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Study title: Relapse Escalation treatment trial in Optic Neuritis (RESCON)

Multi-centre RCT to study the efficacy of plasma exchange (PE) as an escalation treat-
ment strategy in steroid-unresponsive Optic Neuritis

Statement of the Coordinating Investigator

— As part of the RESCON trial patients with optic neuritis that presented a visual acuity less than 0.7 on

one eye after treatment with high-dose steroids at least 7 days prior to randomization should be ran-
domized to two different treatment options (ultrahigh-dose steroid treatment or 5 cycles of plasma
exchange).

The RESCON trial was terminated prematurely due to low recruitment in participating trial sites. De-
spite great efforts in Hamburg, where finally 8 patients had been enrolled (all in Hamburg), the recruit-
ment of 40 patients could not be achieved.

The main problem for low recruitment was modest ambition of centers and difficulties in interaction
of neurologists and ophthalmologists in participating centers and problems to manage study necessi-
ties under pressure of timelines within the study.

Due to the low recruitment and early termination no efficacy analysis was feasible and no robust and
statistically analysable data regarding the safety of the therapy were generated. Therefore, no scien-
tific reliable conclusion can be drawn. The need of this study remains.

Les e

Prof. Dr. C. Heesen

INIMS

Institut fiir Neuroimmunologie
Gerichtsstand: Hamburg Bank: HSH Nordbank | BIC: HSHNDEHH  Vorstandsmitglieder: und Multiple Sklerose
Korperschaft des offentlichen Rechts  BLZ: 210 500 00 | Konto: 104 364 000 Prof. Dr. Burkhard Goke (Vorstandsvorsitzender)
USt-Id: DE 21 8618 948 IBAN: DE9721 0500 0001 0436 4000 Prof. Dr. Blanche Schwappach-Pignataro| Joachim PrélR | Mara Verdel  Universitatsklinikum Hamburg-Eppendorf



