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Supplemental Table 1: Structure and Physical Properties of the AGS-v peptides

AGS-6 Acetate AGS-30 Acetate | AGS-31 AGS-35 Acetate
Acetate
Size 33 44 36 32
(mer)
lll/(lj?,lniﬁllj;ar C164H264N50046S3 | C214H357N61058S4 | C182H305N61054 | C154H243N41054S4
Molecular | 3768.4 Da 4840.8 Da 4211.8 Da 3661.1 Da
Mass
Amino H-Lys-GIn-Asn- | H-Ala-Leu-Val- | H-Val-GIn- H-His-Asp-GlIn-
Acid Asp-Tyr-GlIn- Leu-His-Ser- Arg-Val-Arg- | Tyr-Ser-Met-
Sequence | Ala-Leu-Leu- Met-Leu-Val- Ala-Leu-Arg- | Glu-Cys-Leu-
Gly-Leu-Cys- Asn-Ala-Ser- Ala-Leu-Leu- | Glu-Ala-Ala-
Cys-Pro-Trp-lle- | Leu-Ala-Glu- Glu-Thr-Leu- | Glu-Pro-Lys-
Asp-Leu-Ala- Met-Val-Lys- Leu-GIn-His- | Tyr-Leu-Asp-
Ala-Ala-Asp- Glu-Ser-Tyr- GIn-Gly-Glu- | Gly-Leu-Lys-
Leu-Pro-Met- GIn-Thr-His- GIn-Asn-Asn- | Thr-Leu-Ala-
Arg-Arg-His- Gly-Ala-Asp- Asp-Val-Tyr- | Asp-Glu-Thr-
Ala-Lys-Ala- Gly-Arg-Met- Leu-lle-Arg- Ala-GIn-Cys-
Arg-Glu-OH, Val-Val-Arg- Leu-Ala-His- | Met-Arg-OH,
acetate salt Met-Leu-Lys- Glu-Thr-Gly- | acetate salt
Phe-Val-Arg- Arg-OH,
Leu-Leu-Pro- acetate salt
Gly-Ala-OH,
acetate salt
Source Salivary gland 7- | Salivary gland 1- | Salivary gland | gSG7 protein
Protein like protein like protein 1-like protein
Name
Source AAL68786.1 AALG68784.1 AALG68784.1 | CAC35523.1
Protein
Accession

Number




Supplemental Table 2. Adverse Events Summary
Table 1 : Summary of Max Grade Adverse Events Per Subject

Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade?2 Grade 3 | Grade
0 4 0 4 0 4
Abdominal cramps | 17 15 1 16
ooy | 000 |00 | 00%) | 00%) | 00%) | gumy |00 | sas |00 | 0@ | 0@ | oy [0@8) [0w o0 o0 |o@%
Abdominal pain 14 3 14 2 15 1
P G235 | 0O | G7es | OO0 [ 008 [ 008 | e [ 008 | (e |00 |08 |00 | g | 00%) | e |00 |00 |0
Absolute
i 15 0, 2 0, 0, 0, 15 0, 0, 0, 1 0, 15 0, 0, 0, 1 0,
ggg:(rezrs)gél count, (88.24%) 0 (0%) (11.76%) 0 (0%) 0 (0%) 0 (0%) (93.75%) 0(0%) | 0(0%) 0 (0%) (6.25%) 0 (0%) (93.75%) 0 (0%) 0 (0%) 0 (0%) (6.25%) 0 (0%)
Acute sinusitis (11700% ) |06 [0 |oew |08 0% (11600% , |00 [ow o |oew |00% (153.75% )| 0% (16.25% L Joew o8 |0
ALT increased 17 o o o o o 13 o 3 o o o 16 o o o o o
ooy | 0% [00%) | 00%) | 00%) | 00%) | (5150 | OO0 | (15750 | 0O | 0@ | 00%) | (7 | 0@ [00%) 0% |00%) |00%)
Anxiet 17 15 1 16
y ooy | 0% [00%) | 00%) | 00%) | 00%) | gr7me | OO | ooy |00 | 000 | 00%) | froy | 0@ [00%) 0w |00%) |00%)
Arthralgia 14 0 1 2 o o 15 o 1 o o o 16 o o o o o
G235 | 0O | Gasy | aizew | OO | 0@ | igarm [ 000 | sas |08 | 0@ | 0@ | o, [0@a) [0w) om0 |o@n
AST increased 15 0 2 o o o 14 o 2 o o o 15 o 1 o o o
24 | 0% | G760 | 0O | 00%) | 00%) | e | 000 | (oge |00 |00 | 00%) | gasep | 9O | ooy | 0@ | 00%) | 0(0%)
Bilirubin total high | 17 o o o o o 15 o 1 o o o 16 o o o o o
Qoo | 0@ | 000 |00 | 00%) |00 | guamy |00 | s |08 |08 | 0@ | oy [0@8) [0 om0 | o@n
Blood eosinophils 17 15 1 16
B100d Sosinop ooy | 0% [00%) | 00%) | 00%) | 00%) | gr7m0 | OO0 | gy | 0O |00 | 00%) | 5oy | 0@ [00%) [o@w) |00%) |00%)
Bradycardia 16 1 15 1 16
i) | 0O | 000 | 000 | gone |00 | (gam |00 | sas |08 | 0@ | 0@ | o, [0@8) [0 [0 oo |o@%
BUN increased 15 1 1 16 15 1
G20 | ° O | Gasey | Gasey | OO |00 | oy [ 008 [ 000 [ 008 | 0@ | 00%) | guom |00 | g |08 |00 | 0%
Campylobacter (11700% |0 [0 [oew |oew |oow %fOO% ) |08 | oW ok | 0% | 00w (153.75% )| 00%) 26.25% ) |06 [ow | owow
Candidaveginits | 2y | 000 | 00%) |08 | 00%) | 000 | Sy |00 [00%) |08 | 00%) | 000 | grey | 000 | Zogy |00 00w |oow
Chills 14 3 14 2 15 1
G235 | 0O | 000 | (7ec |00 [ 008 | e [000) | (e |00 |08 |00 | g | 00%) | e |08 |00 | 0@
Common cold 8 low |L... |o©w [o©% |ow©w |® - loow |o0® |o©w |o©w |o©w | . lowow |L.... [o©o% |ow©w |o0©%
(94.12%) (5.88%) (100%) (93.75%) (6.25%)
Constipation (11700% oo [oew Joow |oew | oow (1f00% oo o 0w oes |oow (1953.75% )| 0w %6.25% , [o@e |oew | oo
Coryza 15 0 1 1 o o 16 o o o o o 15 o 1 o o o
@624 | 0O | sy | Gasey | OO0 | 008 | G | 000 |08 [ 00%) |00 | 00%) | (grme | 9O | g | 0@ | 00%) | 00%)
CPK increased 12 3 1 1 14 1 1 10 1 2 3
(7059%) | 0 O%) | 00%) | 17 6500) | 5.88%) | (5.88%) | 875%) | OO | OO%) | gosee) | OO | (g250) | 625%) | OO | 62506) | (125%) | (18.75%) | © (O%)




Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade?2 Grade 3 | Grade
0 4 0 4 0 4
Creatine kinase (11700% oo (oo oow |ow |oow (11%0% , [on (o [oew |0 |oow (15;53 25 | 00%) | 00%) %6 25 | 0@ | 00%)
ﬁ{;ﬁ“”e Kinase (154‘12% J| 0w | 00w %5_88% | [os | oow (153‘75% YECORELD (16‘25% ) o6 | oow (15;53_75% oo [oew | oow %6_25% WLICD
Creatinine (1964.12% NEICD) %5'88% L [oow oo |o@n (11600% L o |oew |oew oW | oow (11600%) 00%) | 00%) |0©%) |o0@©% |0@©%)
Dermatitis (1964.12% V| 000 |06 | oW %5.88% , oo (11600% o |oew |oew |ow | oow (11600%) 00%) |0@©%) |0@©%) |00©%) |o0@0%)
Diaphoresis 15 1 1 14 2 15 1
P 88.24%) | O %) | (5.88%) | 588w | OO%) | 0(0%) | (g750) | OO%) | (1o50p) | 0% | 00%) | O(0%) | (937505 | OO0%) | (gomeg) | O(0%) | 0(0%) | 0(0%)

Diarrhea 15 0 1 1 o o 16 o o o o o 15 o 1 o o o

20w | 00 | egy | sy | OO0 | 008 | Dy |00 |00%) [ 00%6) | 00%) | 00%) | 53750 | 0O | Gasey | 0@ | 00%) | 0(0%)
Difficulty sleeping | 16 o 1 o o o 16 o o o o o 16 o o o o o

o112 | 0O | Gagy | 0O | 00%) [ 00%) | goge [00%) |00%) [00%) | 00%) | 00%) | oy [00%) |00%) 0@ |0©%) |0©%)
Dry cough (153 ILICD ?1 Lagwy | 0@ | 00%) | 00%) (1f00% o |oew o |oow | oow (11600%) 00%) | 00%) |00% |0@©% |0(@©%)
Eczema (154 PLICD %5 sy | 000 | 00w | 00w (11600% |0 |oew oo |oew | oow (11600% L |0 0w |oew |oew |oow
Er:i\)//ir:eeg et (154 125y | 0©%) %5 sy | 000 | 0@%) | 00w (11600% , [oon [0 [oew |o@s |oow (11600% L [oe [oew [0 |o@ | oo
fr'(f;’t?ﬁg serum (1964.12% )| 0w %5.88% , [oe |oew |00 ngO% o [0 0w |oww |oow (11600% y |oen [0 0w |oow |oow
Eosinophilia (11700% |0 o) oo |oew |oow (153_75% | oo (16_25% , [on o@s | o (11%0% |0 0w |oew |oew |oow
Erythema 2 0 14 1 o o 1 o 15 o o o 1 o 15 o o o

_ 11.76%) | O %) | (82.35%) | (s.88%) | O©%) | 0(0%) | (go50) | OO%) | (g37506) | OO%) | 00%) | O(0%) | (5506 | OO0%) | (g3750) | O(0%) | 0(0%) | 0(0%)

Eyelid Stye (11700% ) |0 [0 oW |oew |oow %53.75% NEIED) %6.25% L [oen [oew | oow %foo% L |0 0w o |oew |oow
Fatigue 9 0% | > 3 0% |o@w |1 0% |° 00%) | 00%) |o0@©% |12(5%) | 00w |° 1 0(0%) | 0(0%

(52.929%) | O O%) | (29.410) | (17.65%) | © %) 0%) | (68.750) | O O%) | (31.050) | 2 (0%) (0%) (0%) (75%) | 000%) | (187506) | (6.25%) | 2 ©%) (0%)
Fever 16 1 16 1 2

a1y | 0O |00 | Gag |00 [00%) | dogy [00%) [ 00%) |00 | 0@ | 00%) | e [00%) | e |00 |00 |0
Feverish 10 0 4 3 o o 15 o 1 o o o 13 o 3 o o o

58.82%) | ©O%) | (23.53%) | (7.65%) | O | 0(0%) | (937505) | OO%) | (gomegy | O0%) | 0(0%) | 0(0%) | (g1 9505) | O0%) | (187506) | O(0%) | 0(0%) | 0(0%)
Gastritis (11700% |0 [o@e [0 |oew |oow (11600% |0 oo o |oew |oow (1;53 25y | 0©%) %6 25 | 000 | 00@%) | 00%)
Headache 9 4 4 9 5 2

G200 | 00 | (3530 | asaw | 00 | 000 | taosn | 0O | %sce | Giaswy | 00 | 00%) | 1205%) | 00w | 4@%) [0 |00%) | 0(0%)
Hematuria 16 1 13 1 2 13 1 2

©94.12%) | ©O%) | (58805) | 0O%) | 00%) | 0(0%) | g1 9500) | OO%) | (60506 | OO%) | (1o506) | OO%) | (519505) | OO%) | (g506) | (1250) | 0O%) | 0(0%)
Hemoglobin 10 6 1 11 1
Hemogel 6529 | 0O | 5000 | oy | 0O | 00%) | BG0%) | 0(0%) | 4@5%) | 4@5%) | 00%) | 00%) | goomy | 00%) | 4@5%) | e |00 | 0(%)




Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Event No Sx g;rade Gradel | Grade2 | Grade3 frade No Sx g;rade Gradel | Grade2 | Grade3 frade No Sx é;rade Gradel | Grade?2 Grade 3 frade
Hyperglycemia (154‘12% J| 0w | oow %5_88% L [os | oow (15‘7‘5% , [o@e |oow 512‘5% , oo |oow (1517_5% L o6 |oow 5125% ) [o@s | oow
rypematiemia (1512.35%) 0 (0%) ?11.76%) %5.88%) 0(0%) | 0(0%) | 12(75%) | 0(0%) :(318.75%) 0 (0%) (16.25%) 0 (0%) (151.25%) 0 (0%) ?12.5%) %6.25%) 0(0%) | 0(%)
Hypertension (1964.12% NEICD) %5'88% ) [oow oo | o@n (11600% L o |oew |oew oW | oow (11600%) 00%) | 00%) |0©%) |o0@©% |0@©%)
Hypocalcemia (1964.12% NEIED) %5.88% , [on oo |o@n (15’3.75% | oo (16.25% , [oon [o@s | o (11600%) 00%) |0@©%) |00% |00©%) |o0@0%)
rypoglycemia (1:2.35%) 0 (0%) %5.88%) 0 (0%) ?11.76%) 0 (0%) (1517.5%) 0 (0%) ?12.5%) 0(0%) | 000%) | 0(0%) (1:1.25%) 0 (0%) (16.25%) (16.25%) (16.25%) 0 (0%)
Fypolalemiz (1858.24%) 0 (0%) %5.88%) %5.88%) 0% | 0(%) (1517.5%) 0 (0%) (16.25%) (16.25%) 0(0%) | 0(0%) (1:1.25%) 0 (0%) (16.25%) (16.25%) (16.25%) 0 (0%)
Hyponatremia (154.12% NEIED) %5.88% WSROI (1f00% L o |oew |oew |oow | oow (11600%) 00%) | 00%) |0©%) |o0@©% |0@©%)
Hypophosphatemia (154.12% )| 0w | 00w %5.88% L (o6 | oew | 1205w | 00w (16.25% | ?13.75% N ECORRICD (1517.5%) 0 (0%) (16.25% | (16.25% L o | oow
Influenza (154_12% J| 0w | 0ow %5_88% WELOEICD (11600% |0 |oew oo |oew | oow (11600% L |0 0w |oew |oew |oow
égiﬁg;gm ?52.94%) (15.88%) :(317.65%) :(317.65%) %5.88%) 0 (0%) (1831.25%) ?12.5%) (16.25%) 0(0%) | 0(%) | 0(0%) (1517.5%) (16.25%) (16.25%) 0(0%) | 0(0%) | 0(0%)
niection site (158.2 %) (15.88% ) %5.88% , [oe |oew |00 ngO% y o [0 0w |oww |oow (11600% y |oen [0 0w |oow |oow
:Péﬁfr?gon e (1508.82%) 0 (0%) ?35.29%) 0 (0%) %5.88%) 0 (0%) (153.75%) 0 (0%) (16.25%) 0(0%) | 0(0%) | 0(0%) (11600%) 0(0%) | 0(0%) | 0(0%) | 0(0%) | 0(0%)
inection sie pain ?47.06%) 0 (0%) 241.18%) ?11.76%) 0(0%) | 0(0%) (132.5%) 0 (0%) ?37.5%) 0(0%) | 0(0%) | 0(0%) | 12(75%) | 0(0%) ?18.75%) %6.25%) 0(0%) | 0(0%)
I'Dr;{frﬁl';“ site (11700% L [oe [oew o) |o@e |oow %5‘7.5% LD 512.5% y (o0 oo | oo %foo% L [o@e) [oew [0 |o@s |oow
l&iﬁﬁ'ﬁ; e ?47.06%) (15.88%) 241.18%) %5.88%) 0(0%) | 0(0%) 2517.5%) ?12.5%) 0(0%) | 0(0%) | 0(0%) | 0(0%) (153.75%) (16.25%) 0(0%) | 0(0%) | 0(0%) | 0(0%)
Injury (11700% |0 o oo |oew |oow (153_75% | oo (16_25% , [on [o@s | o (11%0% |0 0w |oew |oew |oow
Insect bite (11700% |0 o) oW |oew |oow (11600% o |oew o |ow | oow (15’3_75% )| 0w %6_25% L [oon [oow |o@n
bron ceficiency (11700% oo (o oow |ow |oow (153‘75% y| 0w | 00w (16.25% ) o0 | oow (1{500% y 0w (o 0w |oow |oow
Knee pain (154.12% )| 0w %5_88% , [o@e |oew |oow (1f00% o [0 0w oww |oow (11600% y 0w [0 0w |oow |oow
Laryngitis (11700% |0 o) o |oew |oow (1f00% L o |oew o |oow | oow (1953_75% )| 0w %6_250 w |00 | 00w | 00w
Local swelling (15_88% WELD %;34_12% o oo | oo (16_25% ) oW (153_75% Vo oo |oow (16_25% LD %53.75% o [ooe | oow




Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade?2 Grade 3 | Grade
0 4 0 4 0 4

Lymph node 16 1 16 16
e no oazwy | 000 | sagy | 000|000 |00 | Dy |00 |00 006 |00%) | 00%) | Ry |00 |00%) [0 00w | 00%)
Lymphocyte count | 16 0 1 o o o 16 o o o o o 16 o o o o o
Lymphoe oazwy | 000 | agy | 0O | 000 | 008 | Dy |00 |00%) 0@ |00%) | 00%) | Ry |00 |00%) [0 |00%) | 00%)
Muscle ache 15 Lok |2 | 00% [00% |o@©w |® - loow |o0® |o©®w |0©0% |o©w | |ow©w |o©w |0©% |0@©% |0©0%

(88.24%) (11.76%) (100%) (100%)
Muscle strain a1 | 0O | Gagy | 0O | 00%) [ 008 | g [00%) |00%) [00%) | 0@ | 0©%) | o, [00%) |00%) |00 |00%) |00%)
Myalgia 21008 | [ Lo |00 0w [ B loow |2 [ X 00w (00w | X 00w |4@5%) | koo | 00% | 0@©%)

(70.59%) (23.53%) | (5.88%) (81.25%) (125%) | (6.25%) (68.75%) (6.25%)
Nasal congestion 15 0 2 o o o 15 o 1 o o o 15 o 1 o o o

88.24%) | © %) | (117606) | OO%) | 000%) | 0(0%) | (g37500 | O0%) | (om0 | OO%) | 0(0%) | 0(0%) | g3e0 | 00%) | (gomey | 0(0%) | 0(0%) | 0(0%)
Nausea 15 0 2 o o o 13 o 2 1 o o 14 o 2 o o o

w20 | 0O | Gazeon | 0O [ 00%) [ 00%) | 5o [ 000 | foes | e | 0@ |00 | gre |00 | e |00 |00 | 0@
Neutrophil count 16 o 1 o o o 0 o 3 1 o o 13 o 2 1 o o
decreased ©94.120%) | ©O%) | (58805 | 0% | 00%) | 0(0%) | 12(75%) | 0(0%) | 1g 7500y | (.2506) | OO%) | 0% | (g4 9505 | OO%) | 15500y | (6250 | OO%) | 0(0%)
Oral pain (154_12% J| 0w | oow %5_88% L [os | oow (11600% , o [0 [oew |0 |oow (11600% y o [0 0w |oow |oow
Peripheral 17 16 15 1
epathy ooy |00 |00%) | 00%) | 00%) | 00%) | By |00 |00%) |00 |00%) | 00%) | 03750 | 0O | Gasy | 0@ | 00%) | 0(0%)
Productive cough (1964.12% )| 0w %5.88% , [oe |oew |00 ngO% o [0 0w |oww |oow (11600% y |oen [0 0w |oow |oow
Pruritic rash 15 1 1 15 1 16

o2 | 0O | 000 | Gos | sy | 0O | earm | 0O | sasy |00 |08 | 0@ | B |00 [0©w) o0 [o©w |o©%)
Pruritus (154_12% NEIED) %5_88% L [oew oo |0 (11600% o |oew |oew |oew | oow (1500% |0 0w |oew |oew |oow
Rash 17 16 13 2 1

ooy |00 |00%) | 00%) | 00%) | 00%) | By |00 |00%) 006 | 00%) | 00%) | oac | 0O | (o |06 | (asy | 00
Rhinorrhea 16 1 16 15 1

iz | 000 | sagy | 0O |00 | 00%) | fgy |00 |00%) [ 00%6) | 00%) | 00%) | 537500 | 0O | Gasey | 0@ | 00%) | 0(0%)
Sinusitis (154_12% J| 0w | oW %5_88% WELOHEID (1f00% L |oew |oew |[oew |oew | oow (11%0% L |0 0w |oew |oew |oow
Skin 16 1 15 1 16
hyperpigmentation | (94.12%) | ©@%) | (58805) | 0 O%) | 00%) | 0(0%) | 937505 | O(0%) | (o505 | O0%) | O(0%) | 0(0%) | (15595 | 0(0%) | 0(0%) | 0(0%) | 0(0%) | 0(0%)
Skin induration (154 LICD) %5 sy | 000|000 |0 (11600% y o [0 0w [oww |oow (1{500% y 0w (o 0w |oow |oow
Sore throat 15 1 1 15 1 15 1

20w | 00 | semey | sy | OO0 | 000 | igaasy | 000 | 000 | gy |00 | 00%) | gioch | 00W) | asy | 0@ | 00W) | 0(0%)
Systolic 17 15 1 16
o etonsion ooy | 0% |00 | 00%) | 00%) [ 00%) | gamy |00 | gas |00 |08 |00 | B |00 [0©w) [o©w) |o©w) |o©%)
Tenderness (1964_12% )| 0w %5_88% y [oe o |oow (11600% , [oon [0 [oew |0 |oow (1f00% ) oo (o 0w |oow |oow




Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade?2 Grade 3 | Grade

0 4 0 4 0 4
Tooth extraction (1964‘12% J| 0w | oow %5_88% L [os | oow (11600% , [on (o [oew |0 |oow (11600% y 0w [0 0w |ow |oow
Tom bicep tendon (154 12y | 0% | 00%) | 0(0%) %5_88% LI (11600% , [oon [0 [oew |0 |oow) (11600% , |oen [0 0w |oow |oow
U i 17 15 1 16
tr;’cﬁe{n;‘;ﬁ‘t’i‘;ﬁ“’w Qoow) | 0©%) | 0% | 00%) | 00%) | 00%) | giosy | 00%) | gosy | 00W) [ 00%) | 00%) | oo | 00%) | 00%) | 00%) | 00%) | 0(0%)
Urinary frequency (11700% ) |0 o |0 |ow | o0w (11600% o |oew |oew |ow | oow (153 25 | 00%) (16 25y | 000 | 00%) | 00%)
Urinary tract 17 15 1 15 1
prinen | ooy | 0O |00 | 00%) | 00%) | 00%) | gurmyy |00 | 00%) [ 00%) | o |00 | guom |00 [ 000 [ 00%) | e |00
ﬁgfez;’g’dsc (11700% |0 [0 oo |oew |oow (15‘7_5% L oo 512_5% RO ECOMEICD (11600% L |0 oo |oew |oew |oow
Urticaria (1;34.12% V| 00w |06 | oW %5.88% , | oow (1f00% L o |oew |oew |oow | oow (11600%) 0(0%) | 0(0%) | 0(0%) | 0% | 0%
Vertigo (11700% y |0 o) |o@w |oew |oow (1f00% o |oew o |oow | oow (153 25y | 08 | 00%) | 00%) (16 2590 | 00%)
3’;?;“9‘205 (154_12% NEIED) %5_88% L [oew oo |0 (11600% |0 |oew oo |oew | oow (11600% L |0 0w |oew |oew |oow
Vomiting (11700% |0 o oo |oew |oow (15‘7_5% L oo (16_25% ) (16_25% L [om oo (11600% L |0 oo |oew |oew |oow
WBC decreased (11700% oo (o oow |ow |oow ngO% o o 0w [oww |oow (1517 s | 00%) %6 25%) %6 25 | 0@ | 00%)
WBC increased (154_12% NEIED) %5_88% , [oow oo |o@n (1517_5% ) oo 512_5% RO LGOI EICD (153_75% )| 0w %6_25% RGO KICOMLICD

Table 2 : Counts of Adverse Events by Treatment Group
Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)

or Higher (percent)

Number of Subjects with one or more AE (percent) | 17 (100%) 16 (100%) 15 (93.8%)
Mean Number of AEs (SD, SE) 14.82 (8.81, 2.14) 11.38 (6.51, 1.63) 9.81 (6.25, 1.56)
Median Number of AEs (IQR) 13 (10) 10 (11.25) 10 (9.5)

Min, Max Number of AEs 4,33 2,21 0,22

Number of Subjects with one or more AE Grade 3 7 (41%) 6 (38%) 7 (44%)

Mean Number of AEs Grade 3 or Higher

0.65 (0.93, 0.23)

0.44 (0.63, 0.16)

0.63 (0.89, 0.22)




Table 3 : Occurrence of Grade 0 Events by Treatment Group
Note : In Tables 3-7, multiple occurrences of the same event type with different grades are included in the respective table

Event Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 0 (0%) 0 (0%) 0 (0%)
Acute sinusitis 0 (0%) 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%) 0 (0%)
Arthralgia 0 (0%) 0 (0%) 0 (0%)
AST increased 0 (0%) 0 (0%) 0 (0%)
Bilirubin total high 0 (0%) 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%) 0 (0%)
Bradycardia 0 (0%) 0 (0%) 0 (0%)
BUN increased 0 (0%) 0 (0%) 0 (0%)
Campylobacter 0 (0%) 0 (0%) 0 (0%)
Candida vaginitis 0 (0%) 0 (0%) 0 (0%)
Chills 0 (0%) 0 (0%) 0 (0%)
Common cold 0 (0%) 0 (0%) 0 (0%)
Constipation 0 (0%) 0 (0%) 0 (0%)
Coryza 0 (0%) 0 (0%) 0 (0%)
CPK increased 0 (0%) 0 (0%) 0 (0%)
Creatine kinase 0 (0%) 0 (0%) 0 (0%)
Creatine kinase high 0 (0%) 0 (0%) 0 (0%)
Creatinine increased 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Dermatitis 0 (0%) 0 (0%) 0 (0%)
Diaphoresis 0 (0%) 0 (0%) 0 (0%)
Diarrhea 0 (0%) 0 (0%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%) 0 (0%)
Erythema 0 (0%) 0 (0%) 0 (0%)
Eyelid Stye 0 (0%) 0 (0%) 0 (0%)
Fatigue 0 (0%) 0 (0%) 0 (0%)
Fever 0 (0%) 0 (0%) 0 (0%)
Feverish 0 (0%) 0 (0%) 0 (0%)
Gastritis 0 (0%) 0 (0%) 0 (0%)
Headache 0 (0%) 0 (0%) 0 (0%)
Hematuria 0 (0%) 0 (0%) 0 (0%)
Hemoglobin decreased 0 (0%) 0 (0%) 0 (0%)
Hyperglycemia 0 (0%) 0 (0%) 0 (0%)
Hypernatremia 0 (0%) 0 (0%) 0 (0%)
Hypertension 0 (0%) 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%) 0 (0%)
Hypoglycemia 0 (0%) 0 (0%) 0 (0%)
Hypokalemia 0 (0%) 0 (0%) 0 (0%)
Hyponatremia 0 (0%) 0 (0%) 0 (0%)
Hypophosphatemia 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Influenza 0 (0%) 0 (0%) 0 (0%)
Injection site erythema 3 (17.65%) 3 (18.75%) 1 (6.25%)
Injection site induration 1 (5.88%) 0 (0%) 0 (0%)
Injection site itching 0 (0%) 0 (0%) 0 (0%)
Injection site pain 0 (0%) 0 (0%) 0 (0%)
Injection site pruritus 0 (0%) 0 (0%) 0 (0%)
Injection site swelling 2 (11.76%) 2 (12.5%) 1 (6.25%)
Injury 0 (0%) 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%) 0 (0%)
Iron deficiency anemia 0 (0%) 0 (0%) 0 (0%)
Knee pain 0 (0%) 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%) 0 (0%)
Local swelling 0 (0%) 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%) 0 (0%)
Myalgia 0 (0%) 0 (0%) 0 (0%)
Nasal congestion 0 (0%) 0 (0%) 0 (0%)
Nausea 0 (0%) 0 (0%) 0 (0%)
Neutrophil count decreased 0 (0%) 0 (0%) 0 (0%)
Oral pain 0 (0%) 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%) 0 (0%)
Pruritic rash 0 (0%) 0 (0%) 0 (0%)
Pruritus 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Rash 0 (0%) 0 (0%) 0 (0%)
Rhinorrhea 0 (0%) 0 (0%) 0 (0%)
Sinusitis 0 (0%) 0 (0%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%) 0 (0%)
Sore throat 0 (0%) 0 (0%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%) 0 (0%)
Tooth extraction 0 (0%) 0 (0%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%) 0 (0%)
Upper respiratory tract infection 0 (0%) 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%) 0 (0%)
Urinary tract infection 0 (0%) 0 (0%) 0 (0%)
Urine WBC increased 0 (0%) 0 (0%) 0 (0%)
Urticaria 0 (0%) 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%) 0 (0%)
Vitamin D deficiency 0 (0%) 0 (0%) 0 (0%)
Vomiting 0 (0%) 0 (0%) 0 (0%)
WBC decreased 0 (0%) 0 (0%) 0 (0%)
WBC increased 0 (0%) 0 (0%) 0 (0%)
Table 4 : Occurrence of Grade 1 Events by Treatment Group

Event Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Abdominal cramps 0 (0%) 1 (6.25%) 0 (0%)
Abdominal pain 3 (17.65%) 2 (12.5%) 1 (6.25%)
Absolute neutrophil count, decreased 2 (11.76%) 1 (6.25%) 1 (6.25%)
Acute sinusitis 0 (0%) 0 (0%) 1 (6.25%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
ALT increased 0 (0%) 3 (18.75%) 0 (0%)
Anxiety 0 (0%) 1 (6.25%) 0 (0%)
Arthralgia 2 (11.76%) 1 (6.25%) 0 (0%)
AST increased 2 (11.76%) 2 (12.5%) 1 (6.25%)
Bilirubin total high 0 (0%) 1 (6.25%) 0 (0%)
Blood eosinophils increased 0 (0%) 1 (6.25%) 0 (0%)
Bradycardia 1 (5.88%) 1 (6.25%) 0 (0%)
BUN increased 2 (11.76%) 0 (0%) 1 (6.25%)
Campylobacter 0 (0%) 0 (0%) 1 (6.25%)
Candida vaginitis 0 (0%) 0 (0%) 2 (12.5%)
Chills 1 (5.88%) 2 (12.5%) 1 (6.25%)
Common cold 1 (5.88%) 0 (0%) 1 (6.25%)
Constipation 0 (0%) 0 (0%) 1 (6.25%)
Coryza 1 (5.88%) 0 (0%) 1 (6.25%)
CPK increased 2 (11.76%) 0 (0%) 4 (25%)
Creatine kinase 0 (0%) 0 (0%) 0 (0%)
Creatine kinase high 1 (5.88%) 0 (0%) 0 (0%)
Creatinine increased 1 (5.88%) 0 (0%) 0 (0%)
Dermatitis 0 (0%) 0 (0%) 0 (0%)
Diaphoresis 1 (5.88%) 2 (12.5%) 1 (6.25%)
Diarrhea 1 (5.88%) 0 (0%) 1 (6.25%)
Difficulty sleeping 1 (5.88%) 0 (0%) 0 (0%)
Dry cough 2 (11.76%) 0 (0%) 0 (0%)
Eczema 1 (5.88%) 0 (0%) 0 (0%)
Elevated liver enzymes 1 (5.88%) 0 (0%) 0 (0%)
Elevated serum creatinine 1 (5.88%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Eosinophilia 0 (0%) 1 (6.25%) 0 (0%)
Erythema 15 (88.24%) 15 (93.75%) 15 (93.75%)
Eyelid Stye 0 (0%) 1 (6.25%) 0 (0%)
Fatigue 8 (47.06%) 5 (31.25%) 4 (25%)
Fever 0 (0%) 0 (0%) 2 (12.5%)
Feverish 5 (29.41%) 1 (6.25%) 3 (18.75%)
Gastritis 0 (0%) 0 (0%) 1 (6.25%)
Headache 7 (41.18%) 6 (37.5%) 4 (25%)
Hematuria 1 (5.88%) 1 (6.25%) 2 (12.5%)
Hemoglobin decreased 7 (41.18%) 8 (50%) 5 (31.25%)
Hyperglycemia 0 (0%) 2 (12.5%) 1 (6.25%)
Hypernatremia 2 (11.76%) 4 (25%) 2 (12.5%)
Hypertension 1 (5.88%) 0 (0%) 0 (0%)
Hypocalcemia 1 (5.88%) 1 (6.25%) 0 (0%)
Hypoglycemia 2 (11.76%) 2 (12.5%) 2 (12.5%)
Hypokalemia 1 (5.88%) 1 (6.25%) 1 (6.25%)
Hyponatremia 1 (5.88%) 0 (0%) 0 (0%)
Hypophosphatemia 1 (5.88%) 2 (12.5%) 2 (12.5%)
Influenza 0 (0%) 0 (0%) 0 (0%)
Injection site erythema 5(29.41%) 1 (6.25%) 1 (6.25%)
Injection site induration 1 (5.88%) 0 (0%) 0 (0%)
Injection site itching 6 (35.29%) 1 (6.25%) 0 (0%)
Injection site pain 9 (52.94%) 6 (37.5%) 4 (25%)
Injection site pruritus 0 (0%) 2 (12.5%) 0 (0%)
Injection site swelling 8 (47.06%) 0 (0%) 0 (0%)
Injury 0 (0%) 1 (6.25%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Insect bite 0 (0%) 0 (0%) 1 (6.25%)
Iron deficiency anemia 0 (0%) 0 (0%) 0 (0%)
Knee pain 1 (5.88%) 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%) 1 (6.25%)
Local swelling 16 (94.12%) 15 (93.75%) 15 (93.75%)
Lymph node tenderness 1 (5.88%) 0 (0%) 0 (0%)
Lymphocyte count increased 1 (5.88%) 0 (0%) 0 (0%)
Muscle ache 2 (11.76%) 0 (0%) 0 (0%)
Muscle strain 1 (5.88%) 0 (0%) 0 (0%)
Myalgia 5 (29.41%) 3 (18.75%) 5 (31.25%)
Nasal congestion 2 (11.76%) 1 (6.25%) 1 (6.25%)
Nausea 2 (11.76%) 3 (18.75%) 2 (12.5%)
Neutrophil count decreased 1 (5.88%) 4 (25%) 2 (12.5%)
Oral pain 0 (0%) 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%) 1 (6.25%)
Productive cough 1 (5.88%) 0 (0%) 0 (0%)
Pruritic rash 0 (0%) 1 (6.25%) 0 (0%)
Pruritus 1 (5.88%) 0 (0%) 0 (0%)
Rash 0 (0%) 0 (0%) 2 (12.5%)
Rhinorrhea 1 (5.88%) 0 (0%) 1 (6.25%)
Sinusitis 0 (0%) 0 (0%) 0 (0%)
Skin hyperpigmentation 1 (5.88%) 1 (6.25%) 0 (0%)
Skin induration 1 (5.88%) 0 (0%) 0 (0%)
Sore throat 2 (11.76%) 1 (6.25%) 1 (6.25%)
Systolic hypertension 0 (0%) 1 (6.25%) 0 (0%)
Tenderness 1 (5.88%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Tooth extraction 0 (0%) 0 (0%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%) 0 (0%)
Upper respiratory tract infection 0 (0%) 1 (6.25%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%) 1 (6.25%)
Urinary tract infection 0 (0%) 0 (0%) 0 (0%)
Urine WBC increased 0 (0%) 2 (12.5%) 0 (0%)
Urticaria 0 (0%) 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%) 0 (0%)
Vitamin D deficiency 1 (5.88%) 0 (0%) 0 (0%)
Vomiting 0 (0%) 1 (6.25%) 0 (0%)
WBC decreased 0 (0%) 0 (0%) 2 (12.5%)
WBC increased 1 (5.88%) 2 (12.5%) 1 (6.25%)
Table 5 : Occurrence of Grade 2 Events by Treatment Group

Event Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 0 (0%) 1 (6.25%) 1 (6.25%)
Acute sinusitis 0 (0%) 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%) 0 (0%)
Arthralgia 2 (11.76%) 0 (0%) 0 (0%)
AST increased 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Bilirubin total high 0 (0%) 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%) 0 (0%)
Bradycardia 0 (0%) 0 (0%) 0 (0%)
BUN increased 1 (5.88%) 0 (0%) 0 (0%)
Campylobacter 0 (0%) 0 (0%) 0 (0%)
Candida vaginitis 0 (0%) 0 (0%) 0 (0%)
Chills 3 (17.65%) 0 (0%) 0 (0%)
Common cold 0 (0%) 0 (0%) 0 (0%)
Constipation 0 (0%) 0 (0%) 0 (0%)
Coryza 1 (5.88%) 0 (0%) 0 (0%)
CPK increased 5 (29.41%) 2 (12.5%) 4 (25%)
Creatine kinase 0 (0%) 0 (0%) 1 (6.25%)
Creatine kinase high 1 (5.88%) 1 (6.25%) 0 (0%)
Creatinine increased 0 (0%) 0 (0%) 0 (0%)
Dermatitis 0 (0%) 0 (0%) 0 (0%)
Diaphoresis 1 (5.88%) 0 (0%) 0 (0%)
Diarrhea 1 (5.88%) 0 (0%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%) 0 (0%)
Erythema 1 (5.88%) 0 (0%) 0 (0%)
Eyelid Stye 0 (0%) 0 (0%) 0 (0%)
Fatigue 3 (17.65%) 0 (0%) 1 (6.25%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Fever 1 (5.88%) 0 (0%) 0 (0%)
Feverish 3 (17.65%) 0 (0%) 0 (0%)
Gastritis 0 (0%) 0 (0%) 0 (0%)
Headache 4 (23.53%) 2 (12.5%) 0 (0%)
Hematuria 0 (0%) 0 (0%) 2 (12.5%)
Hemoglobin decreased 1 (5.88%) 4 (25%) 1 (6.25%)
Hyperglycemia 1 (5.88%) 2 (12.5%) 2 (12.5%)
Hypernatremia 1 (5.88%) 0 (0%) 1 (6.25%)
Hypertension 0 (0%) 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%) 0 (0%)
Hypoglycemia 1 (5.88%) 0 (0%) 2 (12.5%)
Hypokalemia 1 (5.88%) 1 (6.25%) 1 (6.25%)
Hyponatremia 0 (0%) 0 (0%) 0 (0%)
Hypophosphatemia 1 (5.88%) 3 (18.75%) 1 (6.25%)
Influenza 1 (5.88%) 0 (0%) 0 (0%)
Injection site erythema 4 (23.53%) 0 (0%) 0 (0%)
Injection site induration 0 (0%) 0 (0%) 0 (0%)
Injection site itching 0 (0%) 0 (0%) 0 (0%)
Injection site pain 2 (11.76%) 0 (0%) 1 (6.25%)
Injection site pruritus 0 (0%) 0 (0%) 0 (0%)
Injection site swelling 1 (5.88%) 0 (0%) 0 (0%)
Injury 0 (0%) 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%) 0 (0%)
Iron deficiency anemia 0 (0%) 1 (6.25%) 0 (0%)
Knee pain 0 (0%) 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Local swelling 0 (0%) 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%) 0 (0%)
Myalgia 1 (5.88%) 1 (6.25%) 1 (6.25%)
Nasal congestion 0 (0%) 0 (0%) 0 (0%)
Nausea 0 (0%) 1 (6.25%) 0 (0%)
Neutrophil count decreased 0 (0%) 1 (6.25%) 1 (6.25%)
Oral pain 1 (5.88%) 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%) 0 (0%)
Pruritic rash 1 (5.88%) 0 (0%) 0 (0%)
Pruritus 0 (0%) 0 (0%) 0 (0%)
Rash 0 (0%) 0 (0%) 0 (0%)
Rhinorrhea 0 (0%) 0 (0%) 0 (0%)
Sinusitis 1 (5.88%) 0 (0%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%) 0 (0%)
Sore throat 1 (5.88%) 1 (6.25%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%) 0 (0%)
Tooth extraction 1 (5.88%) 0 (0%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%) 0 (0%)
Upper respiratory tract infection 0 (0%) 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Urinary tract infection 0 (0%) 0 (0%) 0 (0%)
Urine WBC increased 0 (0%) 0 (0%) 0 (0%)
Urticaria 0 (0%) 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%) 0 (0%)
Vitamin D deficiency 0 (0%) 0 (0%) 0 (0%)
Vomiting 0 (0%) 1 (6.25%) 0 (0%)
WBC decreased 0 (0%) 0 (0%) 1 (6.25%)
WBC increased 0 (0%) 0 (0%) 0 (0%)
Table 6 : Occurrence of Grade 3 Events by Treatment Group

Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 0 (0%) 1 (6.25%) 1 (6.25%)
Acute sinusitis 0 (0%) 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%) 0 (0%)
Arthralgia 0 (0%) 0 (0%) 0 (0%)
AST increased 0 (0%) 0 (0%) 0 (0%)
Bilirubin total high 0 (0%) 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%) 0 (0%)
Bradycardia 1 (5.88%) 0 (0%) 0 (0%)
BUN increased 0 (0%) 0 (0%) 0 (0%)
Campylobacter 0 (0%) 0 (0%) 0 (0%)
Candida vaginitis 0 (0%) 0 (0%) 0 (0%)
Chills 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Common cold 0 (0%) 0 (0%) 0 (0%)
Constipation 0 (0%) 0 (0%) 0 (0%)
Coryza 0 (0%) 0 (0%) 0 (0%)
CPK increased 1 (5.88%) 0 (0%) 3 (18.75%)
Creatine kinase 0 (0%) 0 (0%) 0 (0%)
Creatine kinase high 0 (0%) 0 (0%) 1 (6.25%)
Creatinine increased 0 (0%) 0 (0%) 0 (0%)
Dermatitis 1 (5.88%) 0 (0%) 0 (0%)
Diaphoresis 0 (0%) 0 (0%) 0 (0%)
Diarrhea 0 (0%) 0 (0%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%) 0 (0%)
Erythema 0 (0%) 0 (0%) 0 (0%)
Eyelid Stye 0 (0%) 0 (0%) 0 (0%)
Fatigue 0 (0%) 0 (0%) 0 (0%)
Fever 0 (0%) 0 (0%) 0 (0%)
Feverish 0 (0%) 0 (0%) 0 (0%)
Gastritis 0 (0%) 0 (0%) 0 (0%)
Headache 0 (0%) 0 (0%) 0 (0%)
Hematuria 0 (0%) 2 (12.5%) 0 (0%)
Hemoglobin decreased 0 (0%) 0 (0%) 0 (0%)
Hyperglycemia 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Hypernatremia 0 (0%) 1 (6.25%) 0 (0%)
Hypertension 0 (0%) 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%) 0 (0%)
Hypoglycemia 2 (11.76%) 0 (0%) 1 (6.25%)
Hypokalemia 0 (0%) 0 (0%) 1 (6.25%)
Hyponatremia 0 (0%) 0 (0%) 0 (0%)
Hypophosphatemia 0 (0%) 0 (0%) 0 (0%)
Influenza 0 (0%) 0 (0%) 0 (0%)
Injection site erythema 1 (5.88%) 0 (0%) 0 (0%)
Injection site induration 0 (0%) 0 (0%) 0 (0%)
Injection site itching 1 (5.88%) 0 (0%) 0 (0%)
Injection site pain 0 (0%) 0 (0%) 0 (0%)
Injection site pruritus 0 (0%) 0 (0%) 0 (0%)
Injection site swelling 0 (0%) 0 (0%) 0 (0%)
Injury 0 (0%) 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%) 0 (0%)
Iron deficiency anemia 0 (0%) 0 (0%) 0 (0%)
Knee pain 0 (0%) 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%) 0 (0%)
Local swelling 0 (0%) 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%) 0 (0%)
Myalgia 0 (0%) 0 (0%) 0 (0%)
Nasal congestion 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Nausea 0 (0%) 0 (0%) 0 (0%)
Neutrophil count decreased 0 (0%) 0 (0%) 0 (0%)
Oral pain 0 (0%) 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%) 0 (0%)
Pruritic rash 1 (5.88%) 0 (0%) 0 (0%)
Pruritus 0 (0%) 0 (0%) 0 (0%)
Rash 0 (0%) 0 (0%) 1 (6.25%)
Rhinorrhea 0 (0%) 0 (0%) 0 (0%)
Sinusitis 0 (0%) 0 (0%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%) 0 (0%)
Sore throat 0 (0%) 0 (0%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%) 0 (0%)
Tooth extraction 0 (0%) 0 (0%) 0 (0%)
Torn bicep tendon 1 (5.88%) 0 (0%) 0 (0%)
Upper respiratory tract infection 0 (0%) 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%) 0 (0%)
Urinary tract infection 0 (0%) 1 (6.25%) 1 (6.25%)
Urine WBC increased 0 (0%) 0 (0%) 0 (0%)
Urticaria 1 (5.88%) 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%) 1 (6.25%)
Vitamin D deficiency 0 (0%) 0 (0%) 0 (0%)
Vomiting 0 (0%) 0 (0%) 0 (0%)
WBC decreased 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
WBC increased 0 (0%) 0 (0%) 0 (0%)
Table 7 : Occurrence of Grade 4 Events by Treatment Group
Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 0 (0%) 0 (0%) 0 (0%)
Acute sinusitis 0 (0%) 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%) 0 (0%)
Arthralgia 0 (0%) 0 (0%) 0 (0%)
AST increased 0 (0%) 0 (0%) 0 (0%)
Bilirubin total high 0 (0%) 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%) 0 (0%)
Bradycardia 0 (0%) 0 (0%) 0 (0%)
BUN increased 0 (0%) 0 (0%) 0 (0%)
Campylobacter 0 (0%) 0 (0%) 0 (0%)
Candida vaginitis 0 (0%) 0 (0%) 0 (0%)
Chills 0 (0%) 0 (0%) 0 (0%)
Common cold 0 (0%) 0 (0%) 0 (0%)
Constipation 0 (0%) 0 (0%) 0 (0%)
Coryza 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
CPK increased 1 (5.88%) 1 (6.25%) 0 (0%)
Creatine kinase 0 (0%) 0 (0%) 0 (0%)
Creatine kinase high 0 (0%) 0 (0%) 0 (0%)
Creatinine increased 0 (0%) 0 (0%) 0 (0%)
Dermatitis 0 (0%) 0 (0%) 0 (0%)
Diaphoresis 0 (0%) 0 (0%) 0 (0%)
Diarrhea 0 (0%) 0 (0%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%) 0 (0%)
Erythema 0 (0%) 0 (0%) 0 (0%)
Eyelid Stye 0 (0%) 0 (0%) 0 (0%)
Fatigue 0 (0%) 0 (0%) 0 (0%)
Fever 0 (0%) 0 (0%) 0 (0%)
Feverish 0 (0%) 0 (0%) 0 (0%)
Gastritis 0 (0%) 0 (0%) 0 (0%)
Headache 0 (0%) 0 (0%) 0 (0%)
Hematuria 0 (0%) 0 (0%) 0 (0%)
Hemoglobin decreased 0 (0%) 0 (0%) 0 (0%)
Hyperglycemia 0 (0%) 0 (0%) 0 (0%)
Hypernatremia 0 (0%) 0 (0%) 0 (0%)
Hypertension 0 (0%) 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Hypoglycemia 0 (0%) 0 (0%) 0 (0%)
Hypokalemia 0 (0%) 0 (0%) 0 (0%)
Hyponatremia 0 (0%) 0 (0%) 0 (0%)
Hypophosphatemia 0 (0%) 0 (0%) 0 (0%)
Influenza 0 (0%) 0 (0%) 0 (0%)
Injection site erythema 0 (0%) 0 (0%) 0 (0%)
Injection site induration 0 (0%) 0 (0%) 0 (0%)
Injection site itching 0 (0%) 0 (0%) 0 (0%)
Injection site pain 0 (0%) 0 (0%) 0 (0%)
Injection site pruritus 0 (0%) 0 (0%) 0 (0%)
Injection site swelling 0 (0%) 0 (0%) 0 (0%)
Injury 0 (0%) 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%) 0 (0%)
Iron deficiency anemia 0 (0%) 0 (0%) 0 (0%)
Knee pain 0 (0%) 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%) 0 (0%)
Local swelling 0 (0%) 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%) 0 (0%)
Myalgia 0 (0%) 0 (0%) 0 (0%)
Nasal congestion 0 (0%) 0 (0%) 0 (0%)
Nausea 0 (0%) 0 (0%) 0 (0%)
Neutrophil count decreased 0 (0%) 0 (0%) 0 (0%)
Oral pain 0 (0%) 0 (0%) 0 (0%)




Event Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Peripheral neuropathy 0 (0%) 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%) 0 (0%)
Pruritic rash 0 (0%) 0 (0%) 0 (0%)
Pruritus 0 (0%) 0 (0%) 0 (0%)
Rash 0 (0%) 0 (0%) 0 (0%)
Rhinorrhea 0 (0%) 0 (0%) 0 (0%)
Sinusitis 0 (0%) 0 (0%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%) 0 (0%)
Sore throat 0 (0%) 0 (0%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%) 0 (0%)
Tooth extraction 0 (0%) 0 (0%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%) 0 (0%)
Upper respiratory tract infection 0 (0%) 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%) 0 (0%)
Urinary tract infection 0 (0%) 0 (0%) 0 (0%)
Urine WBC increased 0 (0%) 0 (0%) 0 (0%)
Urticaria 0 (0%) 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%) 0 (0%)
Vitamin D deficiency 0 (0%) 0 (0%) 0 (0%)
Vomiting 0 (0%) 0 (0%) 0 (0%)
WBC decreased 0 (0%) 0 (0%) 0 (0%)
WBC increased 0 (0%) 0 (0%) 0 (0%)

Table 8 : Occurrence of Max Grade Events Per Subject which are Unrelated to Treatment by Treatment Group
Note : In Tables 8-12, multiple occurrences of the same max grade event type with different relatedness are included in the respective table
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AGS-V + Adj =
Event N djuvant (N = 17) AGS-V (N = 16) Placebo (N = 16
0 SX Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grad 0 ( — )

Creatine s s 0 . 4 0 ) rade | No Sx (C)Erade Gradel | Grade2 | Grade3 | Grade

high 94.1206) | 0 0%) | 0(0%) 5889 0w |o@ow | 0% | 0% 1 G 4

Creatinine 16 0 0% 1 (5.88%) (1%3-75%) (0%) (0%) (6.25%) 0 (0%) 0 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)

increased (94.12%) 0) | s.a8%) |00%) | 0%) | 0(0%) 0(0%) | 0(0Y 0 16

Dermaitis o py— ; ( 0) (11600%) (0%) (%) | 0(0%) | 0(0%) | 00%) | jnoe, |O00O%) |0(0%) |0(0%) | 0(0%) | 0(0%)
(100%) o 0%) | 0(0%) | 0(0%) | 0(0%) 0(0%) | 0 (0o N 16

Diaphoresis 17 0 %) o (11500%) ( 0) ( A]) 0 (0 A)) 0 (OCVO) 0 (OCVO) (100%) 0 (O%) 0 (O%) 0 (0%) 0 (0%) 0 (0%)
(100%) ° 0%) | 0(0%) | 0(0%) | 0(0%) 0% | * Y 16

Diarrhea 16 0 %) T (1%3-75%) 0%) | (6.2506) | © %) 0 (0%) 0(0%) | (10005 | ©(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
(94.12%) 0) | 000%) | (5gg0p | O000%) | 0(0%) 0(0%) | 0 (0% Y 15 1

Difficulty sleeping | 16 Y E (-.89%) (11600%) (0%) | 0(%) | 0(0%) | 0(%) | 0(0%) | 93750 | OO%) | (6505 | 0% | 0(0%) | 0(0%)
94.,12% 0 0 0 (0%) 0 (0%) 0 (0% 0 16 -

Sy oo (1 . 0) - 25.88 %) (0%) (11600% ) | 0©%) | 0% | 0(©%) | 0(0%) | 00%) | oo | 00O%) | 00%) | 00%) | 0(©%) | 0(0%)

0%) 0 (0% 0 (09 9

(88.24%) 11.760%) | © (O%) (0%) | 0(0%) 0(0%) | 0 (0% 0 16

Eczema 16 0 %) g %) (1%00%) (0%) | 0(0%) | 0(0%) | 0(%) | 0(0%) | 4000 |[O(0%) |00%) | 0(%) | 0% | 0(0%)
(94.12%) 0 | sas%) |00% | 00©%) | 0(0%) 0 (0% 0 16

Seraid Troer T o (5.88%) (11600%) (0%) | 0(0%) 0 (0%) 0 (0%) 00%) | (1000 | 0% | 0(O%) 0 (0%) 0 (0%) 0 (0%)

enzymes (100%) 6) | 0(0%) 0 (0%) 0 (0%) 0 (0%) 0% | 0% . 16

Elevated serum 16 0 0% 1 (1%00%) (0%) (0%) 0(0%) 0 (0%) 0 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)

creatinine (94.12% %) | ;5.880%) | 0% | 0(0%) | 0(0%) 0 (0% 0 16

Eosinophilia 17 ) o 0% { ( 8) (11600%) (0%) | 0(0%) | 0(0%) | 0(%) | 0(0%) | oo, |O00O%) |0(0%) |0(%) | 0(0%) | 0(0%)
(100% 0) | 0(0%) [ 0(0%) | 0(0%) | 0(0%) 0 (0% 0 16

Erythema 7 ) oon %00%) (0%) | 0(0%) | 0(0%) | 0(0%) | 0(0%) | qpo0 |O(0%) | 0(0%) | 0(0%) | 0(0%) | 0(0%)
(100%) 6) | 0(0%) | 0(0%) | 0(0%) | 0(0%) 0(0%) | 0(0% 9 16

Eyelid Stye 17 I (11600%) (0%) | 0(0%) | 0(0%) |0(0%) | 0(0%) | oo, |00%) |0(0%) |0(O%) |0(0%) |0(0%)
(100%) 0) [ 0(0%) | 0(0%) | 0(0%) | 0(0%) 0 (0% 0 16

Fatigue 17 o om |oc L0 (0%) | 0(0%) | 0(0%) | 0(0%) | 0(0%) | (10095 |O0(0%) | 0(0%) | 0(%) | 0(0%) | 0(0%)
100% 0) | 0(0%) 0 (0%) 0 (0%) 0 (0% 0 (0% 15

- (17 ) )| (100%) (0%) | 0(0%) | 0(0%) | 0(0%) | 0(0%) | 3750, | O0%) ! 0(0%) | 00%) | 0(@0%)
(100%) | 0% |00%) | 0(0%) | 0(©%) |0(0%) 16 0w |oow | 0w o %) (6.25%) 6

0,

Feverish 16 oo | L %00%) ) (0%) | 0(0%) | 0(0%) | 1500, |0(0%) | 0(0%) |0(0%) | 0(0%) | 0(0%)
94.12% 0 0 0 (0%) 0 (0%) 0 (0% 0 15

a— (1 L ) : (5.88%) (0%) (11600% [0 |o@w 0@ | 00%) | 00%) | 5575y | OO%) %6_25% oo Joww [oww
(100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%) (100% 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0% 15 . 1

Headache 16 . 1 0) 0 | 9375%) | °O%) | (6.250) | 0% 0 (0%) 0 (0%)
(94.1205) | 0©%) | 0(0%) | (5 ager | 0(0%) | 0(0%) 12;17 | 00w |2 0% |o@©w |o©w |

Hematuria 16 oo% | - (13 .5%) (12.5%) . %) | 1000y | 0% |0(0%) | 0(0%) | 0(0%) | 0(0%)
(94.12%) 0 | 5880 | 0O%) | 0(0%) | 0(0%) 0w |1 0 (0 2 15 1

Hemoglobin 12 0 %) 3 ! 1 (1811-25%) ) 26-25%) %) | (1259 | O | 9375%) | @) | g2505) | 0% | 0(0%) | 0(0%)

decreased (70.59%) %) | 2353%) | (5.88%) | °©%) | 0(0%) 0 (0% 3 13 5

o peralyGemia = o (() o2 0) g 88%) (1(18.75%) %) | (1250 | (875%) | 0O | 00%) | g1 o500 | 0O%) | (15504) %6 sy | 000 | 00%)
(94.12%) b 0 | soge | O0%) | 0(0%) 00%) |0©%) |2 9 14 2

( 0) (87.5%) ) (12.5%) 0 (0%) 0 (0%) (87.5%) 0(0%) | 0(0%) (12.5%) 0 (0%) 0 (0%)




AGS-V + Adjuvant (N = 17)
Event No Sx Grad AGS-V (N =16)
: rade | Gradel | Grade2 | Grade3 | Grade | No Sx Grade | Gradel | Grade2 | Grad Placebo (N = 16)
Hypernatremia 14 oo |2 - 4 0 rade 3 frade No Sx grade Gradel | Grade2 | Grade3 | Grade
(82.35%) 0 | 11.76%) | 5.88%) | 0 ©%) | 0(0% 13 v |2 1 4
Hypertension 16 § ) | (5.88%) ) | gr2s%) | °O%) | aosw) [ OO%) | gasw) | 9O%) A 0(0%) |2 0 (0%
(04.126) | 0 (O%) v 0% | o@©w |o@ow |1° : (87.5%) (125%) | 0% | 0@%) | 0(0%)
i (5.88%) (0%) ) 0(0%) | 0(0%) | 0(0% 16
Hypocalcemia 16 1 (100%) (0%) | 0(0%) | 0(%) 9 0(0%) | 0(0%) | 0(0% 9
94.12%) | OO | 5ag0) | 0O%) | 00%) | 0(0%) 15 0% | L T R R
Hypoglycemia 14 1 (93.75%) 0 | oos | 0@ |00 [00%) | po [00%) |00 |00
(8235%) | °@0) | 5.88%) | °(O%) 2 0% |4 00%) |2 e R ek
Hypokalemia 5 : (11.76%) (87.5%) (0%) (12.5%) 0 (0%) 0 (0%) 0 (0%) 13 o | 0% 1 1 1
(100%) | 0©%) |0(0%) | 0(0%) | 0(O%) | 0(%) 14 0% | X 1 (81.25%) (6.25%) | (6.25%) | (6.25%) | ° %)
Hyponatremia 17 (87.5%) %1 (6.25%) | (6.25%) 0 (0%) 0 (0%) 14 0 0 (0%) 1 1 0
ooy | OO0 |00 0w | oW | 0% 16 0 (0% ) %) G25) | G2sn) | OO0 | 900
Hypophosphatemia | 16 1 (100%) 0 |00 |o@s 0w |00 | 0(0%) | 0(0%) | 00
. (1] (]
Influenza 17 009 (6.25%) | (18.75%) 0 (0%) 0 (%) (93.75% 0(0%) | 0(0%) L 0 (09
(100%) ©%) |0@©%) |o0@©% |o0@©% |o@ow | .75%) 6.25%) | 0(0%) | 0(0%)
S (0%) 0 0(0%) | 0(0%) | 0(0% 16
Injection site 17 (100%) (0%) 0(0%) 0 (0%) 0(0%) | 0(0% 9
erythema (100%) 00%) | 0(0%) 0 (0%) 0 (0%) 0. 0%) 16 o (100%) 0) 0 (0%) 0 (0%) 0 (0%)
Injection site 17 (100%) (%) | ©0%) 0 (0%) 0 (0%) 0 (0%) e 0(0%) | 0 (0% 9
induration (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (09 16 (100%) ‘) 0(0%) 0 (0%) 0 (0%)
o 17 6 ©%) | ooy | 00%) | 00%) | 0©w |o@w |oow 16 0(0%) | 0 (02
itching ooy | 0@ 00w oW |o@s) |oow 16 oo (100%) 6 (%) | 0(0%) | 0(0%) | 0(0%)
Injection site pain | 17 (100%) (%) | 0% 0 (0%) 0(0%) 0 (0%) Py 0(0%) | 0(0%) 0 (09
(100%) | 0©%) | 0(0%) | 0(0%) 0(0%) | 0(0Y 16 (100%) ” %) 0@ |00k
___ i (0%) oy | 00%) | 0(0%) | 0(0% 16
Injection site 17 (100%) (©%) 0(0%) 0 (0%) 0(0%) | 0(0%) 0 (09
pruritus (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%) 16 0 (09 (100%) 0 (0%) 0 (0%) 0 (0%)
Injection site 17 (100%) (%) | ©0%) 0 (0%) 0(0%) 0 (0%) e 0(0%) | 0(0%) 9
swelling (100%) 0(0%) | 0 (0%) 0 (0%) 0 (0%) 0 (0" 16 (100%) b 0 (0%) 0 (0%) 0 (0%)
injury 17 @9 | qowy | 0@ | 0@ | 0@s) |08 | 0% | 00%) |0
Q00w | 0©%) | 0©%) | 0©%) | 0(%) | 0(O%) 15 0% | L (100%) 0) | 00%) | 0(%) | 0(0%) | 0(0%)
Insect bite 17 (93.75%) (%) (6.25%) 0 (0%) 0(0%) 0 (0%) Y 0 0(0%) | 0(0%) 0 (0%
ooy | 0% | 00%) 0 (0%) 0 (0%) oo | 16 o (100%) (0%) 0 (0%) 0 (0%)
Iron deficiency 7 (100%) %) |0(0%) [00%) |00%) |00% | 0% | =X 0
bron ce g | 009 009 |00 |o0m |0 i - (93.75%) (6.25%) | 00%) | 0(0%) | 0(0%)
" i 0 0%) | 193.750) | 0 (0%) | 0(0%) 0 16
nee pain 16 1 (93.75%) (6.25%) | 0©%) | 00%) | (15000 |[0©%) |0©%) |0(©O%) |0
(94.12%) 0 (0%) (5.88% 0 (0%) 0 (0%) 0 (0%) 16 (100%) 0 (0%) 0 (0%)
Laryngitis 17 88%) (100%) 0(0%) | 0(®%) 0 (0%) 0 (0%) 0 (0%) P 0(0%) | 0 (0% 9
Qoo | 0©%) | 00%) | 0@%) | 0@ | 00w 16 0 (09 ) O |00 908 00w
Local swelling 7 (100%) %) |0@©%) |0@©%) |0@©%) |00 | o@o%) |: o
o | 009 | 0% |o@m |oon | oow % v : (93.75%) (6.25%) | °0©%®) | 00%) | 0(0%)
Lymph node 16 1 (1000 | OO | 0% | 0% | 0@ |00 o | 00%) | 0% | 0% 9
tenderness (94.12%) 0 (O%) = 88% 0 (0%) 0 (O%) 0 (00/) 16 (100 /0) ( 0) 0 (0 /0) 0 (0%)
(5.88%) 0 | 1000 | 0% | 0% | 0(O%) | 0(0%) | 0(0%) 16 0 (0%
(100%) (%) | 0(0%) | 0(0%) | 0(0%) | 0(0%)




AGS-V + Adjuvant (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Grade 1 Grade 2 Grade 3 Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade
0 4 0 4 0 4
Lymphocyte count | 16 1 16 16
Lymphoe i) | 000 | Gagy | 000 [006) | 000 | Ty |00 [006) |00 00w [00%) | (G |00 [0 |06 oW | oo
Muscle ache (11700% L |oen [0 0w |oew | oo (11600% oo [0 oow |oew | oo (11600% oo [0 oo |oew | oo
Muscle strain (1964 PLICD %5 sy | 0% | 0% | 0(%) (11600% , |0 [0 oW |o0w oW (11600% , |0 |0 oW oW oW
Myalgia (11700% , |0 [0 [oew |oew |oow (11600% , |0 [0 [oow |o0w oW (153.75% NEICD (16.25% L loen [oew | oow
Nasal congestion 17 15 1 15 1
g ooy |00 000 |00 [00%) | 00%) | azmm | 0O | omy | 000 | 000 [ 00%) | (&re [ 009 | g |00 00w |00

Nausea 17 16 15 1

ooy |00 |00 |08 [ 00%6) | 00%) | oo |0 [006) |00 | 00%) [00%) | (&re | 000 | 5oy |00 00w |00
Neutrophil count 16 1 13 2 1 14 2
decreased ©94.1206) | ©O%) | (58g00) | 00%) | 0(0%) | 0(0%) | (g4 505) | OO%) | (1950) | (6.2506) | OO%) | 00O%) | g7500) | 0% | (1550 | 00%) | 0(0%) | 0(0%)
Oral pain (154.12% )| 00 | 0w %5.88% L | oen | oow (1f00% , |0 [0 [oow |o0w oW %foo% , |0 |0 [o@w) |o@w 00w
Egﬂ'r‘ggtﬂy (11700% |0 [oew [oew oW |oow (11600% 0w 0w oW oW oW (11600% oo 0w oW oW oW
Productive cough (1;34_12% NEIED) %5_88% L loen [oen |oow (11600% oo oo [oew oW oW (11600% oo oo [oow oW oW
Pruritic rash (11700% L |oen [0 oow |ow | oo ngO% , |0 [0 [os |oow |oow %1600% y | oew [0 |o@s |oow |oow
Pruritus (11700% , |0 [oew [oew oW |oow (1f00% 0w oo oW oW oW (11600% oo 0w oW oW oW
Rash (11700% , |0 [oew [oew oW |oow (11600% 0w 0w oW oW oW (153_75% y| 0w |oow) |oow %6_25% L oo
Rhinorrhea 16 0% | % 00%) | 0% |o0@©%) |8 0% |0@©®% |o@©®w |o@©w |o@©w | oo%) |* 0(0%) | 0@©%) |o0(@%

(94.12%) (5.88%) (100%) (93.75%) (6.25%)
Sinusitis (1964.12% | oen | oo %5.88% WELORRICD %fOO% y | 0w [0 o |oow |oow %1600% , | oew [0 [o0s |oow |oow
ﬁ)'jg; igmentation (11700% , |0 [oew [oew oW |oow (1f00% 0w 0w oW oW oW (11600% oo 0w oW oW oW
Skin induration (11700% , |0 [oew [oew oW |oow (11600% 0w 0w [oow oW oW (11600% oo 0w oW oW oW
Sore throat 15 1 1 16 15 1

oo20m) | 000 | Gasy | sy | 0@ | 000 | ooy |00 [006) |00 | 00%) [ 00%) | (576 | 000 | gy |00 00w | o)
Systolic 17 15 1 16
e entnsion ooy |00 |00 |00 006 | 00%) | s | 0O | omy | 000 | 008 [00%) | (G |00 [00n 0@ oW | oo
Tenderness (11700% |0 [oew [oew oW |oow (1f00% |0 0w oW oW oW (1500% oo 0w oW oW oW
Toomextacion | Ly | 000 | 000 | agy |06 | 00%) | ooy | 0@ [00%) |00 | 00%) [00%) | (G |00 |00 0@ |00w | 0@




AGS-V + Adjuvant (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Grade 1 Grade 2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade
0 4 0 4 0 4
Torn bicep tendon 16 1 16 16
| oatzmy | 000 000 | 000 | g |00 | ooy |0 [006) |00 | 00w [00%) | (G |00 [0 |06 oW | oo
Cper tespiratory (11700% L |oen [0 0w |oew | oo (153‘75% || 0w (16‘25% L [o@a oW |oow (11600% oo [0 oow |oew | oo
Urinary frequency (11700% y |0 [0 [oew oW |oow (11600% , |0 [0 oW |o0w oW (11600% , |0 |0 oW oW oW
iL;;'e”;i%’;raCt (11700% , |0 [0 [oew |oew |oow (15’3.75% V| 0w | 0w | oW (16.25% L | oo (11600% , |0 [0 [oow 00w 0w
ﬁgﬁ‘ez;’g’dsc (11700% |0 [oew [oew oW |oow (15‘7_5% L oo 512_5% oo [oew | oow (11600% L |0 0w oW oW oW
Urticaria 17 16 16
ooy |00 |00 | 00%) 006 | 00%) | o |0 [006) |00 | 00%) [00%) | (G |00 |08 0@ |o0w |o0%)
Verti 17 1 1
ertigo Qoow) | 0©%) | 0©%) | 0©%) | 0©%) | 0(©%) (foo% )| 00%) [0@%) |o@%) | 0% | 00%) (foo% ) |00 [0@%) |o@%) | 0% | 00%)
?j’e'}f‘cngﬂcfy’ (154.12% NEIED) %5.88% L |oen [0 | oow (1f00% , |0 [0 [oow |o0w oW %foo% , |0 |0 [o@w) |o@w 00w
Vomiting 17 16 16
ooy | 00N | 000 | 00%) | 00%) | 00%) | ooy | OO |00%) | 00%) | 00%) |00%) | (e |06 [006 [o@s [o@s |ow@n
WBC decreased 17 16 15 1
ooy |00 |00 |08 [ 006 | 00%) | oo |0 [006) |00 | 00%) [00%) | (&re [ 000 |00%) | oy | 00w | 00%)
WBCi 17 14 2 1 1
¢ nereased (Loow) | 0% |0%) |00%) |00O%) |OO% | G750 | OO | 1as [0 | 00%) | 00% (53.75%) 000%) | (g.o50) | 06 | 00%) | 0(0%)
Table 9 : Occurrence of Max Grade Events Per Subject which are Unlikely Related to Treatment by Treatment
Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4
Abdominal cramps (11700% |00 [0 |oew |oew |oow (11600% L |oen [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
Abdominal pain (1964.12% )| 00w %5_88% L [oe |oow |oow (153‘75% )| oo (16.25% , o0 |oew | oo (11600% , [oon [0 |oow |o0w | oo
Absolute 16 1 16 16
ggg:;zgzé lcount, | (& o0y | OO | ey |00 [ 000 | 00%) | (Fpe [00%) |06 [00%) | 00%) [00%) | (g |00W) |00 |0@%) |00%) | 00%)
Acute sinusiti 17 1 1 1
cute sinusitis Qoo | 0@ | 00%) | 0@ |o@%) | 00w (foo% ) |08 0w oK) |00% | 00%) (953‘75% ) | 00%) | (g0 | 008 [00%w | 0(%)




— Adjuvant + AGS-V (N = 17) AGS-V (N = 16)
en No Sx g;rade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 Placebo (N - 16)
rade
ALT increased 7 oo |0 4 = 0 frade No Sx (C)Brade Gradel | Grade?2 | Grade3 | Grade
6 0% 0 (0%
Anxiety (11700%) 0 (0%) | 0(0%) | 0(0%) | (1500 | O(%) | 0(0%) | 0(0%) | 0(0%) | 0(0%) (1foo°/) 0(0%) | 0(0%) |0(0%) | 0(0%) g(
0(0%) | 0(0% . 16 d ° ® 0%)
Arthralgia o ) | 000 000 |08 | 909 | ooy | 0@ OO |0OH |90 OO0 (lf 00%) | 0% | 0@©%) | 0(0%)
0 (0% 0 (0% 0 16 00%) ) b 0 (0%)
AT BT ) 00w |on | 0m) |00 | oy | 0@ |08 |08 | 00%) | 00%) | G |00 |00% 0w |oew |00
0(0%) | 0 (0% 0 16 0 ° 0 %)
S _ (100%) ) (0%) 0 (0%) 0 (0%) 0 (0%) (100%) 0(0%) | 0 (0%) 0 (0%) 0 (0%) 0 (0% 16
ilirubin total high | 17 0% | 00w 009 0 2 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
i - (100%) 0 (0%) 0 (0%) 0 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0% 16
Blood eosinophils | 17 00%) | 0% 0 (00 16 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
gcrgasw - (Lo0ve) i (0%) | 0(0%) | 0(0%) | 1505 | O(0%) | 0(0%) | 0(0%) | 0(0%) | 0(0% 16 0
radycardia (117000 | 0% | 00%) o) - 5 0 (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
: % 0 0 0 (0%) 0 (0% 0 (0% 16
BUN increased 16 0 (05 1 (100%) (©%) %) 0(%) 0 (0%) 0 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
94.12%) | %) | (58805 | 0O%) | 00%) | 0(0%) 16 0 R
(5.88%) 9 0(0%) | 0(0%) 0 (0% 0 16
Campylobact (100%) 0) 0 (0%) 0 (0%) 0 (0% 0
Pylobacter 1 2 ey | 000%) | 00%) | 0(0% ; 16 (ooy) | 0O | OO8 | 0(%) | OO | 0(0%)
—_— (100%) 0) 0 (0%) 0 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0% 16
andida vaginitis | 17 0% | 0©0%) o o% o s 0) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
(100%) 0 0 0%) | 0(0%) 0(0%) | 0(0% 0 14
Chills 17 (100%) 0%) | 0(0%) | 0(0%) | 0(0%) o |2 0 (0%
. 0(0%) | 0(0%)
0(0%) | 0(0%) | 0(0 . 16 (87.5%) (12.5%) )
(100%) (%) | 0(0%) | 0(0%) 0(0%) | 0 (0% 0 15
Common cold 16 I (100%) ) | 0(0%) | 0(0%) | 0(0%) 0w |- 0 (0% )
0 (0% R 16 (93.75%) (6.25%) (0%) | 0(0%) | 0(0%)
Constipation (1974'12%) 9 | (sem) | 0O%) | 0% | 00O%) | (1000 | 0@ | 00%) |0@%) | 0(0%) | 0(0%) (16 0(0%) | 0(0%) | 0(0%) | 0(0%)
0(0%) | 0(0%) 0 (0% 0 16 100%) 0 0 % 0 (0%)
(100%) (0%) 0 (0%) 0 (0%) 0(0%) | 0(0% 0 16
Coryza 17 (100%) (0%) | 0(%) | 0(%) | 0(0%) o | 000%) | 0(0%) | 0% 9
0(0%) | 0(0%) 0 (09 ) 16 (100%) 0) 0 (0%) 0 (0%)
(100%) (0%) | 0(0%) | 0(0%) 0(0%) | 0(0%
- 0 (0% 9 16
CPK increased 16 oo |own | %00%) ) (0%) | 0(0%) | 000%) | qogp | 0©%) | 000%) | 0(0%) |0(0%) | 0(0%)
_ (94.12%) 0 (5.88%) 0 (0%) 0 (0%) 0 0(0%) | 0(0%) 0 (0% 0 1 15
C (93.75%) (0%) 0 (0%) 1
reatine kinase 17 (6.25%) | (93.75%) | 0 ©%) | 0(0%) 0(0%) | 0(0%
(100%) | O©%) |0(0%) | 0(0%) | 0(0%) | 0(0%) 16 0 (0% ; e (6.25%) 6)
Creatine Ki (100%) 6) | 0(0%) | 0(0%) | 0(0%) | 0(0%) 9 g 1
_ inase 17 (93.75%) 0(0%) | 0(0%) 0 (0%) 0 (0%
high (oo | 0©%) | 000%) | 0(0%) | 0(0%) | 0(0%) 16 ; : (6.25%) 0)
Creatining o 0 | 100w | 0©%) [00@%) | 0©%) |0(@O%) | 0(0%) 153 loow [oow |oew |2 -
increased (100%) | 0©O%) | 0(%) |0(0%) | 0(0%) | 0 (0% 16 (93.75%) (6.25%) | 0%
Dermatiti 9 | (1000 | 0% | 0(0%) | 0(0%) | 0(0%) | 0(0%) 16 o
matitis (154 1 | 000 | 000 | 000 I 6 (100%) | 0©%) |00%) | 0(0%) | 0(O%) | 0(%)
12% 0 O(O%) 0 (09 0,
- _ 5.88% (0%) | 0(0% 0 (0% 9 16
Diaphoresis 16 Ay 1 — ( : 0) (11600%) ) (0%) 0 (0%) 0 (0%) (100%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
I (©4.12% Gasy | 0O | 000 | 00%) | (T |00 |00 00w |ow | ow |} 0(0%) |0@©%) |0©% |o0(
0w | 00w | 0% : 6 100%) g 6 0%) | 0(0%)
(100%) (%) | 0(0%) | 0(0%) 0 (0% 0
100% 6) | 0(0%) | 0(0% 0 (0% 9 16
(100%) ) %) | 0(0%) | (10995 | O(0%) |0(0%) | 0(0%) | 0(0%) | 0(0%)




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade?2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade
0 4 0 4 0 4

Difficulty sleeping | 17 16 16

ooy | 0@ |00 | 00®) 006 | 00%) | foy |06 |00%) |00 [00%6) |00%) | (o |0 |00 00w |00 |0oow)
Dry cough (11700% L o [oen 0w [oow | oo (11600% , |oen [0 o |oow |oow (1f00% , [oon (o oW |ow | oo
Eczema (11700% y |00 [0 |oew |oew |oow (11600% L o [oew |oew |oew | oow (11600% , o |oew oo 0w |oow
Er'é‘)’,f;i‘: liver (11700% , |00 [o@®) |0 |oew | oW (11600% oo [oew |oew |oew | oow (11600% |0 |oew |oew |oew |oow
Sr'g;’t?;elg serum (11700% |00 o) o |oew |oow (11600% L |oen [oew [oew |oew | oow (11600% L oo Joew |oew |oew |oow
Eosinophilia (11700% , |00 0w o |oew |oow (11600% L |oen [oew o o |oow (11600% L | oew 0w |oew |oew |oow
Erythema 3 14 1 15 1 15

U765 | OO | (aassen | 0O | 000 | 000 | Gasy | 0O | gazs | OO | 00%) | 00%) | oe | 000 | garse | OOW) | 00%) | 00%)
Eyelid Stye (11700% , |00 o8 oW |oew |oow (15’3.75% | o) (16.25% L [oon oo | oow %foo% |0 |oew |oew oW |oow
Fatigue 16 1 16 15 1

oa12%) | OO | Gasy | OO0 | 000 | 009 | G0y |00 |00%) | 00%) | 00%) | 00%) | ga7m | OO0 | gasy | OO | 00%) | 00%)
Fever (11700% , |00 0w o |oew |oow (11600% L |oen [oew oo |oew |oow (11600% L | oew 0w |oew |oew |oow
Feverish 16 1 16 15 1

oazm) | 0@ | seay | 0O [ 006 | 00%) | Ty |06 |00%) | 00%) [00%6) | 00%) | (s |06 | asy |00 |00 | 000
Gastritis (11700% , |00 [0 |oew |oew |oow %foo% L |oen [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
Headache 17 15 1 14 2

ooy | 0@ |00 [ 000 | 000 | 00%) | (gam | OO0 | gasy |00 | 000 | 00%) | e | 00 | (asey | OO | 00%) | 00%)
Hematuria 17 15 1 14 2

ooy | 0@ |00%) | 00%) 006 | 00%) | (s |00 |00%) | 00%) | oy |00 | Gy |06 |00 | e |00 | 00%)
Hemoglobin 14 3 13 2 1 14 2
decreased 82.35%) | 2 O%) | (17650 | O O%) | 0(0%) | 00%) | (g1 9505) | OO%) | (19506) | (6.25%) | O©%) | 000%) | (g7500) | OO%) | (19506 | 0(0%) | 0(0%) | 0(0%)
Hyperglycemia (11700% , |00 o) oW |oew |oow %foo% L |oen [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
Hypernatremia 17 15 1 15 1

ooy | 0@ |00 |00 | 000 | 00%) | (gam | OO0 | gasy | OO0 | 00%) | 00%) | game | 000 | 000 | gasy | OOW) | 00%)
Hypertension 7 00%) |0@©%) |0©% |o0@©% |o@©w |8 00%) | 00%) |0©® |o@©w |o©w | 00%) | 00%) |0@©%) |0@©%) | o0©O%

ooy | 000 [ 000 |08 | 00%) 009 | Gy | 000 [00%) |om |06 000 |y |00 |08 00w |oew | oo
Hypocalcemia (11700% L o [oew 0w [oow | oo (1f00% o [0 Joow |oew | oo %foo% , [oon [0 |oow |o0w | oo
Hypoglycemia (11700% , |00 [0 |oew |oew |oow (1f00% L o [oew |oew |oew | oow (1500% oo |oew |oew |oew |oow
Hypokalemia 15 1 1 16 15 1

G620 | 0O | Gasy | sasey | OO0 | 0O | Gy |00 | 00%) | 00%) | 00%) | 00%) | gu7me | OO | 000 | 00%) | 5o | OO




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx g;rade Gradel | Grade?2 Grade 3 frade No Sx ((J;rade Gradel | Grade2 | Grade3 frade No Sx (C);rade Grade 1 Grade 2 Grade 3 frade
Hyponatremia (154‘12% || 00w %5_88% L [o@e |oow |oow (11%0% , o [0 |oew |oww |oow (1{500% , |oon (o 0w |ow | oo
Hypophosphatemia (11700% L o [oen 0w [oow | oo (11600% , |oen [0 o |oow |oow (153‘75% | oo %6_25% L [o@a oW |oow
Influenza (1964.12% )| 000 | oow %5'88% L o | oow (11600% L o [oew |oew |ow | oow (11600% , o |oew oo 0w |oow
(';g,etﬁgr?{?”e (11700% , |00 [o@®) |0 |oew | oW (11600% oo [oew |oew |oew | oow (11600% |0 |oew |oew |oew |oow
:;‘fm'lgg nS“e (11700% |00 o) o |oew |oow (11600% L |oen [oew [oew |oew | oow (11600% L oo Joew |oew |oew |oow
:Pgﬁfrfg’" site (11700% , |00 0w o |oew |oow (11600% L |oen [oew oo oo |oow (11600% L | oew 0w |oew |oew |oow
Injection site pain (11700% y |0 [0 0w [oow | oo (1f00% y o [oe o |owm |oow %foo% , oo [0 oW |ow | oo
:)’;{J‘ifﬂj‘;“ site (11700% y |00 [0 oW |oew |oow (1f00% o [oew |oew |oew | oow %foo% |0 |oew |oew oW |oow
l&‘/gﬁﬁ'ﬁ; site (11700% , |00 o) oo |oew |oow (11600% L |oen [oew o |oew | oow (11600% L oo Joew |oew |oew |oow
Injury (11700% , |00 0w o |oew |oow (11600% L |oen [oew oo |oew |oow (11600% L | oew 0w |oew |oew |oow
Insect bite (11700% L o [on 0w [oow | oo ngO% L o [oen 0w |ow | oo %1600% ) |0 [0 ow |oew | oo
;rn"e”m‘:zﬁ"iency (11700% L o [0 oo [oow | oo %foo% , o [0 o o |oow (11600% , oo (o 0w |ow | oo
Knee pain (11700% , |00 [0 |oew |oew |oow (11600% oo [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
Laryngitis (11700% , |00 o) o |oew |oow %1600% |0 o |oew oW |oow %1600% |0 0w |oew) oW |oow
Local swelling (15.88% BRI %5’4.12% Vo Joew |oow %6.25% LD %53.75% o oo |oow %6.25% R %953.75% o oo |00
;ﬁg‘g’r’; Qs"sde (11700% , |00 o) |oew |oew |oow %foo% L |oen [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
:;{rr‘;‘;zggyte count (11700% , |00 [0 |oew |oew |oow (11600% oo [oew [oew |oew | oow (11600% L o 0w [oew |oew |oow
Muscle ache (11700% , |00 o) oo |oew |oow (11600% , oo o |oew oW |oow %1600% o 0w |oew |oew |oow
Muscle strain (11700% L o [oew 0w [oow | oo (1f00% o [oew oew |oew | oo %foo% , [oon [0 |oow |o0w | oo
Myalgia (11700% , |00 [0 |oew |oew |oow (1f00% L o [oew |oew |oew | oow (1517_5% L | oow ?12_50 w | 00%) | 00%) | 00w
Nasal congestion (1858_2 w5y | 0O ?11_76% o [os | oow (11600% , o [oe o o |oow (11600% , oo [0 |oow |ow | oo




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx g;rade Gradel | Grade?2 Grade 3 frade No Sx ((J;rade Gradel | Grade2 | Grade3 frade No Sx (C);rade Grade 1 Grade 2 Grade 3 frade
Nausea (11700% L o [0 0w [oow | oo (1831‘25% | oo ?12‘5% ) (16_25% WECORLICD (1{500% , [oon [0 0w |ow | oo
E‘:C”rggspe*y' count (11700% L o [oen 0w [oow | oo (153‘75% | oo (16‘25% , o0 o | oo (153‘75% L o©n | oo %6_25% WELOREICD
Oral pain (11700% y |00 [0 |oew |oew |oow (11600% L o [oew |oew |oew | oow (11600% , o |oew oo 0w |oow
Egﬂm‘;ﬂy (11700% , |00 [o@®) |0 |oew | oW (11600% oo [oew |oew |oew | oow (1;’3.75% | oo (16.25% L loen [oew | oow
Productive cough (11700% |00 o) o |oew |oow (11600% L |oen [oew [oew |oew | oow (11600% L oo Joew |oew |oew |oow
Pruritic rash (158_2 1) | 00 | 00%) %5_88% | %5_88% R (153_75% | 0 (16_25% , oo [o@e | oo (11600% L |06 [0 o) [omw |oow
Pruritus (11700% , |00 [0 oW |oew |oow (1f00% L o [oew |oew |ow | oow %foo% , | oew [oew oo |oew |oow
Rash (11700% y |00 [o@®) oW |oew |oow (1f00% o [oew |oew |oew | oow %foo% |0 |oew |oew oW |oow
Rhinorrhea (154_12% NEIED) %5_88% L [oow oo | oow (11600% L |oen [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
Sinusitis (11700% , |00 0w o |oew |oow (11600% L |oen [oew oo |oew |oow (11600% L | oew 0w |oew |oew |oow
ﬁ)'j;)”erpigmentation (11700% L o [on 0w [oow | oo ngO% ) |0 [oen 0w |ow | oo %1600% ) |0 [0 ow |oew | oo
Skin induration (11700% L o [0 oo [oow | oo %foo% , o [0 o o |oow (11600% , oo (o 0w |ow | oo
Sore throat (154_12% NEIED) %5_88% L [oow oo | oow (153_75% | oew | oW (16_25% L | oew | oow (11600% L oo 0w |oew |oew |oow
ﬁ;’;te"r't?nsion (11700% o [ow 0w [oow | oo %1600% o (0w 0w |ow | oo %1600% ) |0 [0 ow |oew | oo
Tenderness (11700% o [ow 0w [oow | oo %fOO% o (0w 0w |ow | oo %1600% ) |0 [0 ow |oew | oo
Tooth extraction (11700% , |00 [0 |oew |oew |oow %foo% L |oen [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
Torn bicep tendon (11700% , |00 [0 |oew |oew |oow (11600% oo [oew [oew |oew | oow (11600% L oo 0w |oew |oew |oow
tlﬂ;’geirn;zsc‘;ii;f]mry (11700% , |00 o) oo |oew |oow (11600% , oo o |oew oW |oow %1600% o 0w |oew |oew |oow
Urinary frequency (11700% L o [oew 0w [oow | oo (1f00% L o (o 0w |oew | oo %953‘75% | oo %6.25% L o oW |oow
IL:];L”C“;I%’ ract (11700% , |00 [0 |oew |oew |oow (1f00% L o [oew |oew |oew | oow (1953_75% V| 0w |0 |oow %6_250 5 | 00%)
ilf]rcir”eea;’g’dBC (11700% o [0 oo [oow | oo (11600% , o [oe o o |oow (11600% , oo [0 |oow |ow | oo




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade?2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade
0 4 0 4 0 4
Urticaria ooy | 0@ |00 | 00®) |00 | 00%) | foy |06 |00%) |08 [00%) |00W) | (o |0 |00 00w |00 |0oow)
Vertigo (11700% L o [oen 0w [oow | oo (11600% , |oen [0 o |oow |oow (153‘75% V| oen [on | oW %6_25% WELD
Vitamin D 17 16 16
de:f?(;?e:rr:cy Qoow) | 0©%) | 00%) | 00%) | 00%) | 00%) | oo |00O%) |00%) [00%) | 00%) | 00%) | 1o |00O%) |00%) | 00%) |00%) |00%)
Vomiting (11700% , |00 [o@®) |0 |oew | oW (15‘7.5% ) | oo (16.25% | (16.25% L | oen | oo (11600% |0 |oew |oew |oew |oow
WBC decreased (11700% |00 o) o |oew |oow (11600% L |oen [oew [oew |oew | oow (11600% L oo Joew |oew |oew |oow
WBC increased (1;34_12% )| 0w %5_88% , [o@s |oow |oow (15‘7_5% WL 512_5% , |00 [oew | oo (11600% , |oon [o@s 0w |ow | oo
Table 10 : Occurrence of Max Grade Events Per Subject which are Possibly Related to Treatment by Treatment Group
Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4
Abdominal cramps | 17 00%) | 0% |o@©w |o@©w |o@w |8 00%) |00% |o©® |o0@©®% |o@©w |8 00%) |0@©% | 00% | o0©®% | o0@©%)
(100%) ) ) ) ) () (100%) 0) () o o o (100%) ) ) ) ) )
Abdominal pain (86.24%) | © O 511.76% 00 |00 | 00%) | G | 0O | Gasy | 0@ |00 | 00w %1600% |0 0w [oew) oW |oow
AbSOIUtI‘?I 17 0, 0, 0, 0, 0, 16 0, 0, 0, 0, 0, 16 0, 0, 0, 0, 0,
neuophilcount, | (g | 00%) | 00%) | 00%) | 00%) | 00%) | (ypeey | 00%) | O0%) | O@) | 0@K) | 0OH) | iy | 0% | 00K) | 0@%) | 0(%) | 0%
Acute sinusiti 17 1 1
cute sinusitis Qoo | 0O |00%) | 00%) | 0©%) | 0(%) (foo% ) |08 [oEw ok |oEw | 00%) (1600% ) | 00@% oW |o@% |0@w | 00%)
ALT increased (11700% 0w [oew |oew |oew |oow (153_75% | oo (16_25% L |oen [oew | oow (11600% L oo 0w |oew |oew |oow
Anxiety (11700% ) | 00%) |0@©%) |0@©%) |0(0%) | 0(%) (11600% ) | 0©%) |0@%) |0@©%) |0(0%) | 0% (11600% ) | 0©%) |0@©%) | 0(0%) |0(©%) | 0%
Arthralgia (1964.12% NEIED) %5.88% L oo [oew | oow %53.75% NEIED) (16.25% L loen [oew | oow %1600% |0 0w oW oW | oW
ASTi 17 1 1
ST increased Qoo | 0O |00%) | 0@%) | 0©%) | 0(%) (foo% ) |08 |oEw |o@%) |0Ew | o0@%) (1600% y o8 [o@w ok [0@w |o@%)
Bilbintoralioh | 0y | 000 |00 |00 |00 |00 |y |00 [0 |ow) |0 |08 |, |00 [0 o |oew | oo
ﬁ'c"r‘;‘;s‘zzs'”"ph"s (11700% y o [ [oew oo |oow (11600% , o [o@e [oew |oow |oow) (11600% , oo [0 |oow |ow | oo
Bradycardia (11700% |0 [oew o |oew | oow (11600% oo [oew o |oew |oow (11600% o |oew |oew |oew |oow




Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade?2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade
0 4 0 4 0 4

BUN increased (11700% , o [0 [oew |oww |oow (11%0% , [oen [oe [oew |0 |oow) (1{500% , [oon [0 0w |ow | oo
Campylobacter (11700% y o [0 [oew |oow |oow (11600% , [oon [o@e o oo |oow (1f00% , [oon (o oW |ow | oo
Candida vaginitis (11700% L |0 [0 |oew |oew |oow (11600% o [oew |oew |oew |oow (11600% , o |oew oo |oew |oow
Chills (11700% ) |0 [0 [oew |omw |oow (11600% , o (o6 |oew |o@w |oon) (11600% , |o©n [0 oW |o0w |00
Common cold (11700% |0 [oew |oew |oew |oow (11600% oo [oew o |oew |oow (153_75% | 0w (16_25% L loen o |oow
Constipation (11700% L |0 [oew o |oew | oow (11600% L |oen [oew [oew |oew |oow (11600% L |oew Joew |oew |oew |oow
Coryza (11700% y |0 [0 |oew |ow |oow (1f00% y o [oew [oew |oew |oow %foo% , | oew [0 oo |oew |oow
CPK increased (11700% y |0 [0 |oew |ow | oow (1f00% o [oew o |oew |oow %foo% o |oew oo |oew |oow
Creatine kinase (11700% |0 [oew |oew |oew |oow (11600% oo [oew |[oew |oew |oow (11600% L o 0w |oew |oew |oow
Ei;eﬁ“”e Kinase (11700% L |0 [oew o |oew | oow (11600% L |oen [oew [oew |oew |oow (11600% L |oew Joew |oew |oew |oow
Creatinine (11700% y o [0 [oew |omw |0 ngO% ) |0 [0 oow |oew | oo %1600% L o [0 ow |oew | oo
Dermatitis (11700% 0w [oew |oew |oew |oow %foo% oo [oew |[oew |oew |oow (11600% L oo 0w |oew |oew |oow
Diaphoresis 17 15 1 15 1

P ooy | 0@ [00%) |08 | 000 | 00%) | 55750 | OO | oasy | 0@ | 000 | 00%) | g5as | OO0 | sy | 0@ 000 | 00%)
Diarrhea (1964.12% )| 0w %5.88% , [o@e [oew | oo %1600% o [0 oo |oew | oo %1600% ) |0 [0 ow |oew | oo
Difficulty sleeping (11700% L [oe [oew |oew |06 |oow %fOO% L [oe [oew o) |oow |oow %1600% , o Joew [oe [oow |oow
Dry cough (11700% 0w [oew |oew |oew |oow %foo% o [oew |[oew |oew |oow (11600% L oo 0w |oew |oew |oow
Eczema (11700% 0w [oew |oew |oew |oow (11600% oo [oew o |oew |oow (11600% L o 0w |oew |oew |oow
g‘;‘ﬁi‘: liver (1964.12% )| 0w %5_88% , [o@e [oew | oo (11600% o [0 oow |oew | oo %1600% , [oon [0 oW |ow | oo
Er'g;’t?ﬁg serum (11700% y o [0 [oew [omw |oow (1f00% L o [0 oow |oew | oo %foo% , [oon [0 oW |ow | oo
Eosinophilia (11700% L |0 [oew |oew |oew |oow (15’3_75% | oo (16_25% L |oew o |oow (1500% o 0w |oew |oew |oow
Erythema (11700% L |0 [oew |oew |oew |oow (11600% o [oew [oew |oew |oow (11600% o 0w |oew |oew |oow




Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade?2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade
0 4 0 4 0 4

Eyelid Stye (11700% y o [0 [oew 0w |oow (11%0% , [oen [oe [oew |0 |oow) (1{500% , [oon [0 0w |ow | oo
Fatigue (1858‘2 w5y | 0O ?11_76% L oen [oe |oew | 1205w | 0w | 4@ |ow [0 |oow (1f00% , [on [0 oW |ow | oo
Fever 17 16 15 1

ooy | 00N | 00%) [ 00%) | 00%) | 00%) | juogy | 00%) |00%) | 000%) | 000%) | 000%) | gu7me | OO | gasery | OOW) | 00%) | 0(0%)
Feverish (1964.12% NEIED) %5.88% L [oew [oew | oow (11600% o [oew o |oew |oow (11600% , |0 |oew |oew |oew |oow
Gastritis (11700% |0 [oew |oew |oew |oow (11600% oo [oew o |oew |oow (11600% L o 0w |oew |oew |oow
Headache 12 4 1 2 2 14 2

70.59%) | °O%) | (23530) | (5.88%) | OO%) | 00%) | 12(75%) | 0(0%) | (1p500) | (1250) | OO [ O00%) | (gr50y | OO%) | (1p505) | OO%) | 000%) | 0(0%)
Hematuria ol 00%) |0@©%) |0©% |o0@©% |o@©w |8 00%) |0©%) |0@©% |o@©% |o©w | 00%) | 00%) |0@©%) |0@©%) | 00%)

(100%) (100%) (100%)
Hemoglobin 17 15 1 16
Hemoglo! ooy | 00 | 00®) |00 | 00%) | 00%) | 5575 | OO0 | Gas |0 |00 | 000 | (S |00%) |00w) 0@ |0©%) | 00w
Hyperglycemia (11700% |0 [oew |oew |oew |oow (11600% oo [oew o |oew |oow (11600% L o 0w |oew |oew |oow
Hypernatremia (11700% L |0 [oew o |oew | oow (11600% L |oen [oew [oew |oew |oow (11600% L |oew Joew |oew |oew |oow
Hypertension (11700% y o [0 [oew |oow |oow ngO% ) |0 [0 oow |oew | oo %1600% L o [0 ow |oew | oo
Hypocalcemia (11700% o [oew |oew |oew |oow %foo% oo [oew |[oew |oew |oow (11600% L oo 0w |oew |oew |oow
Hypoglycemia (11700% 0w [oew |oew |oew |oow (11600% o [oew o |oew |oow (11600% L oo 0w |oew |oew |oow
Hypokalemia (11700% L [o@e 0w 0w |06 |oow %1600% L [oe [oew [oe) |oow |oow %1600% , [oe Joew [oe [oow |oow
Hyponatremia (11700% o [0 [oew |omw |oow %fOO% o [0 Joow |oew | oo %1600% ) |0 [0 ow |oew | oo
Hypophosphatemia (11700% L o [oew |oew |oew |oow %foo% o [oew |[oew |oew |oow (11600% L oo 0w |oew |oew |oow
Influenza (11700% , | o@e [oew o |o@s |oow (11600% , |08 [0@w) |o@w) |0©% | 00w (11600%) 00%) | 0(0%) |0@O%) |0(0%) | 0(0%)
é@iﬁgg;sne (11700% y | oen [0 [oew |oow |oow (11600% o [0 oow |oew | oo %1600% , [o©n [0 oW |ow | oo
Injection site 17 16 16
niection ¢ ooy |00 |00®) |00 | 00%) | 00%) |ty |00 |00%) | 00%) | 00%) | 00%) | gy |00 |00% |00 |0©%) | 00w
Injection sit 17 16 16
i[‘clﬁicng’” site Qoow) | 0©%) | 00%) | 00%) | 00%) | 00%) | oo |0©%) |00%) [ 00%) | 00%) | 00%) | g |0©%) |00%) | 00%) |00%) |00%
Injection site pain (11700% ) | 0©%) |00%) |0@©%) |0©%) | 00©%) (11600% ) | 0©%) |o@©%) |o@%) |0@% | o0@©%) (11600% ) | 0©®) |0@©%) |o@w) |o@% | o0@©%)




Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx g;rade Gradel | Grade?2 Grade 3 frade No Sx ((J;rade Gradel | Grade2 | Grade3 frade No Sx (C);rade Grade 1 Grade 2 Grade 3 frade
:)r;{fr‘fgj‘;“ site (11700% , o [0 [oew |oww |oow (11%0% , o [oe [oew |oow |oow (1{500% , [oon [0 0w |ow | oo
;Cigﬁtl'r?; site (11700% y |oen [0 o |omw |oow (11600% , [oon [o@e o oo |oow (1f00% , [oon (o oW |ow | oo
Injury (11700% L |0 [0 |oew |oew |oow (11600% o [oew |oew |oew |oow (11600% , o |oew oo 0w |oow
Insect bite (11700% y |0 [oew 0w |oew | oow (11600% o [oew o |oew |oow (11600% , |0 |oew |oew |oew |oow
;f;m(:zfidency (11700% L [oe o oW |0 |oow (11600% L |00 |ow |oow |0 |oow (11600% L o0 o o) [omw |oow
Knee pain (11700% L |0 [oew o |oew | oow (11600% L joen [oew [oew |oew |oow (11600% L |oew Joew |oew |oew |oow
Laryngitis (11700% ) |0 |0 |oew |ow | oow (1f00% y o [oew [oew |oew |oow %foo% , | oew [0 oo |oew |oow
Local swelling (11700% ) |0 [0 [oew oo |oow (1f00% , |o©n (o6 |oew |o@w |00 %foo% , |o©n [0 oW |o0w | 0@
t"e{]g‘epr'r‘]é‘s‘;de (11700% |0 [oew |oew |oew |oow (11600% oo [oew |[oew |oew |oow (11600% L o 0w |oew |oew |oow
:;{f;‘;’s‘ggyte count (11700% L |0 [oew o |oew | oow (11600% L |oen [oew [oew |oew |oow (11600% L |oew Joew |oew |oew |oow
Muscle ache (11700% y o [0 [oew |omw |0 ngO% L |0 [0 Joow |oew | oow %1600% L o [0 ow |oew | oo
Muscle strain (11700% o [oew |oew |oew |oow %foo% oo [oew |[oew |oew |oow (11600% L oo 0w |oew |oew |oow
Myalgia (11700% 0w [oew |oew |oew |oow (15‘7_5% ;| oow (16_25% ) (16_25% L | oen | oow (11600% L oo 0w |oew |oew |oow
Nasal congestion (11700% |0 [oew o |oew |oow %1600% y |0 [0 oW 0w | 00w %1600% y |0 0w oW oW |oow
Nausea (15’8.2 w5y | 0O 511.76% oo [oe |oow %fOO% o [0 Joow |oew | oo 5’3.75% )| 0w %6.25% L [o@n oW |oow
L\':C”rg;’spe*y' count (11700% 0w [oew |oew |oew |oow %foo% o [oew o |oew |oow (11600% L oo 0w |oew |oew |oow
Oral pain (11700% L o [oew |oew |oew |oow (11600% oo [oew o |oew |oow (11600% L o 0w |oew |oew |oow
E:Sr%rgtﬂy (11700% y | oen [0 [oew |oow |oow (11600% o [0 oow |oew | oo %1600% , [o©n [0 oW |ow | oo
Productive cough (11700% ) |08 [o@%) |o@%) |0@©%) |00%) (1f00% ) |08 |o©%) |o@%) |0@©%) |00%) %foo% ) | 00%) [0©%) |0@©%) |0(0%) |00%)
Pruritic rash ooy | 0O | 00%) [ 00%) | 00%) | 00%) | juogy | 00%) |00%) | 00%) | 00%) | 00%) | ey | 00%) |00%) | 00%) |00%) | 00%)
Pruritus (11700% ) | 00%) | 0@©%) | 0@©%) |0(0%) | 0(%) (11600% ) | 00%) | 0(0%) | 0% |0(0%) | 0(0%) (11600% ) | 00%) | 0(0%) | 0(@O%) |0(0%) | 0(0%)




Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade?2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Grade 1 Grade 2 Grade 3 Grade
0 4 0 4 0 4

RaSh 17 0, 0, 0, 0, 0, 16 0, 0, 0, 0, 0, 14 0, 2 0, 0, 0,

ooy |00 000 |00 | 00%) | 009 | Doy |00 | 000 000 |00 | 009 | gre |00 | (o |00 | 00%) | 00w
Rhinorrhea (11700% , |oen [0 [oew |[oow |oow (11600% , [oon [o@e o oo |oow (11600% , [oon (o oW |ow | oo
Sinusitis (11700% L |0 [0 |oew |oew |oow (11600% o [oew |oew |oew |oow (11600% , o |oew oo |oew |oow
Skin 17 15 1 16
ebeigmentation | (100%) | 0©@%) | 00%) [ 00%) | 00%) | 00%) | (557500 | 0O | oy | 0@ | 00%) |00 | S |00W) |00w) 0@ |00%) | 00w
skaninduration | oy | 000 |00 [ 000 [ 00%) | 00%) | (o | 000 |08 |00 [00%) | 00%) | (e |00 [00w) |00 [0 |oow
Sore throat ol 00%) |0@©%) |0©% |o0@©% |o@©w |8 00%) |0©%) |00©% |o@©% |o©w | 0% |o@©®% |o@©®% |o@©®% |o0@©%

ey | 000 |00 0w [0 o) | |00 [0 [0 00w | 00w | (S | 000 |08 0w |oms [oow
ﬁ;’;teorifnsion (11700% ) |0 |0 |oew |ow | oow (1f00% y o [oew [oew |oew |oow %foo% , | oew [0 oo |oew |oow
Tendermness (11700% y |0 [0 |oew |ow | oow (1f00% o [oew o |oew |oow %foo% o |oew oo |oew |oow
Tooth extraction (11700% |0 [oew |oew |oew |oow (11600% oo [oew |[oew |oew |oow (11600% L o 0w |oew |oew |oow
Torn bicep tendon | 17 00%) |0@©%) |0©% |o0@©% |o@©w |8 00%) |0©%) |0@©% |o@©% |o©w | 0% |o@©®% |o@©®% |o@©®% |o0@©%

ey | 000 |00 0w 0w o) | |00 [0 [0 00w | 00w | (S | 000 |06 0w |oes [oow
Cper tespiratory (11700% y o [0 [oew |omw |0 ngO% ) |0 [0 oow |oew | oo %1600% ) |0 [0 ow |oew | oo
Urinary frequency (11700% o [oew |oew |oew |oow (1f00% oo [oew |[oew |oew |oow (11600% L oo 0w |oew |oew |oow
Urinary tract 17 16 16
infetin ooy | 0O | 00%) [ 00%) | 00%) | 00%) | gy | 00%) |00%) | 00%) | 00%) | 00%) | ypy |00 |00%) | 00%) |00%) | 00%)
Urine WhC ooy | 00 |08 |06 | 00%) | 00%) | (fogey | 00 |08 |08 |08 | 00%) | gy | 0@ |00 00w 00w |00
Urticaria 16 00%) | 0% | 0@ |3 0(%) |8 00%) |0@©%) |0@©% |00 |o©w | 00%) | 00%) |00%) |0@©%) | o0©0%

(94.12%) (5.88%) (100%) (100%)
Vertigo (11700% 0w [oew |oew |oew |oow (1f00% o [oew |[oew |oew |oow (11600% L o 0w |oew |oew |oow
zj’e';f‘;"e'gc'i (11700% L o [oew |oew |oew |oow (11600% oo [oew o |oew |oow (11600% L o 0w |oew |oew |oow
Vomiting (11700% o [oew o |oew |oow (11600% y |0 [0 oW 0w | oW (11600% o 0w |oew |oew |oow
WBC decreased 17 16 15 1

(oowy |00 000 |00 | 00%) | 00%) | fgyy |00 |00%) | 00%) | 00%) | 00%) | o575 | 000 | Gasy |00 | 00%) | 00w
WBC increased (11700% y |0 |0 |oew |ow | oow (1f00% o [oew [oew |oew |oow (1500% o |oew oo |oew |oow




Table 11 : Occurrence of Max Grade Events Per Subject which are Probably Related to Treatment by Treatment Group

Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)

Event No Sx (()Brade Gradel | Grade2 | Grade3 frade No Sx (()Brade Gradel | Grade2 | Grade3 A(?rade No Sx ((;‘arade Gradel | Grade2 | Grade3 ?rade
Abdominal cramps (11700% y |0 [0 o 00w |oow (11600% ) |oew (o oow |ow | oo %foo% y oo [oe oW |oow |oo%)
Abdominal pain (11700% y |0 [0 o |oow |o0w (11600% ) | oen (o 0w |ow | oo %foo% y | on [o@e oW |o©w |o0%)
Absol ute_ 17 16 16

neutoptl court, | oy | 0(0%) | 00%) | 0(0%) | 0(0%) | 0%) | oy | O%) | 00%) | 0(0%) | 0K) | 008) | (g | OO) | 0% | 0@) | 0@8) | 0%
Acute sinusitis (11700% |00 |0 |o@e |o@e |ow©% (11600% L |0 |oew [oew oW |oow (lf00% L o [oew |[oew |oew |oow
ALT increased (11700% |00 |o@e |o@e |o@s | oA (11600% |0 |oew (oo |oew |oow (11600% L |06 [ow o oo |oow
Anxiety (11700% o [oew |06 [oow |ow %foo% , |00 [ow |oew |o@s |oow (11600% , |06 [ow o |0 |oow
Arthralgia (15’8.2 i) | 000 | 00%) 511.76% NELOIELD (11600% L |oen (o 0w |ow | oo %1600%  |oen o oo |oew | oow
AST increased (11700% |00 |0 |o@e |o@s |ow©n (11600% L |oew |oew [oew oW |owow (11600% L oo [oew [oew |oew |oow
Bilirubin total high (11700% L o Joow [oe |0 |oow (11600% L |06 o o) |00 |oow (11600% , |00 |oew 0w |0 |oow
Blood eosinaphils (11700% Lo Joow [oe [0 |oow (11600% L |06 0w o) |oow |oow %1600% L o Joew [oe |oow |oow
Bradycardia (11700% y |0 [0 o oW |oow (11600% L |oen (o oo oW | oo %1600%  |oen o oo |oew | oow
BUN increased (11700% |00 |0 |o@e |o@e |o©% (11600% | oew |oew [oew oW |oow (11600% L o [oew [oew |oew |oow
Campylobacter (11700% , |0 [0 o 0w |oow (11600% L |oon (o 0w |ow | oow (11600% , [oon [o@e o |oow |0
Candida vaginitis (11700% y |0 [0 o |oow |oow %1600% L | on (o oow |ow | oo (1f00% , [oen [oe |oew |oow |0
Chills (1512.35% NECORRICD ?17.65% | oon | oow (153.75% | o (16‘25% L o0 |oow |oow (1500% , |00 |oew |oow |0 |oow
Common cold (11700% , |0 [0 o |oow |oow (11600% y oo (o oo |oew | oo (11600% y [oon [oe |oew |omw |oow




= Adjuva
ent No Sx Gra(-jle (l;ta;- 1AGS'V (N - 17)
c i 0 rade 2
onstipation 17 Grade 3 frade No Sx Grad AGS-V (N = 16)
100% 0(0%) | 0 (09 e | Gradel
Coryza (100%) (0%) |0 0 Grade2
_ 100% 6 | 0@ (1009 0 (0% e | Gradel
e ) (0%) 0 (0% %) ) | 0(0%) 0 Grade 2
e (o) | 00 %) | 0% | 0% | o 00 0% |08 | 0% | B P
Creatine kinase 1 %) 6) | 0(0%) | 0(0%) | 0(0Y (100%) (0%) | 0(0%) | 0(0%) (oo) | 0@ | 0®%) |0 :
ooy | 00 %) | 0w |0 009 0%) | 0% |1y S IO
Creatine kinase 0%) 6) | 0(0%) | 0(0%) |00 (100%) | 0©%) | 0(0%) | 0(0% ooy | @9 |00 |0
high (150 0 (0%) %) |o@w% |1° 0( ) o |08 | () @) | 0@8 |00
Creatini %) 6) | 0(0% (100% 0%) | 0 100 | 7%
Creiine ! : ©0%) |0@©%) |o@©w |o@w |2 ) ©%) | 0©%) |0(0%) | 0(0%) (16 oy) | OO%) | 0O |00 |00 | 00%
09 0
e (100%) (0%) | 0(0%) 0 (0%) 00 (100%) 0(0%) | 0(0%) 0 (0% (100%) 0(0%) | 0 (0%) 0 (09
(1170 0 (0%) @6 0% | 5 0( ) o |o@s | (%) | 00©%) | 0(0%)
Diaphoresi 0%) 6) | 0 (0% (100% 0%) | 0 1o0) | O
iaphoresis T - ©%) |o0@©® |o@©w |o@©w |2 2 (0%) | 0(0%) | 0(0%) | 0(0%) (16 ) @) |0@%) |0@%) 00K | 00%)
Di (94.1206) | 0 (0%) | 0 (0% 1 (100% 0(0%) | 0(0Y 1009 0 (0% °
oA (o ) - ) | Lo |00H | 0% 16 0) ) [00%) |0(©%) |00% |0(0%) (l 600 %) %) |[0(0%) |0(0%) |0(0%) | 0(0%)
— 1009 0% 0 (0% :
Difficulty sleepin (100%) 6) | 0(0%) 0 (0%) 0 (100%) (0%) | 0(0%) 0 (0%) (100%) 0(0%) | 0(0%) 0 (09
g (1170 0 %) (0%) 0w |8 o 0 (0%) oow | B - (0%) 0 (0%) 0 (0%)
D 0%) 6) | 0(0% (100% 0%) | 0 23 o
ry cough 17 0 @ o0 |o@w 0w | . (0%) | 0(0%) | 0(0%) | 0(0%) o O | gaso | 0@ |08 | 0OW)
09 0
— Qoo | 0@ |06 00w | o (100%) | 0% | 00%) | 0(0% (oo) | 0@ | 0®% |0
ooy | 00 %) | o©% |7t o ) |oow) |[o©w | o %) |00%) | 008
o 0,
E[:evated — 17 %) 6) | 0(0%) 0 (0%) 0 0% — (11600%) (0%) | 0(0%) 0 (0%) 0 0%) o (11600%) 0(0%) | 0(0%) 0 (0%) 0 (0%)
zymes ’ > ) P
1000) | © (0% 0 -
fr'fgfte- T (1 A %) 6) | 0(0%) 0 (0%) 0% on (11600%) (0%) | 0(0%) 0 (0%) 0 (0%) o %OO%) 0(0%) | 0(0%) 0 (0%) 0 (0%)
tinine 0 (09 ’ > 0 oo
Eosinophiia (100%) (0%) | 0(0%) 0 (0%) 000 (100%) 0(0%) | 0(0%) 0 (0% (100%) 0(0%) | 0(0%) 0 (09 )
o 0 (0%) ) | 0@ | i o ) |oew oW | o (%) | 0% | O(0%)
0% 6) | 0 (0 1009 0% 0O
Erythema a 6) 0% |oow |oow | o0©% g : %) ©%) | 00%) |0(0%) |0(©0%) | 0% (11600%) ©%) | 00%) |00%) |00% |of
. (94.1206) | 0 (@) | 0(® 1 1009 0 (0% 0 0 =
Eyelid Stye T 6) @) | Loy | 000 | 009 g : %) 6) | 00%) | 00%) | 0(©%) | 0(O%) %00%) %) |[0(0%) |0(0%) |0(0%) | 0(0%
(]
Fatigue (11100%) 0(0%) | 0(0%) | 0(0%) | 0(0%) (11600%) 00%) (0% |00% | 00%) ooy |00 |0 | 0@H | :
0 0 (09 0 16 0%
Fever (64.71%) | 0% 3 3 ©%) | (1000 | 0% | 0(0% 00%) | oo | °0©%) |90 A L
T : (17.65%) | (17.65%) 0 (0%) 0 0%) 14 0) 0 (0%) 0 (0%) 0 (0%) 16 ° (0%) 0 (0%) 0 (0%) 0 (0%
0
Feverish (94.12%) | ©0%) | 0(0%) 1 (e7.5%) | ° @) e ooy | 0 (0% (100%) | 0©%) | 0(0%) | 0(0° i
_ 0509 ? ( :
Caris ( 59%) 0 | (176%) 317 0 (0% (100%) ©%) | 0(0%) | 0(@©%) | 09 875%) | ©©@0) | .50 1
(17.65%) 0) 0 (0%) 15 (0%) 0 (09 15 .25%) (6.25% 0 (0%)
ey | 000 |08 | 0@ (93.75%) | 0 (%) 1 ©%) | (93.75%) | © %) 1 0) 0 (0%)
(0%) 0 (0%) 0 0% 6 (6.25%) 0 (0%) 0 (0%) 0 (0%) 15 (6.25%) 0 (0%) 0 (0%) 0 (0%
(100%) 0 (0%) 0 (0%) 0 (0%) (93.75%) 0 (0%) 1 o O )]
0% | o@w% |8 (6.25%) 0) | 0(0%) | 0(0%)
(100%) | 0©%) | 0(0%) | 0(0%)
° 0(0%) | 0(0%)




Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx g;rade Gradel | Grade2 | Grade3 frade No Sx (C);rade Gradel | Grade?2 Grade 3 frade No Sx (C);rade Gradel | Grade2 | Grade3 Zarade
Headache (1736 s | 0O%) 511.76% ) 511.76% NECOED (153_75% /| oo (16.25% L o oo |oow (11600% , o [oe o |oow |0
Hematuria (11700% , |0 [0 o 0w |oow (11600% L |on (o oo |ow | oow (11600% , [oon [oe o oo |08
d”che‘;%L‘abi“ (11700% , |00 |o@e |o@6 |o©e |ow©% (11%0% | oew |oew [oew oW |oow (11600% o [oew [oew |oew |oow
Hyperglycemia (11700% , |00 |06 |o@6 |o©6 | 0@ %1600% y |0 |oew [oew |oow |oow (11600% , o [oew o |oew |oow
Hypernatremia (11700% |00 |0 |o@e |o@e | 0@ (11600% L |0 |oew [oew oW |oow (11600% L |oen [oew |[oew |oew |oow
Hypertension (11700% , |00 |o@e |o@e |o@s | oA (11600% L |0 |oew [oew |oew |oow (11600% L |oen [oew [oew |oew |oow
Hypocalcemia (11700% y |00 |o@6 |o@e |o©s | 0@ (11600% y |0 |oew [oow oW |oow %foo% o [oew [oew |oew |oow
Hypoglycemia (11700% , |00 |o@6 |o@6 |o©6 |o©% (11600% , |0 |oew [oew oW |oow %foo% y o [oew o |oew |oow
Hypokalemia (11700% |00 |0 |o@e |o@e |0 (11600% L |0 |oew [oew oW |oow (11600% L |oen [oew |[oew |oew |oow
Hyponatremia (11700% |0 |0 |o@e |o@a | oA (11600% L |0 |oew [oew |oew |oow (11600% L |oen [oew [oew |oew |oow
Hypophosphatemia (11700% L o Joow [oe [owm |oww (11600% L |06 0w o) |oow |oow %1600% L o Joew |oe |oow |oow
Influenza (11700% |00 |0 |o@e |o@e | o (11600% L |0 |oew [oew oW |oow (11600% L oo [oew [oew |oew |oow
'e?{,‘;ﬁteifn';s“e (11700% |00 |0 |o@e |o@e | o (11600% L |0 |oew [oew oW |oow (11600% L oo [oew [oew |oew |oow
injection site (11700% Lo Joow [oe [0 |oow %foo% L |06 0w o) |oow |oow %1600% L o Joew [oe |oow |oow
:{‘clﬁfrfg’“ site (1964.12% )| 00w (15.88% L o0 [omn |oow (11600% L |06 0w o) |oow |oow %1600% , o Joew [oe |oow |oow
Injection site pain (11700% y |0 [0 [os |oow |oow (11600% L |oen (o oo |oew | oow (11600% y oo [oe [oew |omw |oon
;ﬂ{]‘*ﬁ&‘;" site (11700% |00 |0 |o@e |o@s |ow©n (11600% L |oew |oew [oew oW |owow (11600% L oo [oew [oew |oew |oow
;wgﬁtl'r‘]’g” site (11700% y |0 [0 o |oow |oow (1{300% L | on (o oow |ow | oo (11600% , [oen [oe |oew |oow |0
Injury (11700% y |0 [0 o 0w |oow %1600% L |ow (o |oow |ow | oo (1f00% , [oen [oe |oew |oow |0
Insect bite (11700% , |00 |o@e |o@e |o@e | 0@ (11600% L |0 |oew [oew |oow |oow (1500% L o [oew [oew |oew |oow
;r:e”mdi:ﬁdency (11700% , |0 [0 o |oow |oow (11600% L |oen (o oo |oew | oo (11600% y |oon [oe |oew |oow |oow)




Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade?2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4
Knee pain (11700% y |0 [0 o 0w |oow (11600% L |oen (o oo |oew | oow (11600% , o [oe o |oow |0
Laryngitis (11700% , |0 [0 o 0w |oow (11600% L |on (o oo |ow | oow (11600% , [oon [oe o oo |08
Local swelling (11700% , |00 |06 |o@e |o©s |o©% (11%0% | oew |oew [oew oW |oow (11600% o [oew [oew |oew |oow
t"e}’]z‘epr::;;de (11700% , |00 |06 |o@6 |o©6 | 0@ %1600% |0 |oew [oew |oow |owow (11600% , o [oew o |oew |oow
:;{f;‘;’s‘ggyte count (11700% |00 |0 |o@e |o@e | 0@ (11600% L |0 |oew [oew oW |oow (11600% L |oen [oew |[oew |oew |oow
Muscle ache (154 125y | 0©@%) (15 sy | 00 |06 | 0% (11600% L |oew [oew (oo |oew |oow (11600% L |oen [oew [oew |oew |oow
Muscle strain (11700% y |00 |o@6 |o@e |o©s | 0@ (11600% y |0 |oew [oow oW |oow %foo% o [oew [oew |oew |oow
Myalgia 12 4 1 14 2 14 1 1
v 7059%) | OO | (235300) | (5.ase) | 0O%) | 00%) | (g7500) | OO%) | (19500 | OO%) | 0(0%) 1 00%) | 57500 |O00O%) | o500 | 62506y | OO%) | 0(0%)
Nasal congestion (11700% ) | 0@%) | 00%) | 0(©%) | 0@O%) |00%) (11600% ) | 0@ |0©%) |o@%) |o@%) | o0©%) (11600% ) | 0@ |o©%) |o@w |o@% | o0©%)
Nausea (11700% |0 |0 |o@e |o@a | oA (11600% L |0 |oew [oew |oew |oow (11600% L |oen [oew [oew |oew |oow
Q':C“rg;’spe*y' count (11700% y | 0w [oew o oW |oow (11600% , |on (o 0w |ow | oo %1600% ) |0 [0 oow |oew | oow
Oral pain (11700% |00 |0 |o@e |o@e | o (11600% L |0 |oew [oew oW |oow (11600% L oo [oew [oew |oew |oow
Eg&'r‘ggtﬂy (11700% |00 |0 |o@e |o@e | o (11600% L |0 |oew [oew oW |oow (11600% L oo [oew [oew |oew |oow
Productive cough (11700% , |00 |o@e |o@e |o@a | oA %foo% |0 |oew [oew |oew |oow %1600% ) |0 [0 [oew 00w | 00N
Pruritic rash 17 16 16
ooy | 0@ |06 | 00%) |00 | 00%) | o |00 |00 |00%) | 00%) [00%) | (G |00 [0@6) 0w |00 |o©%)
Pruritus (11700% , |00 |0 |o@e |o@s |ow©% (11600% | oew |oew [oew oW |oow (11600% L o [oew [oew |oew |oow
Rash (11700% |00 |0 |o@e |o@s |ow©n (11600% L | oew |oew [oew 0w |oow (11600% L oo [oew [oew |oew |oow
Rhinorrhea (11700% y |0 [0 o |oow |oow (1{300% L | on (o oow |ow | oo (11600% , [oen [oe |oew |oow |0
Sinusitis (11700% y |0 [0 o 0w |oow %1600% L |ow (o |oow |ow | oo (1f00% , [oen [oe |oew |oow |0
Skin 16 1 16 16
ovberpimentation | (04.1206) | 0@ | egyy | 00 | 00%) | 00%) | (fge | 000 |00%) | 00%) | 00%) | 00%) | (e |00 |00%) |00%) |00%) |00%)
Skin induration 7 00%) | 0% |0@©%w |o0@©®%) |o0@% |8 0% | 0% |o@©w |o©w |o@w |18 00%) | 0(%) |0@©%) |0@©%) | o0©O%)
(100%) (100%) (100%)




Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade?2 Grade 3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4
Sore throat (11700% y |0 [0 o 0w |oow (11600% L |oen (o oo |oew | oo (11600% , |oon [0 0w [oow |oon
ﬁg;teor'ti;nsion (11700% , |0 [0 o 0w |oow (11600% L |on (o oo |ow | oow (11600% , [oon [oe o oo |08
Tendermness (1964 PLICD (15 sy | 0% | 0% | 0(%) (11%0% y | oew |oew [oew oW |oow (11600% o [oew [oew |oew |oow
Tooth extraction (11700% , |00 |06 |o@6 |o©6 | 0@ %1600% |0 |oew [oew |oow |owow (11600% , o [oew o |oew |oow
Torn bicep tendon (11700% |00 |0 |o@e |o@e |o©% (11600% L |0 |oew [oew oW |oow (11600% L |oen [oew |[oew |oew |oow
gggei’lzzfii;ﬁtory (11700% |00 |0 |o@e |o@s | oA (11600% L |0 |oew [oew |oew |oow (11600% L |oen [oew [oew |oew |oow
Urinary frequency (11700% y |00 |o@6 |o@e |o©s | 0@ (11600% y |0 |oew [oow oW |oow %foo% o [oew [oew |oew |oow
iLr’#ie”;irg;ra“ (11700% , |00 |o@e |o@e |o@6 |o©% (11600% , |0 |oew [oew oW |oow %foo% y o [oew o |oew |oow
ﬁgﬁez;’g’dsc (11700% |00 |0 |o@e |o@e |0 (11600% L |0 |oew [oew oW |oow (11600% L |oen [oew |[oew |oew |oow
Urticaria (11700% |0 |0 |o@e |o@a | oA (11600% L |0 |oew [oew |oew |oow (11600% L |oen [oew [oew |oew |oow
Vertigo (11700% , | 0w [oew o oW |oow (11600% , |on (o 0w |ow | oo %1600% ) |0 [0 oow |oew | oow
:j’e';f‘;“e'gcs (11700% |00 |0 |o@e |o@e | o (11600% L |0 |oew [oew oW |oow (11600% L oo [oew [oew |oew |oow
Vomiting (11700% |00 |0 |o@e |o@e | 0@ (11600% L |0 |oew [oew oW |oow (11600% L oo [oew [oew |oew |oow
WBC decreased (11700% , | oew [oew o |oow |oow %foo% L |oen (o 0w oW | oo %1600% ) |0 [0 ooe |oew | oow
WBCi 17 1 1
C increased ooy | 0@ |00 00w |o@%) |0ow (1600% , |on (o 0w oW | oow (1600% ) |0 [0 Jooe |oew | oow
Table 12 : Occurrence of Max Grade Events Per Subject which are Definitely Related to Treatment by Treatment Group
Adjuvant + AGS-V (N = 17) AGS-V (N = 16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4
Abdominal cramps (11700% , o |0 [oe |ow | oo (11600% o (o [os [oew | oo (11600% ) [oen [oe [oew |oow |0
Abdominal pain (11700% o [oen [os |ow | oo (1f00% oo [oew [os [oew | oo (1500% , |oon [0 [oew |oow |08




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)

Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
Absolute_ 17 ° : 16 ° : 16 ° :

netophil ot | ({opyey | 0(0%) | 00%) | 0%) | 00 | 0%) | (g | 0% |00 | 00%) | 0@H) |00 | (iogey | OO | 000 0% | 0@ |00
Acute sinusitis (11700% , |00 [0 |o@e oW |oow (11600% oo 0w oo oW |oow (11600% L |0 Joew [oew |oew |oow
ALT increased (11700% L o |0 [os |ow | oow (11600% , [oon [0 0w |o0w | 00w (11600% , |oon [0 o oo |08
Anxiety (11700% y |o@s [0 |08 |0 |oow (11600% , |00 [omw |0 |o@s |oow (11600% ) |06 [0 oW 0@ |oow
Arthralgia (11700% , |00 [0 o6 |o@w |0@ow (1f00% , |0 [oew [0 |o0w |oow %foo% o [oew [oew |oew |oow
AST increased (11700% , |00 [0 o6 oW |oow (1f00% L o [ow oo oW |oow (1f00% L |oew 0w [oew |oew |oow
Bilirubin total high (11700% L o [oe [owe [omw |ow (11600% L |00 [oew [o@e) |oow |oow (11600% L |00 [oew 0w |0 |oow
Blood eosinophils (11700% y o |oen [os |ow | oo (11600% , oo [0 o8 |ow | 00w (11600% ) |oon [0 oW |oow |00%)
Bradycardia (11700% , |00 [o@s |06 |o@w |o0@ow (1f00% , |0 [oew [0 |o0w |oow %foo% , |0 0w |oew |oew |oow
BUN increased (11700% , |00 [0 o6 oW |oow (1f00% L o [ow oo oW |oow (1f00% L |oew 0w [oew |oew |oow
Campylobacter (11700% o |0 [o@e |ow | oo (11600% , |o©n [o@s 0@ |o0w | oo% (11600% , |o©n [oes [oew |00 |08
Candida vaginitis (11700% L o [oe [owe [omw |oow %fOO% L o [oow o |oow |oow %1600% L o [o@e [oe |oow |oow
Chills (11700% L o [ow [ows [omw |ow %fOO% L [oe) |oow |o@e |oow |oow %1600% y o [0 o@e |oow |oow
Common cold (11700% , |00 [0 |o@e |oow |oow (11600% o 0w oo oW |oow (11600% L o Joow [oew |oew |oow
Constipation (11700% , o |0 [o@e |oow | oow (11600% , |o©n [o@s o) |o0w | 00w (11600% , |o©n [oes [oew |00 |08
Coryza (11700% , |oew |0 [o@s |oow | oo %fOO% L o (0w [oe [oew | oo %1600% oo [0 Jow |oew | oow
CPK increased (11700% o [oen [os |ow | oo %foo% o [oew [os [oew | oow (11600% , [oes (o |oew |ow | oo%)
Creatine kinase (11700% o [0 [os |ow | oo (11600% , oo [0 o) |ow | oo (11600% , oo [0 |oew |oow |oo%)
Ei;er?“”e Kinase (11700% , o |0 [o@s |ow | oo (11600% , [o©n [o@e o) |o0w | oo% (11600% , |o©n [oee |oew |o@w |08
ﬁrcerigg:;e (11700% o |0 |[o@e |ow | oo (1f00% o (o [oe [oew | oow (1f00% , |oon [oee |oew |oow |0




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4

Dermatitis (11700% L o |0 [os |ow | oo (11%0% , oo [0 o) |ow | oow (11600% , |oen [0 [oew oo |0
Diaphoresis (11700% L o |0 [os |ow | oo (11600% , [oon [0 0w |o0w | o0%) (11600% , |oon [oee o |oow |08
Diarrhea (11700% y |00 [0 |06 oW |oow (11600% | oew [oew oo oW |oow (11600% L o [oew [oew |oew |oow
Difficulty sleeping (11700% y |0 |0 [o@e |ow | oo (11600% , |o©n [0 o8 |o0w | 00w (11600% , |o©n [o@e oW |o©w |08
Dry cough (11700% , |00 [0 |o@e oW |oow (11600% o 0w oo oW |oow (11600% L o [oow [oew |oew |oow
Eczema (11700% , |00 [0 o oW | oW (11600% L |oen Joew oo |oew |oow (11600% L |oen Joew [oew |oew |oow
Er']‘;‘;f;i‘; liver (11700% y |0 [oen o |ow | oo (1f00% , oo [0 0@ |ow | 00w %foo% y oo [0 oW |oow |00%)
Elevated serum 17 16 16
iy ooy | 00 [00%6) | 00®) [00%) | 00%) | (jo |06 [00%) |00%) |00 | 00%) | (o |00 |00 00w |0©%) |00%)
Eosinophilia (11700% , |00 [0 |o@e oW |oow (11600% o 0w oo oW |oow (11600% | oen 0w [oew |oew |oow
Eryth 16 1 16 16

rythema 0312%) | 0O | Geawy | 0O | 00%) | 00%) | 1o | 00O%) | 00%) | 00%) | 00%) | 00%) | 1o |0©%) |00%) |0©%) | 0©%) |00%)
Eyelid Stye (11700% , |0 [0 [o@s |ow | oo ngO% L o [oew [oe [oew | oo %1600% oo [0 0w |oew | oow
Fatigue (11700% , |00 [0 |o@e |oow |oow (1f00% o 0w oo |oew |oow (11600% L o [oow [oew |oew |oow
Fever (11700% , |00 [0 |o@e |oow |oow (11600% o 0w oo oW |oow (11600% L o Joow [oew |oew |oow
Feverish (11700% , |00 [0 |o@e oW |o0w) %1600% y |0 [0 |oo®) 0% | 00N %1600% y |00 |o@e [oew) 0% | 00N
Gastritis (11700% , 0w [0 [o@s |oow | oo %fOO% L |0 [oew [oe [oew | oo %1600% oo [0 ow |oew | oow
Headache (11700% , |00 [0 |o@e |oow |oow (1f00% o 0w oo |oew |oow (11600% L o Joew [oew |oew |oow
Hematuria (11700% , |00 [0 |o@e |oEw |oow (11600% o 0w oo |oew |oow (11600% L o 0w [oew |oew |oow
Hemoglobin 7 00%) | 00%) |0@©% |o@©w |o@©w |8 00%) | 0% |o@©% |o©® |o@©w |18 00%) | 0©0%) |0@©% |0@©%) |00
decreased _ (100%) (100%) (100%)
Hyperglycemia (11700% o |0 [os |ow | oo (1f00% o (o [os [oew | oo (1f00% , |oen [oee [oew |oow |0
Hypernatremia (11700% , |00 [0 |o@e oW |oow (1f00% o [oew [oew oW |oow (1500% L o 0w [oew |oew |oow
Hypertension (11700% , |00 [0 o oW |oow (11600% o [ow [0 oW |oow (11600% | oew 0w |oew |oew |oow




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4

Hypocalcemia (11700% L o |0 [os |ow | oo (11%0% , [oon [0 o) |ow | oo (11600% , |oen [0 [oew oo |0
Hypoglycemia (11700% L o |0 [os |ow | oo (11600% , [oon [0 0w |ow | oo% (11600% , |oon [oee o |oow |08
Hypokalemia (11700% y |00 [0 |06 oW |oow (11600% | oew [oew oo oW |oow (11600% L o [oew [oew |oew |oow
Hyponatremia (11700% , |00 [0 o6 |o0w |0ow) (11600% , |0 [oew oW oW | oW (11600% o [oew [oew |oew |oow
Hypophosphatemia (11700% , |00 [0 |o@e oW |oow (11600% o 0w oo oW |oow (11600% L o [oow [oew |oew |oow
Influenza (11700% , |00 [0 o oW | oW (11600% L |oen Joew oo |oew |oow (11600% L |oen 0w |[oew |oew |oow
Injection site 9 1 3 3 1 13 2 1 14 1 1
erythema (52.94%) | (5.88%) | (17.65%) | (17.65%) | (5.88%) | ©O%) | 81.05%) | (12.5%) | 6.25%) | O©%) | 00%) | 0(0%) | 75000 | (.2506) | (6.2506) | O @%) | 0(0%) | 0(0%)
Injection site 15 1 1 16 16
Injection w209 | (80 | seay | OO [ 006 | 000 | (foy |06 [00%) | 00®) |00 | 00%) | (o |00 |00%) |00@w) |0©%) |00%)
Injection site 11 5 1 15 1 16
itching ©6471%) | OO | 29.419%) | O°O%) | 5880) | OO%) | (937505) | OO%) | (gomepy | 0% | 00%) | 0(0%) | 1500, | O00%) | 0(0%) | 0(0%) | 0(0%) | 0(0%)
Injection site pain 8 7 2 10 6 3 1

@7.06%) | °O%®) | a118%) | ar7em) | OO | OO%) | (gr0p) | OO%) | 3750, | OO%) | 0(0%) | 0(0%) | 12(75%) | 00%) | 15 7505) | (g.25%) | O (@) | 0(0%)
;)’;{J‘*ﬁgj‘;“ site (11700% , |0 [0 [o@s |ow | oo 3517.5% BELD (212.5% L [on o@w) |oow %1600% oo [0 |oe |oew | oow
Injection site 8 1 7 1 14 2 15 1
swelling (47.06%) | (5.88%) | (41.18%) | (5.88%) | OO | 0% | (7500 | (rosop) | O©%) | 00%) | 0(0%) | 0% | (93750) | (6.2506) | 0©%) | 0(0%) | 0(0%) | 0(0%)
Injury (11700% , |00 [0 |o@e |oow |oow (11600% o 0w oo oW |oow (11600% L o Joow [oew |oew |oow
Insect bite (11700% , |00 [0 |o@e oW |o0w) %1600% y |0 [0 |oo®) 0% | 00N %1600% y |00 |o@e [oew) 0% | 00N
i Y ooy |00 |00 [ 00w | 000 [ 00%) |l | 00N |00%) | 00%) | 00%) | 00%) | po |00 |00 00w |o0w |0©%)
Knee pain (11700% , |00 [0 |o@e |oow |oow (1f00% o 0w oo oW |oow (11600% L o 0w [oew |oew |oow
Laryngitis (11700% , |00 [0 |o@e |oEw |oow (11600% o 0w oo |oew |oow (11600% L o 0w [oew |oew |oow
Local swelling (11700% o [0 |[os |ow | oo (11600% o (o [os [oew | oo (11600% ) [oen [oe [oew |oow |0
tLem‘eprrr‘]:S‘;de (11700% o |0 [os |ow | oo (1f00% o (o [os [oew | oo (1f00% , |oen [oee [oew |oow |0
Lymphocyte count | 17 16 16
Lymphoe ooy | 0@ | 000 |00 | 00%) | 00%) | (fooy |00 |00 |00 |00 |[00%) | (oo | 0O |00 |00w) |00w |o0w
Muscle ache (1964 125y | %) %5 sy | 000 | 00w | 00w (11600% L o 0w oo oW |oow (11600% , | o@e |o@s oW |oow |oo%




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4
Muscle strain (11700% L o |0 [os |ow | oo (11%0% , [oon [0 o) |ow | oo (11600% , |oen [0 [oew oo |0
Myalgia (11700% L o [0 [os |ow | oo (11600% , [oon [0 0w |o0w | o0%) (11600% , |oon [oee o |oow |08
Nasal congestion (11700% y |00 [0 |06 oW |oow (11600% | oew [oew oo oW |oow (11600% L o [oew [oew |oew |oow
Nausea (11700% y |00 [0 o6 |oow |oow (11600% , |0 [oew oW oW | oW (11600% o [oew [oew |oew |oow
g‘:curg:gy' count (11700% , |00 [0 |o@e oW |oow (11600% o 0w oo oW |oow (11600% L o [oow [oew |oew |oow
Oral pain (11700% , |00 [0 o oW | oW (11600% L |oen Joew oo |oew |oow (11600% L |oen 0w |[oew |oew |oow
Eg&'&g‘;ﬂy (11700% , |00 [0 |06 |oow |oow (1f00% , o [oew oo oW |oow %foo% L o [oew [oew |oew |oow
Productive cough (11700% , |00 [0 o6 |o@w |0@ow (1f00% , |0 [oew [0 |o0w |oow %foo% o [oew [oew |oew |oow
Pruritic rash (11700% , |00 [0 |o@e oW |oow (11600% o 0w oo oW |oow (11600% | oen 0w [oew |oew |oow
Pruritus (1;34_12% NEICD) %5_88% WSROI (11600% L |oen 0w (oo |oew |oow (11600% L |oen 0w |[oew |oew |oow
Rash (11700% , |0 [0 [o@s |ow | oo ngO% L o [oew [oe [oew | oo %1600% oo [0 0w |oew | oow
Rhinorrhea (11700% , |00 [0 o6 oW |oow (1f00% o 0w oo |oew |oow (11600% L o [oow [oew |oew |oow
Sinusitis (11700% , |00 [0 |o@e |oow |oow (11600% o 0w oo oW |oow (11600% L o Joow [oew |oew |oow
ﬁ;;)r;rpigmentation (1964.12% )| 0w %5.88% , [0 |oew | oo %1600% L o (0w [os [oew | oo %1600% o [0 |ow |oew | oow
Skin induration (1964.12% )| 00w %5.88% , o0 [oe | oo %fOO% L [oe [oow |o@e |oow |oow %1600% L o [o@e [oe |oow |oow
Sore throat (11700% , |00 [0 |o@e |oow |oow (1f00% o 0w oo |oew |oow (11600% L o 0w [oew |oew |oow
ﬁ;’;te"rlfnsion (11700% , |00 [0 |o@e |oEw |oow (11600% o 0w oo |oew |oow (11600% L o 0w [oew |oew |oow
Tenderness (11700% , |00 [os |o@e 0w |oow (11600% y |0 [0 |oew |o@%) | 00w (11600% L |0 0w [oew |oew |oow
Tooth extraction (11700% ) | 00%) |o@%) |0@©%) |0(©%) |00%) (1f00% ) |08 |o@%) o@©w) |0©% | 0% (1f00% ) | 00%) |0@%) |0@©%) |0(0%) |0(0%)
Torn bicep tendon (11700% , |00 [0 o6 oW |oow (1f00% o [oew [oew oW |oow (1500% L o 0w [oew |oew |oow
tlﬂg’geirngirt’iigfory (11700% , |00 [0 o oW |oow (11600% o [ow [0 oW |oow (11600% | oew 0w |oew |oew |oow




Adjuvant + AGS-V (N =17) AGS-V (N =16) Placebo (N = 16)
Event No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade No Sx Grade Gradel | Grade2 | Grade3 | Grade
0 4 0 4 0 4
Urinary frequency (11700% L o |0 [os |ow | oo (11600% , [oon [0 o) |ow | oo (11600% , |oen [0 [oew oo |0
h’#:‘c"’t‘%’rfra“ (11700% L o |0 [os |ow | oo (11600% , [oon [0 o) |o@w | 00w (11600% , |oon [oee o |oow |08
ﬂrci:‘ei‘;’g’fc (11700% y |00 [0 |06 oW |oow (11600% | oew [oew oo oW |oow (11600% L o [oew [oew |oew |oow
Urticaria (11700% , |00 [0 o6 oW | 0w (11600% , |0 [oew oW oW | oW (11600% o [oew [oew |oew |oow
Vertigo (11700% , |00 [0 |o@e oW |oow (11600% o 0w oo oW |oow (11600% L oo 0w |oew |oew |oow
3@;?;225 (11700% , |00 [0 o oW | oW (11600% L |oen Joew oo |oew |oow (11600% L |oen 0w |[oew |oew |oow
Vomiting ooy | 0@ | 00%) |00 | 00%) | 00%) | (fhoy | 00 |00 |00 |00 |[00%) | (oo | 0O | 000 |00w) |00w | 00w
WBC decreased (11700% , |00 [0 o6 |o@w |0@ow (1f00% , |0 [oew [0 |o0w |oow %foo% o [oew [oew |oew |oow
WBC increased (11700% ) | 00%) |0@©%) |0@©%) |0(©% | 0% (11600% ) | 0©%) [0@©%) |0(0%) |0@©% | 00% (11600% ) | 0©%) [0@©%) |0@©%) |0(0%) | 0%
Table 13 : Occurrence of “Worst” Relatedness to Treatment Per Subject by Treatment
Adjuvant + AGS-V (N = 17) AGS-V (N =16) Placebo (N = 16)

Definitely Related 16 (94.12%) 6 (37.5%) 4 (25%)

Probably Related 1 (5.88%) 0 (0%) 2 (12.5%)

Possibly Related 0 (0%) 4 (25%) 2 (12.5%)

Unlikely Related 0 (0%) 6 (37.5%) 7 (43.75%)

Unrelated 0 (0%) 0 (0%) 0 (0%)

No AEs 0 (0%) 0 (0%) 1(6.25%)

Table 14 : Number of Subjects with Event Per Group and One-Sided Fisher’s Exact Test P-Values Comparing Vaccine to

Placebo




Event Adjuvant + AGS-V | AGS-V Placebo Fisher's Exact P-value Fisher's Exact P-value
(N=17) (N =16) (N =16) Adjuvant + AGS-V vs. Placebo | AGS-V vs. Placebo
Abdominal cramps 0 1 0 1 0.5

Abdominal pain 3 2 1 0.32 0.5
Absolute neutrophil count, decreased 2 1 1 0.52 0.76
Acute sinusitis 0 0 1 1 1
ALT increased 0 3 0 1 0.11
Anxiety 0 1 0 1 0.5
Arthralgia 3 1 0 0.12 0.5
AST increased 2 2 1 0.52 0.5
Bilirubin total high 0 1 0 1 0.5
Blood eosinophils increased 0 1 0 1 0.5
Bradycardia 1 1 0 0.52 0.5
BUN increased 2 0 1 0.52 1
Campylobacter 0 0 1 1 1
Candida vaginitis 0 0 2 1 1
Chills 3 2 1 0.32 0.5
Common cold 1 0 1 0.77 1
Constipation 0 0 1 1 1
Coryza 2 0 1 0.52 1
CPK increased 5 2 6 0.81 0.98
Creatine kinase 0 0 1 1 1
Creatine kinase high 1 1 1 0.77 0.76
Creatinine increased 1 0 0 0.52 1
Dermatitis 1 0 0 0.52 1
Diaphoresis 2 2 1 0.52 0.5
Diarrhea 2 0 1 0.52 1
Difficulty sleeping 1 0 0 0.52 1




Event Adjuvant + AGS-V | AGS-V Placebo Fisher's Exact P-value Fisher's Exact P-value
(N=17) (N =16) (N =16) Adjuvant + AGS-V vs. Placebo | AGS-V vs. Placebo
Dry cough 2 0 0 0.26 1
Eczema 1 0 0 0.52 1
Elevated liver enzymes 1 0 0 0.52 1
Elevated serum creatinine 1 0 0 0.52 1
Eosinophilia 0 1 0 1 0.5
Erythema 15 15 15 0.88 0.76
Eyelid Stye 0 1 0 1 0.5
Fatigue 8 5 4 0.17 0.5
Fever 1 0 2 0.9 1
Feverish 7 1 3 0.15 0.95
Gastritis 0 0 1 1 1
Headache 8 7 4 0.17 0.23
Hematuria 1 3 3 0.96 0.67
Hemoglobin decreased 7 8 5 0.41 0.24
Hyperglycemia 1 2 2 0.9 0.7
Hypernatremia 3 4 3 0.7 0.5
Hypertension 1 0 0 0.52 1
Hypocalcemia 1 1 0 0.52 0.5
Hypoglycemia 3 2 3 0.7 0.83
Hypokalemia 2 2 3 0.85 0.83
Hyponatremia 1 0 0 0.52 1
Hypophosphatemia 1 4 2 0.9 0.33
Influenza 1 0 0 0.52 1
Injection site erythema 8 3 2 0.04* 0.5
Injection site induration 2 0 0 0.26 1
Injection site itching 7 1 0 0.005* 0.5




Event Adjuvant + AGS-V | AGS-V Placebo Fisher's Exact P-value Fisher's Exact P-value
(N=17) (N =16) (N =16) Adjuvant + AGS-V vs. Placebo | AGS-V vs. Placebo
Injection site pain 9 6 4 0.099* 0.35
Injection site pruritus 0 2 0 1 0.24
Injection site swelling 9 2 1 0.004* 0.5
Injury 0 1 0 1 0.5
Insect bite 0 0 1 1 1
Iron deficiency anemia 0 1 0 1 0.5
Knee pain 1 0 0 0.52 1
Laryngitis 0 0 1 1 1
Local swelling 16 15 15 0.74 0.76
Lymph node tenderness 1 0 0 0.52 1
Lymphocyte count increased 1 0 0 0.52 1
Muscle ache 2 0 0 0.26 1
Muscle strain 1 0 0 0.52 1
Myalgia 5 3 5 0.69 0.89
Nasal congestion 2 1 1 0.52 0.76
Nausea 2 3 2 0.72 0.5
Neutrophil count decreased 1 4 3 0.96 0.5
Oral pain 1 0 0 0.52 1
Peripheral neuropathy 0 0 1 1 1
Productive cough 1 0 0 0.52 1
Pruritic rash 2 1 0 0.26 0.5
Pruritus 1 0 0 0.52 1
Rash 0 0 3 1 1
Rhinorrhea 1 0 1 0.77 1
Sinusitis 1 0 0 0.52 1
Skin hyperpigmentation 1 1 0 0.52 0.5




Event Adjuvant + AGS-V | AGS-V Placebo Fisher's Exact P-value Fisher's Exact P-value
(N=17) (N =16) (N =16) Adjuvant + AGS-V vs. Placebo | AGS-V vs. Placebo
Skin induration 1 0 0 0.52 1
Sore throat 2 1 1 0.52 0.76
Systolic hypertension 0 1 0 1 0.5
Tenderness 1 0 0 0.52 1
Tooth extraction 1 0 0 0.52 1
Torn bicep tendon 1 0 0 0.52 1
Upper respiratory tract infection 0 1 0 1 0.5
Urinary frequency 0 0 1 1 1
Urinary tract infection 0 1 1 1 0.76
Urine WBC increased 0 2 0 1 0.24
Urticaria 1 0 0 0.52 1
Vertigo 0 0 1 1 1
Vitamin D deficiency 1 0 0 0.52 1
Vomiting 0 2 0 1 0.24
WBC decreased 0 0 2 1 1
WBC increased 1 2 1 0.77 0.5
* Indicates one-sided Fisher’s Exact p-value < 0.1




Supplemental Table 3. Adverse Events Summary (combining vaccine and adjuvanted vaccine groups)
Table 1 : Summary of Max Grade Adverse Events Per Subject

Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade3 | Grade4 | No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4
Abdominal cramps ?926.97%) 0 (0%) (13_03%) 0(0%) | 0(0%) |0(0%) %1600%) 0(0%) |0(0%) |0©%) |0(0%) |0(0%)
Abdominal pain 1859 | 0O | 150 | 0% [00%) [00%) | (57500 | 00 | (6506 | 00%) |00%) | 0(0%)
ot decrensed | 905196 | °© | 0wy |0 | oy |00 | G | OCH) 00K | 00%) | 55y |00
Acute sinusitis ?300%) 0(0%) |0(0%) |0(0%) |0(%) |0(0%) (1;’3.75%) 0 (0%) (16_25%) 0(0%) |0(0%) | 0(0%)
ALT increased ?80.91%) 0 (0%) ?9_09%) 0(0%) |0(0%) |0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) | 0(0%)
Anxiety o697 | OO0 | (3035 |00%) |00%) |00%) | i |00%) |00%) |00%) |00%) |00%)
Arthralgia @758 | OO | Gogw | Gosw | 0O | 00%) | i |00%) |00%) |00 |00%) |00%)
A_S-T ‘”_Creased_ ?89188%) 0 (0%) ?12_12%) 0(0%) |0(0%) |o0(0%) (15’3]5%) 0 (0%) (16_25%) 0(0%) |0(0%) |0(0%)
Bilirubin total high ?56.97%) 0 (0%) (13_03%) 0(0%) | 0(0%) |0(0%) (1{300%) 0(0%) |0(0%) |00%) |0(0%) |0(%)
Dorensed P | S a7y | 0O%) | oz |00 | 00%) | 00%) | (fee [00%) 0% |0@%) |0@%) |00%)
Bradycardia ?9139 a5y | 0 ©%) (13_03%) 0 (0%) (13_03%) 0 (0%) (11600%) 0(0%) |0(0%) |0©%) |0(0%) |0(0%)
BUN increased ?913.94%) 0 (0%) (13_03%) (13_03%) 0(0%) | 0(0%) (153.75%) 0 (0%) (16_25%) 0(0%) |0(0%) |0(0%)
Campylobacter Coosy |00 | 00%) | 0(0%) [00%) [00%) | (ga7se) | OO | (650 |00%) |00%) |00%)
Candida vaginitis ?foo%) 0(0%) |0(0%) |00%) |00%) |o0(0%) (151'7.5%) 0 (0%) (212_5%) 0(0%) |0(0%) |0(0%)
Chills ?884.85%) 0 (0%) 56_06%) ?9_09%) 0(0%) | 0(0%) (153.75%) 0 (0%) (16_25%) 0(0%) |0(0%) |0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0O | Gradel | Grade2 | Grade3 | Grade4 | No Sx GradeO | Gradel | Grade?2 | Grade3 | Grade 4
Common cold ?926.97%) 0 (0%) (13_03%) 0(0%) |0(0%) |0(0%) %953.75%) 0 (0%) (16_25%) 0(0%) |0(0%) |0(0%)
Constipation ?1300%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%) %953.75%) 0 (0%) (16_25%) 0(0%) |0(0%) |0(0%)
convze ?913.94%) 0 (0%) (13.03%) (13.03%) 0(0%) | 0(0%) %53.75%) 0 (0%) (16.25%) 0(0%) | 0(O%) | 0(0%)
CPIC nereased ?768.79%) 0(0%) | 0(0%) ?12.12%) (13.03%) ?6.06%) (16(5)2.5%) 0 (0%) (16.25%) ?12.5%) ?18.75%) 0 (0%)
Crestineldnase | oy | 0% | 00%) [00%) |00%) | 00%) | (557500 | 0% |00%) | (50 | 000 | 00%)
Creatine kinase high ?33.94%) 0(0%) | 0(0%) ?6_06%) 0(0%) | 0(0%) (15’3]5%) 0(0%) |0(0%) |0(0%) (16_25%) 0 (0%)
Creatinine increased ?56.97%) 0 (0%) (13_03%) 0(0%) |0(0%) | 0(0%) (1{300%) 0(0%) |0(0%) |0(0%) |0(0%) | 0(0%)
Dermatitis os.g70e) | 0©%) | 00%) | 00%) | 3oa0 | 00%) | (fyggy | 00%) |00%) |00%) |0(0%) |0(0%)
lephorests (257.88%) 0 (0%) ?9.09%) (13.03%) 0(0%) | 0(0%) (153.75%) 0 (0%) (16.25%) 0(0%) | 0(0%) | 0(0%)
plerrhes ?&3.94%) 0 (0%) (13.03%) (13.03%) 0(0%) | 0(0%) (153.75%) 0 (0%) (16.25%) 0(0%) | 0(%) | 0(0%)
Difficulty sleeping ?926.97%) 0 (0%) (13_03%) 0(0%) |0(0%) |0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(%) |0(0%)
Dry cough ?9139 15y | 0O (26_06%) 000%) | 0(0%) | 0(0%) (11600%) 00%) |00%) |0(0%) |0(0%) |0(0%)
Eczema ?56.97%) 0 (0%) (13_03%) 0(0%) | 0(0%) |0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%)
eEr:‘;‘;?;zg“V‘” ?926.97%) 0 (0%) (13_03%) 0(0%) | 0(0%) | 0(0%) (11600%) 0(0%) |0(0%) |00O%) |0@©%) |0(0%)
Elevated serum o979 | 000 | oz | 0% [00%) | 00%) | (o |00 |00%) |0@%) |00%) |0©%)
Eosinophilia ?56.97%) 0 (0%) (13_03%) 00%) | 0(0%) | 0(0%) (11600%) 00%) |00%) |0(0%) |0(0%) |0(0%)
Erythema ?9.09%) 0 (0%) ?57_88%) (13_03%) 00%) | 0(0%) (1625%) 0 (0%) (15’3_75%) 000%) |0(0%) |o0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4 | No Sx GradeO | Gradel | Grade 2 | Grade 3 | Grade 4
Eyelid Stye ?926.97%) 0 (0%) (13_03%) 0(0%) |0(0%) | 0(0%) %1600%) 00%) |0(0%) |0©%) |0(0%) |o0(0%)
Fatigue ?E?O.Gl%) 0 (0%) (13?0_3%) ?9_09%) 0(0%) |0(0%) | 12(75%) | 0 (0%) ‘?18_75%) (16_25%) 0(0%) | 0(0%)
Fever 5,076 | 000 [ 00%) | (5o [00%) [00%) | gy |00 | (g0 |00%) |00%) | 00%)
Feverish ?755.76%) 0 (0%) ?15.15%) ?9.09%) 0(0%) | 0(0%) (1831.25%) 0 (0%) ?18.75%) 0(0%) |0(0%) |0(0%)
Gastritis ?300%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%) (15’3.75%) 0 (0%) (16_25%) 0(0%) |0(0%) | 0(0%)
Headache %584.55%) 0 (0%) ?27_27%) ((518_18%) 0(0%) |0(0%) |12(75%) | 0(0%) |4 (25%) |0(0%) |0(©0%) |0(0%)
rlematurie (257.88%) 0 (0%) (26.06%) 0 (0%) ?6.06%) 0 (0%) (1831.25%) 0 (0%) (16.25%) (212.5%) 0(0%) | 0(0%)
oot %54.55%) 0 (0%) (13?0.3%) ?15.15%) 0(0%) | 0(0%) (1(;L8.75%) 0(0%) | 4(25%) (16.25%) 0(0%) | 0(0%)
Hyperglycem_ia ?80.91%) 0(0%) | 0 (0%) ?9.09%) 0(0%) | 0(0%) (12?7.5%) 0(0%) | 0(0%) (212_5%) 0(0%) | 0(0%)
rypernatiemia (2768.79%) 0 (0%) ?15.15%) (13.03%) (13.03%) 0 (0%) (1831.25%) 0 (0%) (212.5%) (16.25%) 0(0%) | 0(0%)
Hypertension ?56.97% )| 00%) (13_03%) 0(0%) |0(0%) |0 (0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0 (0%)
Hypocalcemia ?33.94%) 0 (0%) (26_06%) 0(0%) | 0(0%) |0 (0%) (11600%) 0(0%) |0(0%) |0(0%) |[0(0%) |O0(0%)
Hypoglyce@a ?884.85%) 0 (0%) ?9.09%) 0 (0%) ?6.06%) 0 (0%) (1831.25%) 0 (0%) (16.25%) (16.25%) (16.25%) 0(0%)
Fiypokatemia ?897.88%) 0 (0%) (26.06%) ?6.06%) 0(0%) | 0(0%) (1831.25%) 0 (0%) (16.25%) (16.25%) (16.25%) 0 (0%)
Hyponatremia o979 | 000 | oz | 0% [00%) | 00%) | (o |00 |00%) |0@%) |00%) |0©%)
rypophosphatemia ?884.85%) 0 (0%) (13.03%) ?12.12%) 0(0%) | 0(0%) (137.5%) 0 (0%) (16.25%) (16.25%) 0(0%) | 0(0%)
Influenza ?56.97%) 0(0%) | 0(0%) (13_03%) 0(0%) | 0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0O | Gradel | Grade2 | Grade3 | Grade4 | No Sx GradeO | Gradel | Grade?2 | Grade3 | Grade 4
Ie?i:/etﬁgr?]nasite ?626.67%) ?9.09%) ?12.12%) ?9.09%) (13.03%) 0 (0%) %:7.5%) (16.25%) (16.25%) 0(0%) | 0(0%) | 0(0%)
Injection site a0 | o3y | (osey |00 [00%) [00%) | (e |00%) |[00%) |0@w) |00%) |00%)
Injection site itching 5755.76%) 0 (0%) 221.21%) 0 (0%) (13_03%) 0 (0%) %1600%) 0(0%) |0(0%) |0©%) |0(0%) |0(0%)
iniection ste pain %584.55%) 0 (0%) (13:.39.39%) ?6.06%) 0(0%) | 0(0%) | 12(75%) | 0(0%) ?18.75%) (16.25%) 0(0%) | 0(0%)
Injection site pruritus ?91394%) 0 (0%) (26_06%) 0(0%) |0(0%) |0 (0%) (11600%) 0(0%) |0(0%) |[0(0%) |0(0%) |0 (0%)
ISC\Jlgﬁtllr?; e ?626.67%) ?9.09%) (721.21%) (13.03%) 0(0%) | 0(0%) (153.75%) (16.25%) R O BN
Injury ?56.97%) 0 (0%) (13-03%) 0 (0%) 0 (0%) 0 (0%) (1{300%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Insect bite ?1300%) 0(0%) |0(0%) |00%) |0(0%) |0(0%) (15’3.75%) 0 (0%) (16_25%) 0(0%) |0(0%) | 0(0%)
tron deficiency ?56.97%) 0(0%) | 0(0%) (13_03%) 0(0%) | 0(0%) (1{300%) 00%) |0(0%) |00©%) |0(%) |o00%)
Knee pain ?5697%) 0 (0%) (13_03%) 0(0%) | 0(0%) |0 (0%) (1{300%) 0(0%) | 0(0%) |0(0%) |0(0%) |0(0%)
Laryngitis ?1300%) 00%) | 0(0%) | 0(0%) |00%) |000%) | (537500 | O0%) | (5505 | 00%) |00%) |0(0%)
Local swelling ?6_06%) 0 (0%) ?913_94%) 0(0%) |0(0%) | 0(0%) (16.25%) 0 (0%) (153_75%) 000%) |0(0%) |o0(0%)
Eﬁ?é'rﬁé]s‘lde ?926.97%) 0 (0%) (13.03%) 0(0%) | 0% |0(0%) (11600%) 0% |00 |90 |O0% |O0%
:_n%rrr;nggyte count ?926.97%) 0 (0%) (13.03%) 0 (0%) 0(0%) | 0 (0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) 0 (0%)
Muscle ache G304 | 000 | Gogey | 0% [00%) | 00%) | (o |00%) |00%) |0@%) |00%) |0©%)
Muscle strain ?5697%) 0 (0%) (13_03%) 0(0%) | 0(0%) |0(0%) (11600%) 0(0% |0(0%) |0(0%) |0(0%) |0(0%)
Myelore ?755.76%) 0 (0%) ?18.18%) ?6.06%) 0(0%) | 0(0%) (1618.75%) 0(0%) | 4(25%) (16.25%) 0(0%) | 0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Grade1l | Grade2 | Grade3 | Grade4 | No Sx GradeO | Grade1l | Grade?2 | Grade 3 | Grade 4
Nasal congestion 30 3 15 1

00.01%) | 2@ | oo |0©%)  [00%) | 00%) | (53750 | 00%) | 550y |00 |00%) |00%)
Nausea 28 4 1 14 2

84.85%) | O 0% | (12.1006) | 3.03) | OO%) | 00%) | 7500 | 0O%) | 1550, |00%) | 0(0%) | 0(0%)
Neutrophil count 28 4 1 13 2 1
decreased 84.85%) | OO | (12.1006) | 3.03%) | 2 O%) | 00%) | g9 o505y | OO%) | (15 506) | (6.25%) | 0 O%) | 0(0%)
Oral pain 32 1 16

G6.07) | 0@ [00%) | 3os [00%) | 00%) | (fygee | 00%) |00%) |0@%) |00%) |00%)
Peripheral 33 15 1
ettapatny Goovey | 006 | 000%) | 00%) [00%) | 00%) | (a0 | 0O%) | g0 |00%) |0(0%) | 0(0%)
Productive cough ?5697% )| 0% (13_03% SLCOREICOREICD (1f00% , 0w 0w 0w [00%) |00
Pruritic rash 30 1 1 1 16

90.91%) | © %) | (3030) | 3.03%) | (3.03%) | %) | (1000 | 0% |0O%) 0(0%) |0(0%) | 0(0%)
Pruritus 32 1 16

06,97 | 0O | 3oz |00%) [00%) | 00%) | e |00%) |00%) |0©%) |00%) |00%)
Rash 33 13 2 1

ooy | 0% |08 [ 00%) [00%) |00%) | g oc |00 | (ps [0 | (50 | 0%
Rhinorrhea 32 1 15 1

06.579%) | 0@ | (z0a0) | 00%) [00%) | 00%) | (guoe | 00%) | (gony |00 |00%) | 0@%)
Sinusitis 32 1 16

G607y | 0@ [00%) | 3os [00%) | 00%) | ooy |00%) |00%) |0©%) |00%) |0(0%)
Skin 31 2 . . SNRED . . . . .
hyperpigmentation | (93.94%) | © %) | 6.06%) | 0% | 0(0%) | 0(0%) | g9, | O0(0%) | 0(0%) | 0(0%) |0(0%) | 0(0%)
Skin induration 32 1 16

0607 | 0O | 3oz |00%) [00%) | 00%) | [y |00%) |00%) |0©%) |00%) |00%)
Sore throat 30 0 1 2 0 0 15 o 1 0 0 0

90.91%) | °O%) | (3030) | (6.06%) | 2% | 00%) | 937500 | OO%) | (60505 | 00%) | 0(0%) 1 0(0%)
Systolic 32 0w |1 00%) |00%) |0@%) |38 00%) |00%) |00%) |00O%) |00%)
hypertension (96.97%) (3.03%) (100%)
Tenderness 32 1 16

6.0796) | 0O | (3030 |00%) [00%) |00%) | fop [00%) |00%) 0% |0©%) | 0%
Tooth extraction ?5697% )| 0% | 0% (13_03% WLICOREICD (1f00% , [oow [o@w 0% |00%) |00w




Vaccine (N = 33) Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4 | No Sx GradeO | Gradel | Grade 2 | Grade 3 | Grade 4
Torn bicep tendon ?926.97% ) 0@ |0@%) | 0% (13_03%) 0 (0%) %1600% , [o0w [o@w 0% 00w |00w
Upper respirator 32 1 16
wact infection 96.97%) | O O%) | (30305 | 0% | 00%) | 0(0%) | 100 |00%) |0(0%) | 0(0%) |0(0%) | 0(0%)
Urinary frequency 33 15 1

(100%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (93.75%) 0 (0%) (6.25%) 0 (0%) 0 (0%) 0 (0%)
Urinary tract 32 1 15 1
infection 96.97%) | 0 (0% | 0(0%) | 0(0%) | 5303050 | O0(0%) | g3 7505) | 0(0%) | 0(0%) | 0(0%) | g o50p |0(0%)
Urine WBC 31 2 16
increased (93.94%) 0 (0%) (6.06%) 0 (0%) 0 (0%) 0 (0%) (100%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Urticaria ?5697% L [00w) 0w | 00w (13_03% NLLD (1f00% , 0w 0w 0w [00%) |00
Vertigo 33 15 1

(100%) 0(0%) |0(0%) |0(%) |0(0%) |O0(0%) (93.75%) 0(0%) |0(0%) | O0(0%) (6.25%) 0 (0%)
Vitamin D 32 1 16
deficiency (96.97%) 0 (0%) (3.039%) 0(0%) | 0(0%) | 0(0%) (100%) 0(0%) |0(%) |0(%) |0(0%) | 0(0%)
Vomitin 31 1 1 16

9 (93.94%) 0 (0%) (3.03%) | (3.03%) 0(0%) | 0 (0%) (100%) 0(0%) |0(%) |0(%) |0(0%) | 0(0%)

WBC decreased 33 14 1 1

(100v%) | 0©%) | 0(0%) | 0(0%) | 0©%) |00%) | gr50 |00%) | (gomey | (6250 | OO | 0(0%)
WBC increased 30 0 3 0 0 0 15 o 1 0 0 0

(90.91%) 0 (0%) (9.09%) 0 (0%) 0 (0%) 0 (0%) (93.75%) 0 (0%) (6.25%) 0 (0%) 0 (0%) 0 (0%)

Table 2 : Counts of Adverse Events by Treatment Group

Vaccine (N = 33)

Placebo (N = 16)

Number of Subjects with one or more AE
(percent)

33 (100%)

15 (93.8%)

Mean Number of AEs (SD, SE)

13.15 (7.86 , 1.37)

9.81 (6.25 , 1.56)

Median Number of AEs (IQR) 11 (12) 10 (9.5)
Min, Max Number of AEs 2,33 0,22
Number of Subjects with one or more AE 13 (39%) 7 (44%)

Grade 3 or Higher (percent)

Mean Number of AEs Grade 3 or Higher

0.55 (0.79 , 0.14)

0.63(0.89, 0.22)




Table 3 : Occurrence of Grade 0 Events by Treatment Group
Note : In Tables 3-7, multiple occurrences of the same event type with different grades are included in the respective table

Event Vaccine (N = 33) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 0 (0%) 0 (0%)
Acute sinusitis 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%)
Arthralgia 0 (0%) 0 (0%)
AST increased 0 (0%) 0 (0%)
Bilirubin total high 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%)
Bradycardia 0 (0%) 0 (0%)
BUN increased 0 (0%) 0 (0%)
Campylobacter 0 (0%) 0 (0%)
Candida vaginitis 0 (0%) 0 (0%)
Chills 0 (0%) 0 (0%)
Common cold 0 (0%) 0 (0%)
Constipation 0 (0%) 0 (0%)
Coryza 0 (0%) 0 (0%)
CPK increased 0 (0%) 0 (0%)
Creatine kinase 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Creatine kinase high 0 (0%) 0 (0%)
Creatinine increased 0 (0%) 0 (0%)
Dermatitis 0 (0%) 0 (0%)
Diaphoresis 0 (0%) 0 (0%)
Diarrhea 0 (0%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%)
Erythema 0 (0%) 0 (0%)
Eyelid Stye 0 (0%) 0 (0%)
Fatigue 0 (0%) 0 (0%)
Fever 0 (0%) 0 (0%)
Feverish 0 (0%) 0 (0%)
Gastritis 0 (0%) 0 (0%)
Headache 0 (0%) 0 (0%)
Hematuria 0 (0%) 0 (0%)
Hemoglobin decreased 0 (0%) 0 (0%)
Hyperglycemia 0 (0%) 0 (0%)
Hypernatremia 0 (0%) 0 (0%)
Hypertension 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%)
Hypoglycemia 0 (0%) 0 (0%)
Hypokalemia 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Hyponatremia 0 (0%) 0 (0%)
Hypophosphatemia 0 (0%) 0 (0%)
Influenza 0 (0%) 0 (0%)
Injection site erythema 6 (18.18%) 1 (6.25%)
Injection site induration 1 (3.03%) 0 (0%)
Injection site itching 0 (0%) 0 (0%)
Injection site pain 0 (0%) 0 (0%)
Injection site pruritus 0 (0%) 0 (0%)
Injection site swelling 4 (12.12%) 1 (6.25%)
Injury 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%)
Iron deficiency anemia 0 (0%) 0 (0%)
Knee pain 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%)
Local swelling 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%)
Myalgia 0 (0%) 0 (0%)
Nasal congestion 0 (0%) 0 (0%)
Nausea 0 (0%) 0 (0%)
Neutrophil count decreased 0 (0%) 0 (0%)
Oral pain 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Pruritic rash 0 (0%) 0 (0%)
Pruritus 0 (0%) 0 (0%)
Rash 0 (0%) 0 (0%)
Rhinorrhea 0 (0%) 0 (0%)
Sinusitis 0 (0%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%)
Sore throat 0 (0%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%)
Tooth extraction 0 (0%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%)
Upper respiratory tract infection 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%)
Urinary tract infection 0 (0%) 0 (0%)
Urine WBC increased 0 (0%) 0 (0%)
Urticaria 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%)
Vitamin D deficiency 0 (0%) 0 (0%)
Vomiting 0 (0%) 0 (0%)
WBC decreased 0 (0%) 0 (0%)
WBC increased 0 (0%) 0 (0%)
Table 4 : Occurrence of Grade 1 Events by Treatment Group

Event Vaccine (N = 33) Placebo (N = 16)
Abdominal cramps 1 (3.03%) 0 (0%)
Abdominal pain 5 (15.15%) 1 (6.25%)




Event Vaccine (N = 33) Placebo (N = 16)
Absolute neutrophil count, decreased 3 (9.09%) 1 (6.25%)
Acute sinusitis 0 (0%) 1 (6.25%)
ALT increased 3 (9.09%) 0 (0%)
Anxiety 1 (3.03%) 0 (0%)
Arthralgia 3 (9.09%) 0 (0%)
AST increased 4 (12.12%) 1 (6.25%)
Bilirubin total high 1 (3.03%) 0 (0%)
Blood eosinophils increased 1 (3.03%) 0 (0%)
Bradycardia 2 (6.06%) 0 (0%)
BUN increased 2 (6.06%) 1 (6.25%)
Campylobacter 0 (0%) 1 (6.25%)
Candida vaginitis 0 (0%) 2 (12.5%)
Chills 3(9.09%) 1 (6.25%)
Common cold 1 (3.03%) 1 (6.25%)
Constipation 0 (0%) 1 (6.25%)
Coryza 1 (3.03%) 1 (6.25%)
CPK increased 2 (6.06%) 4 (25%)
Creatine kinase 0 (0%) 0 (0%)
Creatine kinase high 1 (3.03%) 0 (0%)
Creatinine increased 1 (3.03%) 0 (0%)
Dermatitis 0 (0%) 0 (0%)
Diaphoresis 3 (9.09%) 1 (6.25%)
Diarrhea 1 (3.03%) 1 (6.25%)
Difficulty sleeping 1 (3.03%) 0 (0%)
Dry cough 2 (6.06%) 0 (0%)
Eczema 1 (3.03%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Elevated liver enzymes 1 (3.03%) 0 (0%)
Elevated serum creatinine 1 (3.03%) 0 (0%)
Eosinophilia 1 (3.03%) 0 (0%)
Erythema 30 (90.91%) 15 (93.75%)
Eyelid Stye 1 (3.03%) 0 (0%)
Fatigue 13 (39.39%) 4 (25%)
Fever 0 (0%) 2 (12.5%)
Feverish 6 (18.18%) 3 (18.75%)
Gastritis 0 (0%) 1 (6.25%)
Headache 13 (39.39%) 4 (25%)
Hematuria 2 (6.06%) 2 (12.5%)
Hemoglobin decreased 15 (45.45%) 5 (31.25%)
Hyperglycemia 2 (6.06%) 1 (6.25%)
Hypernatremia 6 (18.18%) 2 (12.5%)
Hypertension 1 (3.03%) 0 (0%)
Hypocalcemia 2 (6.06%) 0 (0%)
Hypoglycemia 4 (12.12%) 2 (12.5%)
Hypokalemia 2 (6.06%) 1 (6.25%)
Hyponatremia 1 (3.03%) 0 (0%)
Hypophosphatemia 3 (9.09%) 2 (12.5%)
Influenza 0 (0%) 0 (0%)
Injection site erythema 6 (18.18%) 1 (6.25%)
Injection site induration 1 (3.03%) 0 (0%)
Injection site itching 7 (21.21%) 0 (0%)
Injection site pain 15 (45.45%) 4 (25%)
Injection site pruritus 2 (6.06%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Injection site swelling 8 (24.24%) 0 (0%)
Injury 1 (3.03%) 0 (0%)
Insect bite 0 (0%) 1 (6.25%)
Iron deficiency anemia 0 (0%) 0 (0%)
Knee pain 1 (3.03%) 0 (0%)
Laryngitis 0 (0%) 1 (6.25%)
Local swelling 31 (93.94%) 15 (93.75%)
Lymph node tenderness 1 (3.03%) 0 (0%)
Lymphocyte count increased 1 (3.03%) 0 (0%)
Muscle ache 2 (6.06%) 0 (0%)
Muscle strain 1 (3.03%) 0 (0%)
Myalgia 8 (24.24%) 5 (31.25%)
Nasal congestion 3 (9.09%) 1 (6.25%)
Nausea 5 (15.15%) 2 (12.5%)
Neutrophil count decreased 5 (15.15%) 2 (12.5%)
Oral pain 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 1 (6.25%)
Productive cough 1 (3.03%) 0 (0%)
Pruritic rash 1 (3.03%) 0 (0%)
Pruritus 1 (3.03%) 0 (0%)
Rash 0 (0%) 2 (12.5%)
Rhinorrhea 1 (3.03%) 1 (6.25%)
Sinusitis 0 (0%) 0 (0%)
Skin hyperpigmentation 2 (6.06%) 0 (0%)
Skin induration 1 (3.03%) 0 (0%)
Sore throat 3 (9.09%) 1 (6.25%)




Event Vaccine (N = 33) Placebo (N = 16)
Systolic hypertension 1 (3.03%) 0 (0%)
Tenderness 1 (3.03%) 0 (0%)
Tooth extraction 0 (0%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%)
Upper respiratory tract infection 1 (3.03%) 0 (0%)
Urinary frequency 0 (0%) 1 (6.25%)
Urinary tract infection 0 (0%) 0 (0%)
Urine WBC increased 2 (6.06%) 0 (0%)
Urticaria 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%)
Vitamin D deficiency 1 (3.03%) 0 (0%)
Vomiting 1 (3.03%) 0 (0%)
WBC decreased 0 (0%) 2 (12.5%)
WABC increased 3 (9.09%) 1 (6.25%)
Table 5 : Occurrence of Grade 2 Events by Treatment Group

Event Vaccine (N = 33) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 1 (3.03%) 1 (6.25%)
Acute sinusitis 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Arthralgia 2 (6.06%) 0 (0%)
AST increased 0 (0%) 0 (0%)
Bilirubin total high 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%)
Bradycardia 0 (0%) 0 (0%)
BUN increased 1 (3.03%) 0 (0%)
Campylobacter 0 (0%) 0 (0%)
Candida vaginitis 0 (0%) 0 (0%)
Chills 3(9.09%) 0 (0%)
Common cold 0 (0%) 0 (0%)
Constipation 0 (0%) 0 (0%)
Coryza 1 (3.03%) 0 (0%)
CPK increased 7 (21.21%) 4 (25%)
Creatine kinase 0 (0%) 1 (6.25%)
Creatine kinase high 2 (6.06%) 0 (0%)
Creatinine increased 0 (0%) 0 (0%)
Dermatitis 0 (0%) 0 (0%)
Diaphoresis 1 (3.03%) 0 (0%)
Diarrhea 1 (3.03%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%)
Erythema 1 (3.03%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Eyelid Stye 0 (0%) 0 (0%)
Fatigue 3 (9.09%) 1 (6.25%)
Fever 1 (3.03%) 0 (0%)
Feverish 3 (9.09%) 0 (0%)
Gastritis 0 (0%) 0 (0%)
Headache 6 (18.18%) 0 (0%)
Hematuria 0 (0%) 2 (12.5%)
Hemoglobin decreased 5 (15.15%) 1 (6.25%)
Hyperglycemia 3 (9.09%) 2 (12.5%)
Hypernatremia 1 (3.03%) 1 (6.25%)
Hypertension 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%)
Hypoglycemia 1 (3.03%) 2 (12.5%)
Hypokalemia 2 (6.06%) 1 (6.25%)
Hyponatremia 0 (0%) 0 (0%)
Hypophosphatemia 4 (12.12%) 1 (6.25%)
Influenza 1 (3.03%) 0 (0%)
Injection site erythema 4 (12.12%) 0 (0%)
Injection site induration 0 (0%) 0 (0%)
Injection site itching 0 (0%) 0 (0%)
Injection site pain 2 (6.06%) 1 (6.25%)
Injection site pruritus 0 (0%) 0 (0%)
Injection site swelling 1 (3.03%) 0 (0%)
Injury 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%)
Iron deficiency anemia 1 (3.03%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Knee pain 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%)
Local swelling 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%)
Myalgia 2 (6.06%) 1 (6.25%)
Nasal congestion 0 (0%) 0 (0%)
Nausea 1 (3.03%) 0 (0%)
Neutrophil count decreased 1 (3.03%) 1 (6.25%)
Oral pain 1 (3.03%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%)
Pruritic rash 1 (3.03%) 0 (0%)
Pruritus 0 (0%) 0 (0%)
Rash 0 (0%) 0 (0%)
Rhinorrhea 0 (0%) 0 (0%)
Sinusitis 1 (3.03%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%)
Sore throat 2 (6.06%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%)
Tooth extraction 1 (3.03%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Upper respiratory tract infection 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%)
Urinary tract infection 0 (0%) 0 (0%)
Urine WBC increased 0 (0%) 0 (0%)
Urticaria 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%)
Vitamin D deficiency 0 (0%) 0 (0%)
Vomiting 1 (3.03%) 0 (0%)
WBC decreased 0 (0%) 1 (6.25%)
WBC increased 0 (0%) 0 (0%)
Table 6 : Occurrence of Grade 3 Events by Treatment Group

Event Vaccine (N = 33) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 1 (3.03%) 1 (6.25%)
Acute sinusitis 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%)
Arthralgia 0 (0%) 0 (0%)
AST increased 0 (0%) 0 (0%)
Bilirubin total high 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%)
Bradycardia 1 (3.03%) 0 (0%)
BUN increased 0 (0%) 0 (0%)
Campylobacter 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Candida vaginitis 0 (0%) 0 (0%)
Chills 0 (0%) 0 (0%)
Common cold 0 (0%) 0 (0%)
Constipation 0 (0%) 0 (0%)
Coryza 0 (0%) 0 (0%)
CPK increased 1 (3.03%) 3 (18.75%)
Creatine kinase 0 (0%) 0 (0%)
Creatine kinase high 0 (0%) 1 (6.25%)
Creatinine increased 0 (0%) 0 (0%)
Dermatitis 1 (3.03%) 0 (0%)
Diaphoresis 0 (0%) 0 (0%)
Diarrhea 0 (0%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%)
Erythema 0 (0%) 0 (0%)
Eyelid Stye 0 (0%) 0 (0%)
Fatigue 0 (0%) 0 (0%)
Fever 0 (0%) 0 (0%)
Feverish 0 (0%) 0 (0%)
Gastritis 0 (0%) 0 (0%)
Headache 0 (0%) 0 (0%)
Hematuria 2 (6.06%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Hemoglobin decreased 0 (0%) 0 (0%)
Hyperglycemia 0 (0%) 0 (0%)
Hypernatremia 1 (3.03%) 0 (0%)
Hypertension 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%)
Hypoglycemia 2 (6.06%) 1 (6.25%)
Hypokalemia 0 (0%) 1 (6.25%)
Hyponatremia 0 (0%) 0 (0%)
Hypophosphatemia 0 (0%) 0 (0%)
Influenza 0 (0%) 0 (0%)
Injection site erythema 1 (3.03%) 0 (0%)
Injection site induration 0 (0%) 0 (0%)
Injection site itching 1 (3.03%) 0 (0%)
Injection site pain 0 (0%) 0 (0%)
Injection site pruritus 0 (0%) 0 (0%)
Injection site swelling 0 (0%) 0 (0%)
Injury 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%)
Iron deficiency anemia 0 (0%) 0 (0%)
Knee pain 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%)
Local swelling 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Myalgia 0 (0%) 0 (0%)
Nasal congestion 0 (0%) 0 (0%)
Nausea 0 (0%) 0 (0%)
Neutrophil count decreased 0 (0%) 0 (0%)
Oral pain 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%)
Pruritic rash 1 (3.03%) 0 (0%)
Pruritus 0 (0%) 0 (0%)
Rash 0 (0%) 1 (6.25%)
Rhinorrhea 0 (0%) 0 (0%)
Sinusitis 0 (0%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%)
Sore throat 0 (0%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%)
Tooth extraction 0 (0%) 0 (0%)
Torn bicep tendon 1 (3.03%) 0 (0%)
Upper respiratory tract infection 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%)
Urinary tract infection 1 (3.03%) 1 (6.25%)
Urine WBC increased 0 (0%) 0 (0%)
Urticaria 1 (3.03%) 0 (0%)
Vertigo 0 (0%) 1 (6.25%)
Vitamin D deficiency 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Vomiting 0 (0%) 0 (0%)
WBC decreased 0 (0%) 0 (0%)
WBC increased 0 (0%) 0 (0%)
Table 7 : Occurrence of Grade 4 Events by Treatment Group
Event Vaccine (N = 33) Placebo (N = 16)
Abdominal cramps 0 (0%) 0 (0%)
Abdominal pain 0 (0%) 0 (0%)
Absolute neutrophil count, decreased 0 (0%) 0 (0%)
Acute sinusitis 0 (0%) 0 (0%)
ALT increased 0 (0%) 0 (0%)
Anxiety 0 (0%) 0 (0%)
Arthralgia 0 (0%) 0 (0%)
AST increased 0 (0%) 0 (0%)
Bilirubin total high 0 (0%) 0 (0%)
Blood eosinophils increased 0 (0%) 0 (0%)
Bradycardia 0 (0%) 0 (0%)
BUN increased 0 (0%) 0 (0%)
Campylobacter 0 (0%) 0 (0%)
Candida vaginitis 0 (0%) 0 (0%)
Chills 0 (0%) 0 (0%)
Common cold 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Constipation 0 (0%) 0 (0%)
Coryza 0 (0%) 0 (0%)
CPK increased 2 (6.06%) 0 (0%)
Creatine kinase 0 (0%) 0 (0%)
Creatine kinase high 0 (0%) 0 (0%)
Creatinine increased 0 (0%) 0 (0%)
Dermatitis 0 (0%) 0 (0%)
Diaphoresis 0 (0%) 0 (0%)
Diarrhea 0 (0%) 0 (0%)
Difficulty sleeping 0 (0%) 0 (0%)
Dry cough 0 (0%) 0 (0%)
Eczema 0 (0%) 0 (0%)
Elevated liver enzymes 0 (0%) 0 (0%)
Elevated serum creatinine 0 (0%) 0 (0%)
Eosinophilia 0 (0%) 0 (0%)
Erythema 0 (0%) 0 (0%)
Eyelid Stye 0 (0%) 0 (0%)
Fatigue 0 (0%) 0 (0%)
Fever 0 (0%) 0 (0%)
Feverish 0 (0%) 0 (0%)
Gastritis 0 (0%) 0 (0%)
Headache 0 (0%) 0 (0%)
Hematuria 0 (0%) 0 (0%)
Hemoglobin decreased 0 (0%) 0 (0%)
Hyperglycemia 0 (0%) 0 (0%)
Hypernatremia 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Hypertension 0 (0%) 0 (0%)
Hypocalcemia 0 (0%) 0 (0%)
Hypoglycemia 0 (0%) 0 (0%)
Hypokalemia 0 (0%) 0 (0%)
Hyponatremia 0 (0%) 0 (0%)
Hypophosphatemia 0 (0%) 0 (0%)
Influenza 0 (0%) 0 (0%)
Injection site erythema 0 (0%) 0 (0%)
Injection site induration 0 (0%) 0 (0%)
Injection site itching 0 (0%) 0 (0%)
Injection site pain 0 (0%) 0 (0%)
Injection site pruritus 0 (0%) 0 (0%)
Injection site swelling 0 (0%) 0 (0%)
Injury 0 (0%) 0 (0%)
Insect bite 0 (0%) 0 (0%)
Iron deficiency anemia 0 (0%) 0 (0%)
Knee pain 0 (0%) 0 (0%)
Laryngitis 0 (0%) 0 (0%)
Local swelling 0 (0%) 0 (0%)
Lymph node tenderness 0 (0%) 0 (0%)
Lymphocyte count increased 0 (0%) 0 (0%)
Muscle ache 0 (0%) 0 (0%)
Muscle strain 0 (0%) 0 (0%)
Myalgia 0 (0%) 0 (0%)
Nasal congestion 0 (0%) 0 (0%)
Nausea 0 (0%) 0 (0%)




Event Vaccine (N = 33) Placebo (N = 16)
Neutrophil count decreased 0 (0%) 0 (0%)
Oral pain 0 (0%) 0 (0%)
Peripheral neuropathy 0 (0%) 0 (0%)
Productive cough 0 (0%) 0 (0%)
Pruritic rash 0 (0%) 0 (0%)
Pruritus 0 (0%) 0 (0%)
Rash 0 (0%) 0 (0%)
Rhinorrhea 0 (0%) 0 (0%)
Sinusitis 0 (0%) 0 (0%)
Skin hyperpigmentation 0 (0%) 0 (0%)
Skin induration 0 (0%) 0 (0%)
Sore throat 0 (0%) 0 (0%)
Systolic hypertension 0 (0%) 0 (0%)
Tenderness 0 (0%) 0 (0%)
Tooth extraction 0 (0%) 0 (0%)
Torn bicep tendon 0 (0%) 0 (0%)
Upper respiratory tract infection 0 (0%) 0 (0%)
Urinary frequency 0 (0%) 0 (0%)
Urinary tract infection 0 (0%) 0 (0%)
Urine WBC increased 0 (0%) 0 (0%)
Urticaria 0 (0%) 0 (0%)
Vertigo 0 (0%) 0 (0%)
Vitamin D deficiency 0 (0%) 0 (0%)
Vomiting 0 (0%) 0 (0%)
WBC decreased 0 (0%) 0 (0%)
WBC increased 0 (0%) 0 (0%)




Table 8 : Occurrence of Max Grade Events Per Subject which are Unrelated to Treatment by Treatment Group
Note : In Tables 8-12, multiple occurrences of the same max grade event type with different relatedness are included in the respective table

Vaccine (N = 33) Placebo (N = 16)

Event No Sx Grade O | Grade1l | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Grade1l | Grade2 | Grade 3 | Grade 4
Abdominal cramps ?926.97% | 00%) (13_03%) 00%) |0(0%) | 0% (11600% ) |o©6) 0w [o@s 0w |ow©%)
Abdominal pain 33 15 1 0 0 0

ooy |00 | 00%) | 00%) [00%) | 00%) | 1657500 | 00%) | (5o50p |0©@® |00%) | 0(%)
Absolute neutrophil | 31 1 1 15 0 1 0
count, decreased 93.94%) | °O%) | 3030) | OO%) | (3030) | ©O%) | (937505 | OO%) | 0(0%) 1 0(0%) | 050, | 00%)
Acute sinusitis ?300% , 0w 0w 0w oW |00 (11600% , 0w 0w 0w 00w |00
ALT increased ?91&9 105y | 0(0%) ?6_06% SLCOMCICORMEICD (1{500% , Joew oW 0w 00w |00
Anxiety ?5697% |0 (13_03% SLCOMCICOREICD (1{500% , 0w 0w 0w 00w |00
Arthralgia ?1300% , Joew 0w 0w oW |00 (1{500% , Joew 0w 0w 00w |00
AST increased 29 4 15 1

@780 | 00 | (12100 | 06 [00%) | 00%) | (5o | 00%) | (5os0y |00%) |00%) | 0(0%)
Bilirubin total high ?926.97% | 00%) (13_03% ) |08 0w |oow (1{500% , 0@ 0@ 0% |00%) |00%
Blood eosinophils 32 1 16
Blood eosinop 065796 | 00 | (3a0p) |00 [00%) |00%) | pope [00%) |00%) 0% |0©%) | 0%
Bradycardia 31 1 1 16

y 3046 | 00 | 3oz |90 | Gossy |00 | oogy | 0% |00%) 0% |0©%) |00

BUN increased 32 1 15 1 0 0

o6.0796) | 00 | 00%) | (3oa [00%) | 00%) | 165500 | 00%) | (550 |00 |00%) | 0(0%)
Campylobacter ?1300% )o@ 0w |o@s |o@w |o0% (153_75% | 0%) (16_25% , |00 oW |oon)
Candida vaginitis ?300% )o@ 0w |o@s |o@w |o0% (11600% ) 0@ 0w 0@ |o0%) 0@
Chills 32 oo%w) |t 00%) |00©%) |0©%) |18 00%) |00%) |00%) |00%) |0(0%)

(96.97%) (3.03%) (100%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade3 | Grade4 | No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4
Common cold ?1300% ) |00%) |0(©%) |0(0%) |0(%) |0(0%) (11600% y | 0(0%) [0(0%) |0(0%) |0(0%) |0(0%)
Constipation ?1300% , 00w [0 0% [00w |00w (15’3_75% | 00%) (16_25% ) |06 0w |oow
convze ?913.94%) 0 (0%) (13.03%) (13.03%) 0(0%) | 0(0%) (153.75%) 0 (0%) (16.25%) 0(0%) | 0(O%) | 0(0%)
CPiinereased ?54.85%) 0(0%) | 0(0%) ?9.09%) (13.03%) (13.03%) (152.5%) 0 (0%) (16.25%) (212.5%) ?18.75%) 0 (0%)
Creatine kinase ?300% ) |00%) |0@©%) |0(0%) |0(%) |0(0%) (11600% y | 0(0%) [ 0(0%) |0(0%) |0(0%) | 0(0%)
Creatine kinase high ?913 a1 | 0(0%) | 0(0%) ?6_06% BLCORED (1{500% ) |08 [o0w [0@%) |0@%) |0(O%)
Creatinine noreased | &% 706y | 000 | (s0ay) |00 |00%) |00%) | ey [000) [00%) 00w |o@%) |o0w
Dermatitis ?1300%) 0 (0%) 0 (0%) 0 (0%) 0(0%) | 0(0%) (1f0 0%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
Diaphoresis ?56 o755) | 0 (0%) (13_03% ) |06 0w |oow (1{500% ) |ow) 0@ |o©w) |0@%) |00%)
Diarrhea 06,0796 | 0O [00%) | (5o [00%) [00%) | (a5 | 0O | (62506 |0O%) |00%) | 0(0%)
Difficulty sleeping ?926 0799 | 0% | (30305 | 00%) | 00%) | 0(0%) (11600% ) | 0% [o@® 0@k |o©%) 00w
Dry cough w304 | 0O | (Goey |08 [00%) [00%) | (foo | 00%) |00%) |00%) |00%) |00%)
Eczema o597 | 0O | oso | 0% [00%) [00%) | (foo | 00%) |00%) |00%) |00%) |00%)
eErlleZ)\;?;(aeg liver ?1300%) 0% |0(0%) |0©% |00% |o00O% (1160 oy | 0% |00%) |00%) |0(0%) |0(%)
Elevated serum to6.0796) | 0% | oz | 0% [00%) | 00%) | (e |00%) |00%) |0@%) |00%) |0©%)
Eosinophilia ?500% ) |o%) 0@k |o@w) 0% |00%) (11600% ) |o@®) 0@ |o©w) |0@%) |00%)
Erythema ?500%) 00%) |00% |00%) |0@©%) |0(0%) (1160 0 | 00%) | 0(0%) | 0(0%) |0(0%) | 0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0 | Grade1l | Grade2 | Grade3 | Grade4 | No Sx GradeO | Gradel | Grade 2 | Grade 3 | Grade 4
Eyelid Stye ?1300%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%)
Fatigue ooy |00 [000%) | 0(0%) [00%) |00%) | (57505 | OO | (62506 |OO%) |00%) |00%)
Fever ?1300%) 0(0%) |[0(0%) |0(0%) |0(0%) |0 (0%) (11600%) 0(0%) |0(0%) |0(0%) |[0(0%) |0(0%)
Feverish ?56.97%) 0 (0%) (13_03%) 0(0%) |0(0%) |o0(0%) (1953_75%) 0 (0%) (16_25%) 00%) |0(0%) |0 (0%)
Gastritis Coosy | 0©%) | 00%) | 00%) | 00%) | 000%) | 03750 | 0% | o505y |00 |00%) |0(0%)
Headache 009196 | 9% | Gogw) | o |08 |00%) | i |00%) [00%) 0@ |00%) |00%)
Hematuria @589 | 2 | Gogw |9 | Gogw | 0O | 03753 | 0O | g0y | 00 |00%) |0(0%)
oot ?(59)97%) 0 (0%) ?18.18%) ?12.12%) 0(0%) | 0(0%) (151.25%) 0 (0%) ?12.5%) (16.25%) 0(0%) | 0(0%)
Hyperglycem-ia 000196 | 0O [00%) | (gogey [00%) [00%) | gy |00%) | 00%) | (pen [00%) | 00%)
rypernattemsa (2871.82%) 0 (0%) ?12.12%) (13.03%) (13.03%) 0 (0%) (1517-5%) 0 (0%) (212-5%) 0@ |00 |90%
Hypertension ?56.97% ) 0 (0%) (13_03%) 0(0%) | 0(0%) | 0(0%) (11600%) 0(0%) |0(0%) |0(0%) |[0(0%) |0(0%)
Hypocalcemia ?33.94%) 0 (0%) ?6_06%) 0(0%) | 0(0%) | 0(0%) (11600%) 0(0%) |0(0%) |0(0%) |[0(0%) |O0(0%)
Hypoglyce@a ?884.85%) 0 (0%) ?9.09%) 0 (0%) (26.06%) 0 (0%) (151.25%) 0 (0%) (16.25%) (16.25%) (16.25%) 0(0%)
Hypokalemia ?913.94%) 0 (0%) (13_03%) (13_03%) 00%) | 0(0%) (1517_5%) 0 (0%) (16_25%) (16_25%) 0(0%) | 0(0%)
Hyponatremia ?1300%) 00%) |0(0%) |0(0%) |00%) |O0(O%) (11600% ) 0(0%) |0(%) |0(0%) |0(0%) |O0(0%)
rypophosphatemia ?884.85%) 0 (0%) (13.03%) ?12.12%) 0(0%) | 0(0%) (153.75%) 0(0%) | 0(0%) (16.25%) 0(0%) | 0(0%)
Influenza ?500%) 00%) |00% |00%) |0@©%) |0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade O | Grade1l | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Grade1l | Grade?2 | Grade 3 | Grade 4
'e?;etﬁg%”as'te ?1300% , 00w [0 0% [00% |00w (11600% ) | 0©n) |o@s) 0% |00%) |00%
Injection site 33 16
nicction ooy | 0% | 00%) | 00%) [00%) |00%) | oy |00%) |00%) 0% |00%) | 0%
Injection site itching ?1300% , 00w [0 0% [00% |00w (11600% ) | 0©n) |o@s) 0% |00%) |00%
Injection site pain ?300% , 00w 0@ 0% [00% |00w (11600% )| 0©®) 0@ 0% |00%) |00%
Injection site pruritus ?300% , 0w 0w 0w |ow |00w) (11600% , 0w 0w 0w [o@w) |00
l&iﬁf’ﬁ; site ?1300% , oW 0w 0w oW |00 (1{500% , 0w 0w 0w 00w |00
Injury ?5697% |0 (13_03% SLCOMCICOREICD (1{500% , Joew oW 0w 00w |00
Insect bite 33 15 1

Goosy |00 | 00%) [ 00%) [00%) | 00%) | o550 | 0% | 5a5s |0@® |00%) | 0(%)
Iron deficiency 32 1 16
Iron de 6079 | 06 [00®) | o [00%) [ 00%) | (g |00 [00%) |0@%) |00%) |00%)
Knee pain ?56 o755) | 0 (0%) (13_03% ) |06 0w |oow (1{500% ) 0@n) |o@e) 0% |00%) |00%)
Laryngitis 33 15 1

ooy |00 | 00%) | 00%) [00%) | 00%) | 1657500 | 00%) | (550 |0©@ |00%) | 0(%)
Local swelling ?1300% )o@ 0w |o@s |o@w |o©% (11600% ) |06 0w [o@s 0% |ow©%
Lymph node 32 1 16
Lymeh no 065796 | 00 | 3z |00 [00%) |00%) | pope [00%) |00%) 0% |0©%) | 0%
Lymphocyte count 32 1 16
Lymphoc 065796 | 00 | (330 |00 [00%) |00%) | pope [00%) |00%) [0©%) |0©%) | 0%
Muscle ache 33 16

. ooy |00 | 00%) | 00%) [00%) |00%) | oy |00%) |00%) 0% |0©%) | 0%

Muscle strain ‘3326 o755) | 0 (0%) (13_03% ) |06 0w |oow (11600% ) 0@n) |o@s 0% |00%) |00%
Myalgia 33 15 1

ooy | 06 [00%) | 00%) [00%) |00%) | 5y | 00%) | a5y |00%) |00%) | 0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0 | Gradel | Grade?2 | Grade3 | Grade 4 | No Sx GradeO | Gradel | Grade?2 | Grade3 | Grade 4
Nasal congestion 05,976 | 0O | oz |08 [00%) [00%) | (57506 | 00 | (62506 | 00%) |00%) | 0(0%)
Nausea ?1300% ) |o©%) 0@ |o©w) 0% |00%) (15’3_75% | 00%) (16_25% ) [00w) 0% |o@0w
eeaed | @79 | °©@ | woowy | oz | 0@ 000 | gre |00 | (ose |00W |00 |00
Oral pain o507y | 0O [000%) | (5o [00%) [00%) | (fpo | 00%) |00%) |00%) |00%) |0(0%)
E:Sr%*;zrt?]'y ?300% , [0 0w 0@ 0% |00% (11600% ) | 000%) | 0(0%) |0(0%) |0(0%) |0(0%)
Productive cough ?56 979%) 0 (0%) (13_ 03%) 0(0%) | 0(0%) | 0(0%) (1500% ) 0(0%) |0(0%) |0(0%) |0(0%) |O0(0%)
Pruritic rash ?1300% ) |00%) |0(0%) | 0(0%) | 0(0%) |0(0%) (1500% ) | 0(%) | 0(0%) | 0(0%) |0(0%) |0(0%)
Pruritus ?1300%) 0% |0@©% |00% |0@%) |o0@©%) (1f0 o) | 0O%) [000%) | 0(0%) |0(0%) | 0(0%)
Rash 33 0(0%) | 0(0%) 0 (0%) 0(0%) | 0(0%) 15 0(0%) | 0(0%) 0 (0%) L 0 (0%)
_ (100%) (93.75%) (6.25%)
Rhinorrhea ?56 o756y | © 0% (13.03% , 0w 0w 0% (15’3_75% )| 0%) (16_25% ) |o@n [oow | oow
Sinusitis o507y | 0O [000%) | (5o [00%) [00%) | (jgo | 00%) |00%) |00%) |00%) |0(0%)
ﬁ)lj:)r;rpigmentation ?1300%) 0(0%) |0(0%) 0(O%) |0(0%) 0% (11600%) 0% |00 o0 o0 008
Skin induration Cooy |00 [000%) | 0(0%) |00%) [00%) | (7o |00%) |00%) |00%) |00%) |00%)
sore throat ?913.94%) 0 (0%) (13.03%) (13.03%) 0(0%) | 0(0%) (1953.75%) 0 (0%) (16.25%) 0(0%) | 0(O%) | 0(0%)
Systolic hypertension ?56 0790 | 0O | (30305 | 00%) | 00%) | 0(0%) (11600% ) |06 [o0w [0@©% |0@%) | 0%
Tenderness ?500% ) |o%) 0@k |o@w) 0% |00%) (11600% ) |00%) |0(0%) |0(0%) |0(%) |0(0%)
Tooth extraction ?56 o795) | 0 0%) | 0(0%) (13_03% B LICORICD (11600% ) 0©n) |o@s) 0% |00%) |00%




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade O | Grade1l | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Grade1l | Grade?2 | Grade 3 | Grade 4
Torn bicep tendon 32 1 16

o6.07) | 0©%) [ 00%) [ 00%) | 3030 | 00%) | (fogey | 0% |00%) | 0@%) |00%) |00%)
Upper respirator 32 1 16
wact infection 96.97%) | © %) | (30305 | 0% | 00%) | 0(0%) | q5q9 |00%) |0(0%) 0(0%) |0(0%) | 0(0%)
Urinary frequency ?1300% , 00w [0 0% [00% |00w (11600% ) | 0©n) |o@s) 0% |00%) |00%
Urinary tract 32 1 16
Driney | 6,07y | 0O | 00%) [ 00%) | 3030 | 00%) | (fogey | 0% |00%) | 0©%) |00%) |0(0%)
Urine WBC 31 2 16
Drine W 030196 | 0@ | (coeo |0©O%) | 00%) | 00%) | (jroge |00%) |00%) |0©0%) |0(0%) | 0(0%)
Urticaria ?1300% , Joew 0w 0w oW |00 (1{500% , 0w 0w 0w 00w |00
Vertigo ?1300% , 0w 0w 0w oW |00 (1{500% , Joew oW 0w 00w |00
Vitamin D 32 1 16
deficioncy 06,97 | OO0 | (303, |00%) |00%) | 00%) | i |00%) |00%) |0©%) |00%) |0(0%)
Vomiting ?1300% , 0w [o@e 0% [00W |00w (1{500% ) 0@n) |o@s 0% |00%) |00%)
WBC decreased 33 15 1

ooy | 00%) |00 | 00%) [00%) | 00%) | iG55y |00%) | 00%) | (goey |00%) | 00%)
WBC increased 31 2 15 1

Ga.0a) | OO | Gogyy |0©O%) | 00%) | 00%) | gioer | 00%) | 5oy |00 |00%) | 0(0%)

Table 9 : Occurrence of Max Grade Events Per Subject which are Unlikely Related to Treatment by Treatment




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0 | Gradel | Grade?2 | Grade3 | Grade4 | No Sx GradeO | Gradel | Grade?2 | Grade3 | Grade 4
Abdominal cramps ?1300% ) |0%) [0(0%) |0(0%) | 0(0%) |0(0%) %1600% ) [0%) 0(0%) |0(0%) |0(%) |0(%)
Abdominal pain ?913 a55) | 0 0%) ?6.06%) 0(0%) | 0(0%) |0(0%) %1600% , [oow oo |06 0% [o00w
St entst™ || 209 | fomg [909_|009 009 |l [0 |009 (om0 |oww_|own
Acute sinusitis ?300% ) |0%) [0(0%) |0(0%) | 0(0%) |0(0%) %;’3_75% ) | 0(0%) (16_25% ) |00%) | 0(0%) | 0(0%)
ALT increased ?300% ) [000%) | 0@©%) |0(0%) |0(0%) |0(O%) (11600% y | 000%) | 0(0%) | 0(0%) |0(0%) | 0(0%)
Anxiety ?1300% , |o©w) 0@ 0% |0©%) 00w (1{300% ) |0@n) |o@s 0w 0w |0©%)
Arthralgia ?1300%) 00% |00%) |00% |00©% | 0% (1f0 o) | 00%) | 00%) | 0(0%) |0©%) |0(0%)
AST increased ?1300% ) |000%) [0(0%) | 0(0%) | 0(0%) |0(0%) (1{300% ) | 0(0%) 1 0(0%) | 0(0%) |0(0%) | 0(0%)
Bilirubin total high ?1300% ;|06 0w |o@6 |o©w |06 (1{300% , |0@n) 0w 0@ |0©%) |o00%)
moreasd | Soony | 06 [00%) | 0(0%) [00%) | 00%) | oy |00%) [00%) |0©%) |0@0%) |00%)
Bradycardia ?1300%) 0(0%) |0(0% |0(0%) |0@©%) |o0@©%) (1160 oy | 0% |0(0%) [0(0%) |0(0%) | 0(0%)
BUN increased ?926 o795 | © %) (13_ o0 | 00%) | 0(0%) | 0(0%) (11600% ) | 00%) |0(0%) |0(0%) |0(0%) |0(0%)
Campylobacter ?1300%) 0(0%) |0(0%) |0(0%) |0(0%) |O0(0%) (11600% ) 0(0%) |0(%) |0(0%) |0(0%) |O0(0%)
Candida vaginitis ?1300% ) |0©w) 0@ 0% |00%) 0% (1;‘7. s | 0 (0% ?12. s06) | 0% | 00%) | 0(%)
Chills ?500% , 0% |0@e) [o©w) 0% |00%) (153.75% | 00%) (16_25% ) [0 | o@%) | 0(0%)
Common cold ?56 o796 | 0O | (3030 | 0% | 00%) | 0(0%) (11600% ) |06 |[o©w [oow [o@® |o@©%
Constipation ?foo%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (1{30 0%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0 | Gradel | Grade?2 | Grade3 | Grade4 | No Sx GradeO | Gradel | Grade?2 | Grade3 | Grade 4
Coryza ?1300% , |o@%) 0@k [oEw 0% |0@0%) %1600% ) |00%) [0(0%) |0(0%) |0(0%) |0(0%)
CPIC nereased ?913.94%) 0(0%) | 0(0%) (13.03%) 0 (0%) (13.03%) %53.75%) 0(0%) | 0(0%) (16.25%) 0(0%) | 0(0%)
Creatine kinase ?1300%) 0(0%) |0(0%) |0(0%) |O0(0%) |0 (0%) %953 75%) 0(0%) | 0(0%) (16. 259%) 0(0%) | 0(0%)
Creatine kinase high ?1300%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0 (0%) %;’3.75% ) 0(0%) | 0 (0%) 0 (0%) (16.25% ) 0 (0%)
Creatinine increased ?300% , [0 0% [0©w) 0% |00% (11600% ) |000%) | 0(0%) |0(0%) |0(0%) |0(0%)
Dermatitis ?56.97%) 0(0%) | 0 (0%) 0 (0%) (13.03%) 0 (0%) (1{50 0%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
Diaphoresis ?56 o79%) | 0 %) (13_03% ) | 0(0%) | 0(0%) | 0(0%) (1{300% y | 0% | 0(0%) | 0(0%) |0(0%) |0(0%)
Diarrhea Goosey | 00%) | 00%) | 0(0%) | 00%) |0(0%) | iy |00%) |00%) |00%) |00%) |00%)
Difficulty sleeping ooy |00 [00%) |00%) [00%) |00%) | ey | 0% |00%) [00%) [0©%) |0©%)
Dry cough ?fOO%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (1160 0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Eczema ?1300%) 0(0%) |0(0% |0(0%) |0@©%) |o0@©%) (11600% ) | 00%) | 0(0%) |0(0%) |0(0%) |0(0%)
e et Cooy |00 [00%) | 00%) [00%) [00%) | ey |00%) |00%) [00%) [0©%) |0(0%)
E::E;/t?;eigeserum ?1300%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0(0%) (1160 09%) 0(0%) |0(0%) |0(0%) |0(0%) | O0(0%)
Eosinophilia ?1300%) 00%) |0(0%) |0(0%) |0@©%) |o0@©%) (1160 oy | 0% |0(0%) [0(0%) |0(0%) | 0(0%)
Erythema (212 | 0O | Toragny [ 000 [00%) | 00%) | (coce [00%) | (537500 | 0©%) |00%) | 0(0%)
Eyelid Stye ?56 o796 | 0 (0%) (13_03% ) | 00%) | 0©%) | 00%) (11600% ) |00 0@ |00%) [00%) |0(0%)
Fatigue ?56 o755) | 0 (0%) (13_03% ) |08 oo |oow (195375% |0 (16_25% ) |06 o8 |oow




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade O | Grade1l | Grade2 | Grade3 | Grade4 | No Sx GradeO | Grade1l | Grade2 | Grade 3 | Grade 4
Fever ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , om0 |06 0% [o00w
Feverish 32 1 15 1

06.5796) | 00 | (300 |00 [00%) | 00%) | g5 | 00%) | (gomsy [00%) [00%) | 0(0%)
Gastritis ?1300% ) 0@ |o@6 0% |00%) 0% %1600% , om0 |06 0% [o00w
Headache 32 1 14 2

065796 | 00 | a0 |00 [00%) |00%) | gy |00%) | (pg |00 [00%) | 00%)
Hematuria 32 1 14 2

o076y | 0O [00%)  [00%) | 3om |00 | (g5 |00 | 00%) | (pgy |00 | 00%)
Hemoglobin 27 5 1 14 2
decreased 81.82%) | ©O%) | (151506) | (3.0306) | Q%) | 0(0%) | g7 505y | 00%) | (15505 |0(0%) | 0(0%) | 0(0%)
Hyperglycemia ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Hypernatremia 32 1 15 1

0697 | 0O | 3oaye |0©0%) [00%) [00%) | (537500 | 00%) | 00%) | goge |00%) | 0(0%)
Hypertension ?1300% ) o@n) [o@a) |[0@%) |00%) |0©%) (1{500% , 0w oo |06 0% [o0w
Hypocalcemia ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Hypoglycemia ?1300% ) |0©w) 0@ [0@©%) |00%) |00%) (11600% , 00w |oEw |0 0% [o00w
Hypokalemia 31 0 1 1 0 0 15 o o 0 1 0

93.94%) | °O%) | (30306) | (3.03%) | Q%) | 00O%) | 93750 [ 00%) | 0(0%) 1 0(0%) | o5 |0(0%)
Hyponatremia 32 1 16

06.07%) | 0O | 3oz |0©O%) [00%) [00%) | oy |00%) |00%) |00%) |0©%) | 0%
Hypophosphatemia 33 15 1

ooy | 0% [00%) [00%) [00%) |00%) | (53750 | 0O%) | (5506 | 0% |00%) | 0(%)
Influenza 32 1 16

o607 | 0O [00%) | 5ose [00%) [00%) | oy | 00%) |00%) |0(0%) |0©%) | 0%
'err‘ifif]te'r‘]’q”as”e ?500% ) o@n) [o@a |0@%) |00%) |0©%) (11600% , 0w 0w |06 |08 [o0w
Injection site 33 16
Injection ooy | 00%) | 00%) | 00%) [00%) |00%) | ey |00 [00%) 0% [0©%) |0@%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0 | Grade1l | Grade2 | Grade3 | Grade 4 | No Sx Grade O | Gradel | Grade 2 | Grade 3 | Grade 4
Injection site itching ?1300% , [oew [oew 0w 00w |o0w %1600% o (0w 0% |00%) |00%)
Injection site pain ?1300% , oo o 0w 00w |o0w %1600% o (0w 0% |00%) |00%)
Injection site pruritus ?1300% , oo [oew 0w oo |o0w %1600% o (0w 0% |00%) |00%)
;w:ﬁﬁ'ﬁg site ?300% , (oo 0w 0w 00w |o0w %1600% Lo (0% 0% |00%) |00%)
Injury ?300% , 0% |0@e) [0©w) |0@w) |0(%) (11600% , |0@®) 0@ 00w |00%) |0(0%)
Insect bite ?1300% , 0% |0@e) [0©w) |0@%) |0(%) (1{300% , |0@%) 0@ |0©%) |00%) |00%)
tron deficiency ?1300% , 0% |0@e) [0©w) |0@%) |0(%) (1{300% , |0@%) 0@ 00w |00%) |00%)
Knee pain ?1300% ) |0©%) |0@%) [0©w) |0@%) |0(%) (1{300% , |0@%) 0@ |0©%) |00%) |0@%)
Laryngitis ?1300% , oo o 0w oo |oow (1{500% Lo (0% 0% |00%) |00%)
Local swelling fa o) | 0O ?913_9 aoiy | 00%) | 0(0%) | 0(0%) (1625% WLICD (15’3_75% )00 0@ | 00%)
Lymph node ?1300% , [oew oW 0w 00w |o0w (11600% Lo (0% |[00%) |00%) |00%)
Lymphocyte count ?1300% , [oew oW 0w 00w |o0w (11600% Lo (0% |00%) |00%) |00%)
Muscle ache ?1300%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0(0%) (11600% ) 0(0%) |0(0%) |0(0%) |0(0%) | O0(0%)
Muscle strain ?1300%) 00%) |0(0%) |0(0%) |0(@©%) |0(0%) (11600% ) 0(0%) |0(%) |0(0%) |0(0%) |O0(0%)
Myalgia ?300% , 0w 0w 0w |00%) |o0w (1517.5% WLICD (212_5% SLCONEICOMEICD
Hasaloongestion 1 8 s 0y | 00 | Goguy | 00 [00%) | 00%) | (g |00%) [00%) |0©%) |0@©%) |o00%)
Nausea ?go o106) | © 0% 56_06% ) (13_03% , [0 |oow (11600% Lo (0% 0% |00%) |00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade O | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4
gleecurtergs%r:d” Fount ?926.97%) 0 (0%) (13.03%) 0(0%) | 0(0%) | 0(0%) %53.75%) 0(0%) | 0(0%) (16.25%) 0(0%) | 0(0%)
Oral pain ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |0 0% [o00w
Eg&ir%*gtﬂy ?1300% ) |06 0w 0@ |o0©w |08 %53.75% | 00%) (16_25% ) |0@w) |oEw |oow
Productive cough ?300% ) |06 0w 0@ |0©w |08 %1600% ) 0@ 0w 0@ |00%) |o00%)
Pt s ?80.91%) 0 (0%) (13.03%) (13.03%) (13.03%) 0 (0%) (11600%) 0(0%) | 0(0%) |0(0%) |0(0%) |0(0%)
Pruritus ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Rash ?1300% , [oew oW 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Rhinorrhea ?5697% | 00%) (13_03% ) |08 oW 00w (1{300% ,|0@n) |o@6 0w [0©w |0©%)
Sinusitis ?1300% ;|06 0w |o@6 |o©w |06 (1{500% , |0@n) 0w 0@ |0@©%) |o00%)
ﬁ;;grpigmemaﬂon ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Skin induration ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Sore throat ?33.9 15y | 0O (13_03% ) (13_03% BLICOREICD (11600% , [o0w o |0 |08 [o00w
Systolic hypertension ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Tenderness ?1300% ) |0©w) |o@6) 0% |00%) 0% (11600% , [o0w o |0 0% [o0w
Tooth extraction ?300% ) |06 0w 0@ |o©w |08 (11600% ) 0@ 0w 0@ |00%) |00%)
Torn bicep tendon ?500% ) |06 0w 0@ |o@w |o©%) (11600% ) |0@n) [0@®) 0@ |0©%) |o00%)
t:;’geiagiiﬁ’iigitory ?1300% ) o@n) [o@s) 0% |00%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33) Placebo (N = 16)

Event No Sx Grade O | Grade1l | Grade2 | Grade3 | Grade4 | No Sx GradeO | Grade1l | Grade2 | Grade 3 | Grade 4
Urinary frequency 33 15 1

ooy |00 [00%) [00%) [00%) |00%) | (93750 | 0O%) | 5506 | 0% |00%) | 0@%)
Urinary tract 33 15 1
oriney | ooy | 0% [00%) [00%) [00%) |00%) | (93750 | 00%) |00%) | 00%) | ey | 00%)
Drine WBC ?1300% ) 0@ |o@6 0% |00%) 0% %1600% , om0 |06 0% [o00w
Urticaria ?300% ) |0©w) 0@ 0% |00%) 0% (11600% , 00w oo |06 |08 [o00w
Vertigo 33 15 1

Goovey | 0% [ 00%)  |00%) |00%) |00%) | (5750 | 00%) |[00%) [00%) | (50 |00
;’;}E?‘;‘;Q; ?1300% , Joew 0w 0w 0w |00 (1f00% , 0w 0w 0w 0w |o0w
Vomiting 31 1 1 16

wa0a) | 0O | o | oy | OO0 [00%) | oy |00%) |00%) |0(0%) |0©%) | 0%
WBC decreased ?1300% , 0w 0w 0w 00w |o0w (1f00% , 0w 0w 0w 0w |o0w
WBC increased 30 3 16

00.01%6) | 0O | (o0 | 0% [00%) |00%) | e |00 [00%) 0% [0©%) |0©%)

Table 10 : Occurrence of Max Grade Events Per Subject which are Possibly Related to Treatment by Treatment Group

Vaccine (N = 33) Placebo (N = 16)
Event No Sx Grade O | Gradel | Grade2 | Grade3 | Grade4 | No Sx Grade 0 | Grade1l | Grade?2 | Grade 3 | Grade 4
Abdominal cramps ?1300% ) |06 0w |o@6 |o©w |06 (1{300% ) |0@n) 0w 0@ |0©%) |o00%)
Abdominal pain ?80 o156) | 0 %) ?9_09% ) [0ew 0@ |o0w (1{300% ) |0@a) 0w 0@ |0©%) |00%)
gzsr‘])t'l”;zc“ree‘;tsreodph” ?1300% ;|06 0w 0@ |o©w |ow©%) (1f00% ) |0©n) [0@®) 0@ |0@©%) |o00%)
Acute sinusitis ?1300% ) 0©n) 0@ 0% |0©%) 00w (11600% , |oow [o©w |08 0% [o0w
ALT increased ?56.97% | 00%) (13_03% ) [0©w) 0% |00w (11600% ) 0@ 0w 0@ |00%) |00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Anxiety ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , om0 |06 0% [o00w
Arthralgia ?913.9 w5y | 0O ?6.06%) 0(0%) | 0(0%) |0(0%) %1600% , [oow oo |06 0% [o00w
AST increased ?1300% ) 0@ |o@6 0% |00%) 0% %1600% , om0 |06 0% [o00w
Bilirubin total high ?300% ) |06 0w 0@ |0©w |08 %1600% ) 0@ 0w 0@ |00%) |o00%)
Blood eosinophils ?300% L 0©w) [o@s |[o@®) |0©%) 00w (11600% ,|o©n 0@ 0% 00w |0©%)
Bradycardia ?1300% , |o©w) 0@ 0% |0©%) 00w (1{300% ) |0@n) |o@s 0w 0w |0©%)
BUN increased ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Campylobacter ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Caf_‘d'da vaginitis ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (1{500% , 0w oo |06 0% [o0w
Chills ?1300% ) |06 0w |o@6 |o@w |06 (11600% , |0@n) 0% 0@ |0©%) |o00%)
Common cold ?1300% ) |0©w) 0@ [0@©%) |00%) |00%) (1953.75% |0 (16_25% ) |06 o8 |oow
Constipation ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , 00w [o©w |06 0% [o00w
Coryza ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
CPK increased ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 0% [o0w
Creatine kinase ?300% ) |0©®) 0@ 0% |00%) 0% (11600% , 00w |o©w |06 |08 [o00w
Crea‘fnf "'_“ase high ?500% ) |06 0w 0@ |o@w |o©%) (11600% ) |0©n) [0@®) 0@ |0©%) |o00%)
Creatinine increased ?1300% ) o@n) [o@s) 0% |00%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade 0 | Grade1 | Grade2 | Grade 3 | Grade 4 | No Sx Grade 0 | Gradel | Grade 2 | Grade 3 | Grade 4
Dermatitis ?1300% ) |0 [o@® 0@k 00w |o@%) %1600% ) | 0% [00%) |0(0%) |0(0%) | 0%
Diaphoresis ?56.97%) 0 (0%) (13_ 03%) | (0% | 0(0%) | 0(0%) %53.75% ) | 0(0%) (16_25% y |0(0%) 1 0(0%) | 0(0%)
Diarrhea ?926 o795 | 0 O%) (13_ oy |00%) [00%) | 0(0%) %1600% ) |00%) |0(%) |0(0%) |0(0%) |0(0%)
Difficulty sleeping ?fo 0o | 0O%) |0(0%) | 0(0%) | 0(0%) |0(0%) %1600% )y | 0©%) | 0(0%) |0(0%) |0(0%) |0(0%)
Dry cough ?1300%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (1160 0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Eczema ?1300%) 0% |00%) |00% |00%) |o0©%) (1500% ) | 00%) |0(0%) |0(0%) |0(0%) | 0(0%)
eEr:‘;‘;?;ee‘; liver ?5-6 979) | 0 (0%) (13103% ) |00%) | 0(0%) | 0(0%) (1500% y | 00%) | 0(0%) |0(0%) |0(0%) | 0(0%)
Er'ee:t?rt]‘?geser“m ?1300% ) |000%) [0(0%) | 0(0%) | 0(0%) |0(0%) (1foo% ) | 0(0%) 1 0(0%) | 0(0%) |0(0%) | 0(0%)
Eosinophilia 06.97% | 0O | oz |06 [000) [00%) | (jiogy |08 |00%) [00@%) |[0©%) |0©%)
Erythema ?fOO%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0 (0%) (11600% ) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
Eyelid Stye ?1300%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0 (0%) (1160 0%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
Fatigue ?871.82%) 0 (0%) ?18_ 1806) | 0 ©%) | 0(0%) | 0(0%) (11600% y | 00%) |0(0%) | 0% |0(0%) |0(0%)
Fever ?1300% , |o@%) |o@e) [o©w) 0% |0@0%) (1953.75% | 00%) (16_25% ) [0 | o@%) | 0(0%)
Feverish ?56 9795 | 0 (0%) (13_03% ) | 00%) | 0(0%) |0(0%) (11600% ) | 0% [0(0%) |0(0%) |0(0%) | 0%
Gastritis ?1300%) 0(0%) |0(0%) |0(%) |00%) |o0(0%) (11600% ) 0(0%) |0(%) |0(0%) |0(0%) |O0(0%)
rieadache ?;12.73%) 0 (0%) ((318.18%) ?9.09%) 0(0%) | 0(0%) (137.5%) 0 (0%) (212.5%) 0(0%) | 0% | 0(0%)
Hematuria ?1300% ) |0©%) [0(0%) |0(0%) |0(0%) |0(0%) (11600% ) | 000%) [ 0(0%) | 0(0%) |0(0% | 0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
g'eeCTe‘;%L%b‘“ ?926.97% )| 00%) (13_03%) 00%) | 0(0%) |0(0%) %1600% ) 0@ [0@®) 0@ |0©%) |o00%)
Hyperglycemia ?1300% ) 0@ [o@6) 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Hypernatremia ?1300% ) 0@ |o@6 0% |00%) 0% %1600% , om0 |06 0% [o00w
Hypertension ?300% ) |0©w) 0@ 0% |00%) 0% %1600% , 00w oo |08 0% [o00w
Hypocalcemia ?300% , 0w [oew oW oo |o0w (11600% , 0w 0w 0w 0w |o0w
Hypoglycemia ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Hypokalemia ?1300% , |o©w) 0@ 0% |0©%) 00w (1{300% ) |0©n) |o@6 0w 00w |0©%)
Hyponatremia ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Hypophosphatemia ?1300% ) |o@6) 0w 0@ |o@w |06 (1{500% , |0@n) 0w 0@ |0©%) |o00%)
Influenza ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
L?iﬁﬁg%”;“e ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) 0@n) 0w 0@ |00%) |o00%)
:Qéicrgg’; ste ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Injection site itching ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) 0@e 0w 0@ |00%) |o00%
Injection site pain ?1300% ) |06 0w 0@ |o©w |ow©%) (11600% ) 0@e 0w 0@ |00%) |o00%
Injection site pruritus ?300% ) |06 0w 0@ |o©w |08 (11600% ) 0@ 0w 0@ |00%) |00%)
;C\Jlgfltl':; site ?500% ) |06 0w 0@ |o@w |o©%) (11600% ) |0©n) [0@®) 0@ |0©%) |o00%)
Injury ?1300% ) o@n) [o@s) 0% |00%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Insect bite ?1300% , 00w [o@n 0% [0@w |o0w %1600% , om0 |06 0% [o00w
Iron ceficiency ?1300% ) |06 0w 0@ |o0©w |08 %1600% , |0©n [0@®) 0@ |0©%) |00%)
Knee pain ?1300% ) 0@ |o@6 0% |00%) 0% %1600% , [o0w oo |0 0% [o00w
Laryngitis ?300% ) |0©w) 0@ 0% |00%) 0% %1600% , 00w oo |06 |08 [o00w
Local swelling ?300% L 0©w) [o@s |[o@®) |0©%) 00w (11600% ,|o@n 0@ 0% [00%) |0©%)
;mgg:;de ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
;{’:;ggggyte count ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Muscle ache ?1300% , [oew oW 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Muscle strain ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (1{500% , 0w oo |06 0% [o0w
Myalgia ?913.9 105y | 0 0% (13_03% ) (13_03% ) [o©w |0 (11600% , |0@a 0% 0@ |0©%) |o00%)
Nasal congestion ?1300% ) |0©w) 0@ [0@©%) |00%) |00%) (11600% , [o0w o |0 0% [o0w
Nausea ?33.9 15y | 0O 56_06% ) |08 |o@w |oow (1953.75% |0 (16_25% , |06 o8 |oow
Q':C”rg;’s%';” count ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Oral pain ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 0% [o0w
E:Lir%';m'y ?300% ) |06 0w 0@ |o©w |08 (11600% ) 0@ 0w 0@ |00%) |00%)
Productive cough ?500% ) |06 0w 0@ |o@w |o©%) (11600% ) |0©n) [0@®) 0@ |0©%) |o00%)
Pruritic rash ?1300% ) |06 0w 0@ |o©w |o©%) (1f00% ) |0@n) [0@®) 0@ |0©%) |o00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Pruritus ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , om0 |06 0% [o00w
Rash ?1300% ) 0©w) |0@6 0% |00%) |00%) %5‘7.5% ) | 0% (212_5% ) |06 o8 |oow
Rhinorrhea ?1300% ) |06 0w 0@ |o0©w |08 %1600% ) 0©n [0@w) 0@ |0©%) |00%)
Sinusitis ?300% ) |06 0w 0@ |0©w |08 %1600% ) 0@ 0w 0@ |00%) |o00%)
ﬁ;;)r:erpigmentation ?56.97%) 0 (0%) (13.03%) 0(0%) | 0(0%) | 0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%)
Skin induration ?1300% , |o©w) 0@ 0% |0©%) 00w (1{300% ) |0@n) |o@s 0w 0w |0©%)
Sore throat ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Systolic hypertension ?1300% ,|o©w) 0@ [o@%) |0©%) 00w (1{300% ,|0@n) |o@6 0w [0©w |0©%)
Tenderness ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (1{500% , 0w oo |06 0% [o0w
Tooth extraction ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Torn bicep tendon ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
tﬂg’geirngiﬁ’iigffory ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
Urinary frequency ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
#];L”C"’;i%’;ra“ ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 0% [o0w
:;rc':‘e‘;g’g’ dBC ?300% ) |0©®) 0@ |00%) |00%) 0% (11600% , 00w |o©w |06 |08 [o00w
Urticaria ?5697% )00 |o@%) | 0% (13_03% | 0% (11600% , 0w oo |06 |08 [o0w
Vertigo ?1300% ) o@n) [o@s) 0% |00%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
;’E:E‘Cr:‘e'gcs ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , om0 |06 0% [o00w
Vomiting ?1300% ) 0©n) |o@6) 0% |00%) 0% %1600% , [oow oo |06 0% [o00w
WBC decreased ?1300% ) 0@ |o@6 0% |00%) 0% %53.75% |0 (16_25% ) |06 o8 |oow
WBC increased ?300% ) |0©w) 0@ 0% |00%) 0% (11600% , 00w oo |08 0% [o00w
Table 11 : Occurrence of Max Grade Events Per Subject which are Probably Related to Treatment by Treatment Group
Vaccine (N = 33) Placebo (N = 16)
Event No Sx Grade 0 | Gradel | Grade2 | Grade3 | Grade 4 | No Sx GradeO | Grade1l | Grade?2 | Grade 3 | Grade 4
Abdominal cramps ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Abdominal pain ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) 0@e 0w 0@ |0©0%) |o00%
gzsrﬁ’t'l“éz neutrophil ?1300% ;|06 0w 0@ |o@w |ow©%) (11600% , o@n [o@w) 0@ |0©%) 00w
Acute sinusitis ?1300% ) |06 0w 0@ |o@w |o0@©%) (1{300% ) |0@a) 0w 0@ |0©%) |00%)
ALT increased ?1300% ) o©n) [o@a |0@%) |0©%) |0©%) (1f00% , 0w 0w |06 |08 [o0w
Anxiety ?1300% ) o©n) [o@a |0@%) |0©%) |0©%) (1f00% , 0w 0w |06 |08 [o0w
Arthralgia ?9139 15y | 00%) | 0(0%) 56_06% ) [00w |0 (1f00% ) |0@n) [0@®) 0@ |0©%) |o00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade0 | Gradel | Grade?2 | Grade3 | Grade4 | No Sx Grade0 | Gradel | Grade?2 | Grade 3 | Grade 4
AST increased ?1300%) 000%) |0(0%) |0(0%) |0(0%) |0/(0%) %1600%) 00%) |0(0% |0(0%) |0(0% |o0@©%)
Bilirubin total high ?1300%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0 (0%) %1600%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
51'0022569%5'noph”5 ?1300%) 0(0%) 0% |0(0%) |0(0%) |0(0%) %1600%) 0(0%) |0(0%) |0(0%) |0(0%) |O0(0%)
e ?300%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%) %1600%) 0(0%) |0(0%) |0(0%) |0(0%) |O0(0%)
BUN increased ?1300%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0(0%) (11600%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
Campylobacter ?foo%) 0(0%) | 0(0%) 0 (0%) 0(0%) | 0(0%) (1{300%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
Candida vaginitis ?1300%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (1500%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Chills 29 1 3 16

87.88%) | © %) | (3.030) | @090y | Q0% | 0(0%) | 15000 |[0(0%) |0(0%) |0(0%) |0(0%) |0(0%)
common eold ?1300%) 0(0%) | 0(0%) |0(0%) |0(0%) |0(0%) (1{300%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%)
constpaton ?1300%) 0(0%) | 0(0%) |0(0%) |0(0%) |0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) | O0(0%)
il ?1300%) 0(0%) |0(0%) |0(0%) |0(%) |0(0% (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0(0%)
CPK increased ?1300%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (11600%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Creatine kinase ?1300%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (11600%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Creatine kinase high ?1300%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (11600%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Creatinine increased ?1300%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) (11600%) 0(0%) | 0(0%) 0(0%) | 0(0%) 0 (0%)
et ?300%) 0(0%) | 0(0%) |0(0%) |0(0%) |0(0%) (11600%) 0(0%) |0(0%) |0(0%) |0(0%) |0 (0%)
Diaphoresis 32 1 15 1

©6.97%) | 0 %) | 000%) | 50300 | 000%) | 00%) | (37500 [00%) | (5505 |00%) |0(0%) | 0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade 0 | Grade1 | Grade2 | Grade 3 | Grade 4 | No Sx Grade 0 | Gradel | Grade 2 | Grade 3 | Grade 4
Diarrhea ?1300%) 00%) |00% |00% |0@©%) |0(0%) %1600% ) | 0©%) |o@%) |o©%) |0©%) |0(0%)
Difficulty sleeping ?1300% ) [00%) 0% 0% |0©%) |00%) %1600% ) |0©%) 0@ |00% [00%) |00%)
Dry cough ?1300%) 0(0%) |0(0%) |00%) |0(0%) |o0(©0%) %1600% ) [0@%) o@%) |0@©%) |0@%) |0(©%)
Eczema ?300% ) [00%) |0@©%) |0(0%) |0(0%) |0(0%) %1600% y | 00%) |0(0%) |0(0%) |0(0%) | 0(0%)
Egi‘ﬁee‘: liver ?300% ) [000%) | 0@©%) |0(0%) |0(0%) |0(O%) (11600% y | 000%) | 0(0%) | 0(0%) |0(0%) | 0(0%)
Elevated serum Goosey | 0©%) | 00%) | 0(0%) | 00%) |0(0%) | iy |00%) |00%) |00%) |0©%) |00%)
Eosinophilia ?300%) 0% |00%) |00% |00%) |o00%) (1f0 o) | 00%) | 00%) |0(0%) |0(0%) | 0(0%)
Erythema os.g7oty | 0O%) | 00%) | 3 [00%) | 0(0%) | (g |00%) |0(0%) |0(0%) |0©%) |0(0%)
Eye-lid Stye ?1300%) 0% |00%) |00% |00%) |o0©%) (1f0 o) |00%) |0(0%) | 0(0%) |0(0%) | 0(0%)
e ?755.76%) 0 (0%) ?15.15%) ?9.09%) 0(0%) | 0(0%) (1847.5%) 0 (0%) (16.25%) (16.25%) 0(0%) | 0(0%)
Fever o579 | 0O [00%) | oo [00%) [00%) | (65750 [ 000 | a0 | 0O |00 | 0(0%)
Feverish ?871.82%) 0 (0%) ?9.09%) ?9.09%) 0(0%) | 0(0%) (1953.75%) 0 (0%) (16.25%) 0(0%) | 0% | 0(0%)
Gastritis ?1300%) 00%) |0(0%) |0(0%) |0(@©O%) |O0(O%) (11600% ) 0(0%) |0(%) |0(0%) |0(0%) |O0(0%)
Headache e85 | 2O | (oo | (oamy |0 |00 | (fogy |00 |00%) 0% [0©%) |00%)
Hematuria ?1300%) 0(0%) |0(0%) |0(%) |00%) |o0(0%) (11600% ) 0(0%) |0(%) |0(0%) |0(0%) |O0(0%)
Hemoglobin ?500% , |o@%) |o@e) [oEw |o@%) | 0% (11600% ) |00%) |00%) |0(0%) |0(0%) |0(0%)
Hyperglycemia ?500%) 0(0%) |0(0%) |00%) |0(0%) |o0(©%) (1160 o) | 00%) | 0(0%) | 0(0%) |0(0%) | 0(0%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Hypernatremia ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , [oow oo |06 0% [o00w
Hypertension ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Hypocalcemia ?1300% ) 0@ |o@6 0% |00%) 0% %1600% , om0 |06 0% [o00w
Hypoglycemia ?300% ) |0©w) 0@ 0% |00%) 0% %1600% , 00w oo |06 |08 [o00w
Hypokalemia ?300% L 0©w) [o@s |[o@®) |0©%) 00w (11600% ,|o@n 0@ 0% [00%) |0©%)
Hyponatremia ?1300% , [oew oW 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Hypophosphatemia ?1300% , |o©w) 0@ 0% |0©%) 00w (1{300% ) |0©n) |o@6 0w 00w |0©%)
Influenza ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
L?ﬁﬁg%”as”e ?1300% ;|06 0w |o@6 |o©w |06 (1{500% , |0@n) 0w 0@ |0©%) |o00%)
:Qi";ﬁg rf“e ?1300% ) |06 0w |o@6 |o@w |06 (11600% , |0@n) 0% 0@ |0©%) |o00%)
Injection site itching ?56.97% | 00%) (13_03% ) [0©w |04 |o0w (11600% ) |0@e 0w 0@ |00%) |o00%
Injection site pain ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Injection site pruritus ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
;wgﬁtl'r?; site ?1300% ) |06 0w 0@ |o©w |ow©%) (11600% ) 0@e 0w 0@ |00%) |o00%
Injury ?300% ) |0©®) 0@ |00%) |00%) |00%) (11600% , 00w |o©w |06 |08 [o00w
Insect bite ?500% ) o@n) [o@a |0@%) |00%) |0©%) (11600% , 0w 0w |06 |08 [o0w
tron defictency ?1300% ) |06 0w 0@ |o©w |o©%) (1f00% ) |0©n) [0@®) 0@ |0©%) |o00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Knee pain ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , om0 |06 0% [o00w
Laryngitis ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Local swelling ?1300% ) |06 0w 0@ |o0©w |o@©%) %1600% ) 0©n [0@w) 0@ |0©%) |00%)
tLemg::s%de ?300% ) |0©w) 0@ 0% |00%) 0% %1600% , 00w oo |06 |08 [o00w
Lymphocyte count ?300% , 0w 0w 0w |o©w |o0w (11600% , 0w 0w 0w 0w |o0w
Muscle ache ?5697% |0 (13_03% SLCOMCICOREICD (1{300% , 0w 0w 0w 0w |o0w
Muscle strain ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Myelare ?768.79%) 0 (0%) ?18.18%) (13.03%) 0(0%) | 0(0%) (1517.5%) 0 (0%) (16.25%) (16.25%) 0(0%) | 0(0%)
Nasal congestion ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (1{500% , 0w oo |06 0% [o0w
Nausea ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Q':C”rg;’s%';” count ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Oral pain ?1300% ) |0©w) 0@ 0% |00%) |00%) (11600% , [o0w o |0 |08 [o00w
Eg&ir%';;";‘]'y ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Productive cough ?1300% ) |06 0w 0@ |o©w |ow©%) (11600% ) 0@ [0@®) 0@ |00%) |o00%)
Pruritic rash ?300% ) |06 0w 0@ |o©w |08 (11600% ) 0@ 0w 0@ |00%) |00%)
Pruritus ?500% ) o@n) [o@a |0@%) |00%) |0©%) (11600% , 0w 0w |06 |08 [o0w
Rash ?1300% ) o©w) [o@a |[0@%) |0©%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Rhinorrhea ?1300% ) |06 0w 0@ |o0©w |08 %1600% ) 0@ [0@®) 0@ |0©%) |o00%)
Sinusitis ?1300% ) |06 0w 0@ |o0©w |08 %1600% ) |0@n [0@®) 0@ |0©%) |o00%)
ﬁlgé)r:arpigmentation ?926.97%) 0 (0%) (13.03%) 0(0%) | 0(0%) | 0(0%) %1600%) 0(0%) | 0(0%) |0(0%) |0(0%) | 0(0%)
Skin induration ?300% ) |06 0w 0@ |0©w |08 %1600% ) 0@ 0w 0@ |00%) |o00%)
Sore throat ?300% , 0w [oew oW oo |o0w (11600% , 0w 0w 0w 0w |o0w
Systolic hypertension ?1300% , |o©w) 0@ 0% |0©%) 00w (1{300% ) |0@n) |o@s 0w 0w |0©%)
Tenderness ?5697% |0 (13_03% SLCOMCICOREICD (1{300% , 0w 0w 0w 0w |o0w
Tooth extraction ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Torn bicep tendon ?1300% ;|06 0w |o@6 |o©w |06 (1{500% , |0@n) 0w 0@ |0©%) |o00%)
g;’geii];ii‘siigitory ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Urinary frequency ?1300% ) |0©w) 0@ [0@©%) |00%) |00%) (11600% , 00w |oEw |0 0% [o00w
#];L”C"’;i%’;ra“ ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
I‘ﬂ]::'r”ezg’g’ dBC ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
Urticaria ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 0% [o0w
Vertigo ?300% ) |0©®) 0@ |00%) |00%) 0% (11600% , 00w |o©w |06 |08 [o00w
zj’e';fg‘égcs ?500% ) o@n) [o@a |0@%) |0©%) |0©%) (11600% , 0w 0w |06 |08 [o0w
Vomiting ?1300% ) o@n) [o@s) 0% |00%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
WBC decreased ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , [o0w oo |0 0% [o00w
WBC increased ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Table 12 : Occurrence of Max Grade Events Per Subject which are Definitely Related to Treatment by Treatment Group
Vaccine (N = 33) Placebo (N = 16)
Event No Sx Grade 0 | Gradel | Grade2 | Grade3 | Grade 4 | No Sx GradeO | Gradel | Grade?2 | Grade 3 | Grade 4
Abdominaleramps | 88 oy |00%) | 00%) [00%) |00%) [00%) | ey |00 |00%) 00w |00%) |00w
Abdominal pain ?300% ) |06 0w 0@ |0©w |o@©%) %1600% ) 0@ [0@®) 0@ |00%) |00%)
Q%S&I,uéicnreegeodph” ?300% ) |06 0w 0@ |0©w |0@©%) %1600% ) 0©n) 0w 0@ |00%) |00%)
Acute sinusitis ?300% ) |06 0w 0@ |0©w |0@©%) %1600% ) 0©n) 0w 0@ |00%) |00%)
ALT increased ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w [o@w |0 |08 [o00w
Anxiety ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Arthralgia ?1300% ) |06 0w |o@6 |o@w |06 (11600% , |0@n) 0% 0@ |0©%) |o00%)
AST increased ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Bilirubin total high ?1300% ) |06 0w |o@6 |o©w |06 (11600% ) |0@a) 0w 0@ |0©%) |00%)
Blood eosinophils ?1300% ;|06 0w 0@ |o©w |ow©%) (11600% ) |0©n) [0@®) 0@ |0©%) |o00%)
Bradycardia ?1300% ) 0©n) 0@ 0% |0©%) 00w (11600% , |oow [o©w |08 0% [o0w
BUN increased ?300% ) |06 0w 0@ |o©w |ow©%) (11600% ) 0@ 0w 0@ |00%) |00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Campylobacter ?1300% ) 0@ |o@6 0% |00%) |00%) %1600% , om0 |06 0% [o00w
Candida vaginitis ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Chills ?1300% ) |06 0w 0@ |o0©w |08 %1600% ) |0@n [0@®) 0@ |0©%) |o00%)
Common cold ?300% ) |0©w) 0@ 0% |00%) 0% %1600% , 00w oo |06 |08 [o00w
Constipation ?300% , 0w [oew oW oo |o0w (11600% , 0w 0w 0w 0w |o0w
Coryza ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
CPK increased ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Creatine kinase ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Creatf”_e "'T‘ase high ?1300% ;|06 0w |o@6 |o©w |06 (1{500% , |0@n) 0w 0@ |0©%) |o00%)
Crea“”'.“.e increased ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Dermatitis ?1300% ) |0©w) 0@ [0@©%) |00%) |00%) (11600% , [o0w o |0 0% [o0w
Diaphoresis ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
Diarrhea ?1300% , 00w [0 0% [0@w |o0w (11600% , [o0w o |0 |08 [o00w
Difficulty sleeping ?1300% ) |06 0w 0@ |o©w |ow©%) (11600% ) 0@e 0w 0@ |00%) |o00%
Dry cough ?300% ) |0©®) 0@ |00%) |00%) 0% (11600% , 00w [o©w |06 |0@©%) [o00w
Eczema | ?500% ) o@n) [o@a |0@%) |00%) |0©%) (11600% , 0w 0w |06 |08 [o0w
Er']‘;‘)’/‘;‘rt;‘g liver ?1300% ) |06 0w 0@ |o©w |o©%) (1f00% ) |0@n) [0@®) 0@ |0©%) |o00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Er'ee;’t?;eigeser“m ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , om0 |06 0% [o00w
Eosinophilia ?1300% ) |06 0w 0@ |o0©w |08 %1600% , |0©n [0@®) 0@ |0©%) |00%)
Erythema ?926.97% | 00%) (13_03%) 0(0%) | 0(0%) |0(0%) %1600% , om0 |06 0% [o00w
Eyelid Stye ?300% ) |06 0w 0@ |0©w |08 %1600% ) 0@ 0w 0@ |00%) |o00%)
Fatigue ?300% , 0w [oew oW oo |o0w (11600% , 0w 0w 0w 0w |o0w
Fever ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Feverish ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Gastritis ?1300% , Joew 0w 0w 0w |0 (1{300% , 0w 0w 0w 0w |o0w
Headache ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (1{500% , 0w oo |06 0% [o0w
Hematuria ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
g'eeCTe(;%L%bi“ ?1300% ) |06 0w |o© |o©w |ow©%) (11600% ) |0@e 0w 0@ |00%) |o00%
Hyperglycemia ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
Hypernatremia ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
Hypertension ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 0% [o0w
Hypocalcemia ?300% ) |06 0w 0@ |o©w |08 (11600% )o@ 0w 0@ |00%) |00%
Hypoglycemia ?500% ) o@n) [o@a |0@%) |00%) |0©%) (11600% , 0w 0w |06 |08 [o0w
Hypokalemia ?1300% ) |06 0w 0@ |o©w |o©%) (1f00% ) |0@n) [0@®) 0@ |0©%) |o00%)




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx Grade 0 | Grade1l | Grade2 | Grade3 | Grade4 | No Sx GradeO | Grade1l | Grade2 | Grade 3 | Grade 4
Hyponatremia ?1300% ) 0@ |o@6) 0% |00%) 0% %1600% , om0 |06 0% [o00w
Hypophosphatemia ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Influenza ?1300% ) 0@ |o@6) 0% |00%) |00%) %1600% , om0 |06 0% [o00w
Injection site 22 3 4 3 1 14 1 1
erythema (66.67%) | (9.09%) | (12.12%) | (9.09%) | 3.03%) | °©%) | (875%) | (6.25%) | (6.2506) | ©(©%) [0 (0%) | 0(0%)
Injection site 31 1 1 16
induration (93.94%) | (3.03%) | (3.03%) | 2% | 000%) 10(0%) | 1500 |00%) |0(0%) 0(0%) |0(0%) | 0(0%)
Injection site itching | 26 6 1 16
o799 | 00 | (atam | 900 | Gosse |00 | ooy |00 [00%) 0% [0©w) |0
Injection site pain 18 13 2 3 1
54.55%) | 0 O%) | (39.300) | 6.060) |2C%) | 0(0%) | 12(75%) | 0(0%) | 15 504) | (.2506) | O O%) | 0(0%)
Injection site pruritus ?91&9 105y | 0(0%) ?6_06% SLCOMCICOREICD (1{300% , 0w 0w 0w 0w |o0w
Injection site 22 3 7 1 15 1
swelling (66.67%) | (9.09%) | (21.21%) | (3.03%) | 2% | 00O0%) | 93 7504 | (6.2506) | 0 O%) | 0(0%) | 0(0%) | 0(0%)
Injury ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
Insect bite ?1300% ) |0©w) 0@ [0@©%) |00%) |00%) (11600% , 00w [o©w |0 0% [o00w
;;Oe“mc:gf'c'ency ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
Knee pain 33 00%) |0(©%) |00%) |o0@©% |0©% |8 0(0%) |0(©O%) |00©%) |0@©%) |o0(0%)
(100%) (100%)
Laryngitis 33 00%) |0(©%) |00%) |o@©®% |o0©% |8 00%) |0(©O%) |00©%) |0@©%) |o0(0%)
(100%) (100%)
Local swelling ?300% ) |06 0w 0@ |o©w |08 (11600% ) 0@ 0w 0@ |00%) |00%)
Lymph node 33 16
Lymph no ooy | 06 [00%) | 00%) [00%) |00%) | o |00%) |00%) |0©%) |00%) |00%)
hﬂi‘ggwe count ?1300% ) o@n) [o@s) 0% |00%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Muscle ache ?926.97% | 00%) (13_03%) 0(0%) | 0(0%) |0(0%) %1600% , om0 |06 0% [o00w
Muscle strain ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Myalgia ?1300% ) 0@ |o@6 0% |00%) 0% %1600% , om0 |06 0% [o00w
Nasal congestion ?300% ) |0©w) 0@ 0% |00%) 0% %1600% , 00w oo |06 |08 [o00w
Nausea ?300% , 0w [oew oW oo |o0w (11600% , 0w 0w 0w 0w |o0w
dNeeC”rg:S";Z” count ?1300% , |o©w) 0@ 0% |0©%) |00% (1{300% ) |0@n) |o@s 0w 0w |0©%)
Oral pain ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Eg:r"(’)gti'y ?1300% ,|o©w) 0@ [o@%) |0©%) 00w (1{300% ,|0©n) |o@6 0w 0w |0©%)
Productive cough ?1300% ;|06 0w |o@6 |o©w |06 (1{500% , |0@n) 0w 0@ |0©%) |o00%)
Pruritic rash ?1300% ) |06 0w |o@6 |o@w |06 (11600% , |0@n) 0% 0@ |0©%) |o00%)
Pruritus ?56.97% | 00%) (13_03% ) |08 |o@w 00w (11600% , [o0w o |0 0% [o0w
Rash ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
Rhinorrhea ?1300% ) 0@ [o@w |o@s oW 00w (11600% ) |0@e 0w 0@ |00%) |o00%
Sinusitis ?1300% ) |06 0w 0@ |o©w |ow©%) (11600% ) 0@e 0w 0@ |00%) |o00%
ﬁlgfi:;;rpigmentation ?926.97%) 0 (0%) (13.03%) 0 (0%) 0 (0%) 0 (0%) (11600%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Skin induration ?5697% | 00%) (13_03% ) [0w 0@ |o0w (11600% ) |0©n) [0@®) 0@ |0©%) |o00%)
Sore throat ?1300% ) o@n) [o@s) 0% |00%) |0©%) (1f00% , 0w oo |06 0% [o0w




Vaccine (N = 33)

Placebo (N = 16)

Event No Sx GradeO | Gradel | Grade2 | Grade 3 | Grade 4 | No Sx GradeO | Gradel | Grade2 | Grade3 | Grade 4
Systolic hypertension ?1300% ) |06 0w 0@ |o0©w |08 %1600% ) 0@ [0@®) 0@ |0©%) |o00%)
Tenderness ?1300% ) 0©w) |0@6 0% |00%) |00%) %1600% , [oow oo |06 0% [o00w
Tooth extraction ?1300% ) 0@ [o@6 0% |00%) |00%) %1600% , om0 |06 0% [o00w
Torn bicep tendon ?300% ) |06 0w 0@ |0©w |08 %1600% ) 0@ 0w 0@ |00%) |o00%)
Jpper tespiratory ?300% , 0w [oew oW oo |o0w (11600% , 0w 0w 0w 0w |o0w
Urinary frequency ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
ﬁ;;”g%’;ra"t ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
ILrJ][:'r”eZ;’g’ dBC ?1300% , 0w 0w 0w 00w |o0w (1{300% , 0w 0w 0w 0w |o0w
Urticaria ?1300% ) o@n) [o@a |[0@%) |00%) |0©%) (1{500% , 0w oo |06 0% [o0w
Vertigo ?1300% ) o©w [o@a |[0@%) |00%) |0©%) (11600% , om0 |06 0% [o0w
;’;}f‘g‘;gs ?1300% ) |0©w) 0@ [0@©%) |00%) |00%) (11600% , [o0w o |0 0% [o0w
Vomiting ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
WBC decreased ?1300% ) |0©n) 0@ 0% |00%) 0% (11600% , [o0w o |0 |08 [o00w
WBC increased ?1300% ) |0©w) 0@ 0% |00%) 0% (11600% , [o0w o |0 0% [o0w

Table 13 : Occurrence of “Worst” Relatedness to Treatment Per Subject by Treatment

Vaccine (N = 33)

Placebo (N = 16)

Definitely Related

22 (66.67%)

4 (25%)

Probably Related

1 (3.03%)

2 (12.5%)




Possibly Related 4 (12.12%) 2 (12.5%)
Unlikely Related 6 (18.18%) 7 (43.75%)
Unrelated 0 (0%) 0 (0%)

No AEs 0 (0%) 1 (6.25%)

Table 14 : Number of Subjects with Event Per Group and One-Sided Fisher’s Exact Test P-Values Comparing Vaccine to
Placebo

Event Vaccine: Adjuvant + AGS-V or AGS-V | Placebo (N = 16) Fisher's Exact P-value
(N =33)
Abdominal cramps 1 0 0.67
Abdominal pain 5 1 0.35
Absolute neutrophil count, decreased 3 1 0.61
Acute sinusitis 0 1 1
ALT increased 3 0 0.3
Anxiety 1 0 0.67
Arthralgia 4 0 0.19
AST increased 4 1 0.47
Bilirubin total high 1 0 0.67
Blood eosinophils increased 1 0 0.67
Bradycardia 2 0 0.45
BUN increased 2 1 0.75
Campylobacter 0 1 1
Candida vaginitis 0 2 1
Chills 5 1 0.35
Common cold 1 1 0.9
Constipation 0 1 1
Coryza 2 1 0.75
CPK increased 7 6 0.94
Creatine kinase 0 1 1




Event Vaccine: Adjuvant + AGS-V or AGS-V | Placebo (N = 16) Fisher's Exact P-value
(N =33)

Creatine kinase high 2 1 0.75
Creatinine increased 1 0 0.67
Dermatitis 1 0 0.67
Diaphoresis 4 1 0.47
Diarrhea 2 1 0.75
Difficulty sleeping 1 0 0.67
Dry cough 2 0 0.45
Eczema 1 0 0.67
Elevated liver enzymes 1 0 0.67
Elevated serum creatinine 1 0 0.67
Eosinophilia 1 0 0.67
Erythema 30 15 0.81
Eyelid Stye 1 0 0.67
Fatigue 13 4 0.25
Fever 1 2 0.97
Feverish 3 0.48
Gastritis 1 1
Headache 15 4 0.14
Hematuria 4 3 0.85
Hemoglobin decreased 15 5 0.26
Hyperglycemia 3 2 0.81
Hypernatremia 7 3 0.58
Hypertension 1 0 0.67
Hypocalcemia 2 0 0.45
Hypoglycemia 5 3 0.77
Hypokalemia 4 3 0.85




Event Vaccine: Adjuvant + AGS-V or AGS-V | Placebo (N = 16) Fisher's Exact P-value
(N =33)
Hyponatremia 1 0 0.67
Hypophosphatemia 5 2 0.59
Influenza 1 0 0.67
Injection site erythema 11 2 0.11
Injection site induration 0 0.45
Injection site itching 0 0.03*
Injection site pain 15 4 0.14
Injection site pruritus 2 0 0.45
Injection site swelling 11 1 0.04*
Injury 1 0 0.67
Insect bite 0 1 1
Iron deficiency anemia 1 0 0.67
Knee pain 1 0 0.67
Laryngitis 0 1 1
Local swelling 31 15 0.7
Lymph node tenderness 1 0 0.67
Lymphocyte count increased 1 0 0.67
Muscle ache 2 0 0.45
Muscle strain 1 0 0.67
Myalgia 8 5 0.81
Nasal congestion 3 1 0.61
Nausea 5 2 0.59
Neutrophil count decreased 5 3 0.77
Oral pain 1 0 0.67
Peripheral neuropathy 0 1 1
Productive cough 1 0 0.67




* Indicates one-sided Fisher’s Exact p-value <

1

Event Vaccine: Adjuvant + AGS-V or AGS-V | Placebo (N = 16) Fisher's Exact P-value
(N =33)
Pruritic rash 3 0 0.3
Pruritus 1 0 0.67
Rash 0 3 1
Rhinorrhea 1 1 0.9
Sinusitis 1 0 0.67
Skin hyperpigmentation 2 0 0.45
Skin induration 1 0 0.67
Sore throat 3 1 0.61
Systolic hypertension 1 0 0.67
Tenderness 1 0 0.67
Tooth extraction 1 0 0.67
Torn bicep tendon 1 0 0.67
Upper respiratory tract infection 1 0 0.67
Urinary frequency 0 1 1
Urinary tract infection 1 1 0.9
Urine WBC increased 2 0 0.45
Urticaria 1 0 0.67
Vertigo 0 1 1
Vitamin D deficiency 1 0 0.67
Vomiting 2 0 0.45
WBC decreased 0 2 1
WABC increased 3 1 0.61
0.




Supplementary Table 4. Vaccine-specific total 1gG antibody levels for the ratio of follow-

up to baseline

Geometric Mean ELISA levels Day 42 Day 102 Day 332
(SD)
AGS-v 0.9903 (0.373) | 1.0077 (0.29) | 1.1785 (1.76)
AGS-v +Adjuvant 43115 (5.08) | 3.6537 (4.45) | 1.5355 (0.991)
Placebo 1.0232 (1.42) | 1.2011 (1.27) | 1.2563 (2.50)
Adjusted p-values
AGS-v + Adjuvant vs. AGS-v 0.0001059 * 0.00108 * 1
AGS-v + Adjuvant vs. Placebo 0.00022 * 0.02 * 1
AGS-v vs. Placebo 0.883 1 1

“denotes significant between group differences at the .05 level.

Supplementary Table 5. Cytokine expression level ratio when stimulated with AGS-v

over stimulation with media (negative control) at Day 42 and at Day 102 and P-values

Geometric | IFN-y GM- IL-10 | IL-1P IL-2 IL-4 IL-5 TNF-a

Mean

(SD) CSF

Day 42

AGS-v 1.16 1.106 0.983 |1.009 |1.173 |1.0 1.267 0.995
(0.568) | (0.285) | (0.048) | (0.119) | (0.421) | (0.027) | (0.664) | (0.104)

AGS-v + | 1.613 3.76 1.088 [0.964 |1.225 |1.018 |4.389 1.255

Adjuvant | (0.764) | (6.05) | (0.169) | (0.105) | (0.372) | (0.047) | (13.32) | (0.573)

Placebo 1.103 1.101 0976 |0.946 |1.115 |0.991 |1.022 0.993
(0.307) | (0.49) | (0.055) | (0.107) | (0.293) | (0.027) | (0.091) | (0.078)




Adjusted

p-values

AGS-v+ | 0.04* 0.0082* | 0.68 1 1 1 0.013* | 0.68

Adjuvant

vs. AGS-

v

AGS-v 0.63 1 1 1 1 1 1 1

VS.

Placebo

AGS-v+ | 0.009* |0.009* |0.36 1 1 1 0.0029* | 0.68

Adjuvant

VS.

Placebo

Day 102

AGS-v 2.577 1.198 1.376 | 0.905 |1.027 |1.034 |2.233 1.392
(3.954) |(1.289) |(2.029) | (0.546) | (0.583) | (0.254) | (4.085) | (3.464)

AGS-v + | 2.004 1.8 1.749 |0.955 |1.036 |1.061 |3.113 1.382

Adjuvant | (4.795) | (5.806) | (1.687) | (0.281) | (0.138) | (0.157) | (5.993) | (5.867)

Placebo | 0.594 0.902 0.813 |0.758 |0.98 0.915 |0.933 0.707
(0.792) | (0.296) | (0.206) | (0.268) | (0.221) | (0.211) | (0.119) | (0.554)




Adjusted
p-values
AGS-v + |0.48 1 1 1 1 1 1 1
Adjuvant
vs. AGS-
%
AGS-v 0.0072* | 1 1 1 1 1 0.36 1
VS.
Placebo
AGS-v+ |0.0166* | 1 0.0518 | 1 1 1 0.0185* | 1
Adjuvant
VS.
Placebo
“denotes significant between group differences at the .05 level
Supplementary Table 6. Mosquito survival and fecundity
Mean (SD # EQgs # Pupae # Adults % Eggs % Pupae
(D) (out of 100 | (out of 100 Become Become
eggs) eggs) Pupae Adults
AGS-V 706 (123.75) 78.93 69.13 11.59 88.12
(13.08) (14.07) (3.26) (12.8)
AGS-V + 673.88 79.62 75.25 15.56 94.96
Adjuvant (221.29) (14.86) (13.55) (13.58) (6.86)
Placebo 663 (165.51) 81.93 78.53 13.76 95.77
(9.08) (9.52) (6.49) (2.88)
Adjusted p-values
AGS-V + 1 1 1 1 1
Adjuvant vs.
AGS-V
AGS-V vs. 1 1 0.588 1 0.585
Placebo
AGS-V + 1 1 1 1 1
Adjuvant vs.
Placebo




Supplementary Figure 1. Vaccine-specific antibody IgG isotypes in 3 treatment groups
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Supplementary Figure 2.

Cellular response to vaccine peptides for remaining three
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Supplementary Figure 3. Baseline and Follow-up Immunity to Anopheles gambiae and

Aedes aegypti salivary gland homogenate is unchanged across all three groups.

Antibody Reactivity to An. gambiae SGH

2.5+ .
" ] AGS-v + Adj
"g 2.0 T ] AGS-v
5 15 1 Placebo
2
s 1.04
< ! !
= 0.5+ p
w
0-0 L] L] L] L | L |
S N W & 4
Q 42 U Q o)
Q Q ' Q°

Antibody Reactivity to Ae. aegypti SGH

2.0 _
" ] AGS-v + Adj
s ] AGS-v
S 1.54
g’ 1 Placebo
E 1.0~
m - =
< -
¢ 0.5-
i
w
o-o L] L] L] L | L |




