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Financial implications from canceled studies 3.42
Financial implications from delayed milestones 3.29
Need for cOVID-19 testing - | 2.99
Ability to collect clinical outcomes data [ R 2 68
Health of tne workforce |, .05
Research staff access to sitc |, 2.57
Patont access to st | 3.05
Trialintegrity | 2.7
Tria contruiy | 3.0
Abilty o retain patients - | 2.57

Ability to enroll patients 3.73
Ability to recruit patients 3.66
Supply of investigational medical devices | N 2
Supply of investigational medicinal product (IMP) _ 217
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L
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
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2020 38 vs. 20191 38 20204 48 vs. 20194 48
HA| =7t HA TA HH| -65.% -79%
== -68% -33%
ol: -84% -97%
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U= -44% -69%
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-68% -81%

= -33% -17%

+8 O|&2|of -53% -49%
A el -68% -82%

g2 -80% -95%

o= -66% -83%
Azl -69% -95%
CNS -68% -716%
oj& -64% -91%
L s -81% -88%
1D/t -47% -66%
et -48% -60%
=2 -34% -86%

*Monthly data from 2019 normalized to corresponding two weeks in 2020

! Analysis across 4,667 studies and 185,949 study-sites
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42 3028 7|Z2 2 European Medicines Agency (EMA), 0|= Food and Drug Administration (FDA), @= Medicines
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},
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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://www.fda.gov/media/136238/download
https://www.gov.uk/guidance/managing-clinical-trials-during-coronavirus-covid-19
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://mdsol.okta.com/app/jive60/exk339185kbt1AwEK0x7/sso/saml
https://www.swissmedic.ch/swissmedic/en/home/news/coronavirus-covid-19.html
https://www.pmda.go.jp/files/000234815.pdf
https://nedrug.mfds.go.kr/bbs/38/102
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
http://(doh)/
https://www.hsa.gov.sg/docs/default-source/hprg-io-ctb/hsa_ctb_covid-19_guidance_for_clinical_trials_27mar2020.pdf
https://www.acrohealth.org/wp-content/uploads/2020/03/ACRO-Statement-on-Monitoring-Oversight-FINAL-3.13.20.pdf
https://www.wcgclinical.com/2020/03/09/changes-to-research-made-in-response-to-covid-19/
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://www.medidata.com/en/blog/covid-19-regulatory-developments-and-technology-use-in-clinical-trials/
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BHAl = EHEZ0] COVID-19 Y& Tt CHAOf /USLICES Q& TIH CHAIOf /U= 0|5 BiA10f CHEE Rof2 Ofef B 70| MA|Z0f JUSLIC
H 7: A4 7 chAjof| U= 871X| COVID-19 ¥ M
WA SHEN QY THerAb T QA THE B 2 TR A

OfH|t=HFO|2{ A 53 HIE]

ChAdOx1

mRNA
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CanSino Biological Inc./Beijing Institute

of Biotechnology
University of Oxford
Inovio Pharmaceuticals

Wuhan Institute of Biological Products/
Sinopharm

Beijing Institute of Biological Products/
Sinopharm
Sinovac

BioNTech/Fosun Pharma/ Pfizer

Moderna/NIAID

H|24 ChiCTR2000031781
H|14 ChiCTR2000030906

H|1/24 NCT04324606
H|14h NCT04336410
H|14 ChiCTR2000031809
H1eh

(Al 521)

H1et
NCT04352608

HM1/24
2020-001038-36

H1et
NCT04283461

2 https://www.fiercebiotech.com/biotech/covid-19-prompts-pfizer-to-stop-enrollment-most-studies. Accessed April 4, 2020

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

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

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

*otech/aslan-s-dupixent-rival-test-put-hold-amid-covid-19-but-delays-shouldn-t-hit-readout. Accessed April 19, 2020

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

7 https://www.fiercebiotech.com/biotech/swiss-bio-addex-halts-parkinson-s-test-as-trial-delays-tick-up-covid-19-disruption. Accessed April 19, 2020

8 https.//www.reuters.com/article/brief-aveo-oncology-and-biodesix-to-disc/brief-aveo-oncology-and-biodesix-to-discontinue-cyfi-2-study-

officlatuzumab-idUSFWN2BKI1LR. Accessed April 4, 2020

? https://www.who.int/who-documents-detail/draft-landscape-of-covid-19-candidate-vaccines. Accessed May 2, 2020.
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