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Ebolasurvivorsdevelopneutralisingantibodies

Acute phase Convalescent phase

Lifelong persistence

IgG \




Convalescent plasma: Antibodyased therapy
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WHOpriorization & guidance

Use of Convalescent Whole Blood or Plasma
Collected from Patients Recovered from Ebola Virus
Disease for Transfusion, as an Empirical Treatment

during Outbreaks

Interim Guidance for National Health Authorities and Blood
Transfusion Services

Version 1.0 September 2014

ﬁ‘%«aﬁ World Health

Arya g

l)
X# Organization

Institute of Tropical Medicine




Consortium

f

3“'\1”.5

2 ' ~
% 9
+ ‘.I Prean W

Rod%ﬂgg. INSTITUT PASTEUR ’/Q—

(EFS\

SANS FRONTIERES
- e
ETABLISSEMENT FRANCAIS DU SANG D

o
-4
w
=
~
=
. 3
&
s

30
('

(Aix arseille

universit
;;

M !nserm

Institut national
de la santé et de la recherche médicale

Institute of Tropical Medicine

ITM (consortium
leader/sponsor)

Methodologicalaspects
LSHTM

University of Oxford
University of Liverpool

Laboratory
Université AixMarseille

Institut Pasteur/INSERM

Bloodtransfusion
GuineanTransfusiorService
EFS

BelgianRed CrossFlanders
LaboratoireEbolac Donka
MaferyniahCenter

INRBc Prof Muyembe
Antropologists

MSF WHO/ISARIC


http://www.google.be/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://guineenews.org/avis-de-recrutement-linstitut-de-medecine-tropicale-danvers-imt-recherche-des-hommes-et-de-femmes-pour/&ei=K2BLVcbSK4mBywPQlIGgAQ&psig=AFQjCNF9aPoD00hS7YyyY1vK-wTAX8Vqpw&ust=1431089551131810
http://www.google.be/imgres?imgurl=http://u1019.lille.inserm.fr/files/2011/02/Logo-INSERM.jpg&imgrefurl=http://u1019.lille.inserm.fr/research-activities/teaml3i/grants/?lang%3Den&h=572&w=1465&tbnid=Haw2hGAt9O2-6M:&zoom=1&docid=G5XDDCF2Oz7D0M&ei=El9LVbq9DomBywPQlIGgAQ&tbm=isch&ved=0CCMQMygBMAE

Methodology (1)

w Study design
¢ Nonrandomized comparative study

w Study population
¢ Confirmed EVD of all ages + pregnant women
¢ Exclusion CritertaContraindication/Futility

w Studyintervention
¢ Total 406500ml (2 X200-250mlunits of CR; 2 donors)

¢ As per WHQ@uidance
w No EBOV\tre (neutralisingactivity) resultsrequiredbeforeuse
w Conductretrospectivelyduringimplementation
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Methodology (2): primary objective

w Toassess ICP+ SAmproves the 14 day survival of
patients, compared to S&alone; 20% absolute
decrease in mortality

w Thecontrol groupcomprisesof patients treated with

SCalone

¢ (a)lnitial phase controlspptimizedstandard care is given
until convalescenbloodtherapy available.

¢ (b) Concurrentcontrols:non-availability of suitable CP: SC
alone.
w Allocationto intervention determined by availabllity
of compatible CP
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Methodology (3): secondaryobjectives

w To compare30daysurvival

w Therelationship betweerktbolaantibody levels in
donated CRnd

C survival
¢ changesn levels of viraRNA (pre/post)

w Safety

w Feasibility including safety risks in health care
providers
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Methodology (4)

w Sample size
¢ 130 patients treatedvith CP

w DSMB
¢ Monitoring ofsafety
¢ Crosstrial monitoring (Guine@ Sierra Leone)
¢ Decideon needof interim analysis

w Primaryanalysis
¢ 1l4daysurvival: CP supportivecarevssupportivecare

¢ Adjustedfor keyprognosticfactors ¥iralload,clinical
presentatiorz X 0
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Donors:overcomingreluctance

SURVIVOR ASSOCIATION

2 FOCAL POINTS

PEER PEER PEER PEER
EDUCATORS EDUCATORS EDUCATORS EDUCATORS

Engagement of donors within association and
community

n-_Inun—-—OO0rouvoxvHzZz>r

Institute of Tropical Medicine




Transfusioncenter (CNTS)Guinea
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Equipment in the bus

Donation beds

Sterile docking

Apheresis platform device

(Haemonetics)

llluminators
for pathogen
reduction
(Cerus)
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EbolaTreatment CenteDonka- MSF




First CReollection:
09/02/2015
First CRadministration

19/02/2015
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