
Problem Outline Theranos struggles

Regulators ask hard questions about blood testing startup
The biotech startup Theranos has been all over headlines in recent years.  At first the company made news 
for its ambitious goals of running comprehensive laboratory testing on just a few drops of blood.  The 
company has claimed to have created a handheld medical device (nicknamed Edison) that uses only a finger 
prick of blood and makes blood testing less painful, faster and cheaper.  Theranos’ young and compelling 
founder Elizabeth Holmes has been featured in multiple magazines, gave a popular Ted talk and has even 
been compared to Steve Jobs and Bill Gates. In 2014, the company was valued at $9 billion.
Lately, the type of headlines the company has made have changed as the company has been embroiled in 
controversy.  
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NOTE:  Read the Cause Map from left to right with the 
phrase "Was Caused By" in place of each arrow.
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Evidence: Theranos 
developed a new 
proprietary blood 
testing device called 
Edison.
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Evidence: FDA 
inspections of two 
Theranos facilities in 
August and September 
2015 found multiple 
areas of concern.

Samples too 
small?

Evidence: Inspectors for 
the Centers for Medicare 
and Medicaid Services
found serious problems 
in Theranos' lab in 
Newark, CA.
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Evidence: Studies have 
found that the results of 
blood tests done by the 
Edison device do not 
always match 
traditional testing 
methods.

Need to raise 
capital?

Evidence: No formal 
charges have been 
made against the 
company, but federal 
officials are conducting 
a criminal investigation
into claims made by 
the company about its 
technology.
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Evidence: There is the potential for 
lawsuits against the company if it is 
determined that they made 
inaccurate claims.  (There is also 
the potential for the company to file 
lawsuits if they are cleared of the 
charges because the allegations 
have had serious financial 
impacts.)
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What Problem(s) Inaccurate lab results, deficiencies found in lab
When Date Inspections performed August through September 

2015
Different, unusual, unique New medical device for testing blood

Where Facility, site Labs in CA and Arizona
Task being performed Blood tests

Impact to the Goals
Patient Safety Potential for patients to receive inadequate care
Compliance Potential loss of license
Patient Services Lab results inaccurate?

Potential for lawsuits
Company subject of criminal investigation

Economics Potential for fines, loss of revenue
Labor/ Time Investigation/ inspections

Regulatory
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AND

Evidence: Findings from 
FDA inspections

Evidence: Findings from 
FDA inspections

Evidence: Findings from 
FDA inspections


