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Event Details

Full Evaluation Physician/
Customer Letter Special Requests (Other) Clinical Trial? Yes No

Trial Name:

Reported Event 
Details:

Reporting Information

Reporting Abbott employee Abbott  Aware 
Date: Method Reported to Abbott: Method Reported to Abbott 

(Other )
Is this  to report a 
Failure to Advance?

Yes No

Account Information
Account Number: Physician Name:
Hospital Name (if different from 
Account) Account Contact 1:

Country Account Contact 2: 

SAP Replacement Transaction # Account Contact Other

Initial Non-Abbott 
Reporter:

Patient Information
Patient Involved?  Yes  No

 Patient information cannot be provided due to personal data privacy legislation/policy
Patient 

DOB: 
Patient 

Age:
Age, Unit of 

Measure Weight Weight, Unit of 
Measure  Gender Ethnicity Race Relevant Medical History

Reset 
This 
Section

Procedure Information

Procedure Date:
Abbott Employee 
Present During 
Procedure?

Relevant Test/Lab Data Medication to Treat Device Issue 

Product Experience Device Information 

Product ID  
(part number) Lot #     Product Name Size Serial # Implant Date Explant 

Date

Was the device 
requested for 
Return?

Is the Device 
Returning? Device Return Status

Add 
Remove

Row
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Accessory Devices Used during Procedure

Product Type Product Name & Size Implant Date
Product ID  

(part number) Lot #     
Add 

Remove  
Row

   Were all devices reported to PPG? Yes No

Lesion Information

Vessel Treated  Vessel 
Calcification

Vessel 
Tortuosity

Stenosis 
Pre(%) 

Stenosis 
Post (%) Lesion History: CTO Additional Vessels 

Treated  (Click +)

Add 
Remove 

Row

Final Outcome

Clinically Significant Delay? Replacement Device Used

Death Date
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Event Details
Full Evaluation
Physician/Customer Letter 
Special Requests (Other)
Clinical Trial?
Trial Name:
Reported Event Details:
Reporting Information
Reporting Abbott employee
Abbott  Aware Date:
Method Reported to Abbott:
Method Reported to Abbott (Other )
Is this  to report a Failure to Advance?
Account Information
Account Number:
Physician Name:
Hospital Name (if different from Account)
Account Contact 1:
Country
Account Contact 2: 
SAP Replacement Transaction #
Account Contact Other
Initial Non-Abbott Reporter:
Patient Information
Patient Involved?
Patient DOB:	
Patient Age:
Age, Unit of Measure
Weight
Weight, Unit of Measure
 Gender
Ethnicity
Race
Relevant Medical History
Reset This Section
Procedure Information
Procedure Date:
Abbott Employee Present During Procedure?
Relevant Test/Lab Data
Medication to Treat Device Issue 
Product Experience Device Information 
Product ID 
(part number)
Lot #     
Product Name	
Size
Serial #	
Implant Date
Explant Date
Was the device requested for Return?
Is the Device Returning?
Device Return Status
Add
Remove 
Row
Accessory Devices Used during Procedure
Product Type
Product Name & Size	
Implant Date
Product ID 
(part number)
Lot #     
Add
Remove 
Row
   Were all devices reported to PPG?
               Ensure all devices are reported.
Scaffold (BVS) with Death, MI or Thrombosis Only
DAPT Compliance Post Procedure
Clinical Condition Prior to Implant
Any Change in Medication
Thrombosis Symptoms
History Predisposed to Thrombosis
Symptoms at Time of Death
Was the Stenosis less than 40% after pre-dilation?
Is the site included in a registry?
Lesion Information
Vessel Treated 	
Vessel Calcification
Vessel Tortuosity
Stenosis Pre(%)         
Stenosis Post (%)
Lesion History:
CTO
Additional Vessels Treated  (Click +)
Add
Remove Row
Final Outcome
Clinically Significant Delay?
Replacement Device Used
Death Date
Failure to Advance 
1.  Did any device cross the lesion?
1a.  If nothing crossed, please describe the patient's treatment due to the failure to cross? 
1a.  Report any information for the device that successfully crossed the lesion.  (name, size)	
2.  Was there a reported clinically significant delay due to the failure to cross?
Return the Device
2a.  What was the adverse impact to the patient's health as a result of the delay?
3.  Was the failure to cross due to the anatomy?
Return the Device
4.  Was the failure to cross due to the interaction of devices?
Return the Device
4a.  Please describe the interaction between the devices that caused the failure to cross.
5.  Were any  device issues or procedure issues noted, such as a shaft separation  or stent dislodgement?
Return the Device
5a.  Did the shaft separate while inside the patient's body?
5b. Did the stent dislodge while inside the patient's body?
6.  Was a letter requested from the physician?
Return the Device
7.  Was there any patient injury due to the failure to cross?
Return the Device
Note:  If the answer to the question  3 is yes, and the answers to questions 2,  4, 5, 6 and 7 is no,  then the device does not need to be offered/returned to PPG/local RC affiliate.  If answers are unknown, the devices need to be offered/returned.  The no return policy does not include Supera, GraftMaster, OCT, FFR, or any other devices not qualified by the questions above.
**Note:  The device may be requested for investigation at the discretion of PPG or the local RC affiliate
Vessel Closure (VC) 
Procedure Type:
Interventional Description:
Vessel Closed:
Femoral Angiogram Taken
Sheath Size At Time of Device Insertion 
Femoral Imaging Used
Previous Device Closure At Target Groin
Calcification Present?
Patient History of Arteriotomy in Groin?
Was Patient Anti-Coagulated
Patient Peripheral Vascular Disease History
Anti-Coagulation Medication Used
Access site?
Proglide Only
Pre-Close Technique Used
Physician Established in Pre-Close Procedure?
Number of Devices Used for Pre-Close
Was Physician Trained?
Upsized Procedural Sheath
If Pre-close: Were the sutures of 2 ProGlide devices preplaced prior to the procedure? 
FINAL OUTCOME
How was Hemostasis Achieved?
Clinically Significant Delay?
Death Date
Replacement Device Used:
Valve Repair (VR) - MitraClip/TriClip
Physician Experience
Echosonographer Experience
Device operator formally trained
Valve
Valve (Other)
Regurgitation Pre-Procedure
Regurgitation Post-Procedure
Etiology of Regurgitation	
Number of Clips Implanted During Procedure
Valve Pathology
Pathology (Other)
Valve Target
Order of Clip Implanted During Procedure
Were any tears noted in the soft tip of the SGC/TSGC?
Position Relative to Other Implants
SGC/TSGC ONLY
Number of CDS/TCDS Devices Used with SGC/TSGC
Challenging Anatomy
Treatment Anatomy
FINAL OUTCOME
Clinically Significant Delay?
Replacement Device Used
Death Date, if applicable
For Reporting OCT/FFR products, please e-mail form to:
CAT_VASC_complaints@abbott.com 
8.2.1.4029.1.523496.503679
9519145719
PPG
Nicole Freeman
PER Form
PerClose ATProGlide ProStar XLStarCloseStarClose SESuture Trimmer
MitraClipMitraClip NTRMitraClip XTRLiftSteerable Guide CatheterClip Delivery SystemStabilizer
AbsorbAbsorb GT1
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