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FDA and CDISC COVID-19 Guidelines for NDA



q Interim User Guide for COVID-19

q CDISC Document: Guidance for 

Ongoing Studies Disrupted by COVID-

19 Pandemic v1.0

q FDA - Study Data Technical 

Conformance Guide

q FDA Guidance on Conduct of Clinical 

Trials of Medical Products During the 

COVID-19 Public Health Emergency

ADaM Guidance for Ongoing Studies Disrupted by the COVID-19 
Pandemic provides recommendations for addressing the analysis needs 
for data capturing epidemic/pandemic impacts on ongoing clinical trials 
and provides example ADSL and OCCDS datasets. - Forthcoming





https://www.pharmasug.org/





https://link.springer.com/article/10.1208/s12248-021-00563-3/figures/6



https://www.nature.com/articles/d41573-021-00037-3



https://journals.sagepub.com/doi/pdf/10.1177/1740774520988298



https://www.cioxhealth.com/blog/real-world-data/real-world-data-matters-rallying-call-for-covid-19-insights-using-real-world-data/



Fast Tracked Submissions During COVID-19
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Timeline in Putting It All Together





Source: www.wcgclinical.com/

Study Startup at Sites Shows Faster 
Turnaround Times for COVID-19

Trials Data from WCG PFS indicates 
there has been significant progress in 
turnaround times for study startup at 
sites for COVID-19 trials. In many 
cases, initial deliverables were turned 
around within 24 hours of request, with 
full contract negotiation completed in 2 
to 3 business days of request, showing 
ability to address the urgent global 
pandemic and help sponsors meet 
tight deadlines.



2020 Generic Drugs Approved and Tentatively* Approved

*A tentative approval does not allow the applicant to market a generic drug product. A generic drug product is not approved until all patent/exclusivity issues have been resolved.
Source: FDA.gov.



FDA and CDER continued to support the development of novel drugs, and the 
potential repurposing of existing therapies, to address COVID-19 public health 

emergency. The Office of New Drugs (OND) within CDER expedited this effort, 

working with potential drug sponsors to rapidly move products into clinical trials, 
while assuring that the trials are properly designed and are appropriately safe.

Source: https://www.ncbi.nlm.nih.gov/



Study and Sample Size Main Findings
April 23rd, to April 29th, 2020

1,030 subjects

For 69% of respondents, COVID-19 has affected their ability to conduct ongoing trials, while 78% believe 

that COVID-19 has impacted the initiation of new trials. The top four concerns based on the weighted 

average of the answers were: ability to enroll patients (3.73); ability to recruit patients (3.66); financial 

implications for cancelled studies (3.42); and financial implication from delayed milestones (3.29).

March, April and the first two weeks of May

4,667 studies and 186,807 study-sites

A 74% decrease in the average number of new patients entering trials per study-site year-over-year during 

the first two weeks of May compared to last year. Shows the pandemic continues to have an effect on trial 

activity and new patients entering trials.

June 15, July 13, 2020

1,030 subjects

In comparison to the pre- COVID-19 baseline (October 31), globally there is around 30% decrease in 

enrollment of new subjects entering trials by the end of June which was previously higher in April, 2020 

(~70% drop). Currently, within different geographic regions, a marked variability has been observed 

regarding the extent and timing of recovery of patients due to continued fluctuation in the COVID-19 

cases, and adoption of regulations over time.

July 13 - August 12, 2020

5,089 studies and 194,506 study sites

By the end of July 2020, there is an improvement in new subject enrollment in clinical trials per study-site 

worldwide with around -30% for the month of June in comparison to -6% at baseline (pre-COVID-19). The 

negative effects of COVID-19 on new patients enrollment in clinical trials is expected to continue at 

different times and varying degree throughout the world which is likely understated.

Source: Medidata technology and solutions and https://www.ncbi.nlm.nih.gov/



Complexities in Preparing Submission Data 
During COVID-19



qManaging protocol deviations and amendments

q Deciding whether to suspend, continue, or initiate trials

qSubmitting changes to IND and IDE protocol 

qConducting remote (virtual) clinic visits

qCapturing data on protocol and process deviations

qDelivering low-risk investigational products to home 

qDisposal of unused investigational product

qChanging site for delivering investigational product

qAlternative monitoring approaches

qObtaining informed consent for patients in isolation 

qReviewing IND safety reports

qCollecting electronic signatures and Part 11 compliance

qExclusion criteria for “investigational medical products” 

Source: FDA.org



Source: FDA.org



Challenges & Trends During Pandemic Submission



q Delays in patient enrollment or missed 
study visits resulting from the inability of 
patients to travel to onsite visits or 
limitations on nonessential in-office 
visits or testing q Delays in study initiation activities 

resulting from the inability to perform 
site selection/initiation visits and/or 
clinical vendor qualification visits, and 
subsequent downstream delays in 
patient enrollment

q Protocol adherence issues arising from 
an inability to comply with visit 
schedules, study procedures, drug 
administration, and monitoring 
procedures

q Delays in clinical material distribution 
and import/export delays due to limited 
manufacturing and operations staff, 
limited or reprioritized hospitals staff, 
and travel bans







Medidata survey asked sites as to how 

COVID-19 impacted specific activities within 
their trial with 5 being severely impacted 

and 1 being not impacted at all. Generally, 

the results across all activities were better 
than what was reported in April with no 

weighted average results for any activity 
being moderately or severely impacted by 

COVID-19. The highest weighted averages 

for the impact of COVID-19 on ongoing trials 
were for the sites’ ability to recruit patients 

(3.02) and enroll patients (3.02) and the 
increasing costs of personal protective 

equipment (a new question in this survey) 

was 2.87.

Source: Medidata.com



Source: https://www.bvp.com/



Source: https://www.bvp.com/





Solutions



Sites Continue to Embrace New 
Solutions As Trial Landscape Shifts

Nearly three-quarters (73%) of sites 
surveyed reported they plan to continue 
using telemedicine after the pandemic 
subsides, a major jump from the 12% 
that said they used virtual visits before 
the pandemic made them necessary.
Almost two-thirds (61%) of sites said 
they plan to continue using remote 
coordinators after the pandemic. Pre-
pandemic, only 15% used remote 
coordinators.
Remote trial monitoring also is seeing 
an upward trend, with the number of 
sites that would allow sponsors or 
CROs to conduct remote monitoring 
jumping to 93% from the pre-COVID 
level of 74%.



Source: https://www.bvp.com/



q FDA issued guidance stating that it does 
not intend to object to limited 
modifications to the indications, claims, 
functionality, or hardware or software of 
certain non-invasive remote monitoring 
devices (e.g., BP measurement systems) 
that are used to support patient monitoring 
during the pandemic to help reduce the 
risk of infection from clinical visits.

q Digital health products have played an important role 
in the COVID-19 response, from supporting the 
remote monitoring of patients to enabling continuity 
in data collection for clinical trials.

q The FDA has sought to expand access to 
clinically-appropriate, low-risk digital 
health tools during the COVID-19 
pandemic by stating its intention not to 
enforce certain regulatory requirements 
for some devices.

q FDA issued guidance to temporarily expand 
patient access to digital health 
therapeutics for psychiatric disorders

Source: Nature.com; FDA.gov





Source: https://www.mckinsey.com



Questions?


