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Crossover Design

• Two or more treatments over two or more periods
• Patients act as their own control
• Requires fewer patients to be enrolled 
• “Carryover” effect can be minimized with a washout period
• Typically used for chronic diseases
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2 x 2 Crossover Design

• Simplest crossover design
• Two treatment groups and two treatment periods
• Treatment sequence 1: Treatment A in Period 1, Treatment B in Period 2
• Treatment sequence 2: Treatment B in Period 1, Treatment A in Period 2
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Analysis of Crossover Data

• Assign treatment period to records based on treatment start and stop 
dates

• Period-matched baselines
• CDISC variables
• TRTxxP, TRxxSDT, TRxxEDT
• APERIOD, TRTP, ASTDT
• ABLFL, BASE, CHG
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ADSL variables

• TRTxxP
• Planned Treatment for Period xx 
• TRT01P for period 1, TRT02P for period 2
• TRTxxA (Actual Treatment for Period xx) can also be used

• TRxxSDT
• Date of First Exposure in Period xx
• TR01SDT for period 1, TR02SDT for period 2

• TRxxEDT
• Date of Last Exposure in Period xx
• TR01EDT for period 1, TR02EDT for period 2
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BDS or Occurrence Data Variables

• APERIOD
• Period
• Indicates the period the record occurs in

• TRTP
• Planned Treatment
• Identifies the treatment given at the time of the record
• TRTA (Actual Treatment) can be used instead

• ASTDT
• Analysis Start Date
• Used to compare to treatment period start dates to determine period
• ADT (Analysis Date) can be used instead
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Assigning Period and Corresponding Treatment

• Compare ASTDT or ADT to TRxxSDT variables
• For ADAE in 2x2 design
• If ASTDT>=TR02SDT, then set to period 2.
• Else if ASTDT>=TR01SDT, then set to period 1.
• If ASTDT<TR01SDT, then assign to Period 0 for Pre-Treatment
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Period-Matched Baselines

• CDISC variables
• ABLFL

- Baseline Record Flag

- Flag baseline for each period

• BASE
- Baseline Value

• CHG
- Change from Baseline
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Patient Narratives – Baseline Information
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Patient Narratives – Adverse Events



Copyright © SAS Inst itute Inc. Al l  rights reserved.

Patient Narratives – Findings 
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Conclusions

• With a few text changes patient narratives can be written for crossover 
studies
• Treatment sequence
• Assigning periods and corresponding treatment to adverse events
• Period-matched baselines for findings data
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Thank You!


