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Consequences

People unaware







10 Key Actions 







The Lancet Group is seeking to implement 
the position statement actions in 

collaboration with PAHO and partner 
organisations and members of the HEARTS 

implementation countries



VALIDATION = EQUIVALENCE



Internationally recognised
validation protocols (can confirm 
with online searches; PubMed, 
Medaval Registry, Google, Dabl
Educational Trust & more)
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FOCUS 
PROTOCOLS 

VARY 

UNKNOWN 
ACCURACY



Not mandatory for manufacturers to use a 
specific standard to assess BP device accuracy

Validation studies deviate from 
established protocols

BP devices may fail to produce accurate readings 
in people with large or small arms but still used

Regulatory requirements focus on 
safety rather than accuracy

Unethical companies selling cheap BP devices 
online with false validation credentials

Exact BP device used in the validation 
study is unclear

Consumer organisations do not give 
due attention to BP device accuracy

Results of BP devices that fail validation 
studies may not be published

Assumed that a BP device ‘cleared’ by 
regulatory authorities is accurate

BP devices may pass regulatory requirements for 
sale but fail independent validation of accuracy

Not mandatory for validation testing to be 
performed by independent parties 

bias

confusion

fraudulence

misinformation

poor process

uncertainty

ambiguity

ignorance

Online sale of BP devices may 
circumvent regulatory processes

Inaccurate 

BP devices 



88.5% no proven clinical accuracy



Omron is the most searched BP device company







Availability of BP devices via 
worldwide online shopping?

Number? Type? Cost? Validity?

Case study: Australia



Total online retailers
N=59

Pharmacies

n=16

Medical

n=19

General

n=5

eCommerce

n=19

e.g. Amazon, 
eBay…..



18% validated 8% validated None validated
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972



Total online retailers
N=59

Pharmacies

n=16

Medical

n=19

General

n=5

eCommerce

n=19

e.g. Amazon, 
eBay…..

Supplied 92% of the 
BP devices but only 

5.5% validated



Validated devices cost more than 
non-validated devices

$85.45 (49 – 129 AUD) vs $50.68 (23 – 95 AUD)



So which devices do people purchase 
when they look the same, and 

(apparently) function the same?

?

?

?

??

?

???

?



“Best 
blood 

pressure 
monitor”
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