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[Fot® EEXTS [EERES [Fots
N=2238  N=2248  N=2045 N=2053  N=1802 N=1792 N=1660 N=1646
Fr n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Any 1904 (83.1) 322(14.0) 1632 (77.8) 245(11.7) 1282(71.1) 166(9.3) 1098(66.1) 127(7.7)
Mild 1170 (51.1) 308(13.4) 1039 (49.5) 225(10.7) 1008(55.8) 160(8.9) 792 (47.7) 125(7.6)
Moderate 710 12 (0.5) 568 1) 20 (1.0) 270 0 6(0.3) 298(18.0 2(0.1)
o CBanT> 2(0m 0(00) _C4(02D  0(0.0) 0(00)
S
Any 104 (45)  26(1.1) 123(5.9) 14(0.7) 85(47) 19(1.1) 120(7.2) 12(0.7)
Mild 70(31)  16(0.7) 73(3.5) 8(0.4) 55(3.1) 12(0.7) 59(3.6)  8(0.5)
Moderate 28 (1.2) 6(0.3) 40 (1.9) 6(0.3) 27(15)  5(0.3) 53(3.2) 3(0.2)
__ Severe 6(0.3) 4(02) 10 (0.5) 0(0.0) 3(0.2) _ 2(0.1) 8(0.5) _ 1(0.1) |
[T
Any 132(58)  11(0.5) 132 (6.3) 5(0.2) 118(65) 21(1.2) 124(7.5) 11(0.7)
Mitd 88 (3.8) 3(0.1) 80(3.8) 3(0.1) 71(39) 10(06)  6€8(41)  5(0.3)
Moderate 39 (1.7) 5(0.2) 45(2.1) 2(0.1) 45(25) 11(06) 53(32) 5(0.3)
Severe 5(0.2) 3(0.1) 7(0.3) 0(0.0) 2(0.1) 0(0.0) 3(0.2) 1(0.1)
SKEFDA Vaccines and Related Biological Products Advisory Committee Meeting (12/10/2020)
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Local Reaction to Mild (Grade 1) Moderate(Grade 2) | Severe (Grade 3) | Potentially Life
Injectable Product Threatening
(Grade 4)
Pain Does not interfere Repeated use of non- | Any use of Emergency room
with activity narcotic pain reliever | narcotic pain (ER) visit or
> 24 hours or reliever or hospitalization
interferes with prevents daily
asuvily, Selivity
Tendemness Mild di: tto | Di with igni ER visit ot
touch movement discomfort at rest | hospitalization
Erythema/Redness * 25-5¢em 5.1-10cm > 10 cm Necrosis or
exfoliative
dermatitis
Induration/Swelling ** 2.5-5cmand 5.1 =10 cmor > 10 cm or Necrosis
does not interfere interferes with prevents daily
with activity activity activity

recorded as a continuous variable.
** Induration/Swelling should be evaluated and graded using the functional scale as well as the

Eorolled in \Maccin

+ " In addition (o grading the measured local reaction at the greatest single diameter, the measurement should be

FDA: Toxicity Grading Scale for Healthy Adult and Adolescent

actual measurement,
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Moderate 455 (19.9) 289 (12.6) 217 (10.3) 150 (84) 114(6.9) o activi with scivity S hospitalization
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Table 2. Vaccine Efficacy against Covid-19 at Least 7 days after the Second Dose.* 4
(FRRSRER)
Vaccine Efficacy, % Probability U g
(95% Credible  (Vaccine Efficacy i
Efficacy End Point BNT162b2 Placebo Interval); >30%)§ Y \
’ - 1EIBEE%, 1088 |1 .
No. of Surveillance No. of Surveillance A7 4 » N
Cases Time (n)f Cases Time (n) leb\b;__‘%b\lljjutl &)_C(/\é H
(N=18,198) (N=18,325)
Covid-19 occurrence at least 7 8 2.214 (1,7411) 162 2.222 (17,511) >0.9999
days after the second dose -
in participants without evi- T
dence of infection == :
(N=19,965) (N=20,172)
I EEEEEEEEE]
Covid-19 occurrence at least 7 9 2.332 (18,559) 169 2.345 (18,708) 94.6 (89.9-97.3) >0.9999 .

days after the second dose
in participants with and
those without evidence of
infection
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Table 5. Status of chimpanzee adenovirus vector (ChAd) vaccine development for a range of cutbreak pathogens at the Jenner Institute, University of Oxford (as May
2017). The genetic background for all vectors is ChAdOx] (s species E modified chimpanzee adenovirus based on isolate Y25).* Antigens are inserted at the E1 locus via
jination, For i 2 10

Gateway® testing, pically receive a
Chad Immunogenicity Neutralsing Animal aMp Phase 11
construct demonstrated antlbody actvity efficacy production evaluation
Pathogen made inmice demonstrated demonstrated funded commenced
Pandemic influenza virus v v v v
Rift Valley Fever virus v v o v v
MERS.Col v v ¥
Zika virus v v v
Chikungunya virus v v v
Crimean Congo Haemarthagic Fever vinus v v
Lassa vinus v v
Zaire ebolavirus v v
chon ebolavirus / v
Zaire -+ Sudan ebolavirus + Marburg v v
Versinia pestis v v
Nipah virus y v
SARS CoV v

GMP, good-manufacturing practice,

Ewer et al. (2017)
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