. 2.
s medidata  eins DS SSTEE WHITE PAPER

COVID-197¢
LatAle 7|2
1] K O:|o|:

L

HIC|H[O] & =2k
=2 A EL

20204 48

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



. y I APRIL 2020
mmedidata o JS 20555 THE IMPACT OF COVID-19 ON CLINICAL TRIAL SITES

COVID-197+ & Aol O] Fe:

AT Al 72 ZALOf| A 2HRlEl AbE
COVID-19 Hrf| 20| M7 E SE0f SYUELICH COVID-192| &S BHX| o2 HEO|LHHIXLA, SRS MZs}7| of2

FELICH A 7|2 HAl 0|2/ = OFE LT,

A QetEs 7H%*§ = UAXE T2 HAE X|H5tD A& LI H|T|H| 0B = M2 o]

Y 2EH0|1 orHstH Hatst
Algo|erel Ea= R0l ofEAH SES 01 EX] Tt 0| 50| MZ2 el dof H35t= YAl Soll SEHS &7| sl =22 2212
ZAE HAYEUICE O HHOIM AIF| 2] 2242t 885dE BN F = L0 ERELICH

ZEAFOf| CHSHO]

202041 48 232, BCICO|Ef 2] RAAAIE X|2) 7122 01 5Hm Ui 9,952749) AlR7IEte| RIERFS 2 FAt MEXAE 4BHOR
HLUSLICH 48 27, HICIHIOIENS ISR 6,599 00 4| 22 OIS UAALICE O] FAHE 20201 48 292 23 54/(S£

SHET| AlZh)ofl Ot =l AELICH Z2h= ool o0 AELICE.

A S XIF H[E
ZAIA 2|4 374X 20 Bt SEAHE 1,030 02 SHES 10.4%AALICH SEXS X% 58.3%7t 0|=(=0]),
23.8%7} OLA|OFABLICE SEXHS Z 73.8%7t A7 ACIU[OIE KT 11%7t APRIAZLICHIR 1 & X).

| O3 LA 91X /SR o

A" 712 ARHX| Scixte| ot
Middle South/Central Site M /
East/Africa America DII r:clg:_‘lager

27% T. 5.4%

Clinical Other
Nurse 6.3%

4.1%\

N=721 N=681

Copyright2020Medidata Solutions, Inc.,a Dassault Systémes company



APRIL 2020
THE IMPACT OF COVID-19 ON CLINICAL TRIAL SITES

DS Sisteties

P

joins

eI 3 M MAK O 2 0| 20{X|= Ciet

z:medidata

o
=

fXtel 78%7t M2

281 540§l COVID-197}

EELEPON

x
(]

0|X| 2 AELICH SEXIS] 69%7t

FAIR AlZHoll COVID-197t

oo

ojn
300
B0

Ol A}
ao

™

A
(]

x

=]

4

e
[=]

A

o
[=]

I3 ol

X
]

% 2: COVID-197t

Ol A

2o

o

COVID-197} 4177 L&Al 2

COVID-197t

1,030

N

ojH&LIR

1,030

N

@ No

() YES

24:0f chsh of

Ul ZtXIRELICH MY S& 53 (3.73); MECH X

erg

0| 7t% 22{st=

SRS W S

tet

H

o

SHD

7t

FtH o

C
[=]

0l

r

ZELICE AT 2ol o

XIS 7K Al ch
5HoZ Ik

ujnl
T

LICHOZ 3 &

A
=

Copyright2020Medidata Solutions, Inc.,a Dassault Systémes company



y I APRIL 2020
mmedidata o JS 20555 THE IMPACT OF COVID-19 ON CLINICAL TRIAL SITES 4

23 3: YAl

oot

A 250 st CoVID-199] EE =&

1% (M8 RHEX] $Z)~5H (L R2{E) 7|E2 2 COVID-197t T Fol AxA|Hol| 0|2 FE &
otz2fe| 2t elof chsh ot a5t ASFLITN?

Financial implications from canceled studies 3.42

Financial implications from delayed milestones 3.29

Need for coviD-19 testing | .99
Abilty to collect clinical outcomes data [ R .68
Health of the workforce | 3.05
Research staff access to site | 2.57
Trial integrity | 2.7
rial continuity |, 3.01
Ability to retain patients |, 2 .07

Ability to enroll patients. 3.73
Ability to recruit patients 3.66
Supply of investigational medical devices _ 2
Supply of investigational medicinal product (MP) [ N, .17

0 0.5 1 15 2 25 3 35 4

N=832

@)
=
P
[
o

HEEIEE EUS C AAL 2240 cheh gHo| “Ts 2| X|
US70lA “Di R LB E 7T FHLASHH ERE0 AASLICH SEAIS2S YLYAMEE 2AAZF(IMP) X LA HE 2=7]7]19| 3=
2
o

[ a
X|&0l cioh M= 2ot A2 S LHHIEELICH “0i @ 21 El 702t Bt HIE2 IMPL| B2 7%, 2|2 7]7|9] F2= 4%Ci
SAYELIC

O, YAAIE A& Y, YAAIE RHY, F g

UHAIE 21t H0|E| = sH0f thet R2{= 72| 2101 11%TH0| “Of @ L2 & 0|2t H ok A SEXIO| 72| HEH49%)0|
“H QK| ¥ £ “ThA 2 E70[2t 1 HYSLICH

A8 7|2t CpQkst HEAIO

=

Hu
A
=
T
rio
o
ot
kl
30
>
r
n

MZ2 Z2L} B2 A7 AZ0] O|X| = Gk 3 Al &t xt HE 22| off et ARH DA S Zeoto A7 |2HE2 Xt &2
C

oo
o
pal
mn o
=2
X 0

Rigtet7| gleh Cheet 412 #/8H e | A7 20 Of2] 250l Thol “2IAtAIE G0l chef ofo] x| 38, gt
3 LAY AE, S gle” e “SAstR| 92702 EAISHES QEYALICH

Copyright2020 Medidata Solutions, Inc.,a Dassault Systemescompany



. y I APRIL 2020
mmedidata o JS 20555 THE IMPACT OF COVID-19 ON CLINICAL TRIAL SITES 5

COVID-190f| CHS5t7| fIsH A7 |20l M = &&EHA| TSt 22 CHI JHX| XIS FHUSLICH T Sl A4 AI”ol chgt A7

AE At 2 STH63%), MEHAXIE 7H/AH 22 HEH(45%), A" H7](43%), AEH AR AlE 7|2 WE 518717t
HEH(34%) X YMAIEAZM £ (33%) (22 4 FX). 2 1/3(32%)2 232|HS =3 A-HARISS 2E(HIHE 18K
AAXELICH

Oloi| chigt CHoto = Al 7| 2 2ke| CHAX} O] 2t2 72| O|RO{X|X| §4RAL M, T 5%01 EatetL|Ch D

HIE(12%) = Hlw X MASLICE

2
4
1]
ul;
B>
ret
=
o
N
e

/g = 147 COVID-19 Z ol CHEt AT & ZAF =7t Bl X HUCH= AL LICH 8%THO| AlFCH X o

o
= gARMCH o|F ZHoll st Al &AL HAs 3%0 24 ASLICHIE 4 & X).

12 4; COVID-190]| 7| X3} s=stist/A|

Jiot

B S

- =

COVID-190f| CHE3h= A7 |2t 2HAE CHS 2 230l Tl
‘Yol 2 Fekoll chal oo] Z=A| F”, A A= glg” E

CL- oo
Amending study protocol
Test patients for current/active COVID-19 infection
Test patients for past COVID-19 infection (i.e., antibody testing)
Switching patient visits to virtual / telemedicine
Halting new patient recruitment for an ongoing trial
Not allowing patients who completed screening to enter study (be randomized)
Switching to home visits
Switching to remote lab collection
Shipping the investigational medicinal product direct to the patient
Switching patients between sites
Extending patient study visit windows
Delaying a study

Cancelling a study

Negotiating with Sponsors/CROs to release site payment holdback funds

0% 10% 20%  30%  40%  50% 60% 70%  80% 90%  100%

N=726
@NA @Unsure @ Noplans @ Planstodoitin Has already done it
todoit the coming weeks forimpacted trials

Copyright2020Medidata Solutions, Inc.,a Dassault Systémes company



THE IMPACT OF COVID-19 ON CLINICAL TRIAL SITES

APRIL 2020

P
DS Sisteties

joins

z:medidata

X

al
ES

HAS2 22Xt HM

7|5

SN PN

E| A O
= T M

Z0f| £20|

Ko

“ol ol M

ol

ol

g =M

2 g
Mg

=
=

o|AF ZFoj chet
COVID-197t

OFELICE MA ol 22 A AL 2H

XHo|

OfX[2H ™ M[AH 2=

I_I- OI-

ool

X0l A O|RO0{X|= Aol

N
Mot

Ol_I-X

SES Al&sts Aol

| Fgko| M2 X|Ho=Z AZEAUSLICH

A9

£ S0, tH2t2 Hto[2

LIt of

ol o 224 2 +

=
[

| MO{X|2 2 H|o|E FH2|E s Zst

X5

S:
[

ol HEE AlZHol

of i&LICt olE 20

-r

Ir

<+

H oz My

#

b= HetHS LT of 7] of

042 chel

3

<]
[

=2 +=835t7| 2l

Al
S

S
[=

CH& ol A|

S
(=

M 4%, A

NERE
E YA, A

Ol A}
[= K]

gt

SEX

2t

-

S

Mumly

HEX| A, EAt S92, 7t
Al CH & Aot

I

[k
=

AL S

C!
HE

2E

7|2ty

HCH & RE7E ZolIM Al

[
[=]

pal
(=1

ol

XX o|
O 1=

A7 @S2 A7t SHEAL 0| HEE = FR0l= A7 ILIHIOIE E A& n&3ljof stE2 AlHT|2te| MFo £

10

gfLct.

3

00

SCt

FOfl A Al

o

o4 O|H Mf2loZ o7 | &l 253

|
o

ERE ChH|

2|2|Xtet CRO=

= Al

SLICH of7|of

H=| O{OF BfLICE OIS

of gt

AlEoheRtel FHd S EESHHM M A X

A7 S

o)y 23

SF

C}
o

Ag7| 22 COVID-192| &g

LIC}.

ol

10
70

H

b

ol

712

bHfet ZH0| CHREZ O Ald

of &et

o

Rr

o

CHaxtel 2

3|
[=

Al
7] ZO|ALt 7| Zi0[2t 1 M & LT,

o1 LAl CHet

o=

ol

22 7MY gEi2

ool

HCH A2 Al

A

7|2tS0] Al

L|Ct. ZHto Fi= Al

o A
pyN=]

SIAXREA M2 H2HS Hots

Algd7|2E2 /A
HetStHLE Al &Rt

Mo 7HE = SaliA 0|0

3|
2

2l

PN

=]
=

il

HIO|E| St ZX|5HH, M=

st

OfZof| HIC|H|O[E{0i| A H|A|

=
[

t

tZ3

of=qet

of HHZo|Lt AT

ool

OfL|2f Al

Medidata Rave Clinical Cloud™

medidata

4 7|2 | HlolE 3o 24



