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RANDOMIZED CLINICAL TRIAL ON SURGICAL TECHNIQUES FOR THE TREATMENT OF VARICOSE VEINS IN LEGS: NON CONSERVATIVE TREATMENT COMPARED TO A CONSERVATIVE ONE (CHIVA). 

FIVE YEARS FOLLOW UP [ISRCTN52861672].
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Aim: establishing what surgical treatment, i.e. Non Conservative Treatment (Stripping, as the gold standard) or Conservative Treatment (CHIVA) proves to be more efficient for the treatment of varicose veins in the legs. Efficiency will be compared to varicose recurrence, to surgical complication, to clinic progress and haemondynamics in time, as well as, the recovery period, the rate of satisfactory results and the cost. 

Method:  Randomised Clinical Trail. In June, 1998, the clinic research was initiated and randomly applied to 500 patients who suffered from varicose veins without complication. Basal clinical (according to CEAP classification) and haemodynamic characteristics will be recorded and patients will then be randomly assigned to the three groups: Stripping with clinic mapping (S-CM, Stripping with Dupplex mapping (S-DM) and CHIVA. A clinical evaluation of the post-operatory complications will be done eight days after the intervention. The clinic and haemodynamic determination of the  recurrences number and the time between the intervention and recurrence will be calculated. Time until medical discharge, clinical and haemodynamic  improvement, satisfaction rate and the cost for each group will be calculated too.  All the measurements will be done by a previously trained external evaluator.   All patients will be followed up at 3, 12, 24, 36, 48 and 60 months.
Results: Sick leave days were  20.77(13.06 days on S-MC group, 17,56(11.56 days on S-DM and   5.30(5.81 days on CHIVA group (p<0.001).
Subcutaneous haematoma and saphenous nerve damage had statistic difference for surgical complications. The CHIVA group were the best results (p<0.001).

Recurrence of varicose veins (evident neo-R3) under Duplex control, 5 years of follow up with “intention-to-treat” analysis were 67,1% on S-CM group, 60,5% on S-DM group and 39,8% on CHIVA group (p<0,001). Recurrence clinic of varicose veins for Hobbs classification were, failure 50,9% on S-CM group, 47,3% on S-DM group and 30,7% on CHIVA group (p<0,001). 

Recurrence of varicose veins for “protocol analysis” under Duplex control and 5 years of follow up were 64,4% on S-CM group, 57,8% on S-DM, and 35,0% on CHIVA group (p<0,001). Recurrence  for protocol analysis were, using Hobbs classification, failure 47,0% on S-CM, 43,5% on S-DM and 26,8% on CHIVA group (p<0,001). 

Conclusions: 

CHIVA is a safe and an efficient strategy for the treatment of varicose veins, as it has been evidenced in this prospective randomised study, according to recurrence, surgery complications and sick leave days.
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