
PP10 DV Domain and the Classification of Protocol Deviations

Introduction
With the latest update of SDTM implementation guide 3.2 the DV domain has been proposed to capture the clinical 
information of subject-specific deviations from the clinical study protocol. The classification process of protocol deviations 
in a joint meeting between client, biostatistician and study project lead is a critical and integral part of most clinical 
studies.
To meet a high standard of consistency between SDTM on the one hand and analysis datasets  and clinical study 
analyses and their reports on the other, ICON proposes the inclusion of the classification results within the DV domain 
dataset (SDTM IG 3.2).
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1. Report of Protocol Deviations (PDs)

Protcol Deviation Criteria From: Reports by CRA/ClinOps into Protocol Deviation Criteria Form by type of PDs.

1a. Create Lists of Programmable Checks

2. Regular Reviews of PDs by ICON and Client Staff

3. Mapping of PDCF to DV Domain

3a. DV – Description/Overview for Protocol Deviations Domain Model (Section 6.2 SDTM IG 3.2)

3b. DV Domain Example

Type of PD: Subject-related 

4. Export DV data into Excel to Prepare DCM

Proposal: Include here already novel classification variables as drop down-down menu with predefined values

Proposal: Identical Classification Variables in Excel and DV/SUPPDV domains?

5. Data Classification Meeting (DCM)

6a. DV Domain: Novel Variables Proposed

6b. SUPPDV Domain: Novel Variables Proposed 

Pros:

––High Standard of Consistency

––SDTM

––Analysis Dataset

––Tables/Figures/Listings

––CSR

Cons:

––DV domain not apt

––Process not feasible in real time

––Mapping classification back to SUPPDV

––Tight timing between events 5 and 6b

As next step, to work on how to process site-related PDs:

––Attributed to subjects of a related site?

–– In SDTM?

–– In an Analysis Dataset

Open to discussion...
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