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Lymph node involvement; √ 
Lymphocyte count √ 
Splenomegaly  √ 
Renal function √
TLS risk status √ 

Venetoclax dosing information and TLS prophylaxis 
Time on treatment √ √ 
Currently on treatment √ √ 
Hospitalization during dosage ramp-up √ 
TLS prophylaxis √ 
Dose reductions √ √ 
Dose interruptions √ √ 
Prolongation of ramp-up √ 
Maximum dose √ √ 

Adverse events (AEs) during treatment* 
Presence of AEs and SAEs √ √ 
AE type √ √ 
AE time point √ √ 
AE seriousness √ √ 
AE outcome
AE causality 

√ √ 

TLS √ 
Treatment outcomes 

Treatment response (complete response, complete 
response with incomplete marrow recovery, partial 
response, stable disease, progressive disease) 

√ √ 

Timing of best response √ √ 
Minimal residual disease √ √ 
Venetoclax discontinuation (timing and reason) √ √ 
Time to progression diagnosis (if applicable) √ √ 
Time to death (if applicable).  √ √ 
Cause of death and relation to Venetoclax √ √ 

*Captured up to 30 days after stopping Venetoclax or when the patient starts another anti-cancer agent, whichever occurs first.

Each CRF will be converted to an Excel® file for data entry. Depending on CRF length, the electronic CRF 
(eCRF) may be several sheets within a single Excel file. Fields of entry will be, where possible, locked to 
the required data format. Free text fields will be used only as necessary. In order to collect consistent data, 
and to assist with data cleaning following data collection, the eCRF will contain a row of dummy data for a 
sample patient; this will give users entering patient data a template to follow. 

4.5.2. Data Extraction 

Eligible patient charts will be identified at each site. In jurisdictions where consent is required, living 
patients or legal representatives of deceased patients will be contacted and provided with the informed 
consent material, and only charts of patients for whom consent has been obtained will be used in the 
study. 
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For eligible patients, data will be retrospectively extracted from the chart capturing data from the time the 
initiation of Venetoclax (and just before for lab test values) until death, loss to follow up, or 12 months post 
treatment initiation, whichever occurs first.  

Data will be de-identified, with each patient being assigned a subject ID that can only be linked to the 
patient chart by the site.   

Data extraction will be performed by site staff, and the completed CRF will be securely transmitted to 
ICON. AbbVie will not have access to the source data.  

All relevant chart data will be entered into the two Microsoft Excel®-based CRFs.  

Each CRF will be completed as eligible patients reach the relevant time point (i.e. 36 and 52 weeks). CRFs 
for the same patient will be linked through the subject ID. 

ICON staff will check data entry for completeness and query sites as necessary to ensure a high data 
quality.  

4.5.3. Secure Data Transfer and Storage 

ICON will provide the sites with the CRFs as well as a secure data transfer link through which the 
completed CRFs can be transmitted to ICON. The completed CRFs will then be stored on ICON’s servers, 
which can only be accessed by authorized staff using a password.  

4.5.4. Data Entry Training and Site Management 

Before beginning data collection, all sites will receive training in all study protocol and data collection 
materials. This will include attendance at a group training session via teleconference. ICON staff will be 
available by email and teleconference to review specific issues and to provide assistance after the initial 
training session. Sites will also be provided with a training manual detailing the enrolment, data entry and 
data transfer process. 

After the first five charts have been extracted and CRFs transmitted to ICON, the data will be reviewed by 
the ICON team to determine if any modifications or clarifications are required. 

Close-out activities will be performed remotely, via telephone calls to sites. Essential close-out activities 
include formal communications to sites, query resolution, collection of any study-related materials from 
sites, and closure of study with the Institutional Review Board (IRB). 

4.6. Analysis 

A detailed description of the data analysis will be documented in the statistical analysis plan (SAP). 

The objective of this retrospective chart review study is descriptive in nature; therefore, no hypothesis 
testing will be performed. The results of the total study sample will be summarized using descriptive 
statistics; data will be summarized by means, standard deviations, medians, minimums and maximums for 
continuous variables; and by numbers and percentages for categorical variables.  All summarized data will 
be presented in aggregate, and may be stratified by patient and disease characteristics of interest (e.g. 
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