
*In addition to the collective antiviral drug development experience of INTREPID Alliance member companies, guidance documents from Regulatory Authorities such as the U.S. FDA 
routinely used by drug developers, and publicly available Target Product Profiles such as the NIH/NIAID Target Product Profiles for Antivirals, were used to inform the clinical phase triage.
**As defined in 2nd and 3rd Editions of the Clinical Antiviral Landscape (available here); see disclaimer information on page 2. FIH: first-in-human; POC: proof-of-concept; PK/PD: 
pharmacokinetic/pharmacodynamic.

• FIH trial completed and data at adequate doses and dosing duration available.

• POC study ongoing or  completed and data available.
◦ POC demonstration via viral endpoint, symptom alleviation, etc. 
◦ POC in animal model may be applicable for certain viral diseases where clinical POC is not feasible.

• Adequate PK/PD to support Phase 2/3 dose selection and route of administration.

• Safety and tolerability consistent with the target dose/exposure and no difficult-to-manage clinical safety 
signals.

• Other criteria such as chemical structure, synthesis, scalability, etc., are taken into account where data 
are available.

Criteria* for Promising Clinical Antiviral Compounds Analysis**
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https://www.niaid.nih.gov/research/target-product-profiles-antivirals
https://www.intrepidalliance.org/wp-content/uploads/2024/10/Antiviral-Clinical-and-Preclinical-Development-Landscape-3rd-Edition-09Oct2024.pdf


• Promising (e.g., meets “Promising Criteria”)
◦ 100 Days Mission Ready
◦ Registration & Approval for established viral diseases

• Watch & Wait
◦ FIH or POC Study just starting/ongoing or data are unavailable for a completed study
◦ Unable to make a data-driven evaluation

• Archived
◦ Development paused, no recent information >5 years
◦ May be useful to inform new screening or medicinal chemistry efforts

• Discontinued
◦ Development stopped for known reasons; e.g., change in business strategy, lack of efficacy or funding, low 

enrollment, PK variability preventing effective dosing, other
◦ May be useful to inform new screening or medicinal chemistry efforts

Categories for Clinical Antiviral Compound Analysis*
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*As also defined in 2nd and 3rd Editions of the Clinical Antiviral Landscape (available here), with addition of “Discontinued” in the 4th Edition.
FIH: first-in-human; POC: proof-of-concept; PK: pharmacokinetic.

https://www.intrepidalliance.org/wp-content/uploads/2024/10/Antiviral-Clinical-and-Preclinical-Development-Landscape-3rd-Edition-09Oct2024.pdf

