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What is SCR? 



What is SCR ? 

§  SCR = Standard Clinical Reporting 
•  Based on Entimo AG EntimICE platform 

§  Reporting system based on reusable metadata to streamlines 
downstream analysis and reporting  

§  Application composed of an Oracle Database, a Front-End (GUI) and 
Back-End SAS modules. SCR is integrated with Clear Case (Novartis 
source control system) and sits on GPS (Unix reporting platform) 

§  Meta data driven programming environment for generation of datasets 
including (SDTM and ADaM) and TLFs for any clinical Reporting 
activity (RA). 

§  Library of (several hundreds) standard derivation modules to support 
reporting activities for all TAs, all trial design (parallel, cross-over, ...), 
any reporting activity (DMB, IA, CSR, PUB,...) 
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What is SCR ? 
SCR Architecture overview 

Reporting Activity 
Document Functionality – 
End-Users manipulate 
metadata controlling library 
of re-usable objects 
 

SCR contains configurable generic, reusable, metadata driven, SAS macros for analysis and 
reporting against data collected in Data Standards 

Portfolio’s based on:
Theraputic Area / Disease Area / Project / Trial Design / Reporting Activity / Regimen

Generic utility sub-modules e.g. Derivations, Title/footnote, Analysis set

Standards Metadata (Inc. NCDS)

SCR input data SCR Derived data Analysis (Inc. ADaM)SDTMReference Tables

Macro Macro Macro MacroMacroMacro Macro Macro Macro Macro Macro

SCR Derived data 
creation

Analysis data 
creation (Inc. 

ADaM)

Output creation
(i.e. Tables, figures and Listings)

RA Selection Parameter 
Setting

Resource 
Assignment

SDTM data creation Analysis data creation

Tables Figures 
& Listings 

RA & Standards tracking

Submis
sion

RADoc 
Generation

11 Tables 10 Figures 2 Listings

Project define and SCR 
support team implements 

Metadata 

Output Governance 
Deliverable approves 
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SCR Purpose and Scope  
§  SCR is an application that provides fast and efficient planning, setup 

and execution of Data Analysis & Reporting through reusability of 
generic elements and a GUI setup facility 

§  SCR is a highly configurable, flexible application 

§  SCR is not dependent on data standard because of the generic way it 
has been developed 

§  It is fully anticipated that additional deliverables, derivations, and 
datasets will be developed and configured as the application evolves 
and SCR becomes more & more widely used. 

§  Long term goal is to provide ~80% of reporting activity needs  

§  SCR can be used to create non-standard & non-SCR components  
e.g. custom outputs 
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§ SCR provides a built-in, intuitive workflow for the Reporting 
Activity setup and execution (business workflow)  

§ The interface utilizes a tab structure that requires the User 
to enter and modify attributes related to the RA in a 
sequential process 

§ Users select standard components (portfolios and individual 
datasets and outputs) from the standards Library. 

§ Once setup has been completed SCR will generate dataset 
and report specifications for standard and non-standard 
deliverables 
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§ SCR provides automatic real-time Reporting Activity 
tracking reports on the status of the reporting process e.g. 
number of validated programs 

§ There is an extended validation tool within SCR which uses 
user notifications and validations lists to assist users 

§ Standards metrics for each RA are available online for 
review (Link) 

§ Export to the documentum environment is available to 
deliver reports. 
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SCR Purpose and Scope  
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SCR Deliverables and Portfolios  
Definition  

 

Definition of a SCR standard deliverable: 

A SCR standard deliverable is considered to be one 
single dataset (SCR derived, Analysis datasets) or report 
output (Table/Listing/Figure) that has been specifically 
developed in a generic fashion and configured for one 
specific type of data analysis.  
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SCR Deliverables and Portfolios  
Types  

§ Deliverable types 
•  SCR Derived Datasets e.g. DDM, DAE, DVS, DCM,.. 
•  Analysis Datasets e.g. ADSL, ASAE, ADEG, ANSTATAE,... 
•  Reports – Tables, Figures and Listings e.g. lb_mxd1_t003p, ae_frq1_t001p,... 
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SCR Deliverables and Portfolios  
Standard Portfolios 

Definition of a portfolio:  

An SCR portfolio is considered to be a collection of 
configured deliverables for the specific purpose of 
creating a specific Reporting Activity.  
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SCR Deliverables and Portfolios  
Standard Portfolio Metadata 

§ Training purpose 

Portfolio Metadata settings facilitate search of standards portofolio that best 
match Protocol Metadata of your RA. 
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SCR Deliverables and Portfolios  
Reporting Activity (RA) - Metadata 

§  Reporting Activity (RA) attributes 
•  RA metadata 

•  For each RA end-user will define a collection of deliverables and/or Portfolio 
•  a RA-portfolio may include standard deliverables, standard portfolios (i.e. a 

collection of standard deliverables) and custom deliverables 
• When building or adding to portfolio’s any dependencies also get added (e.g. 

If we copy the AET009 standard deliverable AET009 to a RA-portfolio, ANSTATAE, 
ANSTATN, ASAE, ADSL, DAE,... and any other dependency also get added) 
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SCR Deliverables and Portfolios  
SAP (Statistical Analysis Plan) Fragments and Modules 

§ A SAP fragment is created for each SCR deliverable to 
show the deliverable specification 

§ SAP modules are the compiled documents for all 
individual fragments 

§ The final SAP modules includes coverpage, TOC, 
introduction & appendix 

§ These can be added to for each RA 
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SCR Deliverables and Portfolios  
SAP Fragments – Dataset Template 
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SCR Front-End (GUI) 

§ GUI allows End-Users 
•  control all parts of the RA 
•  set up and change defaults settings of each RA 
•  create, edit, monitor, and execute all aspects of their RA   
• able to load all programs, documentation & metadata from the central 

repository to their RA for analysis & reporting 

§ This ensures all files needed to execute the RA are available  

§ RA setup is more efficient as all parts automatically joined 
• SAP linked to programs & parameters  
• Programs & reports linked to project standards 
• Datasets & reports linked to internal data standards and CDISC 
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SCR Front-End (GUI) 
 

SCR 
Navigation 

Tree 

RA setup Editor  

Action 
Buttons 

Session 
Tray 

Message View 
Notifications 

Console 
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SCR Metadata 

“Middleware” 
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SCR Metadata 

§ Strategic difference in SCR design is that it was built 
based on the concept of being driven by “metadata” 

§ SCR codes based on metadata requires less actual code 
maintenance 

§ Easier to develop generic SAS modules based on 
metadata  

§ This strategy brings it’s own constraint’s i.e. we need 
precise, High quality metadata to drive the application 
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SCR Metadata 
Categories  

§  Internal Data stds. 
•  Data elements – name, label, format, etc. 
•  Derivations – logic, parameters, specific data domain choices 
•  Codelists – central library, data element specific 
•  Reference tables - unit conversion, precision, ranges, test category 

§ SCR Definition data – All analysis & reporting specific 
definitions e.g. analysis set, sub-grouping selection, etc. 

§ SCR Metadata – Deliverable metadata, links, RA, and 
Portfolio metadata 
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Derivation Concepts 

§ Derivations are defined once and can be reused 
across domains and analysis datasets 

§ Central derivations file contains the description, logic 
(pseudo-code), assumptions, and other key 
information for a derivation. 

§  Domains (including ADaM\analysis) contain the 
specifics for deriving an element (e.g. contributing 
elements) 
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Derivation Concepts  
SCR data flow 
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• Data standards 

Raw data sets 

• SCR source 
derivations 

SCR Derived and 
STDM Data sets • SCR analysis 

derivations 

ADaM data sets 

• SCR reporting 
modules 

Summary data 
sets • SCR reporting 

modules 
• Bespoke 
programming (SCR 
framework) 

Tables/Listings 
Figures 



Derivation Concepts 
How derivations are processed in SCR 
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Copy in all 
data 

elements 
from  the 
source 
domain 

Merge in all 
data 

elements 
from 

secondary 
domains 

Perform 
any 

complex 
derivations 

Perform 
any linear 
derivations 

Linear derivations are those which are a function of other data 
elements already present on the domain  

Complex derivations are those which require data manipulation , 
input from multiple observations or complex merges 



SCR Back-end SAS Modules 

27 -  SCR a Metadata Driven System – PHUSE June 2012 
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SCR Back-end Architecture 

SCR DB 
configuration 

 
 
 
Standard 
Programs 
 
  

 
Utility Macros 
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SCR Back-end Architecture 

§  Level 1 
• The specific configuration created by the SCR administrator within 

the SCR database. This is made of the deliverable attributes 
described earlier e.g. parameters, metadata, SAP, linked program 
(Level 2). Many deliverables may use the same level 2 std. prog. 

§  Level 2 
• Generic Standard Programs with associated parameters. This is 

comprised of utility (level 3) macros that are built and executed in a 
set sequence to satisfy requirements for a specific dataset or output. 

§  Level 3 
• Utility macros created in order to fulfil a single specific function 

needed by level 2. This is the lowest level of macro function created 
by SCR. Level 3 macros may use other level 3 macros. Examples 
include, title creation, BMI calculation, AE start date imputation, etc. 
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SCR Back-end Architecture 

§  The level 1 parameter setting configuration of the level 2 std. program  
for each deliverable are stored in the SCR database.  

§  These parameters my be changed to other standard options when 
creating a portfolio or RA. 

§  Main program categories of standard programs (Level 2) 
•  Dataset creation program 

•  SCR Derived data, Analysis data & SDTM data 

•  Report generation program 
•  Post-text / in-text - Tables , Figures & Listing 

§ All SCR programs and macros have been developed in a 
generic fashion to ensure the maximum opportunity for 
reusability  
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Reporting Activity Parameters 
§ All parameters set within the SCR GUI – RA setup editor are 

saved within the SCR oracle database 

§ When setup is complete (or changes have been made), a 
SAS dataset is created with all parameters held within it 
(raparams.sas7bdat) 

§ Standard and custom programs are included 

§ All SCR programs are designed to source parameters from 
this file 

§ This file can be regenerated at any time 
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SCR Portal 
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The SCR Portal 

§  The purpose of the SCR Portal is to describe all aspects of how to use 
the SCR application.  

§  The SCR portal will allow End-Users, SCR Administrators and SCR 
Developers to review documentation and get real-time reports from the 
SCR production database. 

§  Training material and Schedule, Business Process, FAQ, How-To 
Videos, SCR Architecture, etc. 
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SCR Portal 
End User Workflow 
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SCR Portal 
Deliverables 
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SCR Portal 
RADoc fragments 
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SCR Portal 
Tracking Tools – Reporting Activity (RA) status 

§ Provides information to Users and Management on reporting 
status, and usage of standard outputs 
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SCR Portal 
Tracking Tools 
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Conclusion 

• Building a Metadata driven reporting system is possible  
•  It requires High Quality metadata 
• Need to allow time for people to get used to reading and interpreting 

metadata and to understand the data flow between the systems 
•  It requires support from your organization in term of resources and 

time 
• You need experts at generic SAS coding 
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