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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://laegemiddelstyrelsen.dk/en/news/2020/extraordinary-measures-for-clinical-trials-due-to-covid-19/
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-g%C3%BCndem-T%C3%BCrkiye-%C4%B0la%C3%A7-ve-T%C4%B1bbi-Cihaz-Kurumu%E2%80%99nun-COVID-19-Salg%C4%B1n%C4%B1na-Y%C3%B6nelik-Ald%C4%B1%C4%9F%C4%B1-Tedbirler.pdf
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Frequently discussed topics include telemedicine/decentralization  (see FDA Question 19 ),  consent and eConsent (See FDA 
FAQ 10 & 11), expectations on electronic records/signatures rules (See FDA FAQ 23), and remote monitoring including remote 
source data verification (rSDV). Note that while the US FDA, UK MHRA, Australia DoH, Health Canada, and Singapore HSA 
suggest rSDV is possible, the EMA leaves it as an option in very limited circumstances (Section 11 and Annex) and some outright 
discourage it including Germany and France. Centralized monitoring activities are suggested by most regulators, however. 

The regulatory appetite for making COVID flexibilities extend beyond the pandemic is uncertain but there is reason to 
believe change is possible.  For instance, US FDA  Commissioner Hahn’s June 1 remarks “The COVID-19 Pandemic — Finding 
Solutions, Applying Lessons Learned” indicated a desire to make some of the changes (i.e. accelerated receptiveness to trial 
decentralization, master protocols, real world evidence) endure beyond the pandemic.

For additional information on the global regulatory responses to the impact of COVID-19 on clinical studies, visit Medidata’s 
blog here.

Impact to Medidata Customers, Patients and Trials

Real-time and detailed reporting and analytics are critical for sponsors and CROs to assess the day-to-day impact of the 
pandemic on a trial at the patient, site and country level and so they can quickly implement changes to mitigate the risk of 
trial failure. 

Rapid and safe implementation of protocol amendments is vital to address both site closures and the fact that trial 
participants no longer receive or have access to the investigational product. Inaccessible sites mean that alternative, 
remote approaches to drug supply, monitoring study conduct, compliance, patient safety and data quality are needed. The 
more trials can be safely “virtualized,” the more likely they will be able to successfully proceed.

Large pharmaceutical (Pfizer, Bristol Myers Squibb and Eli Lilly)1 and smaller biotechnology companies (Moderna 
Therapeutics2, Iveric Bio3, Aslan4, Provention Bio5 and Addex6) have announced that they are modifying their R&D plans. 
Typical modifications in certain trials are some form of temporary delay in site activation and/or patient enrollment. The 
impact of COVID-19 on trial success is already an issue, as evidenced by Aveo Pharmaceuticals Inc., which cited COVID-19 
as a reason for the study failure of ficlatuzumab in acute myeloid leukemia.7 These growing examples of trial delays or 
stoppages by biopharma companies to mitigate the cost and impact of the pandemic dramatically highlight the need for 
rapid, innovative solutions to help trials successfully start, continue, and finish.

1 

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
/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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The impact of the pandemic on sites was well documented by a survey of over 1,000 clinical site personnel performed by 
Medidata in late April 2020. Not unexpectedly, the survey results clearly and dramatically show that most sites are feeling 
the negative impact of the pandemic on current and future trials, specifically around delays in patient enrollment and 
recruitment. They also are concerned about the impact of trial delays and cancellations on their financial well-being. Over 
two-thirds of respondents indicated that they have halted, or will soon halt, patient recruitment for ongoing trials, a third 
are halting randomization, and about half are now delaying or will be delaying their studies. Sites have shown flexibility 
and ingenuity in adopting new approaches. Over half of sites are switching site patient visits to virtual ones and/or are 
using telemedicine to interact with patients. The detailed results of the survey can be reviewed here.

Other COVID-19 clinical trial impact surveys (mostly focused on oncology trials) by the Cancer Research Institute, IQVIA8 
and The American Society of Clinical Oncology9 demonstrated similar results.

From the patient’s perspective, a recent survey of its Phase III patients by a Canadian CRO found that amid the changes 
COVID-19 has brought to its sites, patients were still committed to continuing their trials. When asked how the CRO could 
further support its patients, many mentioned medication deliveries and the option to have study visits in traditional, 
virtual, and hybrid forms, but what was most important was “someone asking us if we are okay.”

There were a variety of different ways patients wanted to stay engaged – updates on COVID-19, updates on their research 
trial, opportunities to ask questions about their trial, opportunities to discuss difficulties they are facing, etc.  What 
was most important to them was “being informed, I can make better decisions” and “more awareness always is good – it 
provides hope.”10

The Race for a Vaccine

The future of global public health is dependent on the scientific and medical communities’ ability to develop readily 

/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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Figure 5: The 21 COVID-19 Vaccines in Clinical Development

Platform Type of Candidate Vaccine Developer
Current stage of clinical 
evaluation/regulatory status - 
Coronavirus candidate

Inactivated Inactivated + alum Sinovac Phase 3
NCT04456595

Phase 1/2
NCT04383574
NCT04352608

Non-Replicating 
Viral Vector

ChAdOx1-S University of Oxford/AstraZeneca Phase 3
ISRCTN89951424

Phase2b/3
2020-001228-32

Phase 1/2
PACTR202006922165132
2020-001072-15

Non-Replicating 
Viral Vector

Adenovirus Type 5 Vector CanSino Biological Inc./ 
Beijing Institute of  
Biotechnology

Phase 2
ChiCTR2000031781

Phase 1 
ChiCTR2000030906

RNA LNP-encapsulated 
mRNA

Moderna/NIAID Phase 2
NCT04405076

Phase 1
NCT04283461

DNA DNA plasmid vaccine with 
electroporation

Inovio Pharmaceuticals/ 
International Vaccine Institute

Phase 1/2
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  
Products/Sinopharm

Phase 1/2
ChiCTR2000031809

Inactivated Inactivated Beijing Institute of Biological  
Products/Sinopharm

Phase 1/2
 ChiCTR2000032459

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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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
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Figure 6: Graphical Summary of COVID-19 Vaccine Candidates by Phase

Medidata Solutions to Assist Sponsors/Partners,  
Patients and Trials

Medidata has solutions that can be immediately leveraged by our customers to both better understand the impact of the 
pandemic on their trials, and to mitigate the challenges of patients unable to visit sites for their drugs and protocol-directed 
clinical and patient-reported data capture.

There are four main categories of challenges facing clinical trials. The following is a high level summary of these 
challenges and the solutions that Medidata is prepared and ready to provide:   

CHALLENGE 1: UNDERSTANDING THE EVOLVING SITUATION
Solutions: 

 ○ Study/sponsor level metrics and dashboards to understand impact on enrollment, patient visits, data collection, query 
response rates, and additional metrics to help diagnose risk areas

 ○ Industry-wide dashboards and analysis to understand trends globally and areas of greater or lesser disruption

CHALLENGE 2: RECONSIDERING TRIAL DESIGN TO ENABLE DATA CAPTURE
Solutions:

 ○ Shift to more virtualization – reduce patient visits; minimize site burden

 ○ Shift site mix to lower-impacted countries/regions

 ○ Consider synthetic controls to reduce patient enrollment needs
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CHALLENGE 2: RECONSIDERING TRIAL DESIGN TO ENABLE DATA CAPTURE

Rave eCOA

CHALLENGE SOLUTION

Provide ways for missed or risked 
visit forms to be remotely filled out 
by patients on existing studies.

Medidata’s eCOA solution can be used to convert site-based data forms to remote data forms. 
If study modifications are made to accommodate this approach, patients can download the 
patient cloud app from the app store and provide urgent data forms as needed for missed 
visits. Any Rave EDC study using eCOA can have additional data forms pulled into the eCOA 
app and made available to patients. Any Rave EDC studies not using eCOA can add eCOA to the 
project and immediately begin converting forms to remote-enabled forms.

myMedidata/
Rave Virtual Trials

CHALLENGE SOLUTION

Quantify the impact of trial 
participants with COVID-19 
symptoms on ongoing research 
studies.

*New Medidata Solution 

In late April, Medidata and 3DS launched the COVID-19 Symptom Tracker* as part of 
myMedidata* (the Medidata Patient Portal), which will be used as a remote patient 
symptom tracker. This Tracker will function as a registry (in an MVP version) and will allow 
sites to remotely monitor and report  symptoms of patients in their trials. Learn more about 
myMedidata and the COVID-19 Symptom Tracker here.

Acorn AI Synthetic Control Database / Trial Design

CHALLENGE SOLUTION

Improving understanding of safety 
in experimental treatments (e.g., 
chloroquine) that are now under 
review for cross-indication use.

Support research by providing aggregated data, e.g., Synthetic Control Database (SCD) to support 
understanding of expected and unexpected AEs for products being studied for COVID-19. These 
drugs are already marketed with a mature safety profile, but an SCD might improve the analyses 
above what published literature can provide. In addition, historical trial data can be compared 
against real-world data from claims or EMRs to provide confidence and validation in trial design, 
better understand inclusivity of patients populations to better reflect real world clinical practice, 
and potentially decrease sample size requirements for event-driven trials.

Closing out on-going studies given 
barriers completing visits.

Leveraging historical clinical trial data to augment or replace control arms of trials that are in 
danger of high dropout or unfulfilled enrollment due to COVID-19; reduce scientific uncertainty 
to advance to the next phase, reduce patient enrollment burden or increase statistical power.

/wp-content/uploads/2020/04/my������ϲ�����_COVID19-Symptom-Tracker_20200422_Fact-Sheet-4.pdf
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CHALLENGE SOLUTION

Restrictions of access to sites by 
staff and patients has affected 
the investigators’ ability to 
maintain medical oversight. This 
has impacted, among other key 
processes, completion of trial 
assessments, completion of 
trial visits, and the provision of 

/en/riskassessment
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Medidata Remote Source Review*

CHALLENGE SOLUTION

As a result of global restrictions, 
sponsors are experiencing an 
inability to adequately monitor 
their active studies on site, and 
may not be able to manage critical 
document acquisition and source 
document review (SDR) activities. 
Some have turned to less secure, 
antiquated, risky tools to manage 
these critical documents such as 
fax, email, video and file sharing 
software.

Without the ability to securely 
manage these documents, patient 
safety and data integrity are at risk 
and studies may not progress.

Regulatory guidance allows for 
sponsors to find ways to perform 
critical document management and 
SDR remotely via a secure cloud-
based viewing portal in certain 
regions, excluding EMEA.

*New Medidata Solution

Following FDA Guidance, Medidata has tailored its Rave imaging workflow tool to enable 
clients to rapidly and remotely deploy a method to assist monitors in their critical document 
acquisition, workflows, and Source Document Review. Medidata Remote Source Review* is 
a streamlined and quick-to-implement solution (2 weeks go-live) that helps fill the gap when 
studies have critical timelines and no secure option to collect, de-identify, manage, review and 
verify critical study documents. Easy to get started with no software to download, is available 
at no cost to the sites, and can be used as a primary solution or alternative for sites

Medidata Remote Source Review:
• Acquires documents, via secure browser-based uploads, routes and manages document 

workflows to support source document review and verification remotely
• Is a 21 CFR Part 11 compliant system that includes the ability to de-identify and redact 

Personally Identifiable Information (PII) and Protected Health Information (PHI)
• Mitigates risk due to site monitoring and patient visit disruption for some studies with no 

secure option to manage critical documents

Rave EDC and Rave RTSM

CHALLENGE SOLUTION

Patients can’t get to the site 
for dispensation - sites are 
open but do not have supply for 
dispensation.

*New Medidata Solution

Direct to Patient Supply Management*
Rave RTSM can now be configured to send investigative product directly from the Depot to 
the patient’s home. Upon registering a dispensing visit, Rave RTSM sends a shipment request 
notification to the depot including the SubjectID, and the depot can send the dispensed items 
straight to the subject’s home or office.

Patients can’t get to the site for 
dispensation but the site is open.

Sites can process dispensation through Rave EDC as a visit and send the drug to the subject via a 
courier. Rave EDC could be updated to store the courier tracking number (collected as text data). 
Adding a new field would require a migration in Rave EDC.



JULY 13, 2020
COVID-19 AND CLINICAL TRIALS: THE MEDIDATA PERSPECTIVE 16

CHALLENGE SOLUTION
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CHALLENGE SOLUTION

With COVID-19 investigator- 
initiated studies, there are budget 
negotiation delays due to the gap 
between the site’s and sponsor’s 
individual cost benchmarks. 
Disparate data sources for clinical 
procedure activities and other 
direct costs at the investigator and 
site-level can undermine decision-
making. There is a need for an 
independent industry benchmark.

Rave Grants Manager COVID IIS enables Sponsors to negotiate investigator-initiated studies 



http://www.medidata.com
https://twitter.com/Medidata

