANTED WITH ESSURE MICRO-INSERTS IN 2009 REPORTED THAT SHE HAD BEEN EXPERIENCING PAIN SINCE
IMPLANTATION. THIS PT DID NOT HAVE AN ESSURE CONFIRMATION TEST (HSG) PERFORMED. THE PHYSICIAN PROVIDED RESULTS OF AN ULTRASOUND WHICH
INDICATED ONE OF THE MICRO-INSERTS WAS LOCATED IN THE MYOMETRIUM. THE PHYSICIAN REPORTED THAT SHE PERFORMED A HYSTEROSCOPY ON THIS
PT AND COULD NOT MAINTAIN DISTENTION, SO SHE ASSUMED THERE WAS A PERFORATION. PHYSICIAN OPENED THE PT'S LOWER QUADRANT WITH
ABDOMINAL INCISION AND FOUND A PERFORATION IN THE UTERUS. PHYSICIAN REMOVED THE PERFORATED MICRO-INSERT AND REPAIRED THE
PERFORATION IN THE LEFT TUBE. THEN, THE PHYSICIAN PERFORMED A TUBAL LIGATION ON THE PT. PHYSICIAN LEFT THE MICRO-INSERT IN THE RIGHT TUBE.
FOLLOWING REMOVAL OF THE MICRO-INSERT, IT WAS REPORTED THAT THE PT IS STILL EXPERIENCING PAIN SYMPTOMS AND TAKING MEDICATION TO
MANAGE THE PAIN.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00068 CONCEPTUS, INC. 11/6/2009 8/21/2010

Event Information:

Event Date (B3): 10/8/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 5/23/2008

Device Type (E2): KNH- DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 11/3/2009

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

PT PRESENTED WITH PAIN ECTOPIC PREGNANCY WAS DIAGNOSED ON (B)(6)2009 AND THEN CONFIRMED VIA LAPAROSCOPIC EXCISION AND PATHOLOGIC
EVAL ON (B)(6)2009. THE ECTOPIC PREGNANCY WAS TREATED VIA THE LAPAROSCOPIC INCISION. THE PHYSICIAN REPORTED THAT THE ESSURE MICRO-INSERT
ON THE PT'S RIGHT SIDE HAD EXPELLED AND WAS REMOVED HYSTEROSCOPICALLY. PHYSICIAN PERFORMED A BILATERAL SALPINGECTOMY AS WELL. THE
MICRO-INSERT ON THE PT'S LEFT SIDE WAS NOT VISUALIZED. PT CONTINUED TO EXPERIENCE PAIN. A CT SCAN REVEALED THE SECOND MICRO-INSERT TO BE
LOCATED IN THE ANTERIOR MYOMETRIUM OF THE FUNDUS. ON (B)(6)2009, PHYSICIAN PERFORMED A HYSTERECTOMY AND REMOVED THE MICRO-INSERT
FOUND IN THE ANTERIOR MYOMETRIUM.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00069 CONCEPTUS, INC. 11/13/2009 11/24/2009

Event Information:

Event Date (B3): 10/14/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/14/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/14/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 638495

Event Description (B5):
FOLLOWING THE PLACEMENT OF 2 ESSURE MICRO-INSERTS IN A PATIENT, THE PHYSICIAN SUSPECTED THAT A PERORATION HAD OCCURRED IN THE PATIENT'S
RIGHT FALLOPIAN TUBE. THE PHYSICIAN PERFORMED A DIAGNOSTIC LAPAROSCOPY AND CONFIRMED THAT THE MICRO-INSERT ON THE PATIENT'S RIGHT SIDE

HAD PERFORATED THE TUBE, AND WAS LODGED IN THE SEROSA OF THE SMALL BOWEL. THE MICRO-INSERT WAS REMOVED; NO DAMAGE TO THE BOWEL
WAS OBSERVED BY THE PHYSICIAN.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00070 CONCEPTUS, INC. 11/13/2009 11/27/2009

Event Information:

Event Date (B3): 10/16/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 9/18/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/16/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3): 11/11/2009

Lot #(E4): 628443

Event Description (B5):

THE PHYSICIAN STATED THAT IT WAS NECESSARY TO REMOVE 2 ESSURE MICRO-INSERTS FROM A PATIENT IN 2009, DUE TO SEVERE ABDOMINAL PAIN, THE
PATIENT WAS EXPERIENCING SINCE HER ESSURE IMPLANTATION THE MONTH PRIOR. THE LEFT DEVICE WAS REMOVED HYSTEROSCOPICALLY AND THE RIGHT
DEVICE WAS REMOVED LAPAROSCOPICALLY, AS IT WAS NOT VISIBLE HYSTEROSCOPICALLY. THE DOCTOR REPORTED THAT THE UTERUS AND ABDOMEN
APPEARED NORMAL; THE DEVICES WERE NOT PERFORATED AND APPEARED TO BE NORMAL AFTER REMOVAL. IT WAS REPORTED THAT THE PATIENT'S PAIN
HAS RESOLVED FOLLOWING DEVICE REMOVAL. THE DOCTOR STATED THAT HE BELIEVES THAT THE PATIENT'S PAIN WAS DIRECTLY RELATED TO THE ESSURE
MICRO-INSERTS.

Manufacturer Narrative (H10):

ANALYSIS OF RETURNED DEVICE: A PHYSICAL EXAMINATION WAS PERFORMED ON RETURNED PRODUCT: ONE ESSURE MICRO-INSERT WITHOUT DELIVERY
SYSTEM. THE PRODUCT WAS ASSESSED FOR DAMAGE AND OTHER DEFORMATION THAT WOULD INDICATE NON-CONFORMANCE TO SPECIFICATION AND/OR A
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013638 CONCEPTUS 11/18/2009 11/30/2009

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE IMPLANT Implant Date (E6): 8/7/2008

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

ESSURE IMPLANT FAILURE CAUSING A PREGNANCY. DATES OF USE: 2008 - 2009. DIAGNOSIS OR REASON FOR USE: PERMANENT BIRTH CONTROL.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00072 CONCEPTUS, INC. 11/19/2009 11/25/2009

Event Information:

Event Date (B3): 10/16/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/6/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/16/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

PATIENT PRESENTED TO HER PHYSICIAN WITH PAIN 2 WEEKS AFTER IMPLANTATION OF ESSURE MICRO-INSERTS. THE PHYSICIAN ORDERED A CT SCAN WHICH
WAS NORMAL AND IT APPEARED THE ESSURE DEVICES WERE PRESENT AND WELL POSITIONED. THE PATIENT'S PAIN CONTINUED, SO THE PHYSICIAN DECIDED
ON HYSTEROSCOPIC REMOVAL OF THE MICRO-INSERT ON THE PATIENT'S RIGHT SIDE. THE PHYSICIAN STATED THAT THE MICRO-INSERT WAS FOUND INTACT
AND WAS EASILY REMOVED; THE PATIENT'S PAIN RESOLVED FOLLOWING REMOVAL. FOUR DAYS FOLLOWING MICRO-INSERT REMOVAL, THE PATIENT
REPORTED A FEVER TO HER PHYSICIAN AND THAT SHE WAS AGAIN EXPERIENCING PAIN. PATIENT'S WHITE COUNT WAS FOUND TO BE ELEVATED. THE PATIENT
WAS ALSO DEALING WITH A VIRAL INFECTION. A SECOND CT SCAN WAS PERFORMED WHICH ALSO SHOWED NO ABNORMALITIES. THE PATIENT WAS
ADMITTED TO THE HOSPITAL AND GIVEN ANTIBIOTICS. THE PATIENT'S WHITE COUNT RETURNED TO NORMAL AND SHE WAS DISCHARGED FROM THE
HOSPITAL. THE PHYSICIAN REPORTED THAT THE PATIENT IS CURRENTLY DOING WELL WITH NO PAIN OR OTHER SYMPTOMS REPORTED BY PATIENT. THE
PHYSICIAN BELIEVES THAT THE PATIENT'S PAIN AND SYMPTOMS FOLLOWING REMOVAL WERE DIRECTLY RELATED TO THE ESSURE MICRO-INSERT.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00071 CONCEPTUS, INC. 11/19/2009 6/30/2010

Event Information:

Event Date (B3): 10/21/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
PHYSICIAN REPORTED AN ECTOPIC PREGNANCY OF A PATIENT FOLLOWING ESSURE MICRO-INSERT IMPLANTATION (DATE OF PROCEDURE UNKNOWN).
PATIENT HAD AN HSG AND WAS TOLD THAT HER FALLOPIAN TUBES WERE OCCLUDED. PREGNANCY WAS SUCCESSFULLY TERMINATED USING METHOTREXATE.
PHYSICIAN REPORTED THAT THE PATIENT IS DOING WELL FOLLOWING TREATMENT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: OTHER

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00073 CONCEPTUS, INC. 11/19/2009 10/13/2010

Event Information:

Event Date (B3): 10/23/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNK

Explant Date (E7):
Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

A PHYSICIAN REPORTED THAT ONE OF HER PTS PRESENTED WITH AN ECTOPIC PREGNANCY 3 MONTHS FOLLOWING PLACEMENT OF ESSURE MICRO-INSERTS.
THE PHYSICIAN STATES THAT THE PT DID NOT USE CONTRACEPTION AND BECAME PREGNANT 1 MONTH POST PLACEMENT OF THE MICRO-INSERTS. THE
PHYSICIAN ORDERED AN HSG WHICH SHOWED ONE SIDE WITH SATISFACTORY PLACEMENT AND OCCLUSION; HOWEVER, THE OTHER TUBE IS OCCLUDED BUT
NO MICRO-INSERT WAS OBSERVED. PT WAS SUCCESSFULLY TREATED WITH METHOTREXATE, AND IS DOING WELL FOLLOWING TREATMENT.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013683 CONCEPTUS 11/21/2009 12/3/2009

Event Information:

Event Date (B3): 10/6/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 10/6/2008

Device Type (E2): ESSURE MICRO IMPLANTS Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):
IN 2008, | UNDERWENT THE ESSURE PROCEDURE FOR PERMANENT BIRTH CONTROL AFTER HAVING FIVE CHILDREN. | CURRENTLY JUST DISCOVERED THAT |
AM PREGNANT ONCE AGAIN. HENCE, THIS PROCEDURE DID NOT WORK AS LED TO BELIEVE. DIAGNOSIS OR REASON FOR USE: USED TO PREVENT PREGNANCY.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013679 11/23/2009 12/3/2009

Event Information:

Event Date (B3): 11/20/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): Y
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 664443

Event Description (B5):

ESSURE COILS WOULD NOT DEPLOY. QTY 2 WERE DEFECTIVE/WASTED.

Manufacturer Narrative (H10):

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013642 CONCEPTUS 11/25/2009 11/25/2009

Event Information:

Event Date (B3): 7/1/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 12/1/2007

Device Type (E2): HYSTEROSCOPIC TUBAL LIGATION DEVICE Explant Date (E7):

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): UNK Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
DEVICE IMPLANTED FOR BIRTH CONTROL - 6 MONTHS LATER, PATIENT IS PREGNANT. IN 2008, PATIENT HAS ENDOMETRIAL ABLATION DUE TO PERCRETA, A
COMPLICATION OF PREGNANCY. PATENT'S UTERUS WAS BURNED. PATIENT REQUIRED MULTIPLE BLOOD TRANSFUSIONS, CAESAREAN SECTION AND
HYSTERECTOMY. AS A RESULT, BABY WAS BORN PREMATURE. PHYSICIAN FEELS THAT OUTCOME FOR BABY AND PATIENT ARE DUE TO DEVICE MALFUNCTIONS
(MULTIPLE INJURIES).

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00074 CONCEPTUS, INC. 11/25/2009 12/2/2009

Event Information:

Event Date (B3): 8/17/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 7/15/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 8/17/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
A PHYSICIAN REPORTED THAT HER PT BEGAN EXPERIENCING SPORADIC FEVERS AT NIGHT AND A FEELING OF BEING MENTALLY FOGGY SHORTLY FOLLOWING
IMPLANTATION WITH ESSURE MICRO-INSERTS. IN 2009, THE PHYSICIAN ULTIMATELY PERFORMED A HYSTERECTOMY AND REMOVED THE MICRO-INSERTS
AFTER BEING UNABLE TO DETERMINE THE CAUSE OF THE FEVERS. NO NICKEL ALLERGY TEST WAS PERFORMED. THE PHYSICIAN STATED THAT AFTER REMOVAL
OF THE MICRO-INSERTS, THE PT'S FEVERS RESOLVED AND PT WAS ASYMPTOMATIC.

Manufacturer Narrative (H10):
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CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00075 CONCEPTUS, INC. 11/25/2009 12/2/2009

Event Information:

Event Date (B3): 10/28/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 2/3/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 10/28/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED THAT A PT PRESENTED TO HER WITH PERSISTENT PELVIC PAIN. A CT SCAN AND AN HSG REVEALED THAT ONE OF THE ESSURE MICRO-
INSERTS HAD PERFORATED THE PT'S LEFT FALLOPIAN TUBE. A DIAGNOSTIC LAPAROSCOPY WAS PERFORMED AND THE LEFT MICRO-INSERT WAS FOUND IN
THE PT'S LEFT UTEROSACRAL LIGAMENT, AND A PORTION WAS ALSO FOUND LODGED IN THE DESCENDING COLON. THE MICRO-INSERT WAS REMOVED
LAPAROSCOPICALLY. IT WAS REPORTED THAT THE PT'S PERSISTENT PAIN RESOLVED, HOWEVER, THE PT CURRENTLY REPORTS PAIN AND BLEEDING WITH EACH
BOWEL MOVEMENT.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013752 CONCEPTUS 12/1/2009 12/8/2009

Event Information:

Event Date (B3): Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 9/17/2008

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 626976

Event Description (B5):

ESSURE PLACED, HYSTEROSALPINGOGRAM CONFIRMED TUBAL BLOCKAGE, PREGNANCY INTRAUTERINE 6 MONTHS POST ESSURE. DATES OF USE: 2008.
DIAGNOSIS OR REASON FOR USE: STERILITY.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013802 CONCEPTUS INC. 12/2/2009 12/11/2009

Event Information:

Event Date (B3): 8/12/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):
| HAD THE ESSURE PROCEDURE DONE IN 2009, WITH NO PROBLEM DURING PROCEDURE. PREGNANCY TESTS WERE TAKEN AND CAME BACK NEGATIVE. THE
FOLLOWING MONTH, STOMACH PAIN AND BLOAT. | WENT TO EMERGENCY ROOM, AND THEY SAID | WAS PREGNANT -ABOUT 6 WEEKS- AND IT WAS ECTOPIC
AND HAD BURST. | WAS TAKEN TO ANOTHER HOSPITAL THAT DID EMERGENCY SURGERY, REMOVING MOST OF MY RIGHT OVARY AND PART OF FALLOPIAN
TUBE. DATES OF USE: 2009. DIAGNOSIS: PREVENT PREGNANCY.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00080 CONCEPTUS, INC. 12/4/2009 10/13/2010

Event Information:

Event Date (B3): 6/1/2008 Report Date (B4): Event Report Type (H1): OTHER Event Country:

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 1/1/2009

Model # (E4): UNK Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
A PATIENT REPORTED REMOVAL OF TWO ESSURE MICRO-INSERTS DUE TO A NICKEL SENSITIVITY/ALLERGY. THE PATIENT REPORTED SYMPTOMS OF DOUBLE
MENSTRUAL CYCLES, RECURRING OVARIAN CYSTS, CHRONIC FATIGUE AND SEVERE ABDOMINAL PAIN, POST IMPLANTATION. IT IS UNKNOWN IF PATIENT WAS
SCREENED FOR A HISTORY OF NICKEL SENSITIVITY, WHETHER A NICKEL ALLERGY TEST WAS PERFORMED, OR ANY RESULT OF SUCH TEST. THE ORIGINAL
VOLUNTARY REPORT, (B)(4), FOR THIS ADVERSE EVENT WAS RECEIVED THROUGH THE FDA'S MEDWATCH PROGRAM.

Manufacturer Narrative (H10):

IFU CONTRAINDICATION: THE ESSURE SYSTEM SHOULD NOT BE USED IN ANY PATIENT WITH KNOWN HYPERSENSITIVITY TO NICKEL, CONFIRMED BY SKIN TEST.
IFU WARNING: PATIENTS WITH SUSPECTED HYPERSENSITIVITY TO NICKEL SHOULD UNDERGO A SKIN TEST TO ASSESS HYPERSENSITIVITY
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013994 CONCEPTUS INC 12/11/2009 12/22/2009

Event Information:

Event Date (B3): 12/9/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): ESSURE BIRTH CONTROL SYSTEM Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 646520

Event Description (B5):

THERE WAS NO HARM TO THE PATIENT. WHEN THE SURGEON START THE PROCEDURE, THE PRODUCT SPRUNG AND DID NOT WORK. IT WAS DYSFUNCTIONAL.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 12/12/2009 1/12/2010

Event Information:

Event Date (B3): 9/10/2009 Report Date (B4): 12/12/2009 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT Explant Date (E7):

Model # (E4): * Device Available for Evaluation (C6): R
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3): 9/10/2009

Lot #(E4): 654830

Event Description (B5):

DURING A HYSTEROSCOPY PROCEDURE, THE FIRST ESSURE FROM THE KIT, WAS APPARENTLY DEFECTIVE WITH A BENT TIP, AND THE SECOND ESSURE FROM
THE KIT WAS APPARENTLY UNSUCCESSFUL- QUESTION RELATED TO THE PATIENT'S ANATOMY. DURING THE LAPAROSCOPIC TUBAL LIGATION, THE FIRST
FALOPE-RING BAND DID NOT DEPLOY APPROPRIATELY; IT APPEARED TO HAVE SPRUNG OFF THE APPLICATOR NEAR THE END OF APPLICATION. MD DID NOT
CONTINUE USING THE FALOPE-RING BAND TO COMPLETE THE PROCEDURE. BOTH THE ESSURE AND THE DISPOSABLE FALOPE-RING BAND APPLICATOR KIT
WERE LEFT FOR ADMINISTRATION TO RETURN TO THE RESPECTIVE COMPANIES.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5013999 CONCEPTUS INC. 12/14/2009 12/24/2009

Event Information:

Event Date (B3): 12/4/2009 Report Date (B4): Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE DEVICE Implant Date (E6):

Device Type (E2): ESSURE DEVICE Explant Date (E7):

Model # (E4): ESSURE PERMANENT Device Available for Evaluation (C6): R
Catalog # (E4): ESS305 Date Device Returned to Mfr (C3): 12/15/2009

Lot #(E4): 664588; 654842

Event Description (B5):
DURING ELECTIVE STERILIZATION PROCEDURE, AN ESSURE DEVICE WAS UTILIZED AND FAILED TO DEPLOY. PROCEDURE WAS ABANDONED WITHOUT INJURY
TO PATIENT. PATIENT WILL NEED TO BE RESCHEDULED FOR ANOTHER PROCEDURE. DATES OF USE: SINGLE USE DEVICE - 2009. DIAGNOSIS OR REASON FOR
USE: ELECTIVE STERILIZATION.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00076 CONCEPTUS, INC. 12/17/2009 12/28/2009

Event Information:

Event Date (B3): 1/1/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 1/1/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

A PHYSICIAN REPORTED THAT HIS PT WAS EXPERIENCING PROLONGED BLEEDING AFTER IMPLANTATION WITH ESSURE MICRO-INSERTS. THE PHYSICIAN
DECIDED IT WAS MEDICALLY NECESSARY TO REMOVE THE ESSURE MICRO-INSERTS AND PERFORM A BILATERAL TUBAL LIGATION BECAUSE OF THE PT'S
BLEEDING, ALONG WITH THE RESULTS OF A HYSTEROSALPINGOGRAM, WHICH SHOWED PATENCY ON THE PT'S RIGHT SIDE AT 6 MONTHS. DURING MICRO-
INSERT REMOVAL, THE PHYSICIAN DISCOVERED THAT THE INSERT ON THE RIGHT SIDE HAD EXPELLED INTO THE UTERINE CAVITY. THE PHYSICIAN REPORTED
THAT THE BLEEDING HAS STOPPED. THE PHYSICIAN STATED THAT HE IS UNSURE IF THE BLEEDING WAS CAUSED BY THE ESSURE MICRO-INSERTS.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00077 CONCEPTUS, INC. 12/17/2009 12/28/2009

Event Information:

Event Date (B3): 6/20/2008 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 6/20/2008

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 6/20/2008

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):
A PHYSICIAN REPORTED THAT A PT EXPERIENCED A SEVERE VASO-VAGAL RESPONSE, SEVERE PAIN AND CRAMPING DURING AND IMMEDIATELY AFTER AN
ESSURE PROCEDURE. THE PHYSICIAN TRANSPORTED THE PT TO A HOSPITAL WHERE SHE REMOVED THE ESSURE MICRO-INSERTS.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00078 CONCEPTUS, INC. 12/17/2009 9/29/2010

Event Information:

Event Date (B3): 9/11/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2009

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 9/11/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):
A PHYSICIAN REPORTED HER PT EXPERIENCED TOTAL BODY ITCHING FOLLOWING IMPLANTATION WITH ESSURE MICRO-INSERTS. AN ALLERGY TEST WAS
PERFORMED ON THE PT, WHICH RULED OUT NICKEL ALLERGY; HOWEVER, PT WAS DIAGNOSED WITH AN ALLERGY. THE PHYSICIAN STATED THAT IT WAS THE
PT'S ALLERGIC REACTION WHICH LED TO THE MICRO-INSERTS BEING EXPLANTED. THE PHYSICIAN PERFORMED A HYSTERECTOMY AND SALPINGECTOMY, AND
REMOVED THE MICRO-INSERTS. THE PT'S ITCHING RESOLVED ONCE THE MICRO-INSERTS WERE EXPLANTED.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: USER FACILITY Event Type: MALFUNCTION
Report Number Manufacturer Name Date FDA Received Date FDA Added
Not Releasable (B)(2) CONCEPTUS, INC. 12/21/2009 1/12/2010

Event Information:

Event Date (B3): 12/11/2009 Report Date (B4): 12/21/2009 Event Report Type (H1): MALFUNCTION Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6):

Device Type (E2): BIRTH CONTROL DEVICE, PERMANENT Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): Y
Catalog # (E4): * Date Device Returned to Mfr (C3):

Lot #(E4): 20210352

Event Description (B5):
PATIENT DESIRING PERMANENT STERILIZATION UNDERWENT DEPLOYMENT OF ESSURE DEVICE. PER THE OPERATIVE NOTE, "UTERUS SOUNDED TO 7 CM,
DILATED UP TO 21 PRATT DILATOR; LEFT OSTIA EASILY VISUALIZED; RIGHT OSTIA QUITE LATERALIZED
TO RIGHT CORNU, BUT WAS SEEN. ESSURE COIL NOT ABLE TO GO THROUGH RIGHT OSTIA MORE THAN APPROXIMATELY HALF OF COIL; LEFT OSTIA
CANNULATED, BUT ESSURE COIL DID NOT PROPERLY DEPLOY."

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2009-00079 CONCEPTUS, INC. 12/22/2009 1/7/2010

Event Information:

Event Date (B3): 11/20/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/20/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 11/20/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNKNOWN

Event Description (B5):

A PHYSICIAN REPORTED A PT COMPLAINING OF PAIN FOLLOWING IMPLANTATION WITH THE ESSURE MICRO-INSERTS. THE PHYSICIAN STATED THAT NSAIDS
WERE GIVEN TO PT TO MANAGE THE PAIN; THE PT REQUESTED REMOVAL OF THE MICRO-INSERTS. THE PHYSICIAN EXPLANTED THE MICRO-INSERTS AND
REPORTED THAT SHE FOUND BOTH IMPLANTS TO BE PROPERLY PLACED. THE PHYSICIAN ALSO REPORTED THAT THE MICRO-INSERT ON THE PT'S RIGHT SIDE,
WHERE THE PT WAS PRIMARILY EXPERIENCING PAIN, MAY HAVE BEEN "A LITTLE KINKED." THE PT REPORTED TO THE PHYSICIAN THAT SHE IS NOW FREE FROM
PAIN FOLLOWING EXPLANTATION. THE PHYSICIAN STATED THAT SHE DOES NOT KNOW WHY THE PT WAS EXPERIENCING PAIN. THE PHYSICIAN STATED THAT,
IN HER MEDICAL OPINION, THE ESSURE DEVICES WERE NOT DIRECTLY RELATED TO THE PT'S PAIN.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5014107 CONCEPTUS 12/29/2009 12/29/2009

Event Information:

Event Date (B3): 10/29/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 7/28/2008

Device Type (E2): NONE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

PT WAS DIAGNOSED WITH DILATED CARDIOMYOPATHY. PT HAD ESSURE DEVICE IMPLANTED IN 2008 TO PREVENT PREGNANCY. PT WAS TOLD THAT
PREGNANCY COULD RESULT IN DEATH. PT HAD BLOCKAGE TEST AND WAS TOLD THAT COIL WAS IN PROPER PLACE AND WAS EFFECTIVE. APPROX 2 MONTHS
AGO, PT STARTED CRAMPING. CAT SCAN WAS DONE. PT WAS SENT TO OB. URINE TEST POSITIVE FOR PREGNANCY. PT SICK AND DEHYDRATED. PT WAS TOLD
COIL SHIFTED AND IS NOW IN UTERINE WALL. PT HAS HIGH RISK OB APPT TO DETERMINE IF COIL WILL HAVE TO BE REMOVED DUE TO RISK OF INJURY TO
BABY. PT WAS TOLD THAT COIL WAS 99.95% EFFECTIVE, AFTER BLOCKAGE TEST.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2010-00001 CONCEPTUS, INC. 1/6/2010 1/14/2010

Event Information:

Event Date (B3): 11/30/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2007

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 11/30/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED THAT HIS PATIENT PRESENTED WITH PAIN 2 YEARS FOLLOWING THE ESSURE IMPLANTATION PROCEDURE. AN HSG SHOWED THAT
ONE OF THE ESSURE MICRO-INSERTS WAS LOCATED OUTSIDE OF THE FALLOPIAN TUBE. THE PHYSICIAN REMOVED THE ESSURE MICRO-INSERTS
LAPAROSCOPICALLY AND ALSO PERFORMED A HYSTERECTOMY. ONE OF THE MICRO-INSERTS WAS FOUND ADHERED TO THE PATIENT'S BOWEL; NO BOWEL
PERFORATION OBSERVED. THE PHYSICIAN BELIEVES THAT THE PATIENT'S PAIN WAS DIRECTLY RELATED TO THE ESSURE MICRO-INSERTS. THE PATIENT WAS
STILL EXPERIENCING DISCOMFORT FOLLOWING HER HYSTERECTOMY AND MICRO-INSERT REMOVAL.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2010-00002 CONCEPTUS, INC. 1/6/2010 1/14/2010

Event Information:

Event Date (B3): 11/4/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 1/1/2008

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 11/4/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED THAT HER PATIENT WAS EXPERIENCING PAIN APPROXIMATELY 1 YEAR FOLLOWING AN ESSURE MICRO-INSERT IMPLANTATION. AN
HSG REVEALED THAT ONE MICRO-INSERT WAS LOCATED OUTSIDE OF THE FALLOPIAN TUBE. DURING A DIAGNOSTIC LAPAROSCOPY, THE PHYSICIAN REMOVED
THIS MICRO-INSERT, WHICH WAS FOUND PROTRUDING OUT OF THE UTERUS THROUGH THE FUNDUS INTO THE PATIENT'S ABDOMEN. THE PHYSICIAN STATED
THAT REMOVAL OF THE MICRO-INSERT WAS MEDICALLY NECESSARY AND THAT SHE BELIEVES THE PATIENT'S PAIN WAS DIRECTLY RELATED TO THE ESSURE
MICRO-INSERT.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2010-00004 CONCEPTUS, INC. 1/15/2010 1/22/2010

Event Information:

Event Date (B3): 12/16/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 11/17/2009

Device Type (E2): KNH - DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 12/16/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 20196135

Event Description (B5):
A PT WAS EXPERIENCING PAIN DURING AND FOLLOWING AN ESSURE MICRO-INSERT IMPLANTATION PROCEDURE PERFORMED IN 2009. THE FOLLOWING
MONTH, THE PT WENT TO A HOSP DUE TO SEVERE PAIN. THE ACTUAL DATE OF THE ONSET OF SEVERE PAIN IS UNK. AN X-RAY SHOWED ONE OF THE MICRO-
INSERTS HAD PERFORATED THE FALLOPIAN TUBE AND SMALL BOWEL. A GENERAL SURGEON WAS CALLED IN TO REPAIR THE BOWEL. SEVERAL ATTEMPTS
HAVE BEEN MADE TO CONTACT THE PHYSICIAN IN ORDER TO GATHER ADD'L INFO REGARDING THIS REPORT. ALL ATTEMPTS HAVE BEEN UNSUCCESSFUL.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2010-00003 CONCEPTUS, INC. 1/20/2010 1/26/2010

Event Information:

Event Date (B3): 12/18/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/15/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 12/18/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 664666

Event Description (B5):

DURING AN ESSURE MICRO-INSERT IMPLANTATION PROCEDURE IN 2009, A PERFORATION OCCURRED THAT WAS RELATED TO PLACEMENT OF AN ESSURE
MICRO-INSERT. IT WAS REPORTED THAT THE PT WAS ASYMPTOMATIC, AND NO TREATMENT WAS PROVIDED FOR THE PERFORATION. DURING A
LAPAROSCOPIC TUBAL LIGATION THREE DAYS LATER, THE PHYSICIAN REPORTED THAT IT WAS NECESSARY TO REMOVE THE ESSURE MICRO-INSERT THAT HAD
PERFORATED THE FALLOPIAN TUBE IN ORDER TO PREVENT FURTHER HARM TO THE PT; THE MICRO-INSERT WAS FOUND EMBEDDED IN FATTY TISSUE
SURROUNDING THE PT'S BOWEL. THE PHYSICIAN REPORTED THAT THE PT IS DOING WELL FOLLOWING THE PROCEDURE.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2010-00005 CONCEPTUS, INC. 1/20/2010 4/6/2011

Event Information:

Event Date (B3): 12/21/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 12/17/2009

Device Type (E2): KNH- DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 12/21/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED THAT HIS PT, WHO HAD UNDERGONE AN ESSURE MICRO-INSERT IMPLANTATION PROCEDURE ON (B)(6) 2009, PRESENTED TO AN
EMERGENCY ROOM WITH SEVERE PAIN ON ONE SIDE AND WAS ADMITTED TO THE HOSPITAL. ALL LABORATORY TESTS AND ULTRASOUNDS WERE NORMAL
AND NO SIGNS OR SYMPTOMS OF INFECTION WERE PRESENT. THE PHYSICIAN STATED THAT THE ESSURE PLACEMENT PROCEDURE WAS UNCOMPLICATED.
THE PHYSICIAN LATER REPORTED THAT IT WAS NECESSARY TO REMOVE THE ESSURE MICRO-INSERTS DURING A TUBAL LIGATION PROCEDURE ON (B)(6) 2009
DUE TO THE PAIN THE PT WAS EXPERIENCING; ONE SIDE WAS REMOVED HYSTEROSCOPICALLY AND THE OTHER SIDE LAPAROSCOPICALLY. THE PT'S PAIN
RESOLVED FOLLOWING MICRO-INSERT REMOVAL. THE PHYSICIAN BELIEVES THAT THE PT'S PAIN WAS DIRECTLY RELATED THE ESSURE MICRO-INSERTS.
DURING FOLLOW UP AFTER HYSTEROSCOPY AND LAPAROSCOPY, PT REPORTED TO PHYSICIAN THAT SHE HAS A HISTORY OF SENSITIVITY TO CHEAP JEWELRY. IT
IS UNK IF PT WAS SCREENED FOR A HISTORY OF NICKEL SENSITIVITY, WHETHER A NICKEL ALLERGY TEST WAS PERFORMED OR ANY RESULT OF SUCH TEST.

Manufacturer Narrative (H10):

IFU CONTRAINDICATION: THE ESSURE SYSTEM SHOULD NOT BE USED IN ANY PT WITH KNOWN HYPERSENSITIVITY TO NICKEL CONFIRMED BY SKIN TEST. IFU
WARNING: PTS WITH SUSPECTED HYPERSENSITIVITY TO NICKEL SHOULD UNDERGO A SKIN TEST TO ASSESS HYPERSENSITIVITY PRIOR TO AN
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5014574 CONCEPTUS INC, USA 1/28/2010 2/4/2010

Event Information:

Event Date (B3): 10/21/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: INSERT, TUBAL OCCLUSION (HHS) Single Use:

Brand Name (E1): ESSURE COIL; ESSURE Implant Date (E6): 10/21/2009

Device Type (E2): PERMANENT BIRTH CONTROL Explant Date (E7):

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): 654839

Event Description (B5):

ESSURE COIL FELL OUT OF TUBE. REQUIRES ADD'L PROCEDURES AND/OR SURGERIES. COULD CAUSE TUBAL PREGNANCY. DATES OF USE: (B) (6) 2009 -
CURRENT. DIAGNOSIS: STERILIZATION.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: VOLUNTARY Event Type: INJURY
Report Number Manufacturer Name Date FDA Received Date FDA Added
MW5014758 CONCEPTUS 2/4/2010 3/3/2010

Event Information:

Event Date (B3): 10/14/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSURE Implant Date (E6): 4/6/2009

Device Type (E2): FALLOPIAN TUBE Explant Date (E7):

Model # (E4): Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4):

Event Description (B5):

GYNECOLOGIST DR (B) (6) RECOMMENDED ESSURE FOR PERMANENT BIRTH CONTROL. | WAS ADVISED TO HAVE THE DEVICES INSERTED WHILE UNDER
GENERAL ANESTHESIA IN THE HOSPITAL - (B) (6). PROCEDURE WAS DONE ON (B) (6) 2009. | EXPERIENCED SIGNIFICANT PAIN AND BLEEDING FOR MANY WEEKS
AFTER THE PROCEDURE WAS COMPLETED. HSG WAS PERFORMED THREE MONTHS LATER AND ONE ESSURE WAS SHOWN TO BE IN THE WRONG PLACE AND IT
FAILED THE HSG TEST. DYE FLOWED FREELY TO ONE OVARY. THE DAY AFTER THE HSG, | PASSED A THUMB-SIZED HUNK OF BLOODY TISSUE OUT OF MY VAGINA
INTO THE BATHTUB WHILE | WAS TAKING A SHOWER. | THOUGHT I'D HAD A MISCARRIAGE! | CALLED MY GYNECOLOGIST FOR A FOLLOW-UP APPOINTMENT.
THEN SHE RECOMMENDED A TRADITIONAL TUBAL. I'VE HAD SEVERAL PREVIOUS ABDOMINAL SURGERIES AND WAS WORRIED ABOUT HAVING ANOTHER
SURGERY. DR (B) (6) SAID SHE'D USE A HYSTEROSCOPE TO CHECK THE ESSURE, AND POSSIBLY INSERT ANOTHER. IF SHE DEEMED THE REPLACEMENT ESSURE
TO BE A BAD IDEA, SHE WOULD DO A TRADITIONAL TUBAL. SECOND ESSURE PROCEDURE WAS DONE ON (B) (6) 2009. THIS TIME THERE WAS ALMOST NO PAIN
AND NO BLEEDING AFTERWARDS. HSG WAS DONE TODAY, (B) (6) 2010 AND SHOWED THREE ESSURES...ONE IN MY RIGHT FALLOPIAN TUBE DOING ITS JOB
CORRECTLY, AND TWO THAT WERE NOT. THE LEFT FALLOPIAN TUBE WAS TOTALLY CLEAR AND DYE FLOWED FREELY TO THE OVARY. THE TWO ESSURES WERE
DEFINITELY DISPLACED, NOT IN THE TUBE AT ALL. THE RADIOLOGIST SHOWED ME THE HSG RESULTS AND SAID, IT LOOKED LIKE ONE ESSURE DEVICE WAS
INSIDE THE UTERUS AND THE OTHER WAS PROBABLY OUTSIDE THE UTERUS AND DEFINITELY NOT IN THE FALLOPIAN TUBE. IT IS MY UNDERSTANDING THAT
HAVING AN ESSURE DEVICE RANDOMLY LOCATED INSIDE MY ABDOMINAL CAVITY IS DANGEROUS. | AM SCARED AND FRUSTRATED, SCARED ABOUT WHAT
MIGHT HAPPEN NEXT - HYSTERECTOMY OR ABDOMINAL SURGERY? AND FRUSTRATED BECAUSE I'VE ALREADY SPENT OVER (B) (6) OUT OF POCKET FOR THESE

Publically Releasable Page 1 Date Last Updated: 2/9/2016 5:03 PM



CDRH MAUDE EVENT REPORT (FOI) — Sorted by Date FDA Added 9-Feb-16

This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

PROCEDURES. DOSE OR AMOUNT: ONE-TIME PROCEDURE. FREQUENCY: ONE TIME. ROUTE: #1 & #2: INTRACERVICAL. DIAGNOSIS OR REASON FOR USE:
PERMANENT STERILIZATION. EVENT REAPPEARED AFTER REINTRODUCTION? YES.

Manufacturer Narrative (H10):
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This output contains the medical device adverse event reports currently available to the public, in accordance with the Freedom of Information Act. Submission of a
report does not constitute an admission that medical personnel, user facility, importer, manufacturer or product caused or contributed to the event.

Report Type: MANUFACTURER

Event Type: INJURY

Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2010-00006 CONCEPTUS, INC. 2/5/2010 2/23/2010
Event Information:

Event Date (B3): 12/3/2009 Report Date (B4): Event Report Type (H1): INJURY Event Country:
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE

Device Type (E2): KNH-DEVICE,OCCLUSION,TUBAL,CONTRACEPTIVE
Model # (E4): ESS305

Catalog # (E4):

Lot #(E4): UNK

Implant Date (E6): 1/1/2007

Explant Date (E7): 12/3/2009

Device Available for Evaluation (C6): N
Date Device Returned to Mfr (C3):

Event Description (B5):

A PHYSICIAN REPORTED A PATIENT, WHO WAS IMPLANTED WITH ESSURE MICRO-INSERTS 2 YEARS PREVIOUSLY, COMPLAINED OF PAIN. PATIENT WAS
DIAGNOSED 6 WEEKS PREGNANT WITH TWINS. PATIENT DID NOT RETURN FOR AN ESSURE CONFIRMATION TEST (HSG). A DIAGNOSTIC ULTRASOUND WAS
PERFORMED TO HELP DETERMINE THE CAUSE FOR PATIENT'S PAIN; IT SHOWED THE MICRO-INSERTS TO BE IN A SATISFACTORY LOCATION. THE PATIENT
DELIVERED THE TWINS BY C-SECTION. DURING DELIVERY, THE PHYSICIAN REPORTED THAT THE MICRO-INSERTS COULD NOT BE SEEN OR FELT, BUT WERE
PRESENT ON X-RAY. PATIENT CONTINUED TO EXPERIENCE PAIN; A DIAGNOSTIC HYSTEROSCOPY WAS PERFORMED IN THE OR. DURING THE HYSTEROSCOPY,
THE PHYSICIAN WAS UNABLE TO FIND THE MICRO-INSERT ON THE PATIENT'S LEFT SIDE BUT WAS SUCCESSFUL IN LOCATING AND REMOVING THE MCRO-
INSERT ON THE PATIENT'S RIGHT SIDE. THE PHYSICIAN STATED THAT IT IS TOO EARLY TO DETERMINE IF THE PATIENT'S PAIN HAS RESOLVED. THE PHYSICIAN
WAS ASKED IF HE BELIEVED THE REMOVED ESSURE MICRO-INSERT WAS DIRECTLY RELATED TO THE PAIN THE PATIENT WAS EXPERIENCING, HOWEVER, NO

RESPONSE TO THIS QUESTION WAS RECEIVED.

Manufacturer Narrative (H10):

MDR IS BEING REPORTED OUTSIDE OF THE 30-DAY TIME FRAME BECAUSE THIS WAS INITIALLY EVALUATED AS NOT REPORTABLE, BUT LATER REVIEW OF THIS
COMPLAINT RESULTED IN A DETERMINATION THAT THE EVENT IS REPORTABLE.
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Report Type: MANUFACTURER Event Type: OTHER
Report Number Manufacturer Name Date FDA Received Date FDA Added
2951250-2010-00007 CONCEPTUS, INC. 2/5/2010 4/6/2011

Event Information:

Event Date (B3): 12/1/2009 Report Date (B4): Event Report Type (H1): OTHER Event Country: US

Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use: Y

Brand Name (E1): ESSURE Implant Date (E6): 10/1/2009

Device Type (E2): KNH-DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE Explant Date (E7): 12/1/2009

Model # (E4): ESS305 Device Available for Evaluation (C6): N
Catalog # (E4): Date Device Returned to Mfr (C3):

Lot #(E4): UNK

Event Description (B5):

A PHYSICIAN REPORTED THAT HER PT HAD UNDERGONE THE ESSURE PROCEDURE AND WAS PRESENTING TO HER WITH PELVIC PAIN 6 WEEKS FOLLOWING
THE PROCEDURE. THE PT WAS DIAGNOSED WITH ENDOMETRITIS AND TREATED WITH ANTIBIOTICS AND ANALGESICS; THE PT'S PAIN CONTINUED. THE
PHYSICIAN SAID THAT ESSURE MICRO-INSERT REMOVAL WAS REQUESTED BY THE PT AND THE PHYSICIAN AGREED THAT REMOVAL WAS THE BEST COURSE OF
ACTION. THE PHYSICIAN REMOVED THE MICRO-INSERTS VIA LAPAROSCOPY; THE RIGHT COIL CAME OUT INTACT EASILY AND THE LEFT COIL CAME OUT IN
PIECES AND APPEARED TO BE SOMEWHAT KINKED INSIDE THE TUBE. NO PERFORATION OF THE TUBES WAS OBSERVED ON A CT SCAN NOR DURING THE
LAPAROSCOPY. THE PHYSICIAN STATED THAT THE PT'S PAIN HAS SUBSIDED. THE PHYSICIAN BELIEVES THAT THE ESSURE MICRO-INSERTS WERE DIRECTLY
RELATED TO THE PT'S PAIN BECAUSE, AS STATED BY THE PHYSICIAN, THE PAIN WAS LOCALIZED TO THE TUBES AND WAS WORSE ON THE LEFT THAN THE
RIGHT.

Manufacturer Narrative (H10):
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Report Type: USER FACILITY

Event Type: MALFUNCTION

Report Number Manufacturer Name Date FDA Received Date FDA Added

Not Releasable (B)(2) CONCEPTUS, INC. 2/11/2010 3/3/2010

Event Information:

Event Date (B3): 2/11/2010 Report Date (B4): 2/11/2010 Event Report Type (H1): MALFUNCTION Event Country: US
Device Information:

Product Code: DEVICE, OCCLUSION, TUBAL, CONTRACEPTIVE (KNH) Single Use:

Brand Name (E1): ESSU