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CFAST & Therapeutic Area Partnerships

CDISC collaborates with many organizations to develop Therapeutic Area (TA)
standards for multiple disease areas through the Coalition for Accelerating
Standards and Therapies (CFAST) initiative, as well as other partnerships.

Alliances and Collaborations

Regulatory Collaborations

CDISC works closely with regulators around the world to ensure that CDISC
standards will 1) streamline research from protocol/study design and trial
registration through analysis and reporting; 2) facilitate the eSubmission review

process; 3) ensure that clinical research is high quality; and 4) support the approvals
of safe and efficacious medicines for patients.

Regulators also contribute to TA standards development
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dards Development Organizations (SDO) Collaborations

CDISC collaborates with other SDOs to develop standards that are synergistic to support a learning health system based upon high quality research.

(ohuse”?

CDISC and PhUSE partner to further the mission of each organization collectively, with CDISC focusing on the development of global, platform-
independent data standards, and PhUSE focusing on the implementation and use of the CDISC standards. The two organizations work to combine
efforts on key initiatives around end-to-end standards, TA standards, and semantics, strengthening an interdependent process.
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CDISC 2019-2022 Strategic Plan
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Dexamethasone in Hospitalized Patients with Covid-19

The RECOVERY Collaborative Group*

ABSTRACT

BACKGROUND
Coronavirus discase 2019 (Covid-19) is associated with diffuse lung damage. Gluco-
corticoids may modulate inflammation-mediated ling injury and thereby reduce
progression to respiratory failore and death,

METHODS

In this controlled, open-label trial comparing a range of possible treatments

in paticnts who were hospitalized with Covid-19, we randomly assigned paticnts to

receive oral or intravenous dexamethasone fat a dose of 6 mg once daily) for up
to 10 days or to receive usual care alone. The primary outcome was 28-day
IHere, we report the final results of this assessment.

RESULTS.
A total of 2104 patients were assigned to receive dexamethasone and 4321 to re-
ceive usual care. Overall, 482 patients (22.9%) in the dexamethasone group and
1110 patients (25.7%) in the usual care group died within 28 days afier randomiza-
tion fage-adjusted rate ratio, 0.83; 95% confidence interval [CI), 0.75 to 0.93;
P<0.00T). The proportional and absolute between-group differences in mortality
varicd considerably according to the level of respiratory support that the paticnts

were receiving at the time of randomization. In the dexamethasone group, the ik Address

incidence of death was lower than that in the usual care group among patients
receiving invasive mechanical ventilation (29.3% vs, 41.4%; rate ratio, (L64; 95%
€1, 0.51 to 0.81) and among those receiving oxygen without invasive mechanical
ventilation (23.3% vs. 26.2%; rate ratio, 0.82; 95% CI, 0.72 to 0.94) but not among
those who were receiving no respiratory support at randomization (17.8% ve. 14.0%;
rate ratio, 1.19; 95% CI, 0.92 to 1.55).

coNCLUSIONS
In patients hospitalized with Covid19, the use of dexamethasone resulted in
lower 28-day mortality among those who were receiving cither invasive mechanical
ventilation or oxygen alonc at randomization but not among those recciving no
respiratory support. (Funded by the Medical Rescarch Council and National In-
stitute for Health Research and others; RECOVERY ClinicalTrials.gov number,
NCT04381936; ISRCTN number, 50189673,
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1o this article.

A prefiminary version of this article was
published on July 17, 2020, at NEIM org
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« 5.7 Data standards and coding

terminology

» Datasets foranalysis will be prepared
using CDISC standards for SDTM and
ADaM.
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REGXHVERY

Randomised Evaluation of COVID-19 Therapy

Statistical Analysis Plan

Version 1.0
Date: 09 June 2020

Protocol version: 6.0, 14 May 2020

1RAS no: 281712
REC ref: EE/20/0101
ISRCTN: 50139673

EudraCT: 2020.001113.21

Nuffield Department of
POPULATION HEALTH

https:/Awww.nejm.org/doi/pdf/ 10. 1056 /NEIM0a 20214367 articleTools=true
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Clinical Trials

2021, Vol. 18(3) 324-334
Clinical trials in a COVID-19 pandemic: ok on
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Vandana Sundaram', Bryan Bunning

Kristen Cunanan', Kristopher Kapphahn', Santosh Gummidipundi',
Natasha Purington', Mary Boulos' and Manisha Desai'

, Vidhya Balasubramanian’,
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.. Using Zoom’s Interpretation Feature S
-. ZOOH]EER%?EU)EL\ZT Interpretation

. i~, Simultaneous interpretation into Japanese will be available during the English-
. 1 language presentations.

Pt RETORREFEREANORBBRSOEET.

- How to listen to Language Interpretation on Zoom:

71 1. Once you have logged into the Workshop, click the Interpretation button on your

ot Zoom control bar.7—4>>3vFIza4d 4 L=5, Zoom arkO—)L /A—® [@EER] R
2D )V ILFET,

2. Click on the language you would like to hear.

EE=LWE:EE0) v 7L TS,

3. (Optional) If you prefer to only listen to the Japanese interpretation without the
English speaker’s voice in the background, you may select the Mute Original
Audio option. EEBFEEDFZ/\V I TSIV RIZETICHREDBERODAFE S -1
BEIE AV FILDEFEI2—MNATIavEBIRTEET,
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Additional Audience Questions

“ "+ Due to the limited time for each presentation, we may not be able to
address your question during the Q&A. If you have a question we were
gl unable to answer, we will collect those questions and share them with the
presenters.
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