
Geneva Branch 

Cytel Inc. - Confidential 1 [A. Tinazzi – Looking for SDTM Specialist – PhUSE 2014 London 12-15 October 2014] 

Looking for SDTM  
migration specialist 

 - CD13 
 

London – 12-15/10/2014 
 
 

Angelo Tinazzi 
Cytel Inc., Wilmington Del. USA 

Succursale de Meyrin – Geneva – Switzerland 
angelo.tinazzi@cytel.com 

 



Geneva Branch 

Cytel Inc. - Confidential 2 [A. Tinazzi – Looking for SDTM Specialist – PhUSE 2014 London 12-15 October 2014] Cytel Inc. - Confidential [A. Tinazzi – Looking for SDTM Specialist – PhUSE 2014 London 12-15 October 2014] 
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presentation is based on personal 

research of the author and does not 
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Legacy Conversion 
 

Any conversion that involves source data being 
captured in a given format (neither CDASH nor SDTM 
have been used) which requires a significant 
transformation effort1 

1 SDTM Domain Development on the Critical Path – Strategies for Success» DC Izard, PharmaSUG 2012  

Before Transformation   After Transformation 
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Legacy Conversion 
 

§ SDTM represents an ‘extreme-
derived’ version of the original 
raw (legacy) datasets 

§ The same precision, validation 
effort and documentation should 
be provided  

§ The outcome of the conversion 
can be good and data may look 
better ‘presented’  
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Legacy Conversion 
Steps to follow 

 

§ Gap Analysis 
§ Understanding Source Datasets 
§ SDTM Modelling 

§  Annotated CRF 
§  Additional Migration Specifications 

§ Migration 

§ Finalize, Validate and Document 
§  OpenCDISC Interpretation 
§  define.xml and Reviewer Guide 

CDISC Standards 

Legacy Conversion 

Challenges 

Case 1. Gap Analysis 

Case 2: An Onco Study 

Conclusions 



Geneva Branch 

Cytel Inc. - Confidential 8 [A. Tinazzi – Looking for SDTM Specialist – PhUSE 2014 London 12-15 October 2014] 

Legacy Conversion Challenges 
«Pruning» Datasets and Grouping/Linking to SDTM Domains 
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Legacy Conversion Challenges 
«Pruning» Datasets and Grouping/Linking to SDTM Domains 
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Legacy Conversion Challenges 
Many Datasets into one: the example of Disposition (DS) 
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Legacy Conversion Challenges 
Migrating/Harmonizing Clinical Terminology  

Mapping to CDISC (NCI) Controlled Terminology - e.g. Concomitant Medications Route 

Source CDISC/NCI CT 

INFUSION PARENTERAL 
Administration by injection, infusion, or implantation 

MOUTH/THROAT ORAL 
Administration to or by way of the mouth 

TOPICAL-EYE OPHTHALMIC 

TOPICAL PO TOPICAL 

CDISC/NCI CT Source 

10^9/L X 10 9/L               X1000/MM3      X10^3/MM3 

10^6/L X10 6/UL             X10^3/ML 

umol/L MICROMOL/L 

Mapping to CDISC (NCI) Controlled Terminology e.g. Laboratory Unit 

CDISC Standards 
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Case 1. Gap Analysis 
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141 unique terms translated to 16 unique terms in CDISC CT 

184 unique terms translated to 25 unique terms in CDISC CT 
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Case 1: Gap Analysis 
 

§ A small biotech with limited operational staff  
§ Several CROs historically involved in the 

management of their trials 
§ Missing Trials Documents Inventory 
§ CDISC SDTM partially implemented 
§ Lack of understanding 
 

!!! Out of Control !!! 

§ Cytel asked to oversees CROs and to conduct 
ISS/ISE (and to fill the gaps) 
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Case 1: Gap Analysis 
 

§  Initiated prior to commencing migration activities 
§ How to perform gap analysis 

§  Itemization and evaluation of files to support migration activities 
§  Document inventory 

§  Study documents 
§  CDISC Standards 
§  Company Standards /  
   Company Implementation Guidance 

§  Validate sample CRF fields versus source data 
§  External data requirements e.g. central labs or local labs 
§  Comparison of protocol amendments/versions against CRF 

versions 
§  Clarifies the scope and challenges of migration activities 
§  Identifies differences in data collection formats 
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Case 1: Gap Analysis 
 Documents/Data Inventory 
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Case 1: Gap Analysis 
 Documents/Data Inventory 
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§ Assessment of existing SDTM migration 
§ First raw datasets ‘pruning’ 

§  aCRF vs Raw datasets 
§  Quantify SDTM gaps 

§ Status of medical coding for CMs and AEs 
§ Lab Conversions 
§ External Data 
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§ Several Data Challenges 
§  An oncology study with hundreds of patients 
§  A lot of free-text to handle including date 

§  Integration of several external data 
§  Normal Ranges of Local Labs and conversion to SI unit 
§  Independent Review of key Efficacy data 

§ Periodic regular refresh 
§ Compliant with ISS/ISE conducted by another CRO 

§ Coding info update 
§ Different mapping decisions 
§ Integration of several external data 

 

 
Case 2: A Complex Oncology Study 
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Case 2: A Complex Oncology Study 
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Apply CDISC to Oncology Studies – Common Questions/Debates 
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Case 2: A Complex Oncology Study 

 

 

The new PR domain available in IG 3.2 may 
be used to store Surgery or other procedures 
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Where to store anti-cancer therapies? Is it a CM? 

§  Decision to store in CM with appropriate CMCAT/CMSCAT 
prior anti-cancer therapies and YG sponsor domain to 
store post study treatment anti-cancer therapies 
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Case 2: A Complex Oncology Study 
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Tumor Progression of Previous Therapies 

§  TU/TR/RS are standard domains in SDTM (version >=3.1.3) 
§  The three domains match requirements for solid tumors 

(RECIST criteria) with the concept of tumor lesion 
§  Are the three domains meant to be used only for efficacy?  

E.g. on-treatment assessment only 

§  Can it be applied to other non-solid tumors? 
§  Decision to create a sponsor domain (ZR) that ‘simulate’ 

the standard SDTM.RS domain 
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Case 2: A Complex Oncology Study 
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Prior Therapies Tumor Progression: two different approaches 

Sponsor B 

The link requires also USUBJID (here hiden) 
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Case 2: A Complex Oncology Study 

 
CDISC Standards 

Legacy Conversion 
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The Study Reviewer Guide: The ideal place where to clarify 
potential source of misinterpretation 

§ Randomization Stratification Factors in SUPPDM 

§ Where to retrieve key efficacy information 
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§ Migrating to SDTM is a complicated task and it is 
not just a matter of renaming variables 

§ ADaM is the right place for «derivation», but 
actually migrating to SDTM implies the «shake» of 
original source data 

§ Non-SDTM users or beginners may find 
difficult to find what they are looking for 

§ The migration requires knowledge of several 
different area 

§ The SDTM migration specialist should be a 
must for all organizations 

 
Conclusions 
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Thank you for your time! 
 

Angelo Tinazzi – Associate Director – Statistical Programming 

angelo.tinazzi@cytel.com 
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§ Check that none of the existing published domains 
will fit the need 

§ Use existing models as a prototype or choose the 
appropriate general observation class 

§ How to determine where data belong in the SDTM    
          IG v3.1.3 section 8.6 
§ Assign a 2–letter domain code. Possible convention: 

§  Z- for findings 
§  Y- for interventions 
§  X- for events 

 

Mapping Details – New Domains 

 
Case 2: A Complex Oncology Study 
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Other non-protocol cancer therapies (YG) 

 

Mapping Details – New Domains 

STUDYID USUBJID DOMAIN YGSEQ YGSPID YGSTDTC YGENDTC 

XXXX YYYYYY YG 1 1 2011-01-12 2011-02-20 

XXXX YYYYYY YG 2 1 2011-01-12 2011-02-25 

YGTRT YGCAT YGSCAT 

FTC PLUS SORAFENIB SUBSEQUENT NON-PROTOCOL AML 
TREATMENTS 

CHEMOTHERAPY 

CLAG-M THERAPY SUBSEQUENT NON-PROTOCOL AML 
TREATMENTS 

CHEMOTHERAPY 

Interventions 
Qualitfiers 

2.2.1 

 
Select and include the relevant Qualifier variables from the 
identified general observation  

 
Case 2: A Complex Oncology Study 

 


