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INTRODUCTION: PD OVERVIEW

• Compliance of investigational sites with protocol
• Reveal systematic errors

Protocol Deviation Definition
Any change, divergence, or departure from the study design or procedures 

defined in the approved protocol.
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INTRODUCTION: PD OVERVIEW

• Examples: 
• Unplanned instances of protocol non-compliance
• Treatment administration not in accordance with protocol
• Eligibility criteria not met but patient included in the study 

• Protocol deviations can be either major or minor
• Importance level is defined by the sponsor
• Reporting Important PDs in CTR
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PD PROGRAMMING CYCLE
• Inputs: SDTM datasets, PD_PRERM file, PD classification sheet
• Outputs: PD_PRERM file , PD_POSTRM file
• Steps: 

1. Derive PDs programmatically
2. PD Categorisation
3. Import manual PDs from SDTM.DV and SDTM.SUPPDV
4. Combining manual and programmable PDs
5. Compare with last PD_POSTRM
6. Generate PD_PRERM/PD_POSTRM
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PD PROGRAMMING: #1

• Generate PD dataset from SDTM datasets
• Steps:

1. Initial program parameters: Libraries/Macros
2. PD macro functions for PD codes
3. Combining PD datasets generated by each PD macro

• PD macros examples:
• Prohibited Medication
• Randomization failure
• Eligibility criteria
• Out of Window treatment administration
• Study procedure or assessment
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PD PROGRAMMING: #2

• Based on protocol/SAP, a PD classification sheet is prepared before FPFV 
to describe PD categories and subcategories

• Merge programmable PDs combination with PD classification sheet to get
PD categories and subcategories
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PD PROGRAMMING: #3

• Check SDTM.DV existence 
• Import SDTM.DV and SDTM.SUPPDV 
• Merge DV and SUPPDV
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PD PROGRAMMING: #4

• Rename variables based on expected PD dataset output
• Combining Programmable and Manual deviations
• Merging with other SDTM domains to get required variables
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PD PROGRAMMING: #5

1. Retrieve duplicates
2. Exclude subjects from both PD_POSTRM and PD_PRERM datasets
3. Combine PD_POSTRM and PD_PRERM
4. Handle duplicates by considering the Deviation Description in the merge
5. Set a new merge with Duplicates
6. Get rid of old PDs
7. Remove duplicates across PD types 
8. Remove records of subjects with overall code who receive any other code
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PD PROGRAMMING: #5

• Status since last review:
- LOCKED: Reviewed and saved for output
- NEW: Detected for the first time
- UPDATED: Having changes in some attributes comparing to previous version
- OLD: Having been removed from current SDTM DV
- DUPLICATE: Attributed during Review meeting
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PD PROGRAMMING: #6

• Programmatic detection is useful for: classifying PDs as major or minor
• Classifying PDs:

- Important
- Non-important

• Generate PD_PRERM and PD_POSTRM
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PD PROGRAMMING: #6
Example:
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PD PROGRAMMING: #6
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PD TRACKING FILE

• AFTER PD REVIEW MEETING:
• Splitting the PD_POSTRM by site and put them in respective folders
• Input: PD_POSTRM
• Outputs: Site tracking sheet for every site
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DV CREATION
• PD_POSTRM file will be used in updating the SDTM.DV dataset
• Creating SDTM.DV in accordance to CDISC standards (refer to SDTMIG 

section 6.2.4)
• Structure: One record per protocol deviation per subject
• Assumptions:

• Key variables: STUDYID, USUBJID, DVTERM, DVSTDTC
• Not for entry criteria information unless specified in the protocol
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DV CREATION

• Main DV variables:
- DVTERM: Verbatim name of the PD
- DVCAT: Category of the protocol deviation
- DVSCAT: Subcategory of the protocol deviation

• SUPPDV may contain PD additional information:
- PDTYPE: Important/Non-important
- PDDESCzz: PD description

• DV data example:
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SUMMARY
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