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Survey

 The Association of British HealthTech Industries (ABHI) is the leading health technology
association in the UK with >330 members

 ABHI’s latest membership survey was published in October 2022

 Context of the Survey: Current status & development of the UK sovereign HealthTech
regulatory system



Key statistics

Three quarters of the
Health Technology
industry currently
believe that the UK will
no longer be seen as a
priority internationally

One in five products
are expected to be
removed from the
market over the next
five years and one in
ten companies are
halting all innovation
activity.

67% of the HealthTech
industry expects a
delay in bringing
innovation to the UK,
rising to 86% in those
manufacturing in vitro
diagnostic medical
devices.



Key statistics

Only 17% of
companies believe that
the UK is taking an
ambitious approach in
the development of a
sovereign system.

One in 10 companies
foresee the UK
developing a best-in-
class regulatory regime.

19% of companies are
unable to engage
early with their
Approved Body on
new technologies.

90% of companies
have seen their
regulatory costs
increase over the last
12 months, and for
20% the increase has
been by over 50%.



Key Recommendations

Reduce ongoing
uncertainty

 Im m e d ia t e ly p rovid in g t h e le g isla t ive a m e n d m e n t s fo r
t ra n sit io n a ry a rra n g e m e n t s co m m it t e d t o w it h in t h e
Go ve rn m e n t ’s UKCA co n su lt a t io n re sp o n se .

 W orkin g w it h in d u st ry t h rou g h o u t t h e d e ve lo p m e n t o f
t h e UK syst e m t o e n su re t h a t a lig n e d m e ssa g in g on
re a ssu ra n ce ca n b e p rovid e d e ve n w h ils t t h e lo n g e r-t e rm
u n ce rt a in t y re m a in s .

 P rovid in g a co m p re h e n sive UK roa d m a p of a c t ivit ie s a n d
m ile s t o n e s t o d e ve lo p UK re g u la t o ry in fra s t ru c t u re .



Key Recommendations

Overcome capacity
constraints and
reduce the cost
burden

 Lim it in g co st s fo r t h e d e sig n a t io n o f Ap p ro ve d Bo d ie s .
 P rio rit is in g t h e d e ve lop m e n t o f d o m e st ic a ssu ra n ce rou t e s

t h a t w ill a llow re cog n it io n o f a p p rova ls in o t h e r, t ru s t e d
ju risd ic t io n s su ch a s t h o se w it h in t h e MDSAP a n d ACCESS
con so rt iu m . Th is w o u ld a lso a llo w t h e re d u c t io n o f t h e sco p e
o f op e ra t ion s fo r ou r ow n Asse ssm e n t Bo d ie s .

 P rovid e b o t h t h e re so u rce a n d p o lit ica l im p e t u s t o MHRA t o
in cre a se UK re g u la t o ry a m b it io n a n d e n a b le t h e
d e ve lop m e n t o f syst e m s su ch a s t h o se b a se d on t h e
p rin c ip le s o f Ou t co m e Ba se d Coop e ra t ive Re g u la t io n (OBCR).



Key Recommendations

Ensure appropriate
focus and support for
the development of
innovative
technologies

 De ve lop in g a n a m b it iou s In n o va t ion De vice s Asse ssm e n t
P ro g ra m m e (IDAP ) t h a t su p p o rt s c lin ica l n e e d , a va ila b ilit y
a n d ch o ice .

 De ve lop in g n e w su p p o rt p ro g ra m m e s fo r He a lt h Te ch
c lin ica l in ve st ig a t io n s a n d p e rfo rm a n ce st u d ie s .
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