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Guidant Model 1861 Ventak Prizm 2 DR, Implantable Cardioverter-Defibrillators (ICD)
manufactured before November 2002

Guidant Corporation submitted voluntary advice to physicians, by letter on May 23, 2005,
about an unpredictable breach of an insulator in the device. This insulator defect could
result in at least partial diversion of current in the high-voltage output circuitry, thereby
preventing the device from delivering high-voltage shock therapy when ventricular
tachycardia or fibrillation is detected. This random component failure can occur in any
Model 1861 ICD manufactured before November 13, 2002.

Guidant reported that there have been 26 cases exhibiting the above failure mode from
37,000 devices implanted worldwide. In one of those cases, the patient may have died
when the device failed to deliver high-voltage shock therapy.

1. Within two weeks, electrophysiology/cardiology staff or other appropriate parties must

identify all affected patients by implementing each of the following steps athrough d. It is
important that ALL INFORMATION sources be reviewed to insure that patients will

not be missed, as they may be found on one list and not on another.

a) Review the manufacturer’s letter (attached).

b) Review the patient list posted on the VA National ICD Surveillance Center
intranet website (https://icd.sanfrancisco.med.va.gov). This list, provided by
Guidant, consists of all the VA patients in the company’s database that have an
implanted model 1861 ICD which had been manufactured prior to November 13,
2002 and VA patients having this implant that are being followed at a VA facility.

¢) Review the VA National registry for ICD implants Washington VAMC, point of
contact is Ronald.Jones1@va.gov.

d) Review your patient records for all patients with implanted Guidant model 1861
Ventak Prizm 2 DR, ICD devices.

2. Within the next 45 calendar days, interrogate all Guidant Model 1861 ICDs for “no
telemetry” or “warning screen” conditions. These conditions indicate that the ICD may be
inoperative. If one of these conditions is present, replace with a suitable new device.

a) Ifthe interrogation of the Guidant model 1861 ICD does not reveal a problem, the
patient should be followed at the manufacturer’'s recommended intervals of every 3
months. However patients should be instructed to return immediately for device
interrogation following any shock delivery, and ICD replacement should be considered at
that time.

3. Follow the actions contained in Attachment 2. This guidance was prepared by Dr.
Edmund Keung of the VA National ICD Surveillance Center as the best course of action for
your patients.

See Guidant website www.guidant.com
Guidant Corporation.

Dr. Edmund Keung at VA National ICD Surveillance Center at
(415) 221-4810 Extension 3182 Or
Mr. Bryanne Patail at National Center for Patient Safety (NCPS) at (734) 930-5890
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incidence of circuitry failure is low, at 1 in 2000 (0.05% or 0.002% per service month). However, if it
fails, the result can be catastrophic for the patient. In patients with a history of frequent shock therapy or
who are totally pacemaker-dependant, device replacement may be considered. We have to evaluate
individual patient’s clinical conditions, discuss the situation with the patients and arrive at the best course
of action.

Ed Keung, MD
Ph: 415-221-4810, extension 3182
Edmund.Keung@med.va.gov

6.

7.

Y

Instructions on how to access the VA National ICD Surveillance center database.

Perform the following steps to access your patient list supplied by Guidant on the VA National ICD
Surveillance Center:

VA intranet URL: https://icd.sanfrancisco.med.va.gov

You have to register as a user first. Len Roberts, our administrator (Leonard.Roberts@med.va.gov)
will review the information you provided and grant you access within 24 hours or less

After you log in, click on <Queries & Reports> and <Patient DeviceSearch>.

Select ICD Generator from the Filter by Device Type dropdown list.

Select Guidant from the Filter by Manufacturer drop-down list.

Enter “1861” in the Search Model textbox.

Click Go

ou will see a list of all your patients with the affected devices. The device alert status is listed in the far
right corner under the column heading Alert (Y=Yes). Do not forget that there may be more than one

page for the list, depending on how many patients you have. You can export the table to an Excel
spreadsheet or just print it.

You will notice that almost all your patients have SSN (social security number) and phone numbers of 888-

88-8888 and (415) 221-4810, respectively. Guidant did not include the patients’ SSN and phone
numbers in their list. The medical centers listed under the column VAMC are the hospitals where they
had their device implanted or the follow-up clinics, according to Guidant’s records.

Status: R=registration only
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