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S ME u s e r gu ide
La u n ch  of th e  

S ME Ne ws le t te r 
1 s t  S ME 
in foda y

2 0 0 6

1 s t S ME produ ct  a u th oris e d :  S oliris

Ad va n ce d  Th e ra p ie s  
Re g u la t ion  (ATMP)

2 0 0 8

2 0 1 2

More  th a n  1 0 0 0  S MEs  re g is te re d

S ME 1 0 -ye a rs  a n n ive rs a ry

2 0 1 6
La u n ch  of PRIME (PRIorit y 

MEd icin e s )  s ch e m e

2 0 1 9
Ne w ve t e rin a ry m e d icin e s  

re g u la t ion

2 0 2 0
Br e x it  –  r e lo c a t io n  t o  

N e t h e r la n d s

S ME 1 5 -ye a rs  a n n ive rs a ry

Clos e  to  2 0 0 0  S MEs  re g is te re d

2 0 2 5
Ne w Fe e  

Re g u la t ion

S ME 2 0 -ye a rs  a n n ive rs a ry

Clin ica l Tria ls  
In form a t ion  

Sys t e m  (CTIS)  
la u n ch e d

Sm a ll a n d  Me d iu m -s ize d  
e n t e rp ris e s  (SME)  Re g u la t ion
Es t a b lis h m e n t  o f  t h e  S ME 

O ffic e

Com m it t e e  fo r Ad va n ce d  
Th e ra p ie s  (CAT)

2 0 2 3

EMA –  EIC in fo  da y

Re g u la t ion  No 6 5 8 / 2 0 1 4  
p h a rm a covig ila n ce  fe e  

in ce n t ive s

2 0 1 4

En t ry in to  fo rce  
Clin ica l Tria ls  
Re g u la t ion  No 

5 3 6 / 2 0 1 4  

Mos t  s ig n ifica n t  con t rib u t ion  to  
t h e  m e d is cie n ce  s e ctor a wa rd

2 0 1 0

TOPRA a wa rd

In form a t ion  a n d  s u p p ort  for UK-b a s e d  S MEs  
a im in g  to  e s t a b lis h  a n  EU p re s e n ce

De d ica te d  PRIME p re - s u b m is s ion  
m e e t in g s  for S MEs

2 0 2 4

S ME in foda y 
in  NL



S ME office :  de d ica te d  S ME s u pport
Com m is s ion  Re gu la t ion  (EC)  No 2 0 4 9 / 2 0 0 5

As s ign m e n t  a n d  re n e wa l of 
S ME s t a tu s

Re gu la tory a s s is t a n ce S ME b rie fin g  m e e t in gs

5

Fe e  in ce n t ive s  
e .g .  Scie n t ific a dvice ,  in s pe ct ion s

Tra n s la t ion  of p rodu ct  in form a t ion  in  
a ll EU la n gu a ge s

Tra in in g  a n d  e n ga ge m e n t
In fo  da ys,  SME n e ws le t te rs  a n d  

m a ilin gs  t a rge te d  a t  SMEs

Re vie w of SME de cla ra t ion  
Gu ida n ce  & a dvice  Ea rly d ia logu e  a n d  d is cu s s ion  on  

a  re gu la tory s t ra te gy for  a  
p rodu ct  de ve lopm e n t

In  a ll EU la n gu a ge s  fre e  of ch a rge  via  EU Tra n s la t ion  
Ce n t re ,  a t  t im e  of m a rke t in g  a u th oris a t ion

SME@ema.europa.eu SME Helpline :+31 (0)88 781 8787
S u pport  to  S MEs  |  Eu rope a n  

Me d icin e s  Age n cy (EMA)

Ach ie ve m e n t s  of EMA’s  S ME Re gu la t ion

mailto:SME@ema.europa.eu
https://www.ema.europa.eu/en/about-us/support-smes
https://www.ema.europa.eu/en/about-us/support-smes


S ME de fin it ion
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EU S ME De fin it ion  –  Com m is s ion  
re com m e n da t ion  2 0 0 3 / 3 6 1 / EC

Es ta b lis h e d  in  EEA

How to  a pp ly?

s m e @e m a .e u ropa .e u  

 Declaration on the qualification of an enterprise as a 
micro, small or medium-sized enterprise (SME) - link

 Most recent annual accounts covering 12 months

 Information on ownership

 Proof of establishment in the EEA

Full assessment for new applications, simplified risk-based 
review of SME status renewals.

 Registered SME are listed in the SME Register

mailto:sme@ema.europa.eu
https://www.ema.europa.eu/en/documents/template-form/declaration-qualification-enterprise-micro-small-or-medium-sized-enterprise-sme_en.pdf
https://fmapps.ema.europa.eu/SME/


Re gu la tory a s s is t a n ce
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1 0 2

1 7 5

2 0 0

2 2 0 2 2 2

1 5 5

2 0 1 0 2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4 2 0 2 5

Ke y  t o p ic s

S ME de fin it ion  a n d  in ce n t ive s
Ea rly de ve lopm e n t  a dvice  ( e .g .  s cie n t ific 
a dvice ,  ITF,  PRIME)
Re gu la tory top ics  ( e .g .  le ga l ba s is ,  da t a  
p rote ct ion )
Crit e ria  for  orph a n  de s ign a t ion ,  m a rke t  
e xclu s ivity
Pa e d ia t r ic re qu ire m e n ts
Clin ica l t r ia ls ,  CTIS

To o ls

Via  e m a il S ME@e m a .e u ropa .e u
Via  S ME h e lp lin e  +  3 1  (0 )8 8  7 8 1  8 7 8 7  

Ja n -Se p

mailto:SME@ema.europa.eu


S ME brie fin g  m e e t in gs
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 Dis cu s s ion  on  a  re gu la tory s t ra te gy for  th e  
de ve lopm e n t  a n d  a u th oris a t ion  of a  
m e d icin a l p rodu ct

 Mu lt id is cip lin a ry EMA te a m

 Fre e  of ch a rge

5

7

1 0

3

4

2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4 2 0 2 5

Ye a r Ave ra ge  N.  of m e e t in gs

2 0 0 6 -2 0 1 0 5

2 0 1 1 -2 0 1 5 9

2 0 1 6 -2 0 2 0 1 3

2 0 2 1 -2 0 2 4 6

Top ics :  e .g  S cie n t ific Advice ,  Orph a n  Dru g  
De s ign a t ion ,  Pe d ia t r ic inve s t iga t ion  p la n ,  
PRIME.

Ja n -Ju n



Fe e  in ce n t ive s  for  S MEs
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S c ie n t ific  a d v ic e  :  
9 0 %  fe e  re d u ct ion  /  1 0 0 %  for d e s ig n a te d
orp h a n  p rod u ct s

I n s p e c t io n s  ( p r e - a u t h o r is a t io n )  :  
9 0 %  fe e  re d u ct ion  a n d  d e fe rra l
1 0 0 %  fe e  re d u ct ion  for d e s ig n a te d  orp h a n  p rod u ct s

Ma r k e t in g  a u t h o r is a t io n  a p p lic a t io n  :  
Fe e  d e fe rra l u n t il t h e  ou tcom e  
1 0 0 %  fe e  re d u ct ion  for d e s ig n a te d  orp h a n  p rod u ct s
Con d it ion a l fe e  e xe m p t ion

P h a r m a c o v ig ila n c e  :  
1 0 0 %  fe e  re d u ct ion  for m icro- s ize d  e n te rp ris e s ,  4 0 %  fe e  re d u ct ion  for s m a ll or 
m e d iu m -s ize d  e n te rp ris e s

P o s t - a u t h o r is a t io n  p r o c e d u r e s  :  
1 0 0 %  fe e  re d u ct ion  for m icro- s ize d  e n te rp ris e s ,  4 0 %  fe e  re d u ct ion  for s m a ll or 
m e d iu m -s ize d  e n te rp ris e s

I n s p e c t io n s  ( p o s t - a u t h o r is a t io n )  :  
9 0 %  fe e  re d u ct ion
1 0 0 %  fe e  re d u ct ion  for d e s ig n a te d  orp h a n  p rod u ct s

1 7 .9 M
2 0 M

1 7 .8 M

2 2 .2 M

1 1 .2 M 1 0 .9 M 1 0 .9 M
1 3 .6 M

2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4

Eu
ro

s

S ME Fe e  in ce n t ive s  (Million s )

Tota l e xpe n d itu re Scie n t ific a dvice

8 2 9 T

3 8 5 T

6 1 9 T
5 2 8 T

4 3 2 T

6 5 T 5 1 T 3 7 T
1 0 9 T 9 7 T

2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4 2 0 2 5

Eu
ro

s

Tra n s la t ion  a s s is t a n ce  cos t s  (Th ou s a n ds )

Hu m a n Ve te rin a ry

Ja n - Ju n

Ach ie ve m e n t s  of EMA’s  S ME Re gu la t ion



Wh o a re  th e  re g is te re d  
S MEs ?
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Wh o a re  th e  ~ 2 ,0 0 0  S MEs  re g is te re d?
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1 0 8 2 4 6 3 7 2 4 6 0 5 0 7 6 7 9
1 0 9 8 1 2 5 8 1 3 0 1

1 6 1 9
1 8 1 0 1 8 9 3 1 9 2 2 1 9 5 1 1 9 0 4 1 7 8 0 1 9 2 2 1 9 2 5 1 8 9 6

2 00 6 2 0 0 7 2 00 8 2 00 9 2 01 0 2 01 1 2 01 2 2 01 3 2 01 4 2 01 5 2 01 6 2 01 7 2 01 8 2 01 9 2 02 0 2 02 1 2 02 2 2 02 3 2 02 4

2 0 2 4
Fie ld  of a ct ivity

La rge  m a jority:  Hu m a n  u s e  (7 8 .6 % )
Ve te r in a ry m e d icin e s :  4 .2 %

Con s u lt a ncie s :  1 3 .1 %

Ca te gory of e n te rp ris e

Type  of e n te rp ris e

Micro:  3 6 %
S m a ll:  3 7 %

Me d iu m :  2 7 %

Lin k e d :  4 8 %
Lin ke d / pa rtne r:  6 %

Pa rtn e r:  3 %
Au ton om ous :  4 3 %

2 0 1 5
Fie ld  of a ct ivity

La rg e  m a jority:  Hu m a n  u s e  (7 6 % )
Ve te r in a ry m e d icin e s :  4 %
Con s u lt a ncie s :  1 5 %

Ca te gory of e n te rp ris e

Mic r o :  4 2 %
S m a ll:  3 5 %

Me d iu m :  2 3 %

Type  of e n te rp ris e

Lin ke d :  4 0 %
Lin ke d / pa rtne r:  6 %

Pa rtn e r:  3 %
Au t o n o m o u s :  5 1 %



Wh o a re  th e  ~ 2 ,0 0 0  S MEs  re g is te re d?

7 9 %

4 %

4 %

1 3 %

Hum a n  m e d icin e s

Ve te rina ry m e dicine s

Hum a n  a n d  ve te rina ry m e dicine s

S e rvice  p rovide rs  a n d  re gu la tory cons u lt a n cie s

Loca t ion ProfileCom pa ny a ct ivit y

5 9 %  of com pa n ie s  ope ra t in g  in  th e  
ph a rm a ce u t ica l s e ctor h a ve  p rodu ct s  
a t  de ve lopm e n t  s t a ge

8 0 %  of com pa n ie s ’ a ct ivit ie s  in  t h e  
ph a rm a ce u t ica l s e ctor

1 7 %  in  th e  ph a rm a ce u t ica l a n d  
m e d ica l de vice s  s e ctor

3 %  in  th e  m e d ica l de vice s  s e ctor

1 3 %  Ac a d e m ic  s p in - o ffs
1 2 %

6 %

6 %

6 %

6 %

8 %

1 1 %

S ME a n n u a l r e p o r t  2 0 2 4  

9 %

1 2 Ach ie ve m e n t s  of EMA’s  S ME Re gu la t ion

n on -EU e n t it ie s
a s s ocia t e d to  EU b a s e d
SME re g u la to ry
con s u lt a n cie s



S MEs  d rivin g  in n ova t ion  
in  ph a rm a ce u t ica ls
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PRIME –  Priority Me d icin e s  

1 4 Ach ie ve m e n t s  of EMA’s  S ME Re gu la t ion

J a n  2 0 2 1  -  J u n  2 0 2 5

4  
Hu m a n  m e d icin e s  

a u th oris a t ion s  u n de r PRIME 
s ch e m e

• Support for the development of medicines that target an unmet 
medical need.

• Enhanced interaction and early dialogue with developers of 
promising medicines, to optimise development plans and speed 
up evaluation so these medicines can reach patients earlier.

2 3
 

ou t  of 4 8  PRIME pos it ive  
e lig ib ility re com m e n da t ion s  

from  S MEs

8

6

1 1

8

5

3

7

7

6

4

2 0 2 1

2 0 2 2

2 0 2 3

2 0 2 4

2 0 2 5

Pos it ive  PRIME e lig ib ility re com m e n da t ion s

Non  S ME SME

5 7 % 4 3 %

3 9 %6 1 %

4 6 % 5 4 %

2 7 %7 3 %

5 6 % 4 4 %
Ju n e



In n ova t ion  Ta s k Force  b rie fin g  m e e t in gs  ( ITF BMs )
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Ea rly in form a l d ia logu e  on  in n o v a t iv e  
m e t h o d s ,  t e c h n o lo g ie s  a n d  m e d ic in e s

1 ,5 -h ou r d is cu s s ion  –  fre e  of ch a rge

Involve m e n t  of EU n e twork

To o ls

S e n d  re qu e s t  form  via  e m a il 
ITFS e cre t a ria t@e m a .e u ropa .e u

W h a t  a r e  I TF BMs ?

2 7  

3 0

2 4

1 8

1 1

1 1

8

1 0

1 6

4

0 1 0 2 0 3 0 4 0

2 0 2 1

2 0 2 2

2 0 2 3

2 0 2 4

2 0 2 5
ITF BMs  for  n on  SMEs

ITF BMs  for  SMEs

5 3 % 4 7 %

7 1 % 2 9 %

7 9 % 2 1 %

7 1 % 2 9 %

7 3 % 2 7 %Ju n e

mailto:ITFSecretariat@ema.europa.eu


S cie n t ific a dvice / p rotocol a s s is t a n ce  to  S MEs
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S c ie n t ific  a d v ic e  –  Hu m a n  m e d ic in e s  P r o t o c o l a s s is t a n c e  –  Hu m a n  Me d ic in e s

1 1 8 1 4 4 1 5 4 1 8 2
8 1

4 9 3
5 1 3

3 9 1
4 4 3

3 0 3

0

1 0 0

2 0 0

3 0 0

4 0 0

5 0 0

6 0 0

7 0 0

2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4 2 0 2 5

Nu m be r of Scie n t ific Advice

SMEs n on  SMEs

5 8
3 7 3 9 5 1

3 0

1 0 5

9 2 8 0
8 0

3 9

0
2 0
4 0
6 0
8 0

1 0 0
1 2 0
1 4 0
1 6 0
1 8 0

2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4 2 0 2 5

Nu m be r of p ro tocol a s s is t a n ce

SMEs n on  SMEs

Supports the timely and sound development of 
high-quality, effective and safe medicines, for 
the benefit of patients

Special form of scientific advice available for 
developers of designated orphan medicines for 
rare diseases

1 9 % 2 2 % 2 8 % 2 9 %

8 1 %
7 8 % 7 2 %

7 1 %

3 6 % 2 9 % 3 3 % 3 9 %

6 4 %

7 1 % 6 7 %
6 1 %

7 9 %

2 1 % 4 3 %

5 7 %

Ja n -Ju nJa n - Ju n
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S cie n t ific a dvice / p rotocol a s s is t a n ce  to  S MEs

6
1 2

6 7 2

2 3

3 9

2 4 2 7

8
0

1 0

2 0

3 0

4 0

5 0

6 0

2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4 2 0 2 5

Nu m be r of Scie n t ific Advice

SMEs n on  SMEs

S c ie n t ific  a d v ic e  –  Ve t e r in a r y  m e d ic in e s  

• Scientific advice to companies on the appropriate tests 
and studies in the development of veterinary medicines

• Facilitates the development and availability of high-
quality, effective and acceptably safe medicines

2 1 % 2 4 % 2 4 % 2 1 %

7 9 %

7 6 %

7 6 % 7 9 %

Ja n -Ju n

2 0 %

8 0 %



Na viga t in g  th e  m a rke t in g  
a u th oris a t ion  la n ds ca pe
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>  1 4 0  a p p r o v a ls
For h u m a n  m e d icin e s

>  4 0  a p p r o v a ls
For ve te rin a ry m e d icin e s  

2 0 0 5 - 2 0 2 5



1 3

7
1 0 1 0

8

4
1 1

1

4

3 2

2

2 0 2 1 2 0 2 2 2 0 2 3 2 0 2 4 2 0 2 5

S MEs  –  MAA ou tcom e  pe r ye a r (H a n d  V)

Pos it ive Ne ga t ive With d ra wn

H a n d  V m e d icin e s  m a rke t in g  a u th oris a t ion s

2 0 Ach ie ve m e n t s  of EMA’s  S ME Re gu la t ion

J a n  2 0 2 1  -  J u n  2 0 2 5

1 1 %  (4 )
u n de r PRIME s ch e m e

3 5 %  (1 3 )  
MA with  Orph a n  Dru g  

De s ign a t ion

4 1 %  (1 5 )
Ne w Act ive  S u bs ta n ce

1 6 %  (6 )  
Acce le ra te d  a s s e s s m e n t

2 0 2 1 -2 0 2 5 :  7 3 %  s u cce s s  ra te

Ap p r o v e d  Hu m a n  m e d ic in e s :  ( n = 3 7 )

Ja n -Ju n

Ap p r o v e d  Ve t e r in a r y  m e d ic in e s :  ( n = 1 1 )

3 6 %  (4 )  
MUMS

m in or u s e  /  m in or s pe cie s  

4 5 %  (5 )  
Ne w Act ive  S u bs ta n ce

7 6 %

2 4 %

2 1 %

2 9 %

5 0 % 7 7 %

8 %

1 5 %

9 1 %

9 %

7 3 %

9 %

1 8 %



Produ ct  ou t - lice n s in g  /  Me rge rs  & Acqu is it ion s   

2 1

Ju n e  2 0 2 5Ma rke t in g  
a u th oris a t ion

MAA s u bm is s ion

4 8  
S ME s t a tu s  m a in ta in e d

5 6  
MAAs  with  SME a s  

a pp lica n t

2 5  
SME s t a tu s  
m a in t a in e d

An a lys is  of a  to t a l of 5 6  h u m a n  a n d  v e t e r in a r y  MAAs  from  S MEs  with  a  p o s it iv e  o p in io n  b e t w e e n  2 0 2 1  t o  J u n e  2 0 2 5  

8  (1 4 % )  of MAs  a pp lica n ts  los t  
SME s t a tu s  or  re la te d  in ce n t ive s

2 3  (4 8 % )  of MAs  h olde rs  los t  SMEs  
s t a tu s  or  re la te d  in ce n t ive s

As  o f J u n e  2 0 2 5 ,  o u t  o f 5 6  MAAs :

 4 5  %  ( 2 5 )  of MAs  h olde rs  with  m a in ta in e d  S ME 

s t a tu s

 5 5  %  ( 3 1 )  of MAs  a pp lica n t s / h olde rs  los t  S ME 

s t a tu s / in ce n t ive s  ( e .g  m e rge r/ a cqu is it ion ,  g rowth  

a bove  th re s h olds ,  p rodu ct  ou t - lice n s in g  to  a  n on -

S ME)
Ach ie ve m e n t s  of EMA’s  S ME Re gu la t ion



S e le ct ion  of p rodu ct s  de ve lope d  by S MEs

Ma y  2 0 2 1

Firs t  t re a tm e n t  fo r  
p rog re s s ive  fa m ilia l 
in t ra h e p a t ic ch o le s t a s is  
(PFIC)  in  p a t ie n t s  a g e d  6  
m on th s  o r o ld e r
Orp h a n
PRIME

Ma y  2 0 2 2

Firs t  t re a tm e n t  fo r  ch ild re n  with  
p rog e ro id  s yn d rom e s ,  a n  u lt ra -
ra re  g e n e t ic d is e a s e  wh ich  
ca u s e s  p re m a tu re  a g in g  a n d  
d e a th
Orp h a n

O c t o b e r  2 0 2 3

Tre a tm e n t  o f 
h yp e ra rg in in a e m ia
Orp h a n

J u n e  2 0 2 4

Firs t  n a s a l s p ra y e m e rg e n cy 
t re a tm e n t  a g a in s t  a lle rg ic 
re a ct ion s ,  p rovid in g  a n  
a lt e rn a t ive  t o  t ra d it ion a l 
in je ct ion s

De c e m b e r  2 0 2 4

Firs t  t re a tm e n t  fo r  
p e rip h e ra l t h yro toxicos is  in  
p a t ie n t s  with  Alla n -He rn d on  
Du d le y s yn d rom e
Orp h a n

2 2 Ach ie ve m e n t s  of EMA’s  S ME Re gu la t ion

Ma y  2 0 2 1

Tre a tm e n t  o f ob e s it y a n d  th e  
con t ro l o f h u n g e r a s s ocia t e d  
with  g e n e t ic d e ficie n cie s  o f t h e  
m e la n ocort in  4  re ce p tor (MC4 R)
Orp h a n
PRIME

J u n e  2 0 2 1

Va ccin e  g ive n  to  h ors e s  from  
8  m on th s  o f a g e  t o  re d u ce  
clin ica l s ig n s  o f t h e  a cu t e  
s t a g e  of s t ra n g le s

Bylva y (H)

S ME a t  MA

Im civre e  (H)

S ME a t  MA

S t ra n gva c (V)

S ME

Zokinvy (H)

S ME a t  MA

Ma r c h  2 0 2 3

Pre ve n t ion  of o to toxicit y in d u ce d  b y 
cis p la t in  ch e m oth e ra p y in  ch ild re n  
from  on e  m on th  u p  to  1 8  ye a rs  o f a g e  
with  loca lis e d ,  n on -m e ta s t a t ic,  s o lid  
t u m ou rs

O c t o b e r  2 0 2 3

Tre a tm e n t  o f h e a rt  fa ilu re  in  
ch ild re n  from  b irth  t o  le s s  
t h a n  1 8  ye a rs

Pe dm a rqs i (H) Aqu m e ld i (H)

Loa rgys  (H)
EURn e ffy (H)

Em cit a te  (H)

J u n e  2 0 2 5

Firs t  va ccin e  a g a in s t  s win e  
d ys e n te ry d is e a s e  a u th oris e d  
in  Eu rop e

Biobhyo (V)

S ME

S ME a t  MA

S ME

S ME a t  MA

S ME

S ME a t  MA

Ze m ce lp ro  (H)
J u n e  2 0 2 5

Tre a tm e n t  o f a d u lt  p a t ie n t s  
with  h a e m a to log ica l 
m a lig n a n cie s  re q u irin g  a n  
a llog e n e ic h a e m a top oie t ic s t e m  
ce ll t ra n s p la n t a t ion  fo llowin g  
m ye loa b la t ive  con d it ion in g  fo r 
wh om  n o  o th e r t yp e  of s u it a b le  
d on or ce lls  is  a va ila b le
Orp h a n
ATMP
PRIME

S ME



Em powe rin g  th rou gh  
t ra in in g  a n d  e n ga ge m e n t  
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Tra in in g  & e du ca t ion
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SME In fo  da y

1 8 .1 0 .2 0 2 4
Clin ica l t r ia ls ,  HTA,  

Me d ica l d e vice s ,  
NFR,  s h ort a g e s

Awa re n e s s  s e s s ion  for  SMEs  
n e w ph a rm a  le g is la t ion

2 4 .1 1 .2 0 2 3
Ph a rm a  p a cka g e ,  im p a ct  on  

S MEs ,  Q&A

EMA-EIC In fo  da y

3 1 .0 1 .2 0 2 3
EMA s u p p ort  t o  

in n ova t ion  (PRIME,  S A,  
ITF)

SME a n d  a ca de m ia  
we b in a r  on  CTR -  CTIS

2 9 .1 1 .2 0 2 1
CTR,  CTIS  fu n ct ion a lit ie s

SME In fo  Da y on  VETS

2 8 .1 0 .2 0 2 1
 EMA s u p p ort  for in n ova t ive  

ve te rin a ry m e d icin e s ,  ve t  
re g u la t ion ,  PV,  UPD

Th e  pa s t  5  ye a rs :

S ME u s e r  gu ide

S u bs cribe  to  ou r  n e ws le t t e r

Ove r  1 4 0 0  
s u bs cribe rs

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-and-medium-sized-enterprises_en.pdf
https://ec.europa.eu/newsroom/ema/user-subscriptions/3484/create


Tra in in g  a n d  e n ga ge m e n t  with  s t a ke h olde rs
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Con fe re n ce s  a n d  le ctu re s  to  ra is e  a wa re n e s s  on  EMA s u pport  to  in n ova t ion

IBE Le ide n  
ce r t ifica te  p rogra m  

S ta r t -m e  u p  2 0 2 5 ,  
Pa s te u r  In s itu t

Ka ro lin s ka  In s t itu te t  Ma s te r  in  
Bioe n t re p re n e u rs h ip in  
S tockh olm

AREIPS   Ma s te r,  fa cu lty
of Ph a rm a cy

Ba s e l Un ive rs ity,  Eu rope a n
ce n te r  of Ph a rm a ce u t ica l
Me d icin e s

Bio  In te rn a t ion a l 
Conve n t ion

TOPRA a n n u a l 
sym pos iu m



Colla bora t ion  with  EU in s t itu t ion s
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He a lth  in n ova t ion
EIC -  EMA 
coope ra t ion  
de live ra b le s

S h a ring  Expe rie nce  
on  S ME S u pport

S h a ring  Expe rie nce  
on  S ME S u pport

EEN An n u a l Con fe re n ce ,  
m e e t in g  of t h e  Frie n ds  of 
t h e  EEN 

DG Gr o w / DG S a n t e
Mu tu a l e xch a n ge  a n d  s u pport  on  S ME 
de fin it ion
EU Biote ch  a n d  b iom a n ufa ctu rin g  Hu b

Mu tu a l e xch a n g e  a n d  
s u pport  on  S ME de fin it ion

Ha DEA Horizon  
Eu rope  –  Tra in in g  to  
be n e ficia r ie s



Th in k s m a ll firs t !

Th e  S ME Re gu la t ion  h a s  p rove n  to  be  
a  powe rfu l d rive r of in n ova t ion ,  
g rowth ,  a n d  colla bora t ion  a cros s  th e  
Eu rope a n  ph a rm a ce u t ica l la n ds ca pe

EMA re m a in s  s t ron g ly com m it t e d  to  
s u pport in g  S MEs  th rou gh ou t  th e ir  
jou rn e y



Th a n k you

Follow u s

g  

Le on or.En e s @e m a .e u ropa .e u

S pe cia l th a n ks  to  Eg la n t in e  Le g ros  for  p re pa rin g  th e  s lide  de ck

S ME@e m a .e u ropa .e u

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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