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M e d T e c h  i n n o v a t o r s

F o r  s t a r t - u p  &  s c a l e - u p  l e a d e r s ,  R & D ,  r e g u l a t o r y ,  p r o d u c t  a n d  c o m m e r c i a l  m a n a g e r s  

r e a d y  t o  un lock  t h e  U S  m a r k e t

Your US market entry starts here
We l c o m e



About ...

I n  q u a l i t y  a n d  r e g u l a t o r y  s i n c e  2 0 0 7

F o r m e r  r e g u l a t o r y  l e a d  a t  t o p  B e l g i a n  m e d t e c h

i n n o v a t o r

I n d e p e n d e n t  c o n s u l t a n t  s i n c e  2 0 2 0

S u p p o r t e d  5 0 +  5 1 0 ( k )  s u b m i s s i o n s

I n n o v a t i v e  m e d i c a l  d e v i c e s  w h i c h  w e r e  n o t  5 1 0 ( k )

c l e a r e d  b e f o r e

S t r a t e g i c  b r i d g e  b e t w e e n  R & D ,  c o m m e r c i a l  a n d  F D A

Mie k e  J a n s s e n

ConsultingRAPRA
by Mieke Janssen



Co a c h  –  L e a d  T r a i n e r  –  

L e a d  A u d i t o r  M e d i c a l  D e v i c e s

Q u a l i t y  a n d  R e g u l a t o r y  Co m p l i a n c e

H e a l t h c a r e  ( M e d i c a l  D e v i c e s )

Q u a l i t y  M a n a g e m e n t  S y s t e m s  a n d  Q u a l i t y  S y s t e m

R e g u l a t i o n s

E U  R e g u l a t i o n s  a n d  G u i d a n c e  f o r  m e d i c a l  d e v i c e s  –

F D A  Q u a l i t y  S y s t e m  R e g u l a t i o n  –  G o o d  D i s t r i b u t i o n

Pr a c t i c e

I n t e r n a t i o n a l  S t a n d a r d s  r e l a t e d  t o  M a n a g e m e n t

S y s t e m s

I n t e r n a l ,  s u p p l i e r  a n d  s u b c o n t r a c t o r  a u d i t s

Fa c i l i t a t i n g  c e r t i f i c a t i o n  a n d  s u r v e i l l a n c e  a u d i t s

About ...

Bar t  L e e k e n s



FDA Clearance is more than a legal
box to check

N o t  o n l y  a  l e g a l  ob l igat ion ,  b u t  s t r a t e g i c  

m a r k e t  advantage  i f  y o u  a p p r o a c h  i t  w e l l

L e a r n  t o  a p p r o a c h  i t  smar t ,  n o t  j u s t  c o m p l i a n t



Why most
innovators
struggle

ConsultingRAPRA
by Mieke Janssen

You’ve built something that matters.

groundbreaking devices often stall in the FDA

maze

lack of clarity = hesitation

delay, outsource too soon, or get lost in

complexity

The result?

Lost time.

Lost budget.

Missed opportunity.



Walk away with strategic
clarity

W H A T  Y O U  W I L L  L E A R N  T O D A Y  

8  c o r e  i n s i g h t s  f r o m  2 0  y e a r s  o f  e x p e r i e n c e

6  e s s e n t i a l  s t e p s  t o  s p e e d  a n d  s u c c e s s

a  p r o v e n  b o n u s  t o o l

a c c e s s  t o  a  p r i v a t e  s e s s i o n  f o r  t a i l o r e d  a d v i c e
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Imagine this ... 

W h a t  i f  y o u r  d e v i c e  g o t  c l e a r e d  i n  5  m o n t h s ?  W h a t  i f  y o u r  d e v i c e  g o t  c l e a r e d  i n  5  m o n t h s ?  

W h a t  w o u l d  t h a t  m e a n  f o r  y o u r  p r o d u c t  l a u n c h ?

Y o u r  r o a d m a p ?  Y o u r  i n v e s t o r  p i t c h ?  

W h a t  w o u l d  t h a t  u n l o c k  f o r  y o u r  t e a m ?  



ConsultingRAPRA
by Mieke Janssen

Common 
obstacles

B A R R I E R S  YO U  CA N  B E AT

N o  p r e d i c a t e  t h a t  e x a c t l y  m a t c h e s  →  t h e r e

a l w a y s  i s  a  p a t h  

Co m p a n y  d o e s  n o t  h a v e  U S  p r e s e n c e  →  d o e s n ’ t

s t o p  y o u r  c l e a r a n c e

S t r u g g l i n g  t o  e x p l a i n  y o u r  i n n o v a t i o n  t o

r e v i e w e r s ?  Yo u ’ r e  n o t  a l o n e  -  i t ’ s  s o l v a b l e

D o n ’ t  k n o w  w h e r e  t o  s t a r t ?  Yo u  w i l l  k n o w  a f t e r

t o d a y



U s e  t h e  Q & A

T a k e  n o t e s

A s k  w h a t  y o u  a r e  r e a l l y  w o n d e r i n g

S h a r e  y o u r  r e f l e c t i o n s

T h e  m o r e  y o u  e n g a g e ,  t h e  m o r e  y o u  g a i n

Engage with us

T h i s  i s  n o t  a  l e c t u r e  -  i t ’ s  yo u r  o p p o r t u n i t y



Eye - openers

ConsultingRAPRA
by Mieke Janssen

8 actionable insights that challenge your thinking on the
510(K) process

Designed to shift both your strategy and mindset on
FDA clearance

Game changing insights f rom real-world experience



ConsultingRAPRA
by Mieke Janssen

Regulatory = starting point for your
commercial strategy

S T A R T  W I T H  R E G U L A T O R Y ,  B U I L D  F O R  S U C C E S S

B e g i n  w i t h  c l a i m s  a n d  s h a p e  y o u r  p r o d u c t  a c c o r d i n g l y

R e g u l a t o r y  i s n ’ t  j u s t  a b o u t  c o m p l i a n c e ,  i t  i s  t h e  f o u n d a t i o n  f o r  y o u r  m a r k e t  p o s i t i o n i n g

E y e - o p e n e r  1 :  E y e - o p e n e r  1 :  

REGULATORY SHAPES YOUR COMMERCIAL STORY



ConsultingRAPRA
by Mieke Janssen

The FDA reads words, not minds nor
passion

C L A R I T Y  O V E R  E M O T I O N

F D A  r e v i e w e r s  r e l y  s o l e l y  o n  t h e  c l a r i t y  a n d  s t r u c t u r e  o f  y o u r  s u b m i s s i o n  f i l e  -  n o t

y o u r  p a s s i o n  o r  i n t e n t i o n s

Y o u r  f i l e  m u s t  s p e a k  f o r  i t s e l f :  c l a r i t y  a n d  s t r u c t u r e  a r e  k e y

E y e - o p e n e r  2 :  E y e - o p e n e r  2 :  



ConsultingRAPRA
by Mieke Janssen

Clear positioning = fewer questions

P R E C I S I O N  A V O I D S  B A C K - A N D - F O R T H

l e s s  f l u f f  =  l e s s  f r i c t i o n

a  p r e c i s e  s u b m i s s i o n  l e a d s  t o  f e w e r  f o l l o w - u p  q u e s t i o n s  a n d  f a s t e r  a p p r o v a l

E y e - o p e n e r  3 :  E y e - o p e n e r  3 :  



ConsultingRAPRA
by Mieke Janssen

Choosing the right predicate device is
key

F I N D  Y O U R  C L O S E S T  M A T C H

C h o o s e  a  p r e d i c a t e  d e v i c e  t h a t  c l o s e l y  m i r r o r s  y o u r  p r o d u c t

D o n ’ t  a i m  f o r  a  1 0 0 %  m a t c h  -  d i f f e r e n c e s  a r e  a c c e p t a b l e  &  m u s t  b e  c l e a r l y  e x p l a i n e d

T h e  p r e d i c a t e  d e v i c e  s e t s  t h e  s t a g e  f o r  y o u r  r e g u l a t o r y  s t r a t e g y  a n d  a p p r o a c h

E y e - o p e n e r  4 :  E y e - o p e n e r  4 :  



ConsultingRAPRA
by Mieke Janssen

Data is key - Structure is power

T R U S T  C O M E S  F R O M  C O N S I S T E N C Y  A N D  C L A R I T Y

C o h e r e n t  d a t a  =  F D A  r e v i e w e r  t r u s t

T h i n k  i n  t e r m s  o f  c o n s i s t e n c y ,  t r a c e a b i l i t y ,  a n d  c l a r i t y  t o  b u i l d  c o n f i d e n c e  i n  y o u r

s u b m i s s i o n

E y e - o p e n e r  5 :  E y e - o p e n e r  5 :  



ConsultingRAPRA
by Mieke Janssen

Naming risks builds trust

A C K N O W L E D G E  R I S K S ,  G A I N  C R E D I B I L I T Y

I g n o r i n g  r i s k s  u n d e r m i n e s  y o u r  c r e d i b i l i t y  w i t h  t h e  F D A

B e i n g  t r a n s p a r a n t  a n d  s h o w i n g  c o n t r o l  o v e r  r i s k s  b u i l d s  c o n f i d e n c e  w i t h  r e v i e w e r s

E y e - o p e n e r  6 :  E y e - o p e n e r  6 :  



ConsultingRAPRA
by Mieke Janssen

Reviewer time is limited

O N E  S H O T  T O  I M P R E S S

Y o u  o n l y  h a v e  o n e  c h a n c e  t o  m a k e  a  s t r o n g  f i r s t  i m p r e s s i o n

R e v i e w e r s  h a v e  l i m i t e d  t i m e  -  m a k e  e v e r y  p a g e  c o u n t  t o  a v o i d  e n d l e s s  b a c k - a n d - f o r t h s

E y e - o p e n e r  7 :  E y e - o p e n e r  7 :  



ConsultingRAPRA
by Mieke Janssen

Documentation without a system = future
problem

Y O U R  D O C U M E N T A T I O N  M U S T  L I V E  I N S I D E  Y O U R  Q M S

d o c u m e n t a t i o n  c r e a t e d  o n l y  t o  s a t i s f y  t h e  r e v i e w e r  i s  f r a g i l e

i m p o r t a n t  t o  t h i n k  f o r m a t  s o  t h a t  i t  s u p p o r t s  y o u r  p r o c e s s  a n d  Q M S

a  s t r o n g  Q M S  e n s u r e s  s t r u c t u r e ,  t r a c e a b i l i t y  a n d  f u t u r e - p r o o f  c o m p l i a n c e

E y e - o p e n e r  8 :  E y e - o p e n e r  8 :  



Summary of eye openers

S U M M A R Y  O F  K E Y  I N S I G H T S

R e g u l a t o r y  i s  y o u r  c o m m e r c i a l  s t a r t i n g  p o i n t

C l e a r  c o m m u n i c a t i o n  i s  e s s e n t i a l

S t r a t e g i c  c l a i m s  d r i v e  p r o d u c t  d e s i g n

C h o o s e  y o u r  p r e d i c a t e  c a r e f u l l y

D a t a  m u s t  b e  s t r u c t u r e d  f o r  c l a r i t y

A c k n o w l e d g e  r i s k s  t o  b u i l d  t r u s t

R e v i e w e r  t i m e  i s  l i m i t e d

M a i n t a i n  d o c u m e n t a t i o n  a s  p a r t  o f  y o u r  Q M S



Reflection

ConsultingRAPRA
by Mieke Janssen

R E F L E C T I O N  A N D  N E X T  S T E P S

U s e  t h e  c h a t  t o  s h a r e  y o u r  t h o u g h t s

W h i c h  i n s i g h t  r e s o n a t e d  m o s t  w i t h  y o u  t o d a y ?

W h a t  w i l l  y o u  i m p l e m e n t  f i r s t  t o  i m p r o v e  y o u r  5 1 0 ( k )
s t r a t e g y ?   



Ready to take action? 

A r e  y o u r  s t a r t i n g  t o  s e e  a  w a y  f o r w a r d ?  

C a n  y o u  s e e  h o w  s t r a t e g y - l e d  r e g u l a t o r y  h e l p s  y o u r
c o m m e r c i a l  s u c c e s s ?

D o  y o u  b e l i e v e  c l a r i t y  i n  s t r u c t u r e  w i l l  r e d u c e
r e v i e w e r  p u s h b a c k ?  

W o u l d  y o u  l i k e  t o  f e e l  m o r e  i n  c o n t r o l  w h e n  d e a l i n g
w i t h  t h e  F D A ?

H o w  v a l u a b l e  i s  i t  t o  c u t  6  m o n t h s  o f f  y o u r  g o - t o -
m a r k e t ?  

D o  y o u  w a n t  t o  k n o w  e x a c t l y  w h a t  t o  d o  n e x t ?

A r e  y o u  s o m e o n e  w h o  t a k e s  t h e  l e a d  -  o r  w a i t s  a n d
s e e s ?   



Ready to take action? 

A r e  y o u r  s t a r t i n g  t o  s e e  a  w a y  f o r w a r d ?  

C a n  y o u  s e e  h o w  s t r a t e g y - l e d  r e g u l a t o r y  h e l p s  y o u r
c o m m e r c i a l  s u c c e s s ?

D o  y o u  b e l i e v e  c l a r i t y  i n  s t r u c t u r e  w i l l  r e d u c e
r e v i e w e r  p u s h b a c k ?  

W o u l d  y o u  l i k e  t o  f e e l  m o r e  i n  c o n t r o l  w h e n  d e a l i n g
w i t h  t h e  F D A ?

H o w  v a l u a b l e  i s  i t  t o  c u t  6  m o n t h s  o f f  y o u r  g o - t o -
m a r k e t ?  

D o  y o u  w a n t  t o  k n o w  e x a c t l y  w h a t  t o  d o  n e x t ?

A r e  y o u  s o m e o n e  w h o  t a k e s  t h e  l e a d  -  o r  w a i t s  a n d
s e e s ?   

YesYes



ConsultingRAPRA
by Mieke Janssen

6 Steps towards a successful 510(k)
submission

C O M M E R C I A L  S T R A T E G Y  A N D  P R O D U C T  P O S I T I O N I N G

D e f i n e  p r o d u c t ’ s  i n t e n d e d  u s e

C l a i m s

P e r f o r m a n c e  c h a r a c t e r i s t i c s  ( w h a t  d o e s  y o u r  p r o d u c t  d o ,  a l s o :  w h a t  d o e s  i t  N O T

d o )

S T E P  1 :  S T E P  1 :  
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6 Steps towards a successful 510(k)
submission

S E L E C T  P R E D I C A T E  D E V I C E  &  B U I L D  C O M P A R I S O N

U s e  t h e  s u b s t a n t i a l  e q u i v a l e n c e  f l o w c h a r t  t o  b u i l d  y o u r  c o m p a r i s o n

I d e n t i f y  d e v i c e  s i m i l a r i t i e s

I d e n t i f y  d e v i c e  d i f f e r e n c e s  &  d e m o n s t r a t e  w h y  d i f f e r e n c e s  d o  n o t  r a i s e  N E W

i s s u e s  o f  s a f e t y  a n d  e f f e c t i v e n e s s  -  d e m o n s t r a t e  t r u s t  a n d  c o n t r o l

S T E P  2 :  S T E P  2 :  



ConsultingRAPRA
by Mieke Janssen

6 Steps towards a successful 510(k)
submission

L I N K  C L A I M S ,  R I S K S  A N D  V & VS T E P  3 :  S T E P  3 :  

M a p  y o u r  d e v i c e  p e r f o r m a n c e  c l a i m s  a n d  r i s k s  a g a i n s t  v e r i f i c a t i o n

a n d  v a l i d a t i o n  d a t a  a v a i l a b l e  t o  d e m o n s t r a t e  a  c o h e r e n t  a n d

c o n t r o l l e d  s t o r y

e v e r y  p e r f o r m a n c e  c l a i m  m u s t  b e  b a c ke d  b y  V& V  d a t a

e v e r y  r i s k  m u s t  b e  s u p p o r t e d  b y  V& V  d a t a  t o  d e m o n s t r a t e  i t s

a c c e p t a b i l i t y



ConsultingRAPRA
by Mieke Janssen

6 Steps towards a successful 510(k)
submission

P R O A C T I V E L Y  I D E N T I F Y  P O T E N T I A L  C O N C E R N S  S T E P  4 :  S T E P  4 :  

P r o a c t i v e l y  i n c l u d e  a n s w e r  t o  p o t e n t i a l  c o n c e r n s

I n  c a s e  y o u  d o  n o t  h a v e  t h e  a n s w e r  ( y e t )  o r  e s t i m a t e d  c o s t  i s

h i g h :  l e t  F D A  c o m e  b a c k  t o  y o u  s p e c i f y i n g  w h a t  t h e y  w a n t  t o  s e e

o p t  f o r  s u b m i t t i n g  a  p r e - s u b m i s s i o n  b e f o r e  y o u r  a c t u a l  5 1 0 ( k )

s u b m i s s i o n
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6 Steps towards a successful 510(k)
submission

C O M P O S E  Y O U R  S U B M I S S I O N  F I L ES T E P  5 :  S T E P  5 :  

t o  t h e  p o i n t

s m a r t

s t r u c t u r e d

f o r m u l a t e  t h e  c o n c l u s i o n s  y o u  w a n t  y o u r  r e v i e w e r  t o  m a k e  



Q S R  =  Q u a l i t y  S y s t e m  R e g u l a t i o n
t h e  e x i s t i n g  F D A  r e g u l a t i o n  f o u n d  i n  2 1  C F R  P a r t  8 2 0 .  

c o n t a i n s  t h e  r e q u i r e m e n t s  ( i . e .  t h e  “ l a w ” )  f o r  m e d i c a l  d e v i c e  m a n u f a c t u r e r s ’

Q u a l i t y  S y s t e m s

6 Steps towards a successful 510(k)
submission

I N S T A L L  A  U S  F D A  C O M P L I A N T  Q M S ,  B E  P R E P A R E D  F O R  QMS RS T E P  6 :  S T E P  6 :  

Q M S R  =  Q u a l i t y  M a n a g e m e n t  S y s t e m  R e g u l a t i o n
t h e  r e v i s e d / u p d a t e d  r e g u l a t i o n  w h i c h  w i l l  r e p l a c e  t h e  Q S R  ( i . e .  P a r t  8 2 0 )

s t a r t i n g  F e b r u a r y  2 ,  2 0 2 6 .  

i n c o r p o r a t e s  I S O  1 3 4 8 5 : 2 0 1 6  b y  r e f e r e n c e  a n d  a l i g n s  U . S .  d e v i c e  Q M S

r e q u i r e m e n t s  m o r e  c l o s e l y  w i t h  i n t e r n a t i o n a l  s t a n d a r d s .



inspection method

risk/lifecycle

scope/record access

provisions

QMS R :  K E Y  D I F F E R E N C E S  A N D  I M P A C T

legal status / timing

QSIT replaced by new inspection process

Removes or limits exemption for certain records

Pushes for integrated risk-based thinking

incorporation of ISO standard

terminology / structure

General (A) and Supplemental (B) provisions

ISO 13485:2016 by reference

Terminology and structure aligned with ISO
13485:2016

Enforceable regulatory f ramework f rom Feb 2,
2026



Bonus 1

ConsultingRAPRA
by Mieke Janssen

S P E C I A L  O F F E R  F O R  P A R T I C I P A N T S  O F  T H E
M A S T E R C L A S S

Free, private ExploRAtion call: 
“Full speed to a successful US adventure”
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S P E C I A L  O F F E R  F O R  P A R T I C I P A N T S  O F  T H E
M A S T E R C L A S S

What’s included? 

one-on-one deep dive
Review your current approach
spot eff iciency wins
discuss strategy and next steps

Bonus 1
Free, private ExploRAtion call: 
“Full speed to a successful US adventure”
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S P E C I A L  O F F E R  F O R  P A R T I C I P A N T S  O F  T H E
M A S T E R C L A S S

What’s included? 

one-on-one deep dive
Review your current approach
spot eff iciency wins
discuss strategy and next steps

What you get 

clarity
confidence
direction
regained control
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BOOK YOUR EXPLORATION CALL NOW!

INTERESTED TO LEARN MORE? 



I guide manufacturers of innovative medical
devices through the process

so that they can proceed fast and eff icient ,
with the knowledge of an expert

and meanwhile learn during the process 

WHAT IF I HAVE NO FDA EXPERIENCE AT ALL?



No, I coach and walk with you step by step

as the device expert, you will be providing

input specif ic to the device

Get support to create format and structure

Get support to build regulatory strategy,

predicate comparison and structuring

verif ication and validation data

DO I HAVE TO DO IT ALONE? 
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Introducing ‘510(k) accelerator’

I N V E S T  O N C E .  B U I L D  E X P E R T I S E  F O R E V E R .

6  m o n t h  g r o u p  t r a i n i n g  p r o g r a m  f o r  m e d t e c h  i n n o v a t o r s  e n t e r i n g  t h e  U S

m a r k e t

l e a r n  t h e  f u l l  r e g u l a t o r y  s t r a t e g y  b e h i n d  a  s u c c e s s f u l l  5 1 0 ( k )

o p t i o n  t o  d e v e l o p  y o u r  5 1 0 ( k )  s t r a t e g y  o r  y o u r  f u l l  s u b m i s s i o n  f i l e  w i t h  m e

r e p e a t a b l e  f r a m e w o r k s ,  t e m p l a t e s  a n d  g u i d a n c e  y o u  c a n  u s e  f o r  e v e r y  f u t u r e

d e v i c e

o p e n  f o r  5  p a r t i c i p a n t s

your shortcut to clarity, conf idence and long-term capability
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510k preparation checklist

What it solves

link your message to real evidence
align commercial story with technical part of the
submission

provided by e-mail to all attendees
after the masterclass
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What we have covered

8  i n s i g h t s  t o  s h i f t  y o u r  m i n d  a n d  s t r a t e g y  o n  U S  m a r k e t

c l e a r a n c e  

6  s t e p s  f o r  a  s u c c e s s f u l  5 1 0 ( k )  s u b m i s s i o n

1  b o n u s  5 1 0 ( k )  p r e p a r a t i o n  c h e c k l i s t

o p p o r t u n i t y  f o r  f r e e  o n e - o n - o n e  d e e p  d i v e
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Questions?

What do you still want to know?

Where do you feel unsure? 

Link to free one-on-one
session



“A SMART START IS FASTER THAN
A BLIND SPRINT” 

Thank you for your attention




