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Overview Adverse Event Tabular Summary Adverse Event Dot Plots Annotated Dot Plots
Rho serves as the Statistical and Data Coordinating Center (SDCC) for the Typically, Adverse Event incidence is summarized in tabular format. There are some An Adverse Event dot plot is an effective way to display incidence by treatment An annotated dot plot combines summary information from a table with the visual
Immune Tolerance Network (ITN) and the Inner City Asthma Consortium disadvantages to displaying AE data in tabular form, including: group through the use of dots (or symbols) plotted along the horizontal axis economy of a figure. Advantages include:
(ICAC) and Is responsible for generating materials for Data Safety Monitoring e Tables can be visually strenuous for reviewers to examine e Similar to a bar chart with the bars replaced by symbols e Lower and Higher hierarchical terms can be displayed together
Board (DSMB) review. Depending on the size of the clinical trial, reviewers Discernable safetv sianals mav be obscured _ N . 4 _
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AE) incidence summary data in tabular format. Tables and s rtin e Larger participant populations lead to lengthier displays e Additional panels can display Relative Risk and associated confidence intervals e Less strenuous
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can distract the reviewer from absorbing meaningful patterns in the data.
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In order to facilitate and expedite safety data review, it is necessary to Adverse Events According to Originally Received Treatment Most Frequent Adverse Events Sorted by Relative Risk Adverse Events (>15%)
condense AE incidence into discernable chunks using graphical techniques. Active  Control
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Harrell and summarize graphically the hierarchical classification of coded Infections and infestations | 89 ( 89.9%) 77 ( 78.6%) Gastrointestinl disorders 3 #- === A - ----—----—— oo omo— oo oooo g oo oo - ~Sinusitis 16 (16.2%) 17 (17.3%) i\
: : Upper,r?Splratory tract infection 29 | 29‘3:6) 25 25'5:6) Respiratory, thoracic and mediastinal 72 (72.7%) 64 (65.3%) A O
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. . . . y - . Urinary tract infection 20 20.2% 7 7.1% | __ N ——— — o — . 270 70
using annotated dot plots. This techniqgue combines the structural familiarity Nasophi;yngitis 1 110s) 14 14l35) Uther adverse gwerts I3 ot ; ~Epistaxis 18 (18.2%) 15 (15.3%) g
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manner. This makes it easier for the reviewer to quickly absorb meaningful Fespiemtory tract infection o e e > 2o Mhisouloskeletal systems |4 —fhm— =@ mmmmmm oo mmmmmmmmmmmee]  mmmeo o —_—— ~Aspartate aminotransferase increased ML) 1663% | O
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Through the use and flexibility of R graphics, this method of reporting Pharyngitis 3 ( 3.0%) 3 ( 3.1%) Infections === =--==-- pniini it [ nininiinintin il A m i -Arthralgia 34 (34.3%) 24 (24.5%) A O
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has many benefits: Clostridium difficile colitis 2 ( 2.0%) 0 ( 0.0%) Imimune System disordars - —# - - oo oo oD o —— Metabolism and nutrition 38 (38.4%) 40 (40.8%) A
R Ob - - Far infection 1 ( 1.0%) 1 ( 1.0%) : ' Vascular 36 (36.4%) 27 (27.6%) AN O
ject-oriented programming Escherichia infection 2 ( 2.0%) 0 ( 0.0%) Eye 35 (35.4%) 34 (34.7%) B
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Cellulitis 1 ( 1.0%) 0 ( 0.0%) e Difficult to display higher and lower level coded AE terms simultaneously
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Network GIVlng f||gh1- to research Folliculitis L 1ios) o (008 Using a variety of techniques and tools to visualize AE data expedites the review

process, enhances the ability for the reviewer to detect safety signals, and allows
Note: Adverse events are coded according to MedDRA 11.1. the I‘EVIeWEI‘ tO aSk queStIOnS Of the data that tradItIOnal dISplays OtherWISE IaCk.
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