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What is Molecular Imaging?

ü Molecular imaging is a new biomedical research 

discipline enabling the visualization, characterization, and 

quantification of biologic processes taking place at the 

cellular and sub -cellular levels within intact living subjects 

including patients

ü Sanjiv Sam Gambhir MD, PhD, Stanford University



Healthcare: A Paradigm Shift





April 2009 CMS review

ü Limited FDG PET to initial staging, citing lack of 

conclusive evidence from prospective 

randomized studies.

ü Some tumors (cervical, melanoma) had a highly 

significant likelihood of change in initial staging 

(over 50%) while many others had no change in 

treatment plan.

ü Does the lack of effect reflect lack of impact or 

lack of data?



Addressing hurdles of MI

üNew Molecular Imaging tests will require 

significant outcomes and economic data 

prior to acceptance by the healthcare 

system

üData will need to come from a partnership 

with the therapeutics industries 

üDiagnostics and therapeutics need to 

understand the needs of the other party ð

and both need to work with regulators 



Sustaining an industry: 

what will be needed?

üNew products addressing medical 
need.

üCost effectiveness/ cost avoidance

üA distribution strategy

üCooperation - Teamwork

üLow cost of development



Requirements for clinical trails: 

what will be needed?

üNew products addressing medical 

need.

üA distribution strategy

üRobust Infrastructure

üLow cost of development



Molecular Imaging: 

an in vivo assay
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