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APPENDIX VI: CASE REPORT FORMS 

Case report forms will be provided under a separate cover.  



 

 
Study Name: RC-PMCF  

Clinical Investigation Plan 
 

 
 

 

  Page 46 of 51 

 
 

APPENDIX VII: INFORMED CONSENT FORM 

Informed Consent Form (ICF) templates will be provided under a separate cover. 
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APPENDIX VIII: MONITORING PLAN 

A copy of the Monitoring Plan can be obtained upon request from the Sponsor Clinical Project Manager 
for the clinical investigation. 
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APPENDIX X: CIP SUMMARY 

Clinical 
Investigation 
Name and 
Number 

RC-PMCF   

Title Regent China Post-Market Clinical Follow-up Study  

Objective Confirm the long-term safety and performance of Abbott Medical’s Regent, 
model AGN-751 and AGFN-756, for replacement of native or prosthetic aortic 
valves. 

Device Under 
Investigation 

Abbott Medical’s Regent Mechanical Heart Valve 

Number of 
Subjects Required 
for Inclusion in 
Clinical 
Investigation 

200 

Clinical 
Investigation 
Design 

Prospective, non-randomized, observational, multi-center study 

Primary 
Endpoints 

The primary safety endpoint is freedom from valve-related mortality at 5 years.  
 
The primary performance endpoint is freedom from valve-related reoperation at 
5 years.   

Subject Follow-up Baseline, implant, discharge, 3-months, 6-months, and annually post-implant 

Inclusion Criteria 1. Patient is eligible to be implanted with Regent to replace a native or 
prosthetic aortic valve per Regent MHV’s IFU 

2. Subject will be >18 years of age at time of being consented 

3. Subject, provides written informed consent prior to any clinical investigation-
specific procedure. 

Exclusion Criteria 1. Subject is unable to tolerate anticoagulation therapy 
2. Subject has active endocarditis 
3. Subject is currently participating in another clinical investigation which may 

interfere with the effectiveness of anticoagulation therapy 
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4. Pregnant or nursing subjects and those who plan pregnancy during the 
clinical investigation follow-up period. Women of child-bearing potential 
must have a documented negative pregnancy test within one week prior to 
enrollment  

5. Subject has anomalous anatomy or medical, surgical, psychological or 
social history or conditions that, in the Investigator’s opinion, could limit the 
subject’s ability to participate in the clinical investigation or to comply with 
follow-up requirements of the clinical investigation results 

6. Subject is unable to read or write or has a mental illness or disability that 
impairs their ability to provide written informed consent 

7. Subject’s life expectancy is less than 1 year in the opinion of the 
Investigator 

 




