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THE ABBOTT
COMMITMENT

Warranty service is important to Abbott. Our goal 
is to provide the customer the best possible 
experience. We are committed to working with 
the customer in a professional manner and to 
provide a streamlined process.

The objective of this resource is to aid our 
customer in the Abbott warranty process. This 
reference ensures that our customers understand 
each step in the warranty process and their 
respective responsibilities which will ensure 
customer satisfaction is achieved.

To obtain a warranty credit for a CRM product,        
Abbott warranty qualification criteria must be met.  
To find the Limited Warranty terms and conditions 
applicable to your Abbott CRM product, refer to 
the product's limited warranty card provided at the 
time of the purchase of the applicable Abbott CRM 
product.

This manual does not add to, vary or amend any 
of the terms of the Limited Warranty contained in 
the applicable CRM product Limited Warranty 
card. By using this manual as described above, 
Abbott strives to ensure customer satisfaction is 
achieved.

St. Jude Medical is now Abbott.
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WARRANTY CLAIMS
PROCESS
ABBOTT’S STANDARD WARRANTY PROCESS OVERVIEW 
FOR IMPLANTABLE DEVICES VIEW & PRINT

Abbott analyzes product OR reviews clinical data 
submitted for capped leads

HOSPITAL 
RESPONSIBILITY

ABBOTT 
REPRESENTATIVE

ABBOTT

Was product 
explanted from 

patient?YES, 
Device and full leads removed

NO, 
Leads capped or partially removed

Obtain Explanted Return Box (Contact local 
Abbott representative or call 1-800-681-9293)

Fill out Removed Device Information Form

Return the explanted product to Abbott’s 
Return Goods Department within 45 days of 
explant

Submit data to Technical Services @ 1-800-
727-7846 showing the lead did not function 
within normal tolerances (i.e. ECG, X-rays, or 
other clinical data) and request warranty 
review

Return proximal portion of the lead to Abbott, 
if feasible

Receive PO for Abbott replacement Device
Report PER Event, as applicable, via reporting tool
Submit PDT and Replacement Event 

1

Was a warrantable 
anomaly identified?

Were all terms of 
Limited Warranty met?

Product is not eligible for 
the Limited Warranty

YES

NOYES

NO

Abbott will Issue applicable Limited 
Warranty credit to the purchaser of the 
replacement device and mail a copy of 
the credit memo.

1

2

3

4

5 5
* To find the Limited Warranty terms 
and conditions applicable to your 
Abbott CRM product, refer to the 
product’s Limited Warranty card.
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WARRANTY PROCEDURES
OVERVIEW

HOSPITAL

• The customer initiates an Abbott warranty request.

• The explanted product(s) and all applicable forms must be completed, signed and submitted to 
Abbott within 45 days of the product replacement.

• The customer must issue a PO for the Abbott replacement device. 

• The customer must provide, upon request by any federal health care program (“FHCP”) 
representative, including but not limited to representatives of Medicare and Medicaid, all 
warranty information made available to customer by Abbott. 

• The customer must fully and accurately report all warranty credits, discounts or other price 
reductions received for an Abbott product, consistent with the requirements of all FHCPs, 
including, but not limited to, Medicare and Medicaid. 

• The credit amount applied will depend on the specific Abbott product Limited Warranty. In no 
event shall the amount of the replacement credit exceed the purchase price of the replacement 
device.
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WARRANTY PROCEDURES
OVERVIEW

GENERAL WARRANTY CREDIT CONSIDERATIONS*:

STANDARD PROCESS

• Device must be explanted in a time frame specified in the applicable Abbott product warranty

• Explanted device must be replaced by an Abbott device

• Explanted device must be returned to Abbott within 45 days** at the following address: 

o 15900 Valley View Court, Sylmar, CA 91342, Attn: Returned Goods

Abbott process:

o Use a pre-paid Returned Device Kit for each explanted device

o Fill out the Removed Device Information Form found in the Kit 

• Invoicing the replacement device is mandatory

• Registration of explant and replacement device is required

Notes:

* For eligibility under the Limited Warranty, all conditions must be met in accordance with the terms and conditions outlined in 
the applicable product warranty provided at the time of purchase of the applicable CRM product. Abbott will analyze 
returned product and will determine final warranty eligibility. 

** Delivery of an explanted device to a local field representative or any other employee, agent, or representative of Abbott will 
not constitute a return to Abbott. For warranty consideration, the effective receipt date is the date that the explanted device 
is physically received by Abbott at the above address.
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WARRANTY CREDIT CONSIDERATIONS SPECIFIC TO NORMAL BATTERY DEPLETION:

The Warranty Claim Processing Form for Normal Battery Depletion is intended only for devices at 
ERI or EOL due to normal battery depletion. The form does not replace the terms and conditions as 
set forth in the Limited Warranty. 

For an EXPEDITED PROCESS due to normal device battery depletion at ERI/EOL:

• Submit the Battery Depletion Claim Form. Complete one form per explanted product

• Requires documentation of battery depletion, such as:

FastPath® Summary displaying battery voltage 

Or other similar documentation

• Complete Removed Device Information Form

• Follow Standard process for returning product to Sylmar

• If Abbott determines that warranty coverage applies, credit will be issued to the customer 
purchasing the replacement device within approximately 10 days of receipt of product

WARRANTY PROCEDURES
OVERVIEW
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WARRANTY CREDIT CONSIDERATIONS SPECIFIC TO LEADS:

EXPLANTED LEADS
• Follow Standard warranty process

CAPPED LEADS

1. If lead cannot be removed and a portion of the lead can be cut off prior to capping: 
• Return the proximal portion of the lead to Abbott
• Follow Standard warranty process
• Submit data showing the lead is not functioning within normal tolerances                            

(i.e. ECGs, x-rays, or other data)
o Customers contact Technical Services @ (800) 722-3774 to submit data
o Abbott employees must file a Product Event Report (PER) in EPIQ

• Request a warranty review at the time of submission

2. If no portion of the lead is removed:
• Submit data showing the lead is not functioning within normal tolerances                           

(i.e. ECGs, x-rays, or other data) through Product Event Reporting or Technical Services
• Request a warranty review at the time of submission

WARRANTY PROCEDURES
OVERVIEW

https://abbott.sharepoint.com/sites/abbottworld/MedicalDevices/Pages/EPIQCentral.aspx
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IF ABBOTT DETERMINES WARRANTY COVERAGE APPLIES

• Credit will be issued to the customer.  The customer will receive a credit memo identifying: 
– The replacement device
– The explanted device
– Patient name
– Date of service 

• The customer must provide, upon request by any federal health care program (“FHCP”) 
representative, including but not limited to representatives of Medicare and Medicaid, all warranty 
information provided to customer by Abbott.

• The customer must fully and accurately report all price reductions received in connection with a 
warranty for an Abbott product, consistent with the requirements of all FHCPs, including but not 
limited to, Medicare and Medicaid. 

• The credit amount will depend on the specific Abbott product Limited Warranty. In no event shall 
the amount of the replacement credit exceed the purchase price of the replacement device. 
Warranty credit will be issued to the hospital purchasing the replacement device.

• A patient letter will be sent regarding reimbursement of unreimbursed medical expenses, if it is 
offered under the product Limited Warranty.

WARRANTY PROCEDURES
OVERVIEW
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ABBOTT STANDARD 
LIMITED WARRANTY

STANDARD DEVICES

LEGACY DEVICES

STANDARD LEADS
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*This manual does not add to, vary or amend any of the terms of the Limited Warranty contained in the applicable CRM product Limited Warranty 
card provided at the time of purchase of the applicable CRM product. Full warranty information including warranty claims, processes and 
restrictions can be found within each product's Limited Warranty. Please review the full warranty terms for complete details.

DEVICE 
SEGMENT MODEL WARRANTY PERIOD

PATIENT 
UNREIMBURSED 
MEDICAL

PM

Assurity DR MRI™ PM
Assurity™ 
Endurity™ DR PM

8-year full workmanship; ERI 5-year full, 
3-year prorated $600

Assurity™ SR MRI PM
Assurity™ SR PM
Endurity™ SR PM

10-year full workmanship; ERI 6-year full, 
4-year prorated $600

Microny™ PM 4-year full workmanship $600

ICD

Ellipse™ VR ICD
Fortify Assura™  VR ICD

10-year full workmanship; ERI 6-year full, 
4- year prorated $2,500

Ellipse™ DR ICD
Fortify Assura™  DR ICD 8-year full workmanship; ERI 5-year full, 3-year prorated $2,500

CRT

Quadra Assura MP™ CRT-D 5-year full workmanship; ERI 3-year full, 2-year prorated $2,500

Quadra Assura™ CRT-D
Unify Assura™ CRT-D 6-year full workmanship; ERI 3-year full, 3-year prorated. $2,500

Quadra Allure MP™ CRT-P
Allure Quadra™ – CRT-P
Allure™ - CRT-P

6-year full workmanship; ERI 4-year full, 
2-year prorated $600

ICM
Confirm™ DM2102 18 months full workmanship $0

Confirm Rx™ Year 1 full workmanship; 
Year 2 prorated $600

SUMMARY OF ABBOTT’S 
LIMITED WARRANTY 
STANDARD DEVICES*
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DEVICE 
SEGMENT MODEL WARRANTY PERIOD PATIENT UNREIMBURSED 

MEDICAL

PM
Accent™ PM 7-year full workmanship; workmanship; 

ERI 5-year full, 2-year prorated $600

All others prior to Accent™ 5-year full workmanship $600

ICD

Current Accel™ ICD
Current™ + ICD
Fortify™ ICD

7-year full workmanship; ERI 4-year full
3-year prorated $2,500

All ICDs prior to Current™ + ICD
5-year full workmanship; ERI 3-year full
2-year prorated
(Out of Warranty)

$0

CRT-D

Promote™ + CRT-D
Promote Accel™ RF CRT-D 
Promote™ RF CRT-D

5-year full workmanship; ERI 3-year full
2-year prorated $2,500

All CRTs prior to Promote™ + CRT-D 5-year full workmanship; ERI 2-year full
2-year prorated $2,500

CRT-P
Anthem 5-year full workmanship; ERI 3-year full

2-year prorated $600

Frontier (Out of warranty period) $0

ICM Confirm™  DM2101, DM202 18 months

SUMMARY OF ABBOTT’S 
LIMITED WARRANTY
LEGACY DEVICES*

*This manual does not add to, vary or amend any of the terms of the Limited Warranty contained in the applicable CRM product Limited Warranty 
card provided at the time of purchase of the applicable CRM product. Full warranty information including warranty claims, processes and 
restrictions can be found within each product's Limited Warranty. Please review the full warranty terms for complete details.
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SUMMARY OF ABBOTT’S 
LIMITED WARRANTY 
STANDARD LEADS*

** All legacy leads except for Riata models are lifetime warranty period. No Limited Warranty is offered for lead models 1559 or SP02.

Notes:

LEAD 
SEGMENT FAMILY/MODEL** WARRANTY PERIOD UNREIMBURSED 

MEDICAL

CRT Quartet™ LV Leads
QuickFlex™ Micro Lead Lifetime $500

ICD Durata™ Lead
Optisure™  Lead Lifetime $600

PM
Tendril™ STS Lead
Tendril MRI™ Lead
OptiSense™ 1999 Lead
Isoflex™ Optim™ Lead

Lifetime $500

* This manual does not add to, vary or amend any of the terms of the Limited Warranty contained in the 
applicable CRM product Limited Warranty card provided at the time of purchase of the applicable CRM 
product. Full warranty information including warranty claims, processes and restrictions can be found within 
each product's Limited Warranty. Please review the full warranty terms for complete details. 
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LIMITED WARRANTY 
CARDS

PACEMAKERS

ACCENT ™

ASSURIT Y ™ &  ENDURIT Y ™

ASSURIT Y  MRI™

ENT IT Y ™

IDENT IT Y ™

INT EGRIT Y ™ SERIES

MICRO NY ™

SUST AIN™ XL

VERIT Y ™

VICT ORY™

ZEP HY R™ SERIES

DEFIBRILLATORS

AT LAS™ ICD SERIES

CURRENT ™ SERIES

CURRENT ™ &  CURRENT  ACCEL™ 
ICD SERIES

ELLIP SE™

EP IC™ ICD SERIES

F O RT IF Y  ASSURA™

F O RT IF Y ™ SERIES

P ROMO T E™ SERIES ICD

CARDIAC 
RESYNCHRONIZATION

ANT HEM™ CRT -P

AT LAS™ HF -SERIES CRT -D

CRT -D,  VR AND DR

EP IC™ HF  CRT -D

F RONT IER™ SERIES CRT -P

P ROMO T E™ SERIES CRT -D

QUADRA ALLURE™ CRT -P

QUADRA ASSURA™ &  
UNIF Y  ASSURA™ CRT -D

QUADRA ASSURA MP ™ CRT -D

UNIF Y ™ SERIES CRT -D

ICM

CO NF IRM RX™

CONF IRM SERIES

LEADS

DEF IB RILLAT O R (HV)  LEADS

P ACEMAKER (LV)  LEADS

RIAT A DEF IB RILLAT O R LEADS
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LIMITED WARRANTY CARDS
Entity™ Pacemaker

VIEW & PRINT
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Identity™ Pacemaker
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LIMITED WARRANTY CARDS
Microny™ Pacemaker

VIEW & PRINT
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LIMITED WARRANTY CARDS
Sustain™ Pacemaker

VIEW & PRINT
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LIMITED WARRANTY CARDS
Verity™ Pacemaker
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LIMITED WARRANTY CARDS
Victory™ Pacemaker

VIEW & PRINT
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LIMITED WARRANTY CARDS
Zephyr™ Pacemaker

VIEW & PRINT
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LIMITED WARRANTY CARDS
Quadra Allure™ and Quadra Allure MP™ CRT-P

VIEW & PRINT
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ABBOTT WILL MATCH COMPETITOR’S WARRANTY TERMS FOR PATIENTS RECEIVING AN 
ABBOTT PRODUCT UPON A PHYSICIAN’S DECISION THAT REPLACEMENT OF THE 
COMPETITIVE PRODUCT IS MEDICALLY NECESSARY*. 

GUIDELINES

• Patient’s existing competitor device (i.e. non-branded Abbott/St. Jude Medical) has documented 
warranty balance (pro-rated or full), will be removed due to a warrantable event, and will be 
replaced with an Abbott device.

• Abbott will provide the hospital where the Abbott replacement is being implanted, with a match 
of the competitor’s warranty balance.**

• Unreimbursed medical expenses provided to patients when offered within competitive device 
warranty.

• Requires a completed Competitive Standard Warranty Match form.

* EP /Cath Lab Director or Physician has verified that the competitive device qualifies for supplemental warranty coverage
from the original device manufacturer.

** Match of the competitor’s warranty balance is given via a credit against the net purchase price of the replacement
device, calculated according to the terms of the original manufacturer’s warranty. Abbott will provide purchasing entity
with the credit.

COMPETITIVE STANDARD 
MATCH WARRANTY

Notes:
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ABBOTT WILL PROVIDE REPLACEMENT PRODUCT IF THE CONDITIONS OF THE ADVISORY ARE MET.

Applies to Riata™ Lead, Riata™ ST ICD Lead*, QuickSite™ Lead and QuickFlex™ LV Lead**

• Abbott will provide an equivalent replacement lead to be INVOICED at the time of replacement; 
replacement must be Abbott Defibrillator (HV) lead.

• Use EPIQ to report an externalized conductor or any technical issue event related to the lead. 
Provide the following:

− X-ray or Fluoroscopy image documenting externalized conductor 

− Any other supporting documentation relating to the reported event

• Return explanted lead (full or partial lead) per Standard warranty process

• Requires product analysis by Reliability Lab and/or other confirmation of advisory issue by 
Technical Services 

• Upon all the above conditions being met, Abbott will provide a warranty credit for the replacement 
lead to the purchasing replacement entity

• Abbott will provide qualifying patients up to $600 in URM resulting from the replacement surgery

* Applies to St. Jude Medical November 2011 voluntary product advisory (classified by the FDA as a
Class 1 recall in December 2011) of Riata and Riata ST silicone-insulated leads.

** Applies to St. Jude Medical April 2012 voluntary product advisory of QuickSite and QuickFlex LV leads.

ADVISORY
Riata™, Riata ST™, QuickSite™, QuickFlex™

Notes:
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DEVICES THAT DISPLAY THE ALERT NOTIFICATION FOR BATTERY PERFORMANCE 
ALERT, RESULTING IN REPLACEMENT OF THE DEVICE, WILL BE COVERED UNDER 
THE LIMITED WARRANTY, UNDER THE FOLLOWING CONDITIONS:

• Alert event has been reported to Abbott’s Product Performance Group via Product Event 
Report in EPIQ or Technical Services department

• The device is within the time frame specified in the applicable Abbott product 
Limited Warranty. 

• The explanted device must be replaced by an Abbott device.

• The explanted device must be returned to Abbott (Standard warranty process applies).

• Invoicing the replacement device is mandatory.

• Registration of explant and replace device is required per Abbott policies and procedures.

• Whether an explanted device is eligible for a warranty will be determined by Abbott in 
accordance with its policies and procedures. 

ADVISORY
HV BATTERY LITHIUM ADVISORY 

RETURN TO MENU

https://abbott.sharepoint.com/sites/abbottworld/MedicalDevices/Pages/EPIQCentral.aspx
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CUSTOMER REPORTS

CUSTOMER FORMS

WARRANTY REPORTS AND FORMS 

Sample reports and forms included on the following pages are provided for reference purposes only. Abbott may 
change, replace or remove any of these forms/reports at any time in its sole discretion. Nothing contained in any of 
the reports/forms shall add to, vary or amend any of the terms of the Limited Warranty contained in the applicable 
CRM product Limited Warranty card provided at the time of purchase of the applicable CRM product.

Notes:
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MONTHLY REPORT DETAILING ALL CREDITS ISSUED  
BY ABBOTT TO ACCOUNT WITHIN A GIVEN MONTH

WARRANTY REPORTS
FOR CUSTOMERS

Upon written request by an authorized representative of the customer, Abbott’s warranty 
department will provide the customer with a quarterly or monthly report update on their 
explanted devices and/or warranty credits. Abbott's warranty department offers two reports: 
explant and warranty credit or warranty credits only.

Access the Instructions on how to Request a Report in order to request one of these reports. 

MONTHLY REPORT DETAILING ALL EXPLANTS AND 
CREDITS ISSUED BY ABBOTT TO AN ACCOUNT  
REGARDLESS OF MONTH EXPLANT OCCURRED 

EXPLANT AND CREDIT REPORT CREDIT REPORT

RETURN TO MENU
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ABBOTT WARRANTY 
FORMS AND REPORTS INDEX

Battery Depletion Claim Form

Competitive Standard Warranty Match Form

General Warranty Information for Patient

Return Device Information Form

Request a Warranty Report Form

Sample Credit Memo

Sample Credit Report

Sample Explant and Credit Report 

Sample Patient Letter for Unreimbursed Medical Expenses

RETURN TO MENU
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WARRANTY REPORT
CREDIT REPORT

The data reported is based on currently available information reported to Abbott. It is understood 
that the Hospital shall maintain appropriate safeguards to ensure PHI data is protected as required 
by HIPAA and HITECH regulations. 

1. PRODUCT  INFORMATION & IMPLANT 
DATE- Provides information about explanted 
device and original device implant

2. PATIENT INFORMATION - Patient’s full 
name

3. CREDIT INFORMATION- If warranty credit 
is issued, this section provides credit details, 
including the price of the replacement Abbott 
product. 

4. REPLACEMENT PRODUCT 
INFORMATION- Provides information about 
replacement device and price

RETURN TO MENU

1 12 3

34 4
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WARRANTY REPORT
EXPLANT AND CREDIT REPORT

1 2 3

4 5CREDIT 
INFORMATION

1. PATIENT INFORMATION - Patient’s full name

2. PRODUCT  INFORMATION- Provides information 
about explanted device, explant facility, and original 
device implant

3. REPLACEMENT PRODUCT INFORMATION-
Provides information about replacement device and 
facility

4. CREDIT INFORMATION- If warranty credit is 
issued, this section provides credit details, including 
the price of the replacement Abbott product. 

5. WARRANTY STATUS- This field contains general 
information on warranty status:

- Credit Issued
- Pending 
- Ineligible (reason will be provided)  

The data reported is based on currently available information reported to Abbott. It is 
understood that the Hospital shall maintain appropriate safeguards to ensure PHI data 
is protected as required by HIPAA and HITECH regulations. 

RETURN TO MENU
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FREQUENTLY ASKED
QUESTIONS

Q. Can the explanted device still qualify for warranty consideration if it is not returned to Abbott?
A.  No. Devices must be returned to Abbott’s Sylmar facility within 45 days of explant to be considered for 

warranty credit. Return the explanted device to:
Abbott - Attention: Returned Goods
15900 Valley View Court, Sylmar, CA 91342 

Q. If I provide the explanted device to your field rep, does that qualify as a return for warranty consideration?
A. No. Delivery of an explanted device to a local field representative or any other employee, agent, or 

representative of Abbott will not constitute a return to Abbott. For warranty consideration, the effective 
receipt date is the date that the explanted device is physically received by Abbott at the above address.

Q. How do I request a warranty review for capped leads? 
A. Request a warranty review when submitting required documentation. 

Q. Are there special billing and coding requirements when warranty credits are issued?
A. Yes, healthcare programs and third-party payors may require compliance with specific billing and coding 

parameters and/or requirements.  Please refer to the applicable billing and coding guides relating to the 
applicable warranty credit issued for complete information. *

For general information, contact Abbott's reimbursement hotline, available from 8 a.m. to 5 p.m. central 
standard time, Monday through Friday at (855) 569-6430 or hce@abbott.com.**

Notes:
*Medicare Claims Processing Manual. Chapter 4: Section 61.3.5-61.3.6. https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/clm104c04.pdf.

**Information provided by Abbott is for general information purposes and is not intended, and does not constitute legal, reimbursement, business, 
clinical or other advice.  Laws, regulations, and coverage policies are complex and are updated frequently, and, therefore, the customer must check 
with its local carriers and intermediaries often and should consult with its own legal, financial and reimbursement specialists.

mailto:hce@abbott.com
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For Warranty Inquires: 
1-800-423-5611, Option 6
818 493 2502, Direct Line
SYWarrantyDept@abbott.com

CONTACT
INFORMATION

For Rebate or Therapeutic Upgrade Inquires:
USDRebates@abbott.com

Abbott Device Technical Services 
1 800 722 3774 

mailto:SYWarrantyDept@abbott.com
mailto:USDRebates@abbott.com
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RETURN 

Abbott analyzes product OR reviews clinical data 
submitted for capped leads

HOSPITAL 
RESPONSIBILITY*

ABBOTT 
REPRESENTATIVE

ABBOTT

Was product explanted 
from patient?

YES, 
Device and full leads removed

NO, 
Leads capped or partially removed

Obtain Explanted Return Box (Contact local Abbott 
representative or call 1-800-681-9293)
Fill out Removed Device Information Form

Return the explanted product to Abbott’s Return Goods 
Department within 45 days of explant

Submit data to Technical Services @ 1-800-727-7846 
showing the lead did not function within normal 
tolerances (i.e. ECG, X-rays, or other clinical data) and 
request warranty review
Return proximal portion of the lead to Abbott, if feasible

Receive PO for Abbott replacement Device
Report PER Event, as applicable, via EPIQ
Submit PDT and Replacement Event 

1
1

3

2

1

Was a warrantable 
anomaly identified?

Were all terms of 
Limited Warranty met?

Product is not eligible for 
the Limited Warranty

4

YES

NOYES

NO

Abbott will Issue applicable Limited Warranty credit to 
the purchaser of the replacement device and mail a 
copy of the credit memo to the purchasing “hospital” 

5 5

WARRANTY CLAIMS
PROCESS

* To find the Limited Warranty terms 
and conditions applicable to your 
Abbott CRM product, refer to the 
product’s Limited Warranty card.
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Abbott
One St. Jude Medical Dr., St. Paul, MN 55117 USA, Tel: 1 651 756 2000
Abbott.com

Rx Only 
Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing 
of indications, contraindications, warnings, precautions, potential adverse events and directions for use. 

™ Indicates a trademark of the Abbott group of companies.
‡ Indicates a third party trademark, which is property of its respective owner.

© 2020 Abbott. All Rights Reserved.

MAT-1901596 v.2 | Item approved for U.S. use only.
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