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Emerging Infectious Disease Threats 

Revised Donor  
Deferral Criteria 

HBsAg 

Screening 

HIV Ab 
Screening 

NANB Hepatitis  
Surrogate Testing 

HCV Ab  
Screening 

P24 Ag Testing 

HCV & HIV NAT 
vCJD Deferral 

Criteria 

WNV NAT 

T cruzi Ab 
Screening 

HBV NAT 

Bacteria  
Detection 
(Platelets) 

ZIKV NAT 

Babesia NAT 

Risks of major transfusion-transmitted viral 

infections and emerging infectious agents of 

concern to blood safety

Busch MP, Bloch EA, Kleinman S.  Prevention of Transfusion Transmitted Infections. Blood 2019

Agents proven to be blood safety threats & 

interventions implemented

Established to be legitimate infectious 

agents but not TT or disease associated 

Alleged threats that were determined to not 
cause human infections



Program Overview

Objective: To characterize the human virome and define its role in health and disease

The Human Virome program consists of four initiatives that will work synergistically as a 
consortium of multidisciplinary and innovative teams who will collaborate to achieve the 

goals of the program. 

Initiatives:

1. Characterize the human virome in longitudinal, diverse cohorts across the lifespan (RFA-RM-23-019)

2. Develop tools, models, and methods to interrogate and annotate the human virome (RFA-RM-23-018)

3. Functional studies to reveal the interactions between the human host and the virome (RFA-RM-23-017)

4. Consortium Organization and Data Collaboration Center (RFA-RM-23-016)

Program Duration: 5 years, FY2024-FY2028

Total Available Program Funds : $222.78M

https://grants.nih.gov/grants/guide/rfa-files/RFA-RM-23-019.html
https://grants.nih.gov/grants/guide/rfa-files/RFA-RM-23-018.html
https://grants.nih.gov/grants/guide/rfa-files/RFA-RM-23-017.html
https://grants.nih.gov/grants/guide/rfa-files/RFA-RM-23-016.html


Program Scope
 The primary focus is on the commensal 

human virome

 Example: Anelloviruses

 Humans across the globe are 
infected for their lifetimes

 What is the source of initial infection? 

 Are they beneficial or do they cause 
disease?

 What host cells support Anellovirus
replication? 



Program Background
• The human virome is large and diverse with >1013 particles per person 
• The commensal virome is largely understudied and its interactions with the human body 

and long-term impacts on health and disease are unknown



Program Planning
Human Virome Workshop, April 29, 2022 

Goal: To gather information on the current state of the knowledge of the human 
virome and to identify critical gaps

Concept 1:
Healthy Human Virome

Defining and 
characterizing the human 
virome in different tissue 
compartments in diverse 
populations across the 

lifespan.

Concept 2:
Infant Virome

Outlining the 
establishment of the 
human virome in the 

neonatal period, through 
infancy, and into early 

childhood.

Concept 3:
Virome & Disease

Describing relevant, 
diverse disease cohorts 

with appropriate 
longitudinal samples and 
clinical data available for 
the analysis of potential 

virome/microbiome 
associations with disease.

https://commonfund.nih.gov/humanvirome/meetings

https://commonfund.nih.gov/humanvirome/meetings


Critical Knowledge Gaps Identified

 Diversity and dynamics (across tissues, time, populations, and lifespan)

 Establishment (timing and mechanisms)

 Host immune system interactions

 Functional and multi-omic studies

 Impacts of ‘exposome’

 Isolation, quantification, and propagation

 Animal models

 Standardized protocols

 Reference sequence database

 Annotation and contamination detection tools



Program Goal & Initiatives

Overall Goal: To characterize the human virome and define its role in health & disease

Characterize the 
human virome 
in longitudinal, 
diverse cohorts 

across the 
lifespan

Develop tools, 
models, and 
methods to 

interrogate and 
annotate the 

human virome

Consortium 
Organization 

and Data 
Collaboration 

Center

Functional
studies to 
reveal the 

interactions 
between the 

human host and 
the virome

Four initiatives will work synergistically as a consortium of multidisciplinary and innovative 
teams who will collaborate to achieve the goals of the program.



Program Deliverables

Catalog of human commensal viruses across a diverse cohort 

from multiple body sites

Tools, technologies, and methods to improve viral detection 

and annotation

Functional assays interrogating interactions between the 

human host and virome

A human virome research network made up of stakeholders 

interested in the human virome program and its resources



Thank you!


