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BACKGROUND

# The role of PCl in STEMI and NSTEMI has been
clearly established and is considered to be
superior to current non -invasive approaches
(most cases).

A The role of PCI in patients with stable angina
pectoris has been less clear. Multiple studies
have shown significant symptomatic
Improvement without any effect on mortality.

A There are multiple studies that compare PCI to
medical therapy. The latest and largest is
COURAGE trial.



Revascularization vs Medical
therapy: Early data

A Routine PCI started in late 80s to early
90s. They were balloon angioplasties only.

A They were assoclated with very high risk
of complications (Ml, urgent CABG,
restenosis, recurrent angina).

A Before PCIl became widespread only
effective revascularization was CABG.



PTCA versus Medical Therapy:
ACME(Angioplasty compared to
Medicine) Trial

T

A Multicenter trial of 212 patients
randomized to:

I Coronary balloon angioplasty or
I Aggressive medical therapy (nitrates, beta
blockers, calcium channel blockers)

A Inclusion criteria:
I Stable angina pectoris
I Positive exercise test
I Single vessel CAD in proximal 2/3 of artery

A Follow -up: 6 months

A Endpoint: exercise tolerance and freedom
from angina



ACME: 6 Month Results

Paﬁbmeter

Angina-free
8 Exercise duration
8 Well-being score

Myocardial infarction

PTCA Medicine P-value

2.1 min 0.5 min 0.0001
8.6 points 2.4 points 0.03

2% 3% NS



PTCA versus Medical
Therapy: VA ACME

# Randomized trial of PTCA versus medical

therapy in 328 men with one or two vessel
CAD

A Inclusion criteria;
I Stable angina

T Abnormal stress test

I Single vessel (n=227) or two vessel (n1=101)
disease

A Follow -up to 6 years (average = 3 years)

A Outcomes: Freedom from angina and
exercise tolerance



VA ACME: Results at 6

months
Palfameter PTCA Medicine P-value
Angina-free
One vessel 64% 46% 0.01
Two vessels 53% 36% 0.09
8 Exercise duration
One vessel 2.1 min 0.5 min 0.0001
Two vessels 1.2 min 1.3 min 0.89

Similar results were noted after longer follow-up
No significant differences noted in death or Ml



PTCA versus Medical Therapy:
RITA11(1992 -1996) Trial

I A Randomized trial of PTCA versus initial conservative

medical therapy in 1,018 patients with CAD
A Inclusion criteria:
i CAD
A 1 vessel = 60%
A 2-3 vessel = 40%
I Angina
I Anatomy suitable for either PTCA or medical therapy
A Exclusion criteria:
I Prior revascularization
I Left main disease
I Significant valvular disease
A Follow-up median 2.7 years
A Outcomes: Death, MI, angina grade



RITA Il: 3 Year Results
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RITA Il: 3 Year Results (cont)
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Time since randomisation (years)

Number of patients

PTCA 504 488 437 320 324 254 181
Medical 514 509 468 411 345 276 209

Figure 2: Cumulative risk of death or definite myocardial
infarction



RITA II: 3 Year Results (cont)

- Grade 1 P=PTCA
Grade 2 M=Medical
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Number of patients
PTCA 504 503 501 448 333 188
Medical 514 514 513 471 348 206

Figure 4: Percentage with angina



RITA Il: Conclusions

‘|7A In patients with stable coronary artery disease
suitable for either medical therapy or PTCA, initial
strategy of PTCA was associated with greater
symptomatic improvement, especially in patients
with more severe baseline symptoms.

A However, the differences between the PTCA and
medical therapy tended to decrease over time.

A The Initial PTCA strategy was associated with a
significant excess of mortality and nonfatal
myocardial infarction.



PCI vs. Conservative Therapy: Stable CAD
Meta -analysis (pre -COURAGE)

Stable CAD & >1 stenosis: 2950 patients from
randomized trials (PCI versus conservative medical

therapy)

/\

PCI Conservative Therapy
n=1476 n=1474

s Primary Endpoint: Death, or nonfatal Ml, CABG, and PCI during follow-
up (in the target vessel or other vessel/segment).

Katritsis DG et al Circulation 2005; 111:2906-2912
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PCl vs. Conservative Therapy: Meta -
Analysis
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Katritsis DG et al Circulation 2005; 111:2906-2912



Stable CAD: PCI vs Conservative
Medical Management

Meta-analysis of 11 randomized trials; N =

2,950
Favors Favors Medical
PCI Management
P

Death —m— 0.68

Cardiac death or M| —m—— 0.28

Nonfatal Ml +—s— 012

CABG —a— 0.82

PCl ——= 0.34

0 1 2
Risk ratio

<atritsis DG et al. Circulation. 2005;111:2906-12. (95% CI)



PCI vs. Conservative Therapy: Summary

-
A Compared with conservative therapy, PCIl does not

decxease mortality or the risk of M| during follow -up
In patlents with chronic CAD.

A A trend for increased risk of Ml in patients
undergoing PCI was observed.

A Even when analyses were limited to studies that
used stents, the meta -analysis found no evidence of
superiority for the PCI strategy.

ANeed Ffor more randomi zed tr/

Katritsis DG et al Circulation 2005; 111:2906-2912



COURAGE TRIAL
t Clinical Outcomes Utilizing
Revascularization and Aggressive Drug
Evaluation (COURAGE) trial was
performed to test the hypothesis:

’”~N

A

A VA and Canadian institute of health
research and big pharma were main
sponsors of this study.



STUDY POPULATION
t Patients with stable angina and objective
evidence of ischemia (stress test) and at
least one 70% proximal epicardial
coronary artery stenosis.

A 80% proximal coronary artery stenosis
without iIschemia.

A The power analysis was done with an
assumed event rate of 21% in OMT group
and 16.4% in PCI group at three years.



