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BIOMARKER QUALIFICATION IS 
A MULTI-STEP PROCESS 

Biomarker discovery Several steps of evidence 
generation 

Requires resources 
Biomarker testing and expertise 

• Leverage costs Biomarker qualification 

Collaborative efforts can facilitate 
sharing of resources 

• Biological samples 
• Data 
• Scientific knowledge and
&
expertise
&

Biomarker validation
&
(analytical, clinical)
&



        

   
  

    
  

  
 

    
   

    
    

 WHAT ARE CONSORTIA?
&

A consortium is a
&
collaborative group
&
managed by a convening or
&
coordinating organization
&
involving multiple
&
stakeholder organizations 

including at least one non-
profit or 501(c)(3)
&
organization and at least
&
one for profit organization.
&

MAPP 4100.2 CDER Staff Participation in PPPs and Consortia 

https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM532571.pdf 

http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM532571.pdf
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM532571.pdf


    
     

    
  

  
    

    
 

    
    

   
  

     ROLE OF CONSORTIA IN THE DEVELOPMENT 
AND QUALIFICATION OF BIOMARKERS 

• Provide a neutral collaborative 
environment for partnering, sharing, and 
leveraging the resources for biomarker 
development and qualification 

• Facilitate workshops, scientific 
discussions, gather input from scientific 
community, and to streamline advances 
in regulatory science 

• Provide an opportunity for scientific staff 
engagement to discuss current thinking 
on biomarkers and other regulatory 
science efforts. 



         

  VALUE OF CONSORTIA
&

Reference: Consortium Sandbox: Building and Sharing Resources Mark D. Lim Sci Transl Med 2014;6:242cm6 



 
       

  
 
   

  CDER ENGAGEMENT WITH CONSORTIA EFFORTS 

Project results are 
made publicly 

available to benefit 
public health 

For more information:
&
MAPP 4100.2 CDER Staff Participation in PPPs and Consortia
&

https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/ 
CDER/ManualofPoliciesProcedures/UCM532571 

http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM532571.pdf
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM532571.pdf
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM532571.pdf


FIND CONSORTIA
&

http://consortiapedia.fastercures.org/ 

http://consortiapedia.fastercures.org/


      

LEARN MORE
&

www.fda.gov/BiomarkerQualificationProgram 

Learn more about CDER’s engagement with consortia efforts: 

https://www.fda.gov/Drugs/ScienceResearch/UCM575772.htm
&

https://www.fda.gov/BiomarkerQualificationProgram
https://www.fda.gov/Drugs/ScienceResearch/UCM575772.htm



