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Gemelli & FORZA STUDY DESIGN

350 patients with (one or more) angiographically intermediate coronary stenosis

1:1 RANDOMIZATION

FFR-GUIDANCE OCT-GUIDANCE

-AS% >75% or

F FR £ 0.80 -AS>50%<75% + MLA < 2.5 mm2 or

-AS>50%<75% + plaque rupture

PCI No PCI No PCI PCT with OCT optimization

i imi i imal Medical The i ; PCT aimed at minimizing major stent
‘?}l?gtmilji ?cELI/ Tlfocs‘lg? (Optimal Medical Therapy) || (Optimal Medical Therapy) maloppotion (380 aneor S350 n 200
FFR>0 90)9 for a length >600 um), major stent under-
- expansion (<75% of the RLA), or major edge
dissection (length >600 pm)
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350 patients with (one or more) angiographically intermediate coronary stenosis

1:1 RANDOMIZATION

OCT-GUIDANCE

CLINICAL FOLLOW-UP @ 13 MONTH

Costs, Angina status (evaluated by a validated questionnaire), major adverse cardiac events (MACE)

Predefined primary combined endpoint
MACE or significant residual angina @ 13 months
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Gemelli & PRIMARY STUDY END-POINT:
MACE OR SIGNIFICANT ANGINA @13 MONTHS
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Gemelli ®  ppTMARY END-POINT COMPONENTS (@13 MONTHS)
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P=0.027
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Gemelli ®  EGTIMATED MEAN COST PER PATIENT (@13 MONTHS)
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-first trial comparing OCT vs. FFR in patients with coronary artery disease

-the selection of OCT is safe, causes initially higher number of PCIs, but is
associated with lower occurrence of the combined endpoint of MACE or
significant angina after 13 months

-the selection of FFR is associated with higher rate of medically managed
patients and lower costs up to 13 months
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