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INTRODUCTION 
 
The Target Product Profile (TPP), a concept originally aimed at pharmaceutical drug development, is a 
multidisciplinary strategic development process tool that can be adapted by medical device and diagnostic 
programs for product development. Implementing a robust and disciplined TPP process can help to drive 
alignment in cross-functional strategies, leading to more effective and cohesive product development.  

The TPP embodies the notion of beginning with the goal in mind. That is, it specifies the concepts that are the 
goals of the product development program, the specific studies intended to support the concepts. TPP guides 
the design, and maximize the efficiency of the development program. 



1. TPP for medical device (simple test). Zaïre ebolavirus rapid test to be used in the control of the Ebola outbreak in West Africa 

WHO, 3 October 2014https://www.finddx.org/wp-
content/uploads/2016/02/WHO-TPP-ebola-2014.pdf  



2. TPP for medical device (diagnostics). Point-of-care diagnosis for Chagas disease 



Target Product Profile (TPP) for Chagas Disease Point-of-Care Diagnosis and Assessment of Response to Treatment 
PLOS Neglected Tropical Diseases | DOI:10.1371/journal.pntd.0003697 June 4, 2015 
https://www.finddx.org/wp-content/uploads/2016/02/Porras-TPP-PoC-ChD-DX-ToC-2015.pdf  



For more specific information please refer to FDA TPP guide (template in Appendix C, pg. 13): 
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm080593.pdf  
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