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The International Society for Vaccines Congress 5-7.10.2017

Biology of antibody-enhanced desease: evidence of
increased risk after CYD-TDYV vaccinatin

Dr. Scott B Halstead

Disease enhancement was recognized in 2-5 y.o.

CYD Age Vacce Hosp Contr Hosp

14 2-5 1636 15 813 1

S7 4-5 393 S 192 1
2029 20 1005 2

Relative Risk=5
Hadinegoro et. Al. NEJM 2015
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Sanofi updates information on dengue vaccine

- New analysis of long-term Dengvaxia® data found differences in vaccine performance
based on prior dengue infection -

- Company will ask regulators to update product label to reflect new information -

(™ T = = em mm Em e == -—
I Paris, France - November 29, 2017 -J'Sanofi will ask health authorities to update information provided to

physicians and patients on its dengue vaccine Dengvaxia® in countries where it is approved. The request is

based on a new analysis of long-term clinical trial data, which found differences in vaccine performance based

on prior dengue infection.
Based on up to six years of clinical data, the new analysis evaluated long-term safety and efficacy of
Dengvaxia in people who had been infected with dengue prior to vaccination and those who had not. The
analysis confirmed that Dengvaxia provides persistent protective benefit against dengue fever in those who
had prior infection. For those not previously infected by dengue virus, however, the analysis found that in
the longer term, more cases of severe disease could occur following vaccination upon a subsequent dengue
infection.

\}, World Health

'/ Organization

Essential medicines and health products

WHO advises Dengvaxia be used only in people previously infected with dengue.

13 DECEMBER 2017 - Following a consultation of the Global Advisory Committee on
Vaccine Safety, the World Health Organization (WHO) finds that the dengue vaccine CYD-
TDYV, sold under the brand name Dengvaxia, prevents disease in the majority of vaccine
recipients but it should not be administered to people who have not previously been infected
with dengue virus.
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Vaccination (or) MEM O Challenging DENV-2 on vaccinated
skin scarification and control group

AG 129 mice 0 wk 1 wk 2wks Sweek old 0d 2d 4d 7d 11d 14d 21d

After vaccination pi, blood extracted
(male or
female) 3
weeks old

Virus titer was measured by real time RT-PCR.
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