USE OF TACHOSIL® FOR THE PREVENTION OF POSTOPERATIVE COMPLICATIONS AFTER GROIN DISSECTION IN VULVA CANCER PATIENTS


Purpose 
To evaluate the effect of a collagen-fibrin sealant patch (TachoSil®) in preventing postoperative complications after inguinofemoral lymphadenectomy (IFL)for vulvar cancer (VC).

Methods
Randomized national clinical trial on consecutive women undergoing uni- or bilateral IFL for VC. The study is single blinded, i.e., patients but not surgeons were blinded to the treatment allocation. Patients were randomized to either TachoSil® attachment (investigational group) or no TachoSil® attachment (control group). At the end of the procedure women randomized to investigational arm had one TachoSil® patch per groin applied at the base of the inguinal wound above the femoral vessels. Primary outcome was the incidence of symptomatic lymphocele (defined by CTCAE 4.03 grade ≥2) per groin four weeks after IFL. 

Results 
In total of 74 patients 131 inguinofemoral dissections were performed (57 bi- and 17 unilaterally). There was no significant difference between the groups  in duration of drain placement (p = 0.518) and daily drainage volume (p = 0.066). The incidens of symptomatic lymphocele was 33.6% four weeks after the IFL. During the follow-up the incidens of lymphocele decreased to 21.1%, 11.7% and 2.9% at 3,6 and 12 months respecticely and there was no significant difference between the groups (p =0.453) during the one year follow-up.

Conclusion 
Lymphocele formation is one of the common short term complications after IFL for vulva cancer. The incidens of lymphocele decreases significantly during the one year follow-up.  Application of TachoSil® does not seem to improve the incidence of postoperative lymphocele formation in patients undergoing inguinofemoral lymphadenectomy for vulvar cancer. 
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