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New clinical developments in the search of 
therapies to protect host tissue against COVID-19 

Notwithstanding the significant achievements of the current vaccines, the need for therapeutics 
against the infection are not diminished as evidenced by the emergence of variants, the 
uncertainty regarding duration of efficacy of the vaccines, and the real prospect of the virus 
becoming endemic. Cresswell proposes that attention be paid to two therapeutic programs in 
development of prospective consequence:  

 

• A nationwide three-arm clinical trial announced by Vanderbilt University Medical 
Center (VUMC) researchers, supported by the National Institutes of Health (NIH), 
which explores the safety and effectiveness of Constant Therapeutics’ TXA127, an 
agonist hypothesized to restore RAAS balance and  protect patients hospitalized with 
COVID-19 at high risk of poor outcomes. 
 

The ACTIV-4 Host Tissue trial will first explore the efficacy of drugs that target the 
Renin Angiotensin Aldosterone System (RAAS) and the immune system, both of which 
become dysregulated during COVID-19 and cause widespread damage in patients 
infected with the SARS-CoV-2 virus. To read the complete release from VUMC, click  here 

• Upcoming data anticipated prior to year-end, 2021, from Appili Therapeutics’s Phase 3 

PRESECO (PREventing SEvere COVID-19) trial, that evaluates Avigan®/Reeqonus™ 
(favipiravir) as a potential oral therapy for patients with mild-to-moderate COVID-19. 
To read more information about Appili, click here 
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Deaƌ AƉƉili ShaƌehŽldeƌƐ͕ 
 
ThaŶkƐ ƚŽ ƚhe effŽƌƚƐ Žf ŽƵƌ ƚeam aŶd ƉaƌƚŶeƌƐ͕ ǁe aƌe ƌaƉidlǇ aƉƉƌŽachiŶg ŽƵƌ fiƌƐƚ PhaƐe ϯ ƚƌial ƌeadŽƵƚ͕ eǀalƵaƚiŶg ƚhe 
Žƌal aŶƚiǀiƌal AǀigaŶΠͬReeƋŽŶƵƐΡ ;faǀiƉiƌaǀiƌͿ fŽƌ ƚhe ƚƌeaƚmeŶƚ Žf mildͲƚŽͲmŽdeƌaƚe COVIDͲϭϵ͘ AƐ ǁe aƉƉƌŽach ƚhiƐ 
cƌiƚical jƵŶcƚƵƌe͕ I ǁaŶƚed ƚŽ ƚake a miŶƵƚe ƚŽ highlighƚ a feǁ ƌeceŶƚ ƚƌeŶdƐ ƚhaƚ ƵŶdeƌƐcŽƌe ƚhe imƉŽƌƚaŶce Žf AƉƉili͛Ɛ 
miƐƐiŽŶ aŶd ƚhe ǀalƵe Žf ƚhe ƉƌŽgƌamƐ ǁe aƌe adǀaŶciŶg iŶ ŽƵƌ ƉiƉeliŶe͘    
 
The Ŷeed fŽƌ Ɛafe aŶd effecƚiǀe Žƌal aŶƚiǀiƌalƐ haƐ Ŷeǀeƌ beeŶ cleaƌeƌ͘ While ƚhe U͘S͘ aŶd ŶŽǁ EƵƌŽƉe iŶiƚiaƚed ƐƚƌŽŶg 
ǀacciŶaƚiŽŶ ƉƌŽgƌamƐ iŶ ƚhe fiƌƐƚ half Žf ϮϬϮϭ ƚŽ bƌiŶg dŽǁŶ iŶfecƚiŽŶƐ͕ caƐeƐ haǀe cŽme ƐƵƌgiŶg back aŶd COVIDͲϭϵ iƐ 
iŶcƌeaƐiŶglǇ eƐƚabliƐhiŶg iƚƐelf aƐ a ƐeaƐŽŶal eŶdemic diƐeaƐe͘ TŽ cŽŶƚaiŶ ŽƵƚbƌeakƐ aŶd ƐƚaǇ ahead Žf ǀaƌiaŶƚƐ͕ mŽƌe 
effecƚiǀe cŽƵŶƚeƌmeaƐƵƌeƐ͕ aŶd iŶ ƉaƌƚicƵlaƌ Žƌal aŶƚiǀiƌalƐ͕ aƌe Ŷeeded͘ We aƌe ƐƚaƌƚiŶg ƚŽ Ɛee gŽǀeƌŶmeŶƚƐ ƌecŽgŶiǌe 
ƚhiƐ Ŷeed͕ aƐ ƚhe U͘S͘ ƌeceŶƚlǇ aŶŶŽƵŶced a Ψϯ billiŽŶ USD iŶǀeƐƚmeŶƚ iŶ aŶƚiǀiƌal deǀelŽƉmeŶƚ aŶd ƉƵblic healƚh figƵƌeƐ 
iŶcƌeaƐiŶglǇ highlighƚ ƚhe Ŷeed fŽƌ Žƌal ageŶƚƐ͘ I belieǀe ƚhiƐ iƐ ŽŶlǇ ƚhe begiŶŶiŶg Žf aŶ imƉŽƌƚaŶƚ ƌeƉƌiŽƌiƚiǌaƚiŽŶ Žf 
aŶƚiǀiƌalƐ aŶd ƉaŶdemic ƉƌeƉaƌedŶeƐƐ ƚŽŽlƐ͘ 
 
EǀeŶ aƐ ƚhe ǁŽƌld iƐ fŽcƵƐed ŽŶ COVIDͲϭϵ͕ Ŷeǁ iŶfecƚiŽƵƐ diƐeaƐe ƚhƌeaƚƐ aƌe emeƌgiŶg͘ AƐ ƌeceŶƚlǇ aƐ laƐƚ mŽŶƚh͕ ƚhe 
CDC ƌeƉŽƌƚed ŽŶ clƵƐƚeƌƐ Žf ƵŶƚƌeaƚable Candida aƵris͕ a highlǇ ƌeƐiƐƚaŶƚ fƵŶgƵƐ aŶd emeƌgiŶg ƉƵblic healƚh ƚhƌeaƚ ƚhaƚ 
iƐ eƐƚabliƐhiŶg iƚƐelf iŶ healƚh caƌe ƐeƚƚiŶgƐ iŶ ƚhe U͘S͘ aŶd abƌŽad͘  
 
TheƐe ƌeceŶƚ deǀelŽƉmeŶƚƐ haǀe ǀalidaƚed ŽƵƌ cŽmmiƚmeŶƚ aƚ AƉƉili TheƌaƉeƵƚicƐ ƚŽ ŶŽǀel aŶƚiͲiŶfecƚiǀe deǀelŽƉmeŶƚ͕ 
aŶd I am eǆciƚed ƚŽ Ɛhaƌe aŶ ƵƉdaƚe ŽŶ ŽƵƌ ƌeceŶƚ ƉƌŽgƌeƐƐ͘   
 
Oǀeƌ ƚhe laƐƚ ƋƵaƌƚeƌ͕ ǁe achieǀed keǇ mileƐƚŽŶeƐ ŽŶ ŽƵƌ PRESECO PhaƐe ϯ ƚƌial͕ iŶ ƉaƌƚicƵlaƌ͗  

x We aƌe ŶŽǁ ŽŶlǇ a feǁ mŽŶƚhƐ aǁaǇ fƌŽm a ƉŽƚeŶƚiallǇ ƚƌaŶƐfŽƌmaƚiŽŶal ƚŽƉͲliŶe ƌeadŽƵƚ ƚhaƚ maǇ ƉŽƐiƚiŽŶ ƵƐ 
ƚŽ deliǀeƌ ƚhe fiƌƐƚ FDA aƉƉƌŽǀed aŶd glŽballǇ aǀailable Žƌal COVIDͲϭϵ aŶƚiǀiƌal͘  

x ThiƐ MaǇ͕ ǁe cŽmƉleƚed ŽƵƌ iŶƚeƌim aŶalǇƐiƐ aŶd ƌeceiǀed a ƵŶaŶimŽƵƐ ƌecŽmmeŶdaƚiŽŶ fƌŽm ƚhe iŶdeƉeŶdeŶƚ 
Daƚa aŶd SafeƚǇ MŽŶiƚŽƌiŶg BŽaƌd ;DSMBͿ ƚŽ cŽŶƚiŶƵe ǁiƚhŽƵƚ mŽdificaƚiŽŶ AƉƉili͛Ɛ ŽŶgŽiŶg PhaƐe ϯ PRESECO 
ƚƌial͕ aŶ imƉŽƌƚaŶƚ mileƐƚŽŶe keeƉiŶg ƵƐ ŽŶ ƚƌack ƚŽ deliǀeƌ ƌeƐƵlƚƐ laƚeƌ ƚhiƐ Ǉeaƌ͘ 

x ShŽƌƚlǇ afƚeƌ ƚhe iŶƚeƌim ƌeadͲŽƵƚ iŶ JƵŶe͕ ǁe aŶŶŽƵŶced ƚhe eǆƉaŶƐiŽŶ Žf PRESECO ƚŽ Ɛeǀeƌal cliŶical ƌeƐeaƌch 
ƐiƚeƐ iŶ MeǆicŽ aŶd Bƌaǌil͘ EƐƉeciallǇ aƐ caƐeƐ Žf ƚhe Delƚa ǀaƌiaŶƚ cŽŶƚiŶƵe ƚŽ ƌiƐe͕ ǁe ƌecŽgŶiǌe ƚhe imƉŽƌƚaŶce 
Žf haǀiŶg glŽbal͕ diǀeƌƐe ƉŽƉƵlaƚiŽŶƐ aƚ diffeƌeŶƚ ƐƚageƐ Žf ƚhe ƉaŶdemic be a Ɖaƌƚ Žf ŽƵƌ ƚƌial͘  

 
IŶ addiƚiŽŶ ƚŽ ƚheƐe eǆciƚiŶg deǀelŽƉmeŶƚƐ ǁiƚh ƚhe PRESECO ƚƌial͕ I͛m ƉleaƐed ƚŽ ƌeƉŽƌƚ ƚhaƚ ǁe haǀe ƐecƵƌed a Ψϯ͘ϱ 
milliŽŶ fƵŶdiŶg agƌeemeŶƚ fƌŽm The LiŶd PaƌƚŶeƌƐ ǁiƚh fƵŶdiŶg eǆƉecƚed ŽŶ Žƌ befŽƌe AƵgƵƐƚ ϮϬ͘ ϮϬϮϭ͘ We aƌe gƌaƚefƵl 
fŽƌ ƚhiƐ ƐƵƉƉŽƌƚ aŶd ƌecŽgŶiƚiŽŶ Žf ƚhe ǀalƵe aŶƚiͲiŶfecƚiǀeƐ caŶ bƌiŶg͘ TheƐe fƵŶdƐ ǁill eŶable ƵƐ ƚŽ cŽŶƚiŶƵe dƌiǀiŶg 
PRESECO fŽƌǁaƌd͕ ǁhile alƐŽ adǀaŶciŶg aŶd eǆƉaŶdiŶg ŽƵƌ ƉiƉeliŶe͘ 
 
We cŽŶƚiŶƵe ƚŽ eǆecƵƚe acƌŽƐƐ ŽƵƌ ƉŽƌƚfŽliŽ aŶd aƌe ƌaƉidlǇ aƉƉƌŽachiŶg keǇ mileƐƚŽŶeƐ fŽƌ ŽƵƌ bƌŽadeƌ aŶƚiͲiŶfecƚiǀe 
ƉiƉeliŶe͕ eƐƉeciallǇ ATIͲϮϯϬϳ͕ ŽƵƌ ŶŽǀel͕ bƌŽadͲƐƉecƚƌƵm cliŶicalͲƐƚage aŶƚifƵŶgal ǁiƚh ƚhe ƉŽƚeŶƚial ƚŽ addƌeƐƐ Ɛeǀeƌe 
aŶd haƌd ƚŽ ƚƌeaƚ iŶǀaƐiǀe fƵŶgal iŶfecƚiŽŶƐ͘ WŽƌkiŶg ǁiƚh leadiŶg aŶƚifƵŶgal ƚƌialiƐƚƐ aŶd iŶǀeƐƚigaƚŽƌƐ͕ ǁe aƌe makiŶg 
ƐigŶificaŶƚ ƉƌŽgƌeƐƐ ŽŶ ƚhe ŶeceƐƐaƌǇ ƉƌeƉaƌaƚŽƌǇ ǁŽƌk͕ iŶclƵdiŶg geŶeƌaƚiŶg a ƌŽbƵƐƚ ƉƌecliŶical daƚa Ɖackage͕ ƚŽ eŶable 
PhaƐe Ϯ ƐƚƵdǇ Ɛƚaƌƚ iŶ ϮϬϮϮ͘ 
 
I lŽŽk fŽƌǁaƌd ƚŽ ƚhe ƌeƐƚ Žf ǁhaƚ fiƐcal ϮϬϮϮ ǁill bƌiŶg͘ The fƵƚƵƌe iƐ eǆciƚiŶg fŽƌ AƉƉili aŶd I ǁaŶƚ ƚŽ ƚhaŶk ǇŽƵ fŽƌ ǇŽƵƌ 
cŽŶƚiŶƵed ƐƵƉƉŽƌƚ Žf ŽƵƌ miƐƐiŽŶ aŶd ƚhe ǀalƵable ǁŽƌk ǁe͛ƌe dŽiŶg ƚŽ imƉƌŽǀe aŶd Ɛaǀe ƚhe liǀeƐ Žf ƉaƚieŶƚƐ 
ǁŽƌldǁide͘ 
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