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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
https://www.gov.uk/guidance/managing-clinical-trials-during-coronavirus-covid-19
https://www.bfarm.de/EN/Drugs/licensing/clinicalTrials/news/CT_COVID19.html
https://www.ansm.sante.fr/Activites/Essais-cliniques/COVID-19-Essais-cliniques-en-cours/(offset)/0
https://www.ccmo.nl/over-de-ccmo/nieuws/2020/03/13/advies-voor-de-uitvoering-van-klinisch-onderzoek-ten-tijde-van-de-beperkende-maatregelen-door-het-coronavirus
http://www.hpra.ie/homepage/medicines/regulatory-information/clinical-trials/covid-19-(coronavirus)-and-cts
https://www.aifa.gov.it/documents/20142/871583/Comunicato_gestione_studi_clinici_in_emergenza_COVID-19_EN_12.03.2020.pdf/ee1f33e3-bb3e-9ce9-2a93-b33e88eea94d
https://laegemiddelstyrelsen.dk/en/news/2020/extraordinary-measures-for-clinical-trials-due-to-covid-19/~/media/259AC11DD4CB438F9966E0C06396E47A.ashx
https://www.swissmedic.ch/swissmedic/en/home/news/coronavirus-covid-19.html
https://www.pmda.go.jp/files/000235164.pdf
http://MFDS (26mar)/
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
https://www1.health.gov.au/internet/main/publishing.nsf/Content/Clinical-Trials
https://www.hsa.gov.sg/docs/default-source/hprg-io-ctb/hsa_ctb_covid-19_guidance_for_clinical_trials_27mar2020.pdf
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=f5a5f150d48affd4
https://herguner.av.tr/wp-content/uploads/2020/03/31.03.2020-Hukukta-gundem-Turkiye-.lac-ve-Tıbbi-Cihaz-Kurumu’nun-COVID-19-Salgınına-Yonelik-Aldı.ı-Tedbirler.pdf
https://www.fda.gov.tw/TC/siteListContent.aspx?sid=4254&id=33247
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! https://www.fiercebiotech.com/biotech/covid-19-prompts-pfizer-to-stop-enrollment-most-studies. Accessed April 4, 2020

2 https://www.fiercebiotech.com/biotech/covid-19-causes-moderna-to-pause-a-clutch-clinical-trials. Accessed April 4, 2020.

3 https://www.fiercebiotech.com/biotech/iveric-bio-latest-to-be-hit-by-covid-19-as-it-delays-a-key-trial. Accessed April 19, 2020

* https://www.fiercebiotech.com/biotech/covid-19-outbreak-prompts-provention-to-pause-diabetes-trial. Accessed April 19, 2020

® https://www.fiercebiotech.com/biotech/covid-19-outbreak-prompts-provention-to-pause-diabetes-trial. Accessed April 19, 2020

¢ https://www.fiercebiotech.com/biotech/swiss-bio-addex-halts-parkinson-s-test-as-trial-delays-tick-up-covid-19-disruption. Accessed April 19, 2020
T https://www.reuters.com/article/brief-aveo-oncology-and-biodesix-to-disc/brief-aveo-oncology-and-biodesix-to-discontinue. Accessed April 4, 2020
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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://www.fda.gov/news-events/speeches-fda-officials/remarks-commissioner-stephen-hahn-md-covid-19-pandemic-finding-solutions-applying-lessons-learned
https://www.medidata.com/en/blog/covid-19-regulatory-developments-and-technology-use-in-clinical-trials/
https://www.fiercebiotech.com/biotech/covid-19-prompts-pfizer-to-stop-enrollment-most-studies
https://www.fiercebiotech.com/biotech/covid-19-causes-moderna-to-pause-a-clutch-clinical-trials
https://www.fiercebiotech.com/biotech/iveric-bio-latest-to-be-hit-by-covid-19-as-it-delays-a-key-trial
https://www.fiercebiotech.com/biotech/aslan-s-dupixent-rival-test-put-hold-amid-covid-19-but-delays-shouldn-t-hit-readout
https://www.fiercebiotech.com/biotech/covid-19-outbreak-prompts-provention-to-pause-diabetes-trial
https://www.fiercebiotech.com/biotech/swiss-bio-addex-halts-parkinson-s-test-as-trial-delays-tick-up-covid-19-disruption
https://www.reuters.com/article/brief-aveo-oncology-and-biodesix-to-disc/brief-aveo-oncology-and-biodesix-to-discontinue-cyfi-2-study-of-ficlatuzumab-idUSFWN2BK1LR
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ushnotification&utm_campaign
1 https://www.who.int/who-documents-detail/draft-landscape-of-covid-19-candidate-vaccines. Accessed July 10, 2020..

[Ecg==]

9 https://www.asco.org/sites/new-www.asco.org/files/content-files/blog-release/pdf/2020-asco-covid19-clinical-trial-site-survey-manuscript.pdf

0 https://www.clinicalleader.com/doc/what-patients-are-telling-sites-about-trial-participation-during-covid-0001?utm_source

¢ https://www.nature.com/articles/d41573-020-00093-1
Copyright 2020 Medidata Solutions, Inc., a Dassault Systemes company
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https://www.medidata.com/wp-content/uploads/2020/05/COVID19-Site-Survey_20200518_v1.pdf
https://www.clinicalleader.com/doc/what-patients-are-telling-sites-about-trial-participation-during-covid-0001?utm_source=OneSignal&utm_medium=pushnotification&utm_campaign=6-3-20
https://www.clinicalleader.com/doc/what-patients-are-telling-sites-about-trial-participation-during-covid-0001?utm_source=OneSignal&utm_medium=pushnotification&utm_campaign=6-3-20
https://www.who.int/who-documents-detail/draft-landscape-of-covid-19-candidate-vaccines. Accessed July 10, 2020.
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Inactivated

Non-Replicating
Viral Vector

Non-Replicating

Inactivated + alum

ChAdOx1-S

Adenovirus Type 5 Vector

Sinovac

University of Oxford/AstraZeneca

CanSino Biological Inc./

Phase 3
NCT 04456595

Phase 1/2
NCT04383574
NCT04352608

Phase 3
ISRCTN89951424

Phase2b/3
2020-001228-32

Phase 1/2
PACTR202006922165132
2020-001072-15

Phase 2

Viral Vector Beijing Institute of ChiCTR2000031781
Biotechnology
Phase 1
ChiCTR2000030906
RNA LNP-encapsulated Moderna/NIAID Phase 2
mRNA NCT04405076
Phase 1
NCT04283461
DNA DNA plasmid vaccine with Inovio Pharmaceuticals/ Phase 1/2
electroporation International Vaccine Institute NCT04447781
NCT04336410
DNA DNA plasmid vaccine Cadila Healthcare Limited Phase 1/2
CTRI/2020/07/026352
(not yet recruiting)
Inactivated Inactivated Wuhan Institute of Biological Phase 1/2
Products/Sinopharm ChiCTR2000031809
Inactivated Inactivated Beijing Institute of Biological Phase 1/2

Copyright 2020 Medidata Solutions, Inc., a Dassault Systemes company

Products/Sinopharm
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https://clinicaltrials.gov/ct2/show/NCT04456595?term=vaccine&cond=covid-19&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04383574?term=covid-19&cond=vaccine&cntry=CN&draw=2
https://clinicaltrials.gov/ct2/show/NCT04352608?term=Sinovac&cntry=CN&draw=2
http://www.isrctn.com/ISRCTN89951424
https://www.clinicaltrialsregister.eu/ctr-search/trial/2020-001228-32/GB
https://pactr.samrc.ac.za/TrialDisplay.aspx?TrialID=12166
https://www.clinicaltrialsregister.eu/ctr-search/trial/2020-001072-15/GB
http://www.chictr.org.cn/showprojen.aspx?proj=52006
http://www.chictr.org.cn/showprojen.aspx?proj=51154
https://clinicaltrials.gov/ct2/show/NCT04405076?term=moderna&cond=covid-19&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04283461?term=vaccine&cond=covid-19&draw=2
https://clinicaltrials.gov/ct2/show/NCT04447781
https://clinicaltrials.gov/ct2/show/NCT04336410?term=inovio&cond=covid-19&draw=2&rank=1
http://ctri.nic.in/Clinicaltrials/pmaindet2.php?trialid=45306&EncHid=&userName=vaccine
http://www.chictr.org.cn/showprojen.aspx?proj=52227
http://www.chictr.org.cn/showproj.aspx?proj=53003
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Protein Subunit Full length recombinant SARS Novavax Phase 1/2
CoV-2 glycoprotein nanoparticle NCT04368988
vaccine adjuvanted with Matrix M
RNA 3 LNP-mRNAs BioNTech/Fosun Pharma/Pfizer Phase 1/2
2020-001038-36
NCT04368728
DNA DNA Vaccine (GX-19) Genexine Consortium Phase 1
NCT04445389
DNA DNA plasmid vaccine + Adjuvant Osaka University/ AnGes/ Takara Phase 1
Bio JapicCT1-205328
Inactivated Inactivated Institute of Medical Biology, Phase 1
Chinese Academy of Medical NCT04412538
Sciences
Non-Replicating Adeno-based Gamaleya Research Institute Phase 1
Viral Vector NCT04436471
NCT04437875
Protein Subunit Native like Trimeric subunit Clover Biopharmaceuticals Inc./ Phase 1
Spike Protein vaccine GSK/Dynavax NCT04405908
Protein Subunit Adjuvanted recombinant protein  Anhui Zhifei Longcom Phase 1
(RBD-Dimer) Biopharmaceutical/ NCT04445194
Institute of Microbiology, Chinese
Academy of Sciences
Protein Subunit Recombinant spike protein Vaxine Pty Ltd/Medytox Phase 1
with Advax™ adjuvant NCT04453852
RNA LNP-nCoVsaRNA Imperial College London Phase 1
ISRCTN17072692
RNA MRNA Curevac Phase 1
NCT04449276
RNA mRNA People’s Liberation Army (PLA) Phase 1
Academy of Military Sciences/ ChiCTR2000034112
Walvax Biotech.
VLP Plant-derived VLP Medicago Inc./ Université Laval Phase 1
NCT04450004
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https://clinicaltrials.gov/ct2/show/NCT04368988?term=vaccine&recrs=a&cond=covid-19&draw=2
https://www.clinicaltrialsregister.eu/ctr-search/search?query=BNT162-01
https://clinicaltrials.gov/ct2/show/NCT04368728?term=vaccine&cond=covid-19&draw=3
https://clinicaltrials.gov/ct2/show/NCT04445389?term=vaccine&cond=covid-19&draw=3
https://www.clinicaltrials.jp/cti-user/trial/Show.jsp
https://clinicaltrials.gov/ct2/show/NCT04412538?term=vaccine&cond=covid-19&draw=2
https://clinicaltrials.gov/ct2/show/NCT04436471?term=vaccine&cond=covid-19&draw=4
https://clinicaltrials.gov/ct2/show/NCT04437875?term=vaccine&cond=covid-19&draw=4
https://clinicaltrials.gov/ct2/show/NCT04405908?term=clover&cond=covid-19&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04445194?term=longcom&draw=2
https://clinicaltrials.gov/ct2/show/NCT04453852?term=vaccine&cond=covid-19&draw=5
http://www.isrctn.com/ISRCTN17072692
https://clinicaltrials.gov/ct2/show/NCT04449276?term=vaccine&cond=covid-19&draw=6
http://www.chictr.org.cn/showprojen.aspx?proj=55524
https://clinicaltrials.gov/ct2/show/NCT04450004?term=vaccine&cond=covid-19&draw=2&rank=10

10

= COVID-192+ A A|E

2020 73 13
i CIcll OB 7t B2t

DS SUSTEES

2

joins

z:medidata

OF
=

Jdefjz @

=l
=

B 7: chAH COVID-19 HiAl SHE

<o

Hi3e

HI24

1/24

2671

11

HMid =

IF

3

it
S A

22

13974

|
=

o
T

oK 50
0=
& mo
oJ 00

gl
BN

= Aq
T L

HEIHOIHS] &

Mol XIAlof|

& 72

HIC|E|olE = TEE 2| MIAIA HMo|2{o] Y&Alol DIX]

it

fOfl A Tl CIH[O] & 7F

=

15 7 abA|of ST QL

=

o QU0 27| 47kX]9] &

=
[

Tlgst

oF Of i

toil cH

L)
Bl

1010
<0

|.

|.

EFIEA| 1

X[ olstist|

=
=

o] A0l ot

T IEA| 28 H|O]E

gto 2t
o

b- AliCH&A

1ol
<0

I

t

Al

F

<0
ol

Pl

K

ol

=
o

ZOHRHOZ AF7 |2 M

(Synthetic Control) 1124

Ki

Copyright 2020 Medidata Solutions, Inc., a Dassault Systemes company



20204 73 13Y

. 2
SE:medIdata joins DSSDL'I:'SS'FE%JE'; Of| C|C|O|E{ 7} HF2HE = COVID-199F QIAMAE

THIA 3 EoE ZX 9l o2 23 wal 9K

s
o 3 DLIEY U ClolE RS S AT HE U2 GI0IT AIBCHATE E7| Tt It

BEM:
® COVID-19 #413} X2 Lol BB S=IAte Alset AIEXt ofdt FS Soi
F14310f 2. 012 Sl AR A KBTS W2 S} 5

OfeH = oixl] Al 23 22X s 20l =52 £ 4 U= HICIHI0[E £F40f tiet &
f

EHIbA| 10 A Hatof| it of5H
Acorn Al Intelligent Trials
A Htoll e ZTH AR |2/ EE

ol 0fxl= S-S ofshistn =gl o=
ol i3t =X|/215 A 3

Real-Time Situation Tracking: CH& X S5, C|O|H %

QLS 52 AMEE HE HS

o 0 SlLiA HetS tHee =2 COVID-192 2 X5t

o A S oie| B, $2F FH0|E

O
il

Trial Impact Analytics*: 2% ¢! JA4AIH 6,000 &

HEZ2|ZE

- YYAY, ZEZ2IQ, =7 X[ B AIY 7|2 3ol el Al

Impact Forecasting: AIT A2 S22 %ISJ =2 =9t
I

_'_D:

« COVID-19 dAF 3! AEE2 A2
*HIC|CIolE] M £8M o =7F XIS efgoilMel 35 X|F Thef

Copyright 2020 Medidata Solutions, Inc., a Dassault Systemes company

S

=N

T

2 & 7tX] ojde)

Al &Y 20,000248 St COVID-19



Acorn Al Synthetic Control Database / Trial Design

. . 3 2 20204 78 13Y
mmedidata o PSEEFEE G000 v s covpios 2
. A o L _ ol& -
EHIA| 28 |0 =T & 7tS5HA ot7| flot AMAIE dA|2| THEE
Rave eCOA
7|E HR0llM 2 £ fEo] A= HICIHO|E{2| eCOA SR MO Z Al 7|2t 7|Bte] @Izt Hlo|H E2 ¥4 T|o|H SOz Heatet 4
WE ES MY MR dHoE UG LICE LA A0 O A HIP|H, A[HCHA X = JH2l 2HIY 7|7| £ 0|83HH ZHEtsthA| 22teE
Mg S A= UH HZ 2R s CHR=C3tD S2fE Yhaof tiet 715 HIolE 52 MEY & USLICH eCO £ AF8%HE= Rave
EDC LMAHUA = A A7 eCOA Y MEOZ XIHE L0 B2 AT £ JUSLICH HIXY
eCOAE AFESHA| 24= Rave EDC LA A EOIM = Z2HE0| eCOAS *7f St ZA| A HIo|E
SO Metg =+ JAELCt
myMedidata/Rave Virtual Trials
T S0l A aredof| cHsl Z2Lt19 X't 42, HiC|d|o|E{2t 3DSE myMedidata*(Medidata Patient Portal)2] LR 2 21 AllCHAIX}
SH0| A= LXA™ HofxIS2 Ta FM7|2 Atee A2LE9 S4 FX7|(CoVID-19 Symptom Tracker)*S EAIZ&LICE Of
Aek FEksl, SN FHI|2 S5 7150| ASH(MVP HTH), 0|5 AHESIO] Al 7| 2ol A LAAE AlRCiMRLe] SAS
Yoz DL|EZstn B0 4= QEL|CH MyMedidata®t COVID-19 Symptom Tracker0il CHeE XbAst
*mic|dlolE] M7 22M Aeh2 O17|M =tQIstHAlR.

12

M wxt HEF A0 s HE S COVID-195 @lal 7 =21 ME 2| of A=l= U ol &SHR| 28H AE(O|4EHS)0ll tish O[S SRSt |

ASIQH(0f: SR23)2| orH Mol 2?8l £2f cllolE{(0f: Synthetic Control Database)E MSgLICE o1zl AT F2l AFSE2 0|0] =26t

CHst oSl = B4t oMM Z2mAS JEX 11 Qe AlEH FE0|X|2H SCDE SotH 7| &0 £LHE 23 0|49 2A0| Jtsd
2 QUELICH Eot AIMCHARLS] HMXte| 27| Z(EMR) & AR A4 B0/ (RWD)E A LMAIH
ClOJE{QF Hlwdh A&AIR MA S| M2t Bttty S SHESHD, M| QA #ls 20t & ety » Qe s
A axt 2ECto] TaMof Chst OISHE SHLE Atz el AMAEe R 37| @71 FHHMeR
UAAZ 2 AELICH

WE g} o, TH Sl 247 A HIO[EE XE S| =23810] COVID-192 QI8 & S2HE0| HALE A|YUMX 52 EX0|

ULAHE 52 PHE= AMAIYO T|E AR HIO|EE 2otSHLE &S| thHE &~ UELICEL 012 Saff CHS
CHAIZ9| TIHof CHot et St M S ZIAAZ| T, AIYUHAXL R BES S0|HLL 874 4™ e
St &= AsLct

Copyright 2020 Medidata Solutions, Inc., a Dassault Systemes company


https://www.medidata.com/wp-content/uploads/2020/04/myMedidata_COVID19-Symptom-Tracker_20200422_Fact-Sheet-4.pdf
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https://www.medidata.com/en/riskassessment
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