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IDη ϵϬϵϴϯϰ

1. IQWURdXcWLRQ
• Currently available vaccines are relatively ineffective against drifted influenza strains, especially HϯN2.

• To address the need for more effective influenza vaccines, FluGen is developing M2SR (M2 deficient Single Replication), an investigational, live
influenza virus vaccine for intranasal administration. M2SR does not express the essential M2 virus protein and is therefore replication-restricted:
no infectious virus is produced beyond the first cycle of antigen production.

• In a prior human influenza challenge study (EudraCT number: 201ϳ-00ϰϵϳ1-ϯ0), a subset of adult vaccine recipients responded to a single intranasal 
(IN) dose of 10ϴ TCIDϱ0 M2SR by mounting a broad humoral immune response to both vaccine and drift strains. This response predicted subsequent 
protection against infection and disease following challenge with a highly drifted strain of influenza HϯN2 (Open ForƵm InfecƚioƵs Diseases, Volume 
ϲ, Issue Supplement_2, October 201ϵ, Pages Sϵϲϳ–Sϵϲϴ). 

• The current phase 1b clinical trial aims to evaluate safety and increases in responder frequency with higher dose levels following 1 & 2 vaccinations 
of HϯN2 M2SR

FLJ 1. M2-deILcLeQW SLQJOe ReSOLcaWLRQ (M2SR) YaccLQe VcKePaWLc  

FLJ 2. M2SR eOLcLWV bURad LPPXQe UeVSRQVeV VLPLOaU WR 
QaWXUaO LQIOXeQ]a LQIecWLRQ

2. MeWKRdV

3. ReVXOWV
SWXd\ DePRJUaSKLcV
• ϳ1й female/2ϵй male
• ϴ1й White/1ϳй Black
• ϰϳй Hispanic
• Mean age ϯϵ years 

• FaǀŽƌable ƐafeƚǇ ƉƌŽfile afƚeƌ fiƌƐƚ and ƐecŽnd dŽƐe Žf MϮSR
• NŽ anaƉhǇlaǆiƐ͕ laƌǇngŽƐƉaƐmƐͬbƌŽnchŽƐƉaƐmƐ 
• NŽ Ɖaƚƚeƌn Žf clinical ƉaƚhŽlŽgǇ changeƐ idenƚified
• One SAE in ƉlacebŽ ƌeciƉienƚ
• NŽ MϮSR ǀiƌƵƐ Ɛhedding

SaIeW\ ReVXOWV 

4. CRQcOXVLRQV
• Afƚeƌ ϭ IN dŽƐe͕ ϭϬϵ TCIDϱϬ MϮSR indƵced ƐeƌƵm MNT ƌeƐƉŽnƐe in ϴϭй Žf 

ƐƵbjecƚƐ͕ cŽmƉaƌed ƚŽ Ϯϴй ƌeƐƉŽnƐe ǁiƚh ϭϬϴ TCIDϱϬ dŽƐe ƵƐed in ƉƌeǀiŽƵƐ 
challenge ƐƚƵdǇ͘ TheƐe daƚa indicaƚe ƉŽƚenƚial fŽƌ gƌeaƚlǇ incƌeaƐed efficacǇ 
fŽƌ ƚhe higheƌ dŽƐe leǀel͘ 

• MϮSR HϯNϮ ǀaccine ǁellͲƚŽleƌaƚed afƚeƌ ϭ Θ Ϯ IN dŽƐeƐ

• Single MϮSR dŽƐe ϭϬϵ TCIDϱϬ indƵced ƐeƌŽƉƌŽƚecƚiǀe ƐeƌƵm HAI ƚiƚeƌƐ in ϱϴй 
Žf ƐeƌŽƐƵƐceƉƚible adƵlƚƐ͕ a ƌeƐƵlƚ ƐƵbƐƚanƚiallǇ gƌeaƚeƌ ƚhan ƌeƉŽƌƚed fŽƌ 
licenƐed LAIV ;CŽelingh͕ ϮϬϭϰ͕ TƌialƐ in VaccinŽlŽgǇ ϯ͗ϭϱϬͿ͘ 

• MϮSR addiƚiŽnallǇ indƵced MƵcŽƐal ƐecƌeƚŽƌǇ IgA anƚibŽdieƐ and SeƌƵm NAI 
anƚibŽdieƐ

• ReƉeaƚ MϮSR dŽƐe incƌeaƐeƐ immƵne ƌeƐƉŽnƐe aƚ all dŽƐe leǀelƐ

• A double-blinded, randomized, placebo-controlled study (NCT 0ϯϵϵϵϱϱϰ) was conducted with M2SR containing HA & NA from
A/Singapore/INFIMH-1ϲ-001ϵ/201ϲ (Sing201ϲ) or A/Brisbane/10/200ϳ (Bris10) HϯN2 virus.

• Healthy adults, 1ϴ-ϰϵ years of age, were screened for baseline microneutralization antibody titers (MNT) ф/с1:20 against
A/Singapore/INFIMH-1ϲ-001ϵ/201ϲ.

• Subjects received 2 IN doses of either saline or 1 of ϯ different dose levels of 
vaccine (10ϴ – 10ϵ TCIDϱ0), administered 2ϴ days apart.

• Solicited local and systemic reactions evaluated for ϳ days after each vaccination.

• Adverse events (AE) followed for 2ϴ days and serious AE (SAE) for 1ϴ0 days.

• Serum and nasal swab samples were tested for influenza-specific antibodies.

• Serology assays were conducted at Viroclinics (Rotterdam, NL) and Southern
Research (Birmingham, AL); mucosal IgA assays at VisMederi (Siena, IT).

FLJ 6.  M2SR LQdXced VeUXP MNT aJaLQVW SUR[LPaWe aQd dLVWaQW H3N2 dULIWed VWUaLQV

FLJ 3.  AE PURILOe WKURXJK 7 da\V SRVW-YaccLQaWLRQ

FLJ 4. SLQJOe dRVe RI LQWUaQaVaO 109 TCID50 M2SR VLJQLILcaQWO\ 
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FLJ 7. M2SR LQdXceV PXcRVaO VIJA aJaLQVW PaWcKed aQd dULIWed VWUaLQV 
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AfWeU fiUVW dRVe AfWeU VecRnd dRVe

*S<0.05, UHODWLYH WR 108

**S<0.05, UHODWLYH WR 108 DQG SODFHER
EUURU BDUV: 95% CI
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