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Consent Form

All patients who undergo a PCI have to sign a consent 
form

�All elective PCI patients: should sign the IRB 
approved elective PCI consent form

�All STEMI patients: should 

• either sign the IRB approved elective PCI consent 
form 

• or sign the standard consent form for primary PCI 
with a statement on the consent form saying that 
patient data will be submitted to CDPH and UC Davis



Data Collection

� elective PCI patients: all patients who undergo elective 
PCI have to be entered and submitted to UC Davis

� STEMI patients: all patients who undergo primary PCI 
have to be entered and submitted to UC Davis

� Patients with diagnostic caths only may or may not be 
entered and submitted to UC Davis



ACC-CathPCI Registry Reports

� Data Completeness Report

�Patient Listing

�Procedure Medication by Operator

�Discharge Medication by Operator

�Closure Methods by Operator

�Intracoronary Devices by Operator

�Intra & Post Procedure Events

�Procedure by Quarter by Operator

�Procedure by Status

Available for individual hospitals 



ACC-CathPCI Registry Reports (cont’d)

�Procedure by Status

�Risk Factor Summary

�Risk Factor Rate by Operator

�Mortality by Operator

�Mortality by Procedure

�Length of Stay by Operator

�Length of Stay Summary



Procedure Medication by Operator



Discharge Medication by Operator



Closure Methods by Operator



Intracoronary Devices by Operator



Intra & Post Procedure Events



Procedure by Quarter by Operator



Procedure by Status



Risk Factor Summary



Risk Factor Rate by Operator



Mortality by Operator



Mortality by Procedure



Length of Stay by Operator



Length of Stay Summary



Study Protocols: Patient Selection

High Patient Risk includes, but is not limited to:
Clinical risk Myocardial risk

- Decomp. CHF (Killip3)without evidence - left main stenosis ≥ 50%

for active ischemia - > 70% stenosis in the prox. segment
- 3-VD unprotected by prior CABG of all major coronary arteries
- recent cerebrovascular attack - single target lesion that jeopardizes 
- LVEF ≤ 25% over 50% of remaining viable 

- advanced malignancy myocardium
- known clotting disorders

High Patient Risk



High Lesion Risk includes, but is not limited to:
-diffuse disease (>2cm in length) and excessive tortuosity of proximal        
segments

-more than moderate calcification of a stenosis or proximal segments
-location in an extremely angulated segment (>90 degrees)
-inability to protect major side branches
-degenerated older vein grafts with friable lesions
-substantial thrombus in the vessel or at the lesion site
-any feature that may, in the operator’s  judgment, impede stent deployment

High Lesion Risk

Study Protocols: Patient Selection



Patient Selection: Inclusion Criteria

High Patient Risk includes, but is not limited to:
Clinical risk Myocardial risk

- Decomp. CHF (Killip3)without evidence - left main stenosis ≥ 50%

for active ischemia - > 70% stenosis in the prox. segment
- 3-VD unprotected by prior CABG of all major coronary arteries
- recent cerebrovascular attack - single target lesion that jeopardizes over 
- LVEF ≤ 25% 50% of remaining viable myocardium

- advanced malignancy
- known clotting disorders

High Lesion Risk includes, but is not limited to:

diffuse disease (>2cm in length) and excessive tortuosity of proximal 

segments

more than moderate calcification of a stenosis or proximal segments
location in an extremely angulated segment (>90 degrees)

inability to protect major side branches

degenerated older vein grafts with friable lesions

substantial thrombus in the vessel or at the lesion site
any feature that may, in the operator’s  judgment, impede stent deployment

OR

BUT NOT BOTH



Patient Selection: Inclusion Criteria

A high risk patient with a high risk lesion shall NOT be included 
in the study.

A high risk patient with a not high risk lesion may be included in the pilot-

program upon confirmation that a cardiac surgeon and OR are immediately 

available if necessary.

A not high risk patient with a high risk lesion may be included in the pilot-

program.
A not high risk patient with a not high risk lesion may be included in the 

pilot-program

A patient with either two criteria for “High Risk Patient” OR two criteria for 

“High Risk Lesion” can be enrolled in the study. However, the operator MAY 

decide NOT  to perform any PCI at the Off-site hospital. 



Expectations of Pilot-Hospitals

� Follow the inclusion and exclusion criteria for 
patient enrollment

� Enroll at least 200 patients by year 2 (36 
primary PCIs)

�Facilitate audit nurse access to medical records    
and angiographic recordings



Timeline Update

�Local IRB approval of consent forms

�5 hospitals completed 

�1 hospital submitted

�Central IRB approval of data collection and storage     
completed

�Official Pilot Start Date 8/1/2010

�Production Software online 8/2/2010

�Coder Testing Completion 8/10/2010

�Operator Testing Completion: 5 hospitals

�Transfer Protocols Receipt: 2 hospitals

� First AOC meeting 7/29/2010



Enrollment as of 08/18/2010

� a total of 36 patients at 6 pilot-hospitals has 
been enrolled

�Elective PCI: 66.67% 

�STEMI: 33.33%



New Business Proposals

�Quarterly report formats

�Costs Tracking

�Data entry checking for completeness only

�NCDR definition of emergent / urgent / elective procedures


