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Intro to CSRs

• CSR is a comprehensive document detailing a clinical trial’s objectives, 
methods, results, and conclusions

• Demonstrates a drug’s safety and efficacy through structured 
evidence

• Includes tables, listings, and figures to support statistical findings

• Essential for regulatory submissions and scientific transparency

• Prior to the clinical trial, a Protocol Study Document is created to 
define the planned objectives, study design, and methodologies. This 
protocol serves as the foundation upon which the CSR is drafted



CSR Authoring Steps

1. Reusing content from the Protocol Study Document
2. Inserting TFLs (Tables, Figures, Listings) generated by 

Biostatisticians, including multi-page tables
3. Creating In-text summary tables within the main CSR text
4. Writing descriptive summaries for in-text tables
5. Integrating content from the Statistical Analysis Plan (SAP)*



Challenges with Manual CSR Authoring

Time Consuming process of 
manual extraction, structuring 
and rewriting of content using 
protocol documents and 
clinical trial data

Increased time for CSR review 
due to inconsistent language of 
protocol content (future) to CSR 
content (past) across studies 
even within same project

Inefficient use of authors time 
with laborious efforts to 
include Biostats TFLs (Mock, 
Dummy, Final) / Multi-Page 
Tables in Section 14

Incorrect summary due to human 
interpretation of data leads to 
additional cycle time and rework

Manual and error-prone 
calculations of In-text Summary 
Tables result in delays
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Sycamore CSR Generator
A Gen AI solution to reuse clinical content from 
Protocol, include and summarize the analysis 
results for the generation of a CSR.

Steps:
1. Prepare Templates
2. Upload Files
3. Tense Conversion using Gen AI
4. Multi-page Tables Placement in Section 14
5. In-text Summary Tables Generation (CSV config file)
6. Description Generation for In-text Summary Tables



How the Tool works?

Placeholder Mapping:
Place <sync_xyz> placeholders in 
Protocol and CSR Templates

Tense-conversion setup:
Use {{past:<sync_xyz>}} syntax in CSR 
template for tense-conversion

Step 1: Prepare Templates



Protocol Template CSR Template



How the Tool works?
Step 2: Upload Required Files

• Protocol Study Document

• Protocol Template

• CSR Template

• Multi-page Tables (RTF) File

• Summary Table Configuration File (CSV File) *

* Used by the tool for In-text Summary Tables Generation



Step 3: Tense-converted content pasted in CSR Template

Protocol Study Document: Present/Future Tense Generated CSR: Past Tense



Step 4: Multi-Page Tables

These Multi-page Tables are pasted under appropriate subsections under Section 14



Step 5: Intext Summary Table Generation

In-Text Summary Table
Generated from Multi-page Tables

Key Findings:
These assist medical writers to write 
descriptions for Intext Summary Tables



Prepare a configuration CSV specifying:

• table num: List of tables to summarize (e.g., 14.1.1.1.1)
• section: Placeholder name in the CSR where the in-text summary 

and description will be inserted
• description (Y/N): Whether to generate an English description for 

the in-text summary table
• table (Y/N): Whether to generate a summarized version of the 

tables
• drop 0 rows (Y/N): Whether rows with zero counts should be 

included in the in-text summary table

Step 5: Intext Summary Table Generation



Workflows



Workflow 2: Generate CSR using Protocol 
Study and TFLs

Start
Create Protocol 

& CSR 
Templates

Create Table 
Configuration 

CSV File

Upload all the 
required files

Content 
Extraction done 

on Protocol 
Study 

Content re-used 
and pasted in 
CSR template 

after tense-
conversion

Multi-page 
tables pasted in 

Section 14 of 
CSR template

In-text 
summary table 

created and 
pasted in CSR 

template

One-Time
User-

configurable

Fully filled CSR template = 
CSR Ready

Required Files:
1. Protocol Study Document
2. Protocol Template
3. CSR Template
4. Multi-table RTF File
5. CSV Configuration File

Table Extraction 
done on input 

RTF file for 
multi-page 

tables



Start

Workflow 1: Generate CSR using Protocol Study without 
Tables

Upload all the 
required files

Content 
Extraction done 

on Protocol 
Study 

Content re-used 
and pasted in 
CSR template 
after tense-
conversion

Fully filled CSR 
template = CSR 

Ready

Required Files:
1. Protocol Study Document
2. Protocol Template
3. CSR Template



Update CSR generated in Workflow 1 with TFLs

Start Upload all the 
required files

Use CSR 
generated 

without tables 
as CSR Template 

here

Multi-page 
tables pasted in 

Section 14 of 
CSR template

In-text 
summary table 

created and 

pasted in CSR 
template

Fully filled CSR template = 
CSR Ready

Table Extraction 
done on input 

RTF file for 

multi-page 
tables

Required Files:
1. Protocol Study Document
2. Protocol Template
3. Generated CSR Document without tables
4. Multi-table RTF File
5. CSV Configuration File



Key Features of the Tool

CSR 
document 

generated in 
just few 
minutes

Automated Content 
Extraction to extract 
protocol content and fill 
predefined CSR template

Automated Tense Conversion  to 
convert future/present tense to 
past tense automatically using AI

Seamless Multi-Page Table 
Insertion imports Tables, Listings, 
and Figures (TLFs) from external 
RTF files and inserts them into 
Section 14

Auto-Generated Key Findings 
provides key insights & trends of 
In-Text Summary tables using AI

In-Text Summary Table 
Generation using Multi-page 
tables (RTF) and placeholder-
based insertion (configurable)
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Conclusion
• The AI-powered CSR generator holds the capability to 

transform clinical reporting by reducing weeks of manual 
work to minutes while ensuring accuracy and compliance.

•  With Generative AI and structured data mapping, it enhances 
efficiency, accelerates insights, and simplifies the 
documentation. 

• As it expands to include SAP integration*, it shall bring even 
greater transparency, reliability, and speed to clinical studies.



Thank You
Q&A
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