
Advice for a More Readable 
IDMC Safety Report

Matt Downs
BASS XXV, Savannah, GA

October 15, 2017 



Goal of  session
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• Provide simple examples of  how Sponsors & IDMC 
members can instruct reporting statistician to make 
the IDMC’s job easier.

• The 3 C’s: Reports that are 
• Clear, 
• Concise, and 
• Comprehensive



What’s wrong with most IDMC reports?
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• ‘Where’s Waldo’ of  safety 
signals

• Seems as though CROs must 
charge by the page?

• IDMC members’ time is 
valuable 
• time should be spent gaining 

insights into data, rather than 
looking for data



What’s wrong with most IDMC reports?
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An actual IDMC electronic “report”!



1) Report organization
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• Single, organized report, rather than e-file of  50 
cryptically named files

• Plane-trip ready

• My view: A role of  the reporting statistician is 
editor
• Report needs to be organized
• Report evolves over time
• What supportive data are better presented in 

appendices?



1) Report organization

6



1) Report organization
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2) Data currentness
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• Tension in IDMC reporting between accuracy and 
timeliness

• Surest way to anger a IDMC is to present data that 
are several months old

• So… let’s not anger the IDMC by having them 
realize their data are so stale



2) Data currentness
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Blank portion of  bar 
represents data that 
are in the field but not 
in IDMC’s report



2) Data currentness
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AEs that occurred before 
last report’s data extraction 
date, but had not yet been 
reported in the last report’s 
database

For events that had not yet 
been reported, when had 
they occurred



3) False precision adds noise
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Death by a thousand decimal points

Group A Group AGroup B Group B



Better
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Group A Group AGroup B Group B



Even better
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Group A Group AGroup B Group B



4) Recap the last report
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• IDMC will not necessarily remember trends seen in 
its last report

• Executive summaries can be helpful here

• As can copies of  previous meeting minutes



Exec summary
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Include prior exec summary
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5) Forest, to tree, to leaf
(and maybe to chlorophyll)

17

• For especially dense sections (i.e., AEs), begin with 
overview of  data and then drill to details

• Helps navigate multi-page tables and figures that 
follow



Dotplot
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B worse



Volcano plot
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Group B worseGroup B better

Diarrhea
45 (20%) in Group A and
78 (35%) in Group B

Fisher’s exact p = 0.0004



Volcano plot
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• But what about multiple comparisons?

• Free SAS code available online
http://www.ctspedia.org/do/view/CTSpedia/ClinAEGraph003

http://www.ctspedia.org/do/view/CTSpedia/ClinAEGraph003


Overview AE table
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• Volcano plot
• Dotplot 

• AE overview table

• Table of  SAEs
• Table of  Grade 3+ AEs
• Table of  AEs leading to tx discontinuation
• Etc.

• By-subject listing
• SAE narratives



6) Be a lumper, not a splitter
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• MedDRA preferred terms can split related events

• In next slide, how many participants had a UTI?
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6) Be a lumper, not a splitter
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• Standardized MedDRA Queries (SMQ) can also help 
when AEs of  interest fall into several body systems

• Bleeding events
• Hemorrhagic stroke  Nervous system
• Hemoptysis  Respiratory
• Melena  GI
• Ecchymosis  Skin
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http://www.meddra.org/sites/default/files/page/documents/list_of_smq_topics_for_website_march_2017_0.pdf



28



7) Traffic light 
your output
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7) Traffic light 
your output
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8) Code defensively
• By definition, “dirty” interim data will have more data quality 

issues than a clean and locked final database

• Limiting IDMC safety reporting only to clean data causes 
unacceptable lag in reporting

• IDMC programming needs to account for dirty data, warts & all
• Measurements incompatible with life (e.g., height of  150 

inches)
• Nonsensical measurements (e.g., post-tx dosing dates before 

randomization)
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8) Code defensively
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Not coded defensively

Recommend setting obvious errors 
to missing in presentation



9) Harmonize data sources
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• Possible explanation:
• 2 deaths were not reported as AEs because they were beyond 

safety reporting period (therefore, 9 fatal AEs and not 11)
• One subject who died had already discontinued from treatment 

for other reasons (e.g., investigator decision), which accounts for 
why 10 and not 11 d/c treatment due to death

• Frustrated IDMC member: “Table 5 shows 10 subjects 
discontinued from the treatment due to death, but the AE 
table shows only 9 events with fatal outcomes. Now you tell 
me 11 subjects have died; you need to get your story 
straight.”

• Alternative explanation – interim data are dirty and various sources 
of  information are not yet fully reconciled



9) Harmonize data sources
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10) Get graphic
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• Lab and vital sign summaries can go on… and on… and on.

• Boxplots or scatterplots of  post-baseline shifts to identify 
potential changes of  interest

• Appendix tables can provide univariate statistics and 
frequencies for any signals identified in the plots

• Suggestion
• Identify laboratory thresholds of  interest 

• e.g., doublings in serum creatinine
• e.g., LFTs increasing to > 5×ULN



Sample lab boxplot
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Lab value over time by group

Changes from baseline in lab 
value over time by group
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Quadrants of  interest 
enumerated

Higher concentration of  
points below diagonal 
reference line indicate 
reduction in parameter 
relative to BL

Higher concentration of  
points above diagonal 
reference line indicate 
increase in parameter 
relative to BL



The tips…
1. Organize the report
2. Summarize data currentness
3. Eliminate false precision
4. Recap the last report
5. Go from general to more specific
6. Be a lumper, not a splitter
7. Traffic light output
8. Code defensively
9. Harmonize data sources
10. Encourage graphical presentations
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Thank you!

Matt Downs
Statistics Collaborative, Inc.
Washington DC
matt.downs@statcollab.com
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