
None (NO GO) Clinical data shows no effect (NO GO) None (NO GO)
Insufficient plasma levels/ 
data to judge (NO GO)

Strong4

2 Moderate

0 Weak

Data from one or more small RCTs for 

SARS COV-2 2

1
Data from one or more uncontrolled 
trials in SARS COV-2 or related virus; 
Case series 

0 No data from trials

2 In vitro suggestive mechanism data 

3
In vitro screening and cytotoxicity data 
shown with relevant cell line 

5 In vitro secondary assay and cytotoxicity 
data shown in multiple relevant cell lines 

In vivo efficacy data in small 
animal model6

2
Sufficient plasma levels for

expected efficacy in humans

Sufficient plasma and tissue 
(lung) levels 3

1 Preclinical PK data to 

support lung exposure 

0 No preclinical data 0 No PK/PD data

I. Rationale for 
MOA Relevance

II. Clinical Data 
Efficacy

III. SARS-CoV2 
Preclinical Data

IV. Compound 
PK/PD Data

Highest score possible for category
Highest agent score possible = 15

Stage 2 

Scoring



None (NO GO)
Clinical data shows no effect (NO 
GO) 

Preclinical data shows no effect (NO 
GO)

Insufficient plasma levels (NO 
GO)

Strong6

4 Moderate

2 Weak

1
Relevant pharmacodynamic data 
from previous trials showing 
positive results

0 No data from trials

1 Sufficient plasma levels

Sufficient plasma and tissue 
(lung) levels 2

Data from one or more small RCTs 

in SARS-CoV2 or relevant indications 
6

3
Data from one or more 
uncontrolled trials; Case series, 
anecdotal data 

1
In vitro suggestive mechanism 

data 

In vivo data in appropriate 
animal model2

0 No preclinical data 0 No PK/PD data

I. Rationale for 
MOA Relevance

II. Clinical Data 
Efficacy

III. SARS-CoV2 
Preclinical Data

IV. Compound 
PK/PD Data

• Highest score possible for category
• Highest agent score possible= 16

Stage 2 

Scoring



I. Compound  
Safety Data

Major Concern 
(NO GO)

Major Concern (NO GO) Not able to produce drugs 
at this time (NO GO)

Minor concerns, or 
other1

0
Insufficient data to 
judge; different route 
of administration

None1

0
Clinically significant 
DDIs, or insufficient or 
no data to judge

1
Manufacturing 
capabilities available 
to reach Phase II

2 Ability to scale up2

I. Compound 
Safety Data

II. Drug- Drug Interactions 
(DDIs) & Comorbidities

III. Availability/ 
Scalability

AP Review 

Committee 

Sign Off

• Highest score possible for category
• Highest agent score possible= 4
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