
REPORTING COVID-19 PANDEMIC INDICATOR

PHUSE Single Day Event 2022
Spring House, PA
Thursday 21 July 2022

Guowei Wu
Merck & Co., Inc.
351 N. Summneytown Pike
North Wales, PA 19454
(w) 267-305-5381
guowei_wu@merck.com

Pritesh Solanki
Merck & Co., Inc.
351 N. Summneytown Pike
North Wales, PA 19454
(w) 267-305-8224
pritesh_solanki@merck.com

Tarak Patel
Merck & Co., Inc.
351 N. Summneytown Pike
North Wales, PA 19454
(w) 267-305-5242
tarakkumar.patel@merck.com

mailto:guowei_wu@merck.com
mailto:Janet_Low@merck.com
mailto:tarakkumar.patel@merck.com


Agenda
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What you need to know about COVID-19 pandemic Indicator data that would be used for reporting:

1. Protocol Deviation associated with COVID-19

2. Discontinuations due to COVID-19
• Overall Study Discontinuations
• Study Medication Discontinuations
• Trial Segment Discontinuations

3. Adverse Event 

4. Trial Summary (TS) Domain Flag



Protocol Deviation Associated with COVID-19
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CSRTables / 
ListingsADPDEVDV / 

SUPPDV

DCR from 
Deviation 

Management 
System

DCR: Deviations Cumulative Report 



New Process

• Statistician calls COVID PD Term Customization meeting to initiate 
process. Discuss CSR TLF needsPlan

• CRA reports deviations with all required COVID-19 detailsReport
• Clinical reviews deviations & Statistician and Clinical  Scientist 

assesses the need for sensitivity analysesReview
• Clinical runs & prepares the Deviations Cumulative Report for the 

Statistician & files in electronic Trial Master FileRun
• SDTM and Stat Programmers use the Deviations Cumulative Report 

to create SDTM to ADaM and Tables & ListingsCreate
• Medical Writer uses the Tables & Listings to author the associated 

sections of the Clinical Study Report (CSR)Author
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COVID PD Term Customization Meeting

• Called/led by statistician, ~4-6 weeks post FPE (or ASAP)

− Discuss CSR needs and plan for COVID PD accounting table(s)

Ø Discuss/revise COVID-19 related PD Accounting table mockup

− Select terms that will be in the drop-down lists for the study from the TA-specific 
lists (Master Template of COVID PD Terms)

Ø Discuss WHAT aspects of the study were impacted by the COVID PD (e.g. a visit), and HOW 
those aspects of the study were impacted (e.g., missed or delayed)

Ø Remove any terms from the master list that are not applicable for the trial
Ø Decide whether any new terms should be requested
Ø If no terms requested, save the final MK/V-XXX PXXX COVID PD Term List
Ø If new terms will be requested, contact PD SMEs, and upon approval of new terms, add the 

terms
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COVID-19 Related PD Accounting Table Mockup
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Example of DV/SUPPDV
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SUPPDV



Example of ADPDEV
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A sample call

• Use population_where, observation_where, 
subtitle

• All the text description in the first column except 
the first row “Subjects in population” are based 
on ADPDEV data.

− Users need to derive these variables in 
ADPDEV

• Variable ASTERM and ASTERMN are not in all 
studies. 

− If these variables not exist in your studies, 
then third level rows will not be displayed.
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%asr0pd0account0covid19(
population_from=

,population_where=%str(trtfl='Y')
,observation_from=
,observation_where=%str(anl01fl='Y')
,therapy_des_var=
,therapy_cd_var=
,rename_output=&tnum
,output_fileref=
,rel_col_widths=
,display_totals=y
,data_source_txt=
,create_output_dataset= Y
,support_listing_fileref=
,page_orientation=p
,pagesize_adjust=
,landscape_max_width=
,subtitle=%str(Sub-title1| Sub-title2)
,end_notes=%str({\super a}End-note1| {\super b}End-note2)
,debug=y );



Summary of Steps to Create DV Accounting Table
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Ø Approximately 4 to 6 weeks prior to LPLV, A&R SP will request Clinical for the draft 
DCR (Deviations Cumulative Report) file with new COVID PD specific columns 
populated for at least a small number of COVID PDs and share it via email
1. Clinical Scientist reconciles and consolidates all PD records into a final listing file 

(Deviations Cumulative Report; Excel)
2. Clinical Scientist files the Excel file in the electronic Trial Master File (eTMF) 

system as source Protocol Deviation (DV and SUPPDV) data.
3. A&R SP (Analysis and Reporting Programmer) with IT support (help desk ticket) 

moves the Excel file into computing platform 
4. SDTM SP (SDTM Programmer) executes DV dataset program
5. A&R SP use DV and SUPPDV dataset as input for analysis dataset (ADPDEV)
6. Use the analysis dataset to generate reports



Discontinuations Due to COVID-19
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CSRTables / 
ListingsADSLDS / 

SUPPDSeCRF 



Sample  CSR Table
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This table was created using the standard macro 



Assessment of Existing eCRFs

Data collection on the eCRF
Implement a simple Question(s) on a single eCRF Subject Discontinuation and/or Status of Study 
Medication at end of Trial Segment , and/or each Trial Segment associated with COVID-
19 discontinuation, based on study design.
• Enables the data capture of COVID-19 association for all reasons for discontinuation
• Allows easier technical implementation for on-going studies

• Allows easier removal, if no longer needed

• Results will be mapped to SDTM and will utilize the “Y” value for the pandemic Indicator
• Records from the SDTM domain will be used in ADaM dataset to generate disposition tables
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Mapping
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Data from the eCRF will be merged with the parent record in DS domain

Y will be mapped to SUPPDS =DSEPRELI

N and U will be mapped to SUPPDS = DSEPRELN 

Variable Name Variable Label

EP1BDCSI Broad Study Disc Epi/Pandemic 1 Rel Ind

EP1BDCTI Broad Treat Disc Epi/Pandemic 1 Rel Ind

Condition Required variables are added in ADSL



Implementation of eCRF

In Scope

All New & 
Ongoing EDC

Discontinuation of 
Study/study Med 

/trial segment
reported December 
1st, 2019 and later

Trials with Final 
Database locks 

April 1st, 2021 or 
Later

Out of Scope 

Trials with final 
Database lock 

completed prior to 
April 1, 2021

non-IND
Study that will not 

be submitted
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IMPORTANT: Trials with final DBL in 
1Q2021 will not have mandatory 
implementation.
• No trial should have a delay to DBL 

due to implementation of this eCRF
• Study team Impact assessment 

is needed to plan for the 
implementation



Adverse Event (Collected on AE eCRF)
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CSRTable / 
ListingADAEAE / 

SUPPAE
AE  

eCRF



Adverse Event COVID Flag
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Per the COVID Data Entry Guidelines, if an AE is COVID related then the Adverse Event Term 
should be entered in the AE eCRF: 
• Enter “COVID-19” followed by clinical diagnosis in AE eCRF 
• Example; “COVID-19 infection”, “COVID-19 respiratory infection”, “COVID-19 acute respiratory 

disease”, “SARS-CoV-2 test positive” etc.



Adverse Event COVID Flag in SDTM
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During the SDTM mapping step 
• Business Rule is executed per the logic below to create the Epi/Pandemic Related Indicator which will flag 

the AE that was COVID-19 related

New SUPPQUAL variable was added to the SUPPAE domains to flag COVID-19
• SUPPAE.AEEPRELI - Epi/Pandemic Related Indicator

• If SDTM.AE.AETERM contains ‘COVID’  or SDTM.AE.AEDECOD contains (‘COVID’, ‘Coronavirus’, ‘Corona’, 
‘CoV-2’, ‘Patient isolation’, ‘Quarantine’, ‘Home isolation’, ‘Home quarantine’) then QVAL = ‘Y’;

New Conditional variable was added to ADAE
• ANL09FL - Analysis Flag 09 for COVID-19 Related AE 



Trial Summary (TS) Domain Flag
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Submit TS 
domain

Create TS 
Domain

SDTM 
Datasets 
(AE, DV, DS)



Trial Summary (TS) Domain
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Use standard Trial Summary Domain specifications to create the TS domain
• Two new conditional parameters added to flag COVID-19

• EPDISIND - Epi/Pandemic Related Disruption Ind
• Programming logic: Set  TSVAL to 'Y'

• if SUPPAE.QNAM='AEEPRELI' or SUPPDA.QNAM in('DACNTMOD’, 'DAEPCHGI’) or SUPPDM.QNAM='SITEID1' or 
SUPPDS.QNAM='DSEPRELI' or SUPPDV.QNAM in ('DVEPRELI’, 'DVREAS') or SUPPEC.QNAM in ('ECEPADJI’, 
'ECEPDSCI' 'ECREASOC') or SUPPEX.QNAM in (EXEPADJI’, 'EXEPDSCI’, 'EXEPINTI’, 'EXRSINT')

• EPDEMIC - Name of Epi/Pandemic 
• Programming logic: If TSPARMCD:EPDISIND = Y then Hardcode to "COVID-19 PANDEMIC“

Note: 
• Programming logic includes SUPPDA, SUPPDM, SUPPEC and SUPPEX domain logic to account for future updates if 

implemented by Merck for those domains
• TS domain is not used in the analysis, but rather created for the FDA submission
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THANK YOU


