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Disclaimer

The views expressed in this presentation are my personal views and may not be
understood or quoted as being made on behalf of or reflecting the position of the

European Medicines Agency or one of its committees or working parties or the Danish
Medicines Agency.

I am employed by the Danish Medicines Agency.

I am not employed by the EMA.
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EMA’s response to the pandemic
WWW.ema.europa.eu

Coronavirus disease (COVID-

19) v

What's new

Guidance for developers and
companies

Treatments and vaccines
Availability of medicines
Public-health advice

EMA’s governance
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Fast-track procedures for treatments and vaccines for COVID-19

nts of high-quality applications from sponsors in the shortest possible timeframes while ensuring
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Rapid scientific advice

marketing sa d high-quality

EMA s fully mobilised to support the arket of safe,

therspeutics and vaceines against COVID-15 The Agentcy has put nplace rapid eview procedures relted to COVID-19
ssessmel
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Rapid agreement of PIPs

The needs ofcidren have to be consdered n the
o el

EMA provides developers mm prompt advice to guide on the
best methods and study d

oust evidence needed to determine the s lafety efficacy and
quality of treatments and vaceines against COVID-19 in the
shortest time possible.
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Rolling review**

In a public health emergency, EMA assesses data for
sromising medicnes or vatsinesasthey becume avaabe.
Thvough roling review, EMA can excepronally scart
evslusting data wiile the development is still ongoing.
When the mecdicne’s development = proaressad snbuh for
marketing authorisation application (MAA), the formal
assessment procedure can take place in a very short
timeframe, because the data have already been scrutinised
during rolling review.

Each rolling review cycle requires around 2 weeks,
depending on the amount of data

Extension of indication and
extension of marketing
authorisation

Medicines that are already authorised for other diseases may

ines Agenc

investigation plan (FIP) that s ag EMA. During the

S et EVA axpedis i owent of
Somlatont o oyt o2 TP (o csfarrle or waivers
as appropriate) for treatments and vaccines against
COVID-19 to ensure that development programmes can
progress swiftly.
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Accelerated assessment
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This procedure allows EMA to review the marketing
authorisation applications for products of major interest for
public health in a shorter imeframe than usual to speed up
their approval and availability. It is an option when rolling
review is ok ppicable, where there s an ugent public
hezlth need. In practice, assessment timelines will

reduced to the absolute minimum.

* Excluding time given to companies to provide responses

** An ad hoc procedure used in the context of a public health emergency

[ i use of
treatments for COVID-19

mpassionate use prograrmmes can be set up by ndividual
£ amber Stats t e pecses o treaements
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« It is foreseeable that the COVID-19
pandemic will interfere with the : BWESSO e o
conduct of many ongoing trials, also

=

4+ Points to consider on implications of Coronavirus disease
Wlth the COl |ection’ analysis and the Z éﬁg)l\s/IDdQ) on methodological aspects of ongoing clinical
interpretation of clinical trial data '

« EMA Biostatistics Working Party B et e by Sostatistics orkig Pty
highlights major points that Sponsors Sy e e
could take into consideration in case P — e
their trials are affected by the COVID- e
19 pandemic. * oy

integrity, interpretability, DMC, Scientific Advice

https://www.ema.europa.eu/en/implications-coronavirus-disease-covid-19-
methodological-aspects-ongoing-clinical-trials
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Safety first

Most importantly, safety of study participants is paramount and must be at the heart of
every decision taken, regardless of any potential consequences for an ongoing trial.
Beyond this, it is an ethical mandate to proceed with a trial that has been started so
that the efforts taken by study participants and physicians can benefit drug
development and inform patient care.
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Case-by-Case assessment

Implications on clinical trials are expected to be manifold. Impact on recruitment, data
collection, analysis and interpretation of results is expected to be different for different

trials.

EMA
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Collect information

« Capture deviations, including those related to the COVID-19 pandemic.

« If possible, continue with data collection and collect information that could be
helpful to interpret the results of the trial.
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Risk Assessment

COVID-19 potentially affecting trial participants
COVID-19 potentially affecting the conduct of the trial

Implication on recruitment, loss of study participant, interpretation of the treatment
effect?
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Risk Assessment

Aggregated and blinded data analysis to inform the likelihood of obtaining interpretable
results. Focus on quality and reliability of the trial and advise on follow-up actions.

Any analysis bears the risk of unblinding.

Independent Data Monitoring Committee (DMC) recommended.

Estimand framework is well suited to understand how the trial/results may be affected.
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Substantial changes to the study protocol necessary?

Modifications such as:

« Changes in the primary and/or important secondary endpoints
 Unplanned interim analyses

« Final analysis with fewer events and/or shorter follow-up time

could compromise the interpretation of the results.

Discussion with relevant competent authorities is encouraged.

Seek Scientific Advice at the EMA on these matters early in the process.
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Main message

+ Patient safety first

Record, report,

Systematically capture deviations and record related reasons

+ Risk assessment of impact of COVID-19 on ongoing trials should

assess
r be conducted by an independent party.

a nd If measures need to implemented to address pandemic impact:

« Convincing scientific reasons needed to implement changes

seek advice
* Consult COVID-19 related guidance

before reacting

« Discussion with relevant competent authorities is encouraged (e.g.
through Scientific Advice) early in the process
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_ 10 Implications of COVID-19 on methodological aspects of ongoing clinical trials — Aldana Rosso, Ingram Olkin Forum Series, 28 July 2020
years Classified as internal/staff & contractors by the European Medicines Agency




EUROPEAN MEDICINES AGENCY

Next steps

« Continuous scientific discussion expected
« Interaction with stakeholders anticipated

« Further updates of document envisaged based on growing experience
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Any questions?

EIVI=A Further information

biostatistics@ema.europa.eu

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

D Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

years

Follow us on % @EMA_News



