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There is a worldwide abundance of BP devices
that have not been tested for accuracy (non-

validated) or are known to be inaccurate




People unaware

CQnsequences Incorrect diagnosis &

treatment decisions

Opportunity lost to perform best-
practice care for CVD prevention




HE A RTS

Technical package for cardiovascular disease
management in primary health care

Access to essential
medicines and
technology

HE | RTS

Technical package for cardiovascular disease
management in primary health care

Evidence-based
treatment protocols

HE | RTS

Technical package for cardiovascular disease
management in primary health care

Team-based
care

HE | RTS

Technical package for cardiovascular disease
management in primary health care

Systems for monitoring



The Lancet Commissions
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A call to action and a lifecourse strategy to address the global
burden of raised blood pressure on current and future
generations: the Lancet Commission on hypertension

Michael H Olsen*, Sonia Y Angell, Samira Asma, Pierre Boutouyrie, Dylan Burger, Julio A Chirinos, Albertino Damasceno, Christian Delles,
Anne-Paule Gimenez-Roqueplo, Dagmara Hering, Patricio Lépez-Jaramillo, Fernando Martinez, Viado Perkovic, Ernst R Rietzschel,
Giuseppe Schillaci, Aletta E Schutte, Angelo Scuteri, James E Sharman, Kristian Wachtell, Ji Guang Wang




—

Ly behaviours

€

Measurement acc

Universal access to measurement of blood pressure throuy,
pressure monitors (linked to establishment of global blood pro

Blood pressure diagnosis and evalvation

)

M easurement quality

Empowerment

Better quality of blood pressure measurements through endorsed prote
certified and validated blood pressure monitors

Better identification of people at high risk to optimise treatment approaches
through endorsed educatio patients and health-care professionals (linked to
stratified treatment approaches)

Better identification of paople with secondary hypertension through endorsed and
simple flow charts (linked to stratified treatment approaches)

Pharmacodogical prevention and monitoring

Workforce expansion

Standardised treatment

Expand the workforce engaged in the management of blood pressure through
task sharing and the use of endorsed educati community health workers
{linked to health- care systemn accountability)

Universal access srdable, high-quality effective antihypartensive drug
throwgh collaboration between all major stakeholders

Treatment approaches stratified
and ethnic differences throwgh
initiation of new research

“A health-care systems

10 Key Actions



Blood pressure diagnosis and evaluation

Better quality of blood pressure measurements through endorsed protocols and

certified and validated blood pressure monitors

-~
Measurement quality




Lancet Commission on Hypertension Group Position Statement on the Global
Improvement of Accuracy Standards for Devices that Measure Blood Pressure

{Tames E Sharman, *Foin O’Brien, *Bruce Alpert, *Aletta E Schutte, *Christian Delles,
®Michael Hecht Olsen, "Roland Asmar, *Neil Atkins, **Eduardo Barbosa, "David Calhoun,
“"Norm RC Campbell, "“John Chalmers, **Ivor Benjamin, Garry Jennings, *Stéphane

Laurent, *Pierre Boutouyrie, “*Patricio Lopez-Jaramillo, “Richard J McManus, “®Anestasia
$ Mihailidou, "“Pedro Ordonez, 'Raj Padwal, *Paolo Palatini, “Gianfranco Parati, *Neil
Poulter, *'Michael K Rakotz, “*Clive Rosendorff, “Francesca Saladini, **Angelo Scuteri,
BWeimar Sebba Barroso, 2Raymond R. Townsend, *'Ji-Guang Wang, **Tine Willum
Hansen, *'Gregory Wozniak and George Stergiou, on behalf of the Lancet Commission on

Hypertension Group.

The following organisations and institutions endorse this position statement: Lancet
Commission on Hypertension Group, American Heart Association, American Medical
Association, Artery Society, Brazilian Society of Cardiology, British and Irish Hypertension
Society, Chinese Hypertension League, Danish Heart Foundation, Danish Society of
Hypertension, European Society of Hypertension Working Group on Blood Pressure
Monitoring and Cardiovascular Variability, Finnish Hypertension Society, French Society of
Hypertension, High Blood Pressure Research Council of Australia, Hypertension Canada,
International Society of Vascular Health, Latin American Society of Hypertension, National
Heart Foundation of Australia, Norwegian Society of Hypertension, Pan American Health
Organisation, Resolve to Save Lives, Swedish Society of Hypertension, Stroke and Vascular
Medicine, World Hypertension League.




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)

1):23-38. doi: 10.1097/MBP.0b013e3283360e98.

f Hypertension International Protocol revisic
lood pressure measuring devices in adult:

.
f the European Society of Hypertension.

Hypertension fociety protocol for the
of blood pressure measuring devices

jen*, James Pet ie*t, William Littler*i:,
s, Paul L. Padfield*!, Douglas G. A'unanﬁ,

easuring accuracy.
atic blood press

Blood Pressure Monitoring of the
f Hypertension International Protocol for
essure measuring devices in adults
Pickering®, Roland Asmar®,
ico Parati®, Jan Staessen’, _
a Imai”, Bernard Waeber' and
 statistical assistance of Neil Atkins®
alf of the Working Group on Blood



How a BP device become approved for sale

x demO“S“ate
us

: me(\ts
mﬁac’uﬂer ;u\ator\l reQui"™ A A PPIrove d

Effectiveness

Quality & (accuracy)
safety




How a BP device become approved for sale

ust demo 5’(.-( j;;ents
r ;\A\a’tOW reqWt! y Approved
Effectiveness
Quality & (accuracy) UNKNOWN
safety T ACCURACY
T PROTOCOLS

FOCUS VARY




BP devices may pass regulatory requirements for

Not mandatory for manufacturers to use a
sale but fail independent validation of accuracy

specific standard to assess BP device accuracy

poor process

Validation studies deviate from bias Not mandatory for validation testing to be
established protocols performed by independent parties
confusion (/
Consumer organisations do not give ignorance | Assumed that a BP device ‘cleared’ by

due attention to BP device accuracy e
QEJ . regulatory authorities is accurate
X A Online <ale of BP devices m
Regulatory requirements focus on . ne sale o evices may

circumvent regulatory processes

safety rather than accuracy /> misinformz;ltion

fraudulence Results of BP devices that fail validation

Exact BP device used in the validation studies may not be published

study is unclear uncertainty
ambiguity
BP devices may fail to produce accurate readings \ Unethical companies selling cheap BP devices
in people with large or small arms but still used online with false validation credentials



MEd&{\A'_ 88.5% no proven clinical accuracy

Certified Accuracy \_/ N

Manufacturers with 20+ BPMs listed on Madaval
Percentage of Clinically Accurate Blood Pressure Monitors

% (n =3103)
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Omron is the most searched BP device company

® welch allyn blood pressure.. @ omron blood pressure ... @ microlife blood pressure ... ® and blood pressure ... @ beurer blood pressure ...

Worldwide, Past 5 years

Compared breakdown by region Region v ¥ <> <

@ welch allyn blood pressure monitor @ omron blood pressure monitor Sort: Interest for welch allyn blood pressure monitor v
@ microlife blood pressure monitor @ and blood pressure monitor

beurer blood pressure monitor

7

.-;1;-;;\‘ Singapore

4

United States

Philippines
v \g ‘» v

AL JIEN

~ : Australia

’

or intensity represents percentage of searches LEARN MORE United Arab Emirates




Omron (n = 193) All Manufacturers (n =3103)

B Certified Clinical Accuracy B Star-rated Clinical Accuracy [l Old Clinical Accuracy
B Limited validation - No proven clinical accuracy



500 automated
BP devices

tested

Accuracy versus validation prevatence of ascuracy

VALIDATED
68%

Akpolat T, Blood Press Mon 2009




Availability of BP devices via‘ Case.study: Australia
worldwide online shopping? 7

Number? Type? Cost? Valldlty?
e




Total online retailers

n=16

n=19




18% validated

Upper arm cuff
n= 278

Total items screened
n= 4301

Total devices recorded
n= 1501

Iterns excluded
n= 2800

Total unique devices
n= 972

8% validated

Wrist cuff
n= 162

Duplicate models removed
n= 529

‘ Upper arm cuff

n= 249

Wrist cuff
n= 61

Wrist wearable
n=219

None validated

Wrist wearable
n= 532







Total online retailers

eCommerce

Pharmacies

n=19

Supplied 92% of the e.g. Amazon,
BP devices but only
5.5% validated










® vyalidated blood pressur.. @ accurate blood pressur... accurate arm blood pressu.. @ accurate wrist blood pressu.. ® best blood pressure...

Worldwide, 2004 - present

”BeSt t t‘\hM \.-ﬁmAfM_.,m.
blood

p re S S u re Compared breakdown by region Region v ¥ <> «

. 77
I I I O I I |tO r @ validated blood pressure monitor @ accurate blood pressure monitor Sort: Interest for validated blood pressure monitor
accurate arm blood pressure monitor
@ accurate wrist blood pressure monitor @ best blood pressure monitar

1 United States ]
F
’Q 2 Singapore ]
e
&% 3 Canada ]
]
4 United Kingdom ]

Color intensity represents percentage of searches LEARN MORE 5 Australia ]




Google

Best blood pressure monitor

best blood pressure monitor
best blood pressure monitor australia
best blood pressure monitor app

best blood pressure monitor watch

best blood pressure monitor 2019

best blood pressure monitor au

best blood pressure monitor india

best blood pressure monitor australia 2019
best blood pressure monitor consumer reports
best blood pressure monitor wrist or upper arm

Google Search I'm Feeling Lucky

Report inappropriate predictions




There appears to be no peer-reviewed clinical validation information available on the

technology used in the Omr

This device has not been

on HEM-7320 to measure blood pressure.

Medaval Not recommended
clinically validated.

This review must not be

considered as a substitute for

Choice (Australia) 2019 A
a proper peer—rewiewed

scientific assessment

— —




amazon.com.

Your Amazon.com  Today's

Department
Health & Houschold

SPONSORID BY HOMEDICS

«+ Trusted Results In

.
I] The Comfort Of Your
creening =3 Home

quipment Warranties

Avg. Customer Review

4 J ed HoMedics Automatic Blood Blood Pressure Monitor
Upper Arm Blood Pressure Monitor WARMLIFE Accurate Automatic Pressure Monitor, Wrist | Smart Watch,Waterproof Color Screen
by Veratrue - Includes: Fully Auto Upper Arm Blood Pressure Monitor ~ Measure Technology | Battery Fitness Tracker with Heart Rate
Monitor, Fit-All Cuff, 4AA & Digital BP Machine Pulse Rate Powered, One-Touch Operation |... Blood Oxygen Monitor,Smart...
Carrying case - XXL LCD Display,...  Monitoring Meter with 8.8-14.1i... taer vz
$14% 53699 $32%

3279

2. M

Electronic Warranty Length

Why Shop with Amazon? Learn More

EN Hello, Sign

® - Account& Lists - Orders 7 Cart

Upper Arm Blood Pressure Monitor Blood Pressure Monitor

by Veratrue - Includes: Fully Auto Watch Waterproof Color Screen
Monitor, Fit-All Cuff, 4AA & Fitness Tracker with Heart Rate
Carrying case - XXL LCD Display,... Blood Oxygen Monitor,Smart...
527%

Save $10 4

32
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Blood Pressure Devices: Recommendations From
the Lancet Commission on Hypertension Group

Professor James Sharman

Menzies Institute for Medical Research, University of Tasmania
Australia
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