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Mission statement 
(how we reach the vision by MAPS and per Delivery)

- MAPS product: Support B&P statistical programming teams to generate high 
quality draft SAS / R programs for non-efficacy related SDTM, ADaM, and TLF 
deliverables

Vision statement 
MAPS is an application assisting study programmers and biostatisticians to save 
time for manual, error-prone work. 

It empowers them to focus on their key expertise by simplifying, 
streamlining and centralizing study metadata preparation and data 
transformation programming. 

Thereby, MAPS accelerates the analysis and reporting of clinical data.

MAPS vision & product mission

MAPS: navigate the world of metadata and streamline clinical programming – all in one interface

B&P is building a new process that will be supported by a new tool



MAPS in the Clinical Trial Value Chain

Study Design phase Study conduct phase

Protocol

SAP

eCRFa

TLF mock
shell

CSR

Narratives
Abb.

Protocol

Study
budget 
plan

Final
TLF

Final 
SDTM
ADaM

Study
ID card

List of SDTM
ADaM

Metadata Assisted Programming
Services

Draft 
TLF

Draft
SDTM
ADaM

DBL

Submission
documents

Submission
data & analysis

MAPS facilitates standardized data preparation, leveraging 
standards references and automation of draft programmes 
to generate the data.

intermediary

Study initiation

Define.xml

MAPS assistance (B&P 
programming activities)



Internal

§ Support B&P statistical programming teams 

to generate high quality draft SAS 

programs for non-efficacy related SDTM, 

ADaM and TLF deliverables

Metadata Assisted Programming Services (MAPS)

Capabilities

§ Streamline study-level metadata preparation 

for SDTM and ADaM data creation

§ Leverage the use of SDTM & ADaM 

standards (global level and study level) and 

versioning

§ Automate SAS/R scripts creation (generate 

a draft)

§ Facilitate design and generation of TLF 

(Tables, Listings and Figures)

Project Main Objectives

Effective



Internal

MAPS product scope
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MAPS (Metadata Assisted Programming Services) offers a unique opportunity to transform clinical 

statistical programming & gain efficiency by simplifying and automating the existing manual process
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Create study SDTM & ADaM variables and their related 
mapping rules (including specific CTs)

Global 
Standard 
Metadata 

Custom 
Metadata 

Sets

Standard  
Derivation 
Functions 

User 
Permissions

Standard 
statistical 

outputs 
(for TLF)

Triplet 
Information

Perform study & analysis metadata preparation 

Generate SAS/R scripts (drafts) from the metadata 
that will be used to convert the clinical data in SDTM 
& ADaM standards
Generate draft R scripts for the TLF creation

Provide design facilities for the TLF preparation 
and mapping managementSDTM study data tabulation model 

ADaM Derived data used for Analysis
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Move from template-based to 
semi-automated clinical statistical programming

Integrate TLF design and programming with metadata

6Clinical Operations Business capability directly supported by the product:
4.1. Statistical analysis and reporting
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Figure 1: Final Solution Architecture
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The study ADaM metadata behind the ADaM variable

2/27/24

Metadata Mapping type: 

call an eris function 
(pseudo code = 
std_Function)

Pseudo code structure

ADAE.BDSYORD 

CodeGen output
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Compound/Study configuration

Compound/Study/Analysis Configurations are Global parameters that describe important attributes. 

These are also used to derive one/multiple variables. Examples of such parameters are:
• Number of periods in the study (Used to Derive TRTxxP, TRTxxA, etc.)
• Standardized MedDRA Queries (SMQ) (Used to Derive SMQzzNAM SMQzzCD SMQzzSC SMQzzSCN)
• Number of Analysis Phases in the study (APHASEw, PHwSDT, PHwSDTM, PHwEDT, etc.)

B&P standardization team have compiled list of all possible global parameters and categorized them by 
Compound/Study/Analysis.

AS-IS PROCESS:
• These are inferred directly from Protocol or SAP
• Programmers manually assign these values to variables at study/analysis level

MAPS Process:
• C/S/A Configuration parameters are captured at appropriate levels and can get inherited

• Example: an Analysis will inherit all study configuration
• The configuration automatically drives creation of variables
• Possibility to connect to digitized Protocol/SAP solutions and pull this information automatically

Important in the B&P Operations
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Current End-to-End Workflow
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Study Mock Shell, 
TLF/ARD MD, 
Draft R / ARD 
program

User Interface (UI) combines 
information from several sources 

and determines relevant elements
to complete study MDs

Future End-to-End Workflow

SRMM/MAPS
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Study dataset MD 
(All studies

SDS/SDTM/ADaM MAPS 
MD, CT MD) 

MAPS Std TLF Library 
Std TLF/ARD MD 
Std R programs 

Future End-to-End Workflow

INPUTS

Study documents
SAP, Protocol, SDS,

CRF

CT MD
SDS/SDTM/ADaM MAPS MD
MAPS Std datasets MD

SRMM/MAPS

Study Setup 
and MD UI

Mock Shell 
Designer

Study MD
SDTM, ADAM, 

and their mapping 
MD, CT MD

CG

Draft Study Pgm
SDTM program
ADaM program

INPUTS

Study MD

Manually create/update
By statistical programmer

Assisted with Tools

Mock Shell Designer, creating 
Study Mock Shell. Used by 

Statisticians with contribution 
from statistical programmers.

Study Mock Shell, 
TLF/ARD MD, 
Draft R / ARD 
program

CG : Code Generator, 
producing code in the 
selected programming 
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MAPS
 
Benefits for users



Internal

17

MAPS
 
Benefits for users

• Streamline & Semi-Automate Study Level MD
creation/preparation (e.g. in Study ADaM MD, automatically
retrieve study SDTM related elements)

• Gain efficiency working with Web Interface & Database instead 
of Excel. In future, add user-friendly checks.

MORE EFFICIENT WAY WORKING WITH MD
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MAPS
 
Benefits for users

• Benefit from historical/ongoing studies (e.g. all Study metadata 
accessible in read mode)

• Leverage use of SDTM & ADaM Std :
Ø Promote most commonly used study-level derivations to Global
Ø End user has instant access to newly added standard rules

BETTER ACCESS TO THE EXISTING 
MAPPING & DERIVATION
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MAPS
 
Benefits for users

• One source of truth
(e.g. an update is impacted automatically throughout the chain)
 

• Enter information only once
(e.g. set up MD to get key information & re-use it automatically)

AVOID REPETITIVE WORK & 
RETRIEVE INFORMATION AUTOMATICALLY
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MAPS
 
Benefits for users

• Automate SAS / R generation of draft program, taking into 
account study specifics

 

• Use of program MD to standardize coding format & order

ACCELERATE DATA PREPARATION



Demo
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THANK YOU


