
• Independent study founded and performed within the 
Italian National Healthcare System.

• Approval by the relevant institutional ethical review 
boards, written informed consent by participants. 

• The steering committee designed and oversaw the 
trial.

• All data were received, checked, and analyzed 
independently at the Coordinating Centre (Cardiology 
Dpt, Maria Vittoria Hospital, Torino, Italy) following 
blinded adjudication of clinical events and side effects.

• Acarpia Lda (Madeira, Portugal) provided supply of 
drug/placebo as unrestricted grant.

DECLARATION OF CONFLICT OF INTEREST
Disclosure: NoneDisclosure: None



COlchicine for Recurrent Pericarditis 
(CORP): a multicenter, double‐blind 

randomized controlled trial.

Presenter: Massimo Imazio, MD, FESC

on behalf of the CORP Investigators

Cardiology Dpt. Maria Vittoria Hospital, 
ASLTO2, Torino, Italy



BackgroundBackground
I. Recurrences are  reported  in 30% of patients 

(range 10‐50%) after pericarditis;
II. Colchicine is a promising drug for pericarditis 

treatment and prevention according  to non‐
randomised studies, and COPE‐CORE trials*. 

*COPE‐ Circulation 2005;112:2012‐6; 
*CORE‐ Arch Int Med 2005;165:1987‐91

*= single-center, 
open-label RCTs

RRR= RRR= --66%66%

RRR= RRR= --53%53%

RRR=Relative Risk ReductionRRR=Relative Risk Reduction



ObjectiveObjective

To  evaluate  the  efficacy  and  safety  of 
colchicine  for  the  secondary  prevention  of 
pericarditis (recurrence prevention);

Specific  condition  to  test:  first  recurrence  of 
pericarditis  (reported  recurrence  rate:  50% 
according to CORE study).



Study design and settingStudy design and setting

Design: Prospective,  randomized,  double‐
blind, placebo‐controlled, multicenter trial;
Setting: 4  general  hospital  in  North  of  Italy‐
urban  areas  (Torino,  Bergamo,  Bolzano, 
Savigliano‐Cuneo);
Patients: 120 patients with a  first  recurrence 
of  pericarditis  (sample  size  to  detect  a  difference 
50  vs  25%  in  recurrence  rate  between  placebo  and 
colchicine  with  a  power  of  80%  using  a  2‐sided 
p=0.05 level test).



Inclusion criteriaInclusion criteria
1. Definite diagnosis of recurrent 
pericarditis (first recurrence);

2. Age ≥18 years; 
3. Informed consent.

Criteria for recurrent pericarditis:Criteria for recurrent pericarditis:

J Cardiovasc Med 2007; 8: 830-4



Exclusion criteriaExclusion criteria
1. First attack of acute pericarditis or second or subsequent 
recurrence; 
2. Tuberculous, neoplastic or purulent etiologies;
3. Known severe liver disease or current transaminases >1.5 
times the upper normal limit;
4. Current serum creatinine above 221 µmol/L (2.5 mg/dl);
5. Known myopathy or current serum creatine kinase above 
the upper normal limit;
6. Known blood dyscrasias or gastrointestinal disease;
7. Pregnant  and  lactating  women  (in  whom  colchicine  is 
considered contraindicated); 
8. Women  of  childbearing  potential  not  protected  by  a 
contraception method; 
9. Known hypersensitivity to colchicine, 
10. Current  or  previous  treatment  with  colchicine  for  any 
indications.



Intervention and EndIntervention and End‐‐pointspoints

°aspirin, 800-1000mg 
(or ibuprofen, 600mg) 
orally every 8 hours for 
7-10 days (1st choice); 
prednisone, 0.2-0.5 
mg/kg/day for 4 weeks 
(2nd choice), for all 
gradual tapering; 
†Colchicine/Placebo: 
1.0 mg BID for 1 day 
then 0.5mg BID for 1 
month (Pts >= 70Kg); 
0.5 mg BID for 1 day 
then 0.5mg for 1 month 
(Pts<70Kg)



No patients lost No patients lost 
to followto follow--upup

All patients All patients 
analysed for analysed for 
outcomesoutcomes

CONSORT Flow Diagram of the CORP trialCONSORT Flow Diagram of the CORP trial



Baseline featuresBaseline features



Concomitant therapies for recurrent Concomitant therapies for recurrent 
pericarditis (adjunct to placebo/colchine)pericarditis (adjunct to placebo/colchine)



Primary end point: Primary end point: 
Recurrence rate at 18 monthsRecurrence rate at 18 months
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Secondary end pointsSecondary end points

53

23

48

82

13
5 2 0 0 00

10
20
30
40
50
60
70
80
90

%

72h
symptoms

persistence

1week-
remission

Re-admission Tamponade Constriction

Placebo Colchicine

p=0.001

p<0.001

p=0.20

p>0.99p>0.99

Number of recurrencesNumber of recurrences††
Time to first recurrence in monthsTime to first recurrence in months††
Mean FollowMean Follow--up in months (SD)up in months (SD)

1.0 (0.01.0 (0.0--3.0)3.0)
1.0 (0.01.0 (0.0--5.5)5.5)
23.7 (12.6)23.7 (12.6)
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Safety and Drug WithdrawalSafety and Drug Withdrawal



Colchicine: How does it work?

Imazio M, et al. 



Comparison of study results with other Comparison of study results with other 
published workpublished work

NR= not randomised, ROL= randomised, open label; RRR-relative risk reduction
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MetaMeta‐‐analysis of published trialsanalysis of published trials

Imazio M et al. submitted



LimitationsLimitations
Our findings might not be generalizable to other settings or 

other patient populations

Colchicine is not registered for the prevention of pericarditis in 
North America or Europe and its use as such is off-label

Our limited sample size might have precluded the identification of 
certain adverse effects

Only first recurrence of pericarditis (not multiple)

Only adults (may not apply to paediatric populations)

Bacterial and neoplastic etiologies were excluded

Patients with transaminases elevation, or severe liver disease, 
elevated creatinine, and patients with myopathy, blood dyscrasias or 
gastrointestinal disease were excluded

Women who are pregnant, lactating, or women of childbearing
potential without sufficient contraceptive protection were excluded.



ConclusionsConclusions

Following  an  initial  episode  of  recurrent 
pericarditis,  colchicine,  as  adjunct  to  empiric 
anti‐inflammatory  therapy,  appears  to  be  an 
in‐expensive and safe means

to hasten symptoms resolution, 

improve remission rates by 1 week, 

reduce further recurrences during follow‐up. 
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