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Current State

« Correspondence via email or document repository
* Relevant study documents posted
* Protocol
- DSMB/DMC Charter
- SAP
* Meetings occur per Charter
* Quarterly, semiannually, etc.
- Based on percentage enrolled
» Static table, figures, and listings in PDF or Word (RTF) format
« Communicate recommendations to study team based on findings
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Results

» Scope often too limited or too broad
* Limited review time
- DSMB/DMC members overwhelmed with material provided

* Reliance on DSMB/DMC statistician to provide high-level summary
- Biases review

« Statisticians are not experts in the indication

« What appears important statistically may not be clinically
interesting and/or relevant

- DSMB/DMC member can become disengaged



DSMB/DMC Focus

SUBJECT LEVEL INFO

» Disposition

« Demographics

» Baseline Characteristics

» Indication History and/or
Characteristics
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ADVERSE EVENTS

* Overall Summary
» Seriousness

+ Severity

* Relatedness

LABORATORY RESULTS

* Results over time

+ Laboratory Abnormalities
* Grading

+ Shifts

VITAL SIGN AND ECG RESULTS

Results over time

Marked Abnormalities

Criteria based on specific
values



Process Improvements

 Access to data visualizations
* Dynamic reports
* Up-to-date data

* Improve DSMB/DMC engagement
« DSMB/DMC can explore visualization throughout the course of the study

* Not reliant upon static reports available only at pre-specified time intervals
» Allow members to focus on their area(s) of expertise/interest
» Tables, figures, and data listings in the same place
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Subject Level Information

High-level information easily accessible
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Subject Level Information

Demographics — descriptive statistics, bar charts (n

Demographics

Study Subject
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Adverse Events

Explorable — ability to manipulate reports and focus on specific SOCs/PTs and subjects experiencing them

Subject Counts Event Counts Special Interest AE AE Start Date Severity e I e Action Taken Qutcome Causality AE Duration

AE Subject Counts by Preferred Term AE Subject Counts by Preferred Term and Arm
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Unique Subject Reported Term for the System or Organ Date/Time of Last Start Date/Time of

Identifier Study Site SubjectID Q Country Q B 1 Adverse Event Q Preferred Term Q a Q AEID Study Treatment Q Adverse Event

A

Demo-162-681 Demo 9 162-601 IND 19 HEADACHE HEADACHE NERVOUS SYSTEM <missing> 2011-01-63T16:65:19 2011-01-27
DISORDERS

Demo-162-683 Demo 162-603 IND 55 HEPATOMEGALY HEPATOMEGALY HEPATOBILIARY <missing> = 2011-02-25
DISORDERS

Demo-162-684 Demo 162-604 35 VOMITING GASTROINTESTINAL <missing> 2611-02-16T16:32:23 2011-02-17
DISORDERS

Demo-162-685 Demo 162-865 5 Ma HYPERSENSITIVITY HYPERSENSITIVITY IMMUNE SYSTEM <Mmissing= 2011-62-87714:36:

REACTION DISORDERS
Demo-162-865 Demo 162-865 5 HYPOTENSION HYPOTENSION VASCULAR DISORDERS | <missing= 2011-62-97T14:36:

Demo-162-665 Demo 02 162-605 TACHYCARDIA TACHYCARDIA CARDIACDISORDERS  <missing> 2011-02-67T14:36:22




Laboratory Results

Explorable — identify tests and/or subjects of interest
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Laboratory Results

Explorable — focus on specific test(s) and/or subject(s)

Lab Results Over Time : Alanine Aminotransferase Lab Results Over Time : Aspartate Aminotransferase

WEEK 3 N ] WEEK 5 SCR AY 1 2
Visit Name, Subject Visit Name, Subject

Lab Results Over Time : Bilirubin Lab Results Over Time : Glucose

5

Visit Name, Subje Visit Name, Subjec

Unique Subject Date/Time of Last ate/Time of ' Spec tegory 2t Lab Test Short
Identifier Study Q . t Q SubjectID Q Country Q 4 = i Study Treatment Sp Q Visit Name ype t Name
A

Demo 162 6 1 2011-81-03 :85:1 2019-12-15T14:60 SCREENING 6.0 L CHEMISTRY
Demo 102 0 3 N 19 em 2611-61-63T18:65:1 2016-12-15T14:60 SCREENING . L CHEMISTRY
Demo-162-681 Demo 162-06 05:19 2016-12-15T14:60 SCREENING BL CHEMISTRY
Demo-162-681 Demo 102-60 N 19 em 2011-61-83T16:65:19 2016-12-15T14:60 ] SCREENING B CHEMISTRY

Demo-162-681 Demo 162-60 N 2011-61-83716:65:1 2016-12-27T10:10 3 DAY 1 16 =] CHEMISTRY




Vital Sign and ECG Results

Explorable — identify outliers of potential interest

ECG Results Over Time - QTcF - Fridericia's Correction Formula




Vital Sign and ECG Results

Explorable — identify outliers of potential interest

ECG Results Over Time : QTcF - Fridericia's Correction Formula

f Last
Unique Subject Identifier Q Study Q Sit Q SubjectID Q Country Study Treatment
A

CLINTEK-806-6061-062 CLINTEK-806 960 6061-062 USA
6001-802

CLINTEK-606-6601-802 NTEK-80 068 6601-002

2014-11-1276

2614-12-15T12:02

VisitName v | Subject v

Interpretation

ABNORMAL

ABNORMAL

ABNORMAL

Q

ECG Test
Name

Q

QTCF - Fridericia's

QTcF - Frid
Correction
Formula

QTcF - Fridericia’s
Correction
Formula

Resulti
Standard Units

447.000

450.000

Q

msec
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Results

« More robust data review prior to (and during) meeting

* Up-to-date data

- Members are actively engaged identifying potential safety issues
 Members who are more familiar with the data

* Ask questions

* Identify items to discuss during the meeting
» More confident in recommendations

* Members

* Sponsor

13
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Thank you

877.355.8668 (877-ELLUMNS)
info@eclinicalsol.com

@eClinical_Sol
www.linkedin.com/company/eclinical-solutions/
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