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EUROPEAN MEDIC

Survey objectives and scope

= Evaluate the experience from SMEs and stakeholder FUROPEAN MEDICINES AGENCY

A . . A SCIENCE MEDICINES HEALTH
organisations on the operation of the SME Regulation.

= Receive feedback on the support provided to SMEs at the EMA.
» Better understand current challenges faced by SMEs.

= Tailor our future activities to better meet the needs of SMEs.

What do we aim to achieve?

EMA
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Methodology

Period: 28 January - 17 March 2020 (7 weeks)

SME survey 2020 Response rate: 553 unique and valid responses
o \EUI}((‘)PE‘.A‘\WI\:MME‘F‘)\IEINES AGENCY M et h 0 d O I o g y :
SME survey 2020 = Web-based survey (EU Survey)

R - 18 questions
= Response format:

— Dichotomous scale (e.g. ‘Yes’/'No’)

— 4-point or 5-point rating scale (e.g. Very good - Good - Poor
- Very poor - Not applicable)

— Multiple choice and multiple response
— Free text

M
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St rU Ct U re Challenges faced by

SMEs and suggestions
for the future

Awareness of EMA's
support for SMEs:
overall and specific

Relevance of EMA’s
support for SMEs:
overall and specific

Profile of Opportunities for
respondents improvement of EMA’s
Experience with support for SMEs:
d services offered by overall and specific
Feedback on EMA's EMA’s SME Office
SME qualification
process
2
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Findings from the survey
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Profile of respondents

Are you completing this survey as: Entity’s field of activity: Top 3 business activity:

2% .
- = Development, manufacturing or

= Human health marketing of pharmaceuticals (65%)

= On behalf of an

SME Service providers to the

= Veterinary health T
pharmaceutical industry (18%)

= On behalf of an
organisation Human and

veterinary health Operating in the medical device and

technology field (11%)

As an individual
m Other

93% of all respondents have at some point held SME status with EMA.

FMA
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EMA’s SME qualification process

Please rate your experience with EMA’s SME qualification process. (n=516)
mVerygood % M Good % Poor % mVerypoor % M Not Applicable %

100%

90% 2% B
1% 1% 1%

80%
70%
60%
50%
40%
30%
20%
10%

0%

Guidance Contact with SME office Timelines Guidance Contact with SME office Timelines

Initial qualification Renewal

Nine out of ten SMEs satisfied with the overall process of registration with the SME office.

SME renewal process could benefit from improved guidance and timelines.
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EMA’s support for SMEs — Overview

Financial fee incentives

._ ____________
(pre-authorisation)
Financial fee incentives _
(post-authorisation)
Regulatory assistance @ -

services
SME briefing meetings = ®------------
Translation assistance P

Support to EMA’s clinical
data publication (Policy = @------------
0070)
DEMA
/5 '8  EMA SME Survey 2020

years

Advanced Therapies
incentives (certification)

............. ® Public SME register

Training events
------------ e (Workshops and SME
info days)

SME
# T S ® SME user guide

------------ - SME newsletter

Support to Priority
------------ - medicines scheme
(PRIME)

Classified as public by the European Medicines Agency
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Awareness of EMA’s support for SMEs - Overall

To what extent are you aware of EMA’s support for SMEs? The majority of respondents (800/0) indicated that
=553
| Tsow (n=553) they were aware of EMA’s support for SMEs to at
60% 57%
| least some extent.
50% |
40% |
: This a 9-point improvement compared to the
30% . . .
23% feedback received in the 2015 SME survey, which
20% 17% could be explained by actions put in place to raise
10% awareness.
3%
0%
To a great extent Tosome extent Toa minor extent Not at all
EMA
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Awareness of EMA’s support for SMEs - Specific services

To what extent are you aware of the following support activities provided for SMEs by EMA? (n=553)

To a great extent % B To some extent % To aminorextent% M Notatall %
100%
12% 12%
90% Lo 16% 20% 18% 18% 14%
32% 29%
80% 16% 39% 39% 17% 43%
19% 22%
0
20% 21% 24% 23%
30%
60%
34% 30% 33%
50% — — — —— 36% c o — - o — —
35% 38% 28% 29% 219 36% o
0 0, 0
40% 36%
30% 33%
’ 26%
17% 21%
20% ) °
’ X 21%
10%
0%
Financial fee Financial fee Regulatory Support to EMA’s Support to Priority ~ SME briefing Translation Advanced Public SME register Training events SME user guide SME newsletter ITF initiative to
incentives pre- incentives post- assistance services clinical data medicines scheme meetings assistance Therapies (workshops and engage with
authorisation authorisation (pre- and post-  publication (Policy (PRIME) incentives SME info days) medicine
(including authorisation) 0070) (certification) developpers to
Pharmacovigilance combat AMR
fee incentives)
EMA
NS 10 EMA SME Survey 2020

years Classified as public by the European Medicines Agency




100%

90%

80%

70%

60%

40%

30%

20%

10%

0%

16%

34%

38%

Financial fee
incentives pre-
authorisation

21%

35%

27%

Financial fee
incentives post-
authorisation
(including
Pharmacovigilance
fee incentives)

16%

19%

38%

27%

Regulatory
assistance services
(pre- and post-
authorisation)

W To a great extent %

30%

- — — S

26%

25%
15%

7%

Support to EMA’s  Support to Priority

clinical data medicines scheme
ublication (Policy (PRIME)
0070)

B To some extent %

20%

30%

33%

17%

SME briefing
meetings

39%

28%

17%

16%

Translation
assistance

To a minor extent %

39%

29%

21%

11%

Advanced

Therapies

incentives
(certification)

m Not atall %

EUROPEAN MEL

To what extent are you aware of the following support activities provided for SMEs by EMA? (n=553)

18% 18%
24% 23%
i 36%
27% o

Public SME register Training events
(workshops and
SME info days)

14%

22%

36%

27%

SME user guide

17%

33%

39%

SME newsletter

43%

29%

21%

7%

ITF initiative to
engage with
medicine
developpers to
combat AMR

Of the twelve services surveyed, more than half of respondents indicated awareness of seven

services to a great extent or to some extent.




To what extent are you aware of the following support activities provided for SMEs by EMA? (n=553)

mToagreatextent% M Tosome extent % To aminorextent% M Notatall %

100%
12% 129
90% 16% 20% 18% 18% 14%
32% 2%
80% 16% 39% 39% 17% 43%
19% 22%
70% o 24% 23%
30%
60%
34% 30% 33%
_ S S e L -1as- - == 1- - - - -
0,
35% 38% 29% o 36% 29%
40% Eal .
REY
30%
’ 26%
17%
20% 38% 25% : 21X 39%
- 21%
27% 27% 27% 23% 27%
10%
’ 15% 17% 16% o
7% . 7%
0%
Financial fee Financial fee Regulatory Support to EMA’s Rupport to Priority SME briefing Translation Advanced Public SME register Training events SME user guide SME newsletter ITF initiative to
incentives pre- incentives post-  assistance service: clinical data edicines scheme meetings assistance Therapies (workshops and engage with
authorisation authorisation (pre- and post- J publication (Policy (PRIME) incentives SME info days) medicine
(including authorisation) 0070) (certification) developpers to
Pharmacovigilance combat AMR
fee incentives)

Three services ranked low in terms of awareness. Seven out of ten respondents indicated no

or only minor awareness.
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Experience with services offered by EMA’s SME Office

To what extent did you use the following support activities provided for SMEs by EMA? (n=516)

Toagreatextent% M To some extent % To aminorextent% M Notatall %
100%
90%
27%
33%
0,
80% 42% 44% 42%
529% 49%
70% 61%
74% 18%
60% 75% ® 76% 79%
21%
50% 12%
17% 23%
40% - 13% - - = - - % - 28%
20% 289
30% 18% .
15% 25%
21%
20% 13% 20%
16% ® 12% .
0, 11%
16%
10% 0
9% 7B
(=] n
0%
Financial fee Financial fee Regulatory Support to EMA’s  Support to Priority SME briefing Translation Advanced Therapies Public SME register  Training events SME user guide SME newsletter
incentives pre- incentives post-  assistance services clinical data dici h r i assistance incentives (workshops and
authorisation authorisation (pre- and post-  publication (Policy (PRIME) (certification) SME info days)
(including authorisation) 0070)
Pharmacovigilance
fee incentives)
EMA
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To what extent did you use the following support activities provided for SMEs by EMA? (n=516)

B Toagreatextent% M Tosome extent % To aminorextent% M Notatall %
P
100%
90%
27%
33%
80% 22% 44% 42%
529% 49%
70% 61%
74% 18%
60% 79%
21%
50% 2%
17% 23%
- I /5 - ——— - - ——— i — ] B 29
20% 28%
30% 18% ?
1% 25%
21%
20% 13% 20%
16% : L2 119%
26% 16% : 27%
10% 20% 9% 7% 19%
14% 7% ° 7% 14% o
. 6% 6% S
0% A 4% o ® A
Financial fee Financial fee Regulatory Supportto EMA’s  Support to Priority SME briefing Translation Advanced Therapies Public SME register  Training events SME user guide SME newsletter
incentives pre- incentives post-  assistance services clinical data medicines scheme meetings assistance incentives (workshops and
authorisation authorisation (pre- and post-  publication (Policy (PRIME) (certification) SME info days)
(including authorisation) 0070)
Pharmacovigilance
fee incentives) R o X i
— educed activities in the context of the business

continuity planning and EMA’s relocation

Two services that respondents were most aware of were also those that were mostly used.
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To what extent did you use the following support activities provided for SMEs by EMA? (n=516)

B Toagreatextent% M Tosome extent % To aminorextent% M Notatall %

100%
90%
27%
33% .
80% 22% 4% 22%
o 49%
70% 61%
749 18%
60% °
21%
50% 2%
17% 23%
— . A _ R — —_— S S Y7 E— — -
20% 28%
A
30% 155 18%

25% 21%
20% 16% ez 12% 20%
26% 16% 1%
10% 20% 9 )
14% - 9% s 7% 14% 10% =
o 4% 6% 6% o

0%
Financial fee Financial fee Regulatory Support to EMA’s §lSupport to Priority SME briefing Translation Advanced TherapiesfPublic SME register  Training events SME user guide SME newsletter
incentives pre- incentives post-  assistance services clinical data medicines scheme meetings assistance incentives (workshops and
authorisation authorisation (pre- and post- [publication (Policy| (PRIME) (certification) SME info days)
(including authorisation) 0070) R
Pharmacovigilance
fee incentives) A Support measure is 4 \‘ L
targeted at those SMEs planning an MAA, imited number of registered companies
which are limited in number operating in the field (7%)

Those services that respondents were least aware of were also those that were used the least.
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Relevance of EMA’s support for SMEs - Overall

Overall, how relevant was EMA’s support for SMEs to your High proportion of respondents indicated that the
entity? (n=516 TP
ity? (n=516) SME initiative had been relevant or very relevant
60% —+ maor =
| 89% 5% (89%), with one in ten responded that support was
20% : not relevant.
40% 37%
30% . . - -
This is showing an 11-point improvement
20% compared to the feedback received in the 2015 SME
11%
0% survey.
0%
Very relevant Relevant Not relevant
EMA
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Relevance of EMA’s support for SMEs - Specific services

How relevant was the following specific support received? (n=516)

m Very relevant %  HRelevant % Not relevant %  H Not applicable yet %
100%
90%
30% s
80% 39% 42% 39% 43%
51%
70% 9%
3 66% 66% 71% 10% .
60%
8%
_ S - S - - - e 0% S -
18% 7% 39%
40% 12% 38%
28%
20% 30%
30%
14% 13% ik 30%
20% 22 1%
35% 9
1y e 26%
0y
10% 22% 22% 15% 12% o 22% ;
%
11% 10% E
0% 5% & - . 5%
Financial fee Financial fee Regulatory Supportto EMA’s  Support to Priority SME briefing Translation Advanced Therapies Public SME register  Training events SME user guide SME newsletter
incentives pre- incentives post-  assistance services clinical data medicines scheme meetings assistance incentives (workshops and
authorisation authorisation (pre- and post-  publication (Policy (PRIME) (certification) SME info days)
(including authorisation) 0070)

Pharmacovigilance

Breakdown for specific support activities in terms of their respective relevance rate is in line with
previously reported scores for awareness and use.
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Improvement of EMA’s support for SMEs — Overall

Are you satisfied with the overall scope of EMA’s support to Overall, respondents were satisfied with the scope
target SMEs? (n=553) of EMA’s support to target SMEs: 24% very satisfied,
60%
51% 51% satisfied and 4% not satisfied. Twenty percent

50% (20%) declared not being aware of the current

0,
40% programme
30% 24%
20%
20%
10% 4%
0%
Very satisfied Satisfied Not satisfied Not aware of
current
programme
~EMA
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Improvement of EMA’s support for SMEs - Specific services

Does EMA need to revise or expand specific activities to support SMEs? (n=441)

100%

90%

80%

70%

60%

50%

40%

20%

10%

0%

Yes, to a great extent %

38%
47% 48%

15%
14% 14%
Financial fee Financial fee Regulatory

assistance services
(pre- and post-
authorisation)

incentives pre-
authorisation

incentives post-
authorisation
(including
Pharmacovigilance
fee incentives)

19 EMA SME Survey 2020

16% 13%

H

Support to EMA’s  Support to Priority

clinical data medicines scheme
publication (Policy (PRIME)
0070)

H Yes, to some extent %

49%

16%

SME briefing
meetings

Yes, to a minor extent % mNo %
43%
55% 57% 59%
18%
15% 3
R aesl |
20% 19%
20%
Translation Advanced Therapies Public SME register || Training events
assistance incentives (workshops and
(certification) SME info days)
No need, or if any,

54% 57%
18%

16%
20% 19%

SME user guide SME newsletter

to a minor extent, to

revise or expand the following support services
Classified as public by the European Medicines Agency
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Challenges faced by SMEs and suggestions for the future

Digitalisation Regulatory fees
Globalisation

Access to finance

Recruitment

Education, training, 1/
access to information |

—

Market access

Competition

Finding partners
and customers

Administrative or
regulatory burden

Cost of production
or labour

8 themes based on EMA SME survey (2015) & 3 new identified in the EC SME performance review (2019)

N
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Challenges faced by SMEs and suggestions for the future

In your opinion which of the following topic(s) do you consider to be the main challenge(s) that SMEs are facing? (n=553)

Themes reflect >5% of all responses
20% 19%
16%
o 14%
14%
12%
10% 9%
8% 7% 8% 7%
6% 6%
(]
4%
2%
0%
Access to finance Administrative or Competition Cost of production or  Education, training, Finding partners and Market access Regulatory fees
regulatory burden labour access to information customers
- EMA
/S~ 21 EMA SME Survey 2020
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Challenges faced by SMEs and suggestions for the future

Administrative and regulatory burden

Complexity of regulations.
Requirements for preparation of multiple regulatory files. 3

Lack of harmonisation of regulatory requirements between authorities.

Suggested measures by respondents: ﬁ

» Simplify, reduce or harmonise regulatory requirements at EU level and Q
globally;

» Introduce exemptions for regulatory procedures or requirements;

= Reduce and simplify the administrative burden; 8

» Enhance regulatory and scientific advice. @

[
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years Classified as public by the European Medicines Agency




EUROPEAN MEDICINES AGENCY

Challenges faced by SMEs and suggestions for the future

Access to finance

Suggested measures by respondents:

» Increase and facilitate access to finance and capital;
» Increase access to information on funding opportunities for SMEs at EU
and national level;

» Facilitate networking, partnering, matchmaking between SMEs,

//
/\“y academia and investors;
e = QOther suggested measure reported under access to finance related to
% introduction of tax credit.

M
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Challenges faced by SMEs and suggestions for the future

Challenges Suggested measures by respondents

Regulatory fees .

Market access .

Education, training, access to .,
information

~EMA
/'~ 24  EMA SME Survey 2020

years

Enhance EMA and national fee incentives particularly for veterinary
and micro-sized enterprises;
Introduce or enhance fee incentives for serialisation (falsified

medicines legislation).

Offer guidance and support on market access, pricing and launch;

Align licensing and market access requirements.

Increase training;
Provide financial support for training organised by third party
organisations;

Enhance EMA website experience.

Classified as public by the European Medicines Agency
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Challenges faced by SMEs and suggestions for the future

Challenges Suggested measures by respondents

Cost of production or labour .

Finding partners and customers .,

Digitalisation .

Recruitment .

TEMA
/= 25  EMA SME Survey 2020

Facilitate access to information on suppliers.

Increase SME networking opportunities in the EU and
internationally;
Facilitate access to information on validated and accredited service

providers.

Support the digital transformation of SMEs, particularly veterinary
and micro-sized enterprises;

Enhance training on digital transformation.

See finding partners and customers.

years Classified as public by the European Medicines Agency
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Conclusion

/_ 26 EMA SME Survey 2020
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- Confirmation that the SME Regulation continues to successfully deliver on its intended objectives.
« Minor differences between respondents in the human and veterinary fields were noted.

« SME initiative remains relevant to SMEs. Some improvement highlighted compared to the feedback received in
the 2015 SME survey.

* Need to continue raising awareness and expand the programme particularly on regulatory assistance services by

the SME office, training events and financial incentives, both for pre- and post-authorisation.

« Challenges faced by SMEs covered all phases of an enterprise or product life cycle. Top three for future priorities

to focus on the administrative and regulatory burden, access to finance and regulatory fees.

EMA
/"~ 27  EMA SME Survey 2020
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Thank you for your attention

Any questions?

EIVI=A Further information

Contact me at clement.provansal@ema.europa.eu

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands

' j Send us a question Go to www.ema.europa.eu/contact
Telephone +31 (0)88 781 6000

years

Follow us on % @EMA_News


mailto:clement.provansal@ema.europa.eu
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