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• Study Dosing Design 

• CASE STUDY:  Multi-drug, multi-dosing 
period (crossover) study design

• Setup of OC for successful un-blinding 
and reporting



• PARALLEL – study subjects receive 
one TREATMENT per randomized 
group.

• CROSSOVER – study subjects 
receive one SEQUENCE of 
TREATMENTS per randomized 
group.

STUDY DESIGNS



PARALLEL STUDY TYPE

Dosing periods

Treatment 
Sequences

DDDD
CCCC
BBBB
AAAA

321

• Each subject will receive only one treatment 
during duration of study



• LATIN SQUARE – all possible combinations of 
treatments

CROSSOVER STUDY TYPE

Dosing periods

Treatment 
Sequences

ABCCBA
BACCAB
ACBBCA
CABBAC
BCAACB
CBAABC

321



A randomized, placebo controlled, three-period 
crossover design study on the effects of VITAMIN 
E on the efficacy of ACTIVE DRUG.

CASE STUDY:



• 3 treatments to be compared
• Placebo
• ACTIVE DRUG
• ACTIVE DRUG + Vitamin E

• All 36 subjects will receive ALL 3 treatments 
• 3 period crossover, multi-drug design
• Two Pills Per day (AM/PM) for Six Days
• The randomized groups differ only in the 

SEQUENCE in which the treatments are given

CASE STUDY DESIGN



• Treatment Definition
• Randomization Definition
• Interval/CPE Design
• Treatment Regimen Definition
• Regimen to Interval Assignment

DEFINE IN ORACLE CLINICAL



Here are the treatment sequences defined 
for CASE STUDY.  Separator character is > 

in this case.

First, Create Treatment Definition



Define Randomization Set 
Up

Click Treatment Patterns

Next, Create 
Randomization Definition



After the ratios are entered, 
just press the 

RANDOMIZE button.



Here’s what a finished 
randomization list with 

block size 6 might look like.



Two pills per day for 6 days -
one TAB (AM) + 1 CAP (PM) 

on CRF dosing page

Next, Define Intervals and 
Clinical Planned Events 
(CPEs).  Consult CRF.



To track the dosing 
details for each dosing 

period separately, 
define three separate 
dosing Intervals, or 

Phases. 

The INTERVALS button 
from “easy design” gets 

you here.



To track each of 2 pills 
given per day within a single 
CPE, use 2 DCM repeats and 
define PERIODS under each 

dosing interval.



Define 2 days for each 
of the 3 dosing periods.  

That makes 6 CPEs 
with dosing records.

The EVENTS button 
from “easy design”

gets you here!



Next we need to define 
the Treatment 

Regimens that underlie 
each Treatment 

Pattern sequence.



Lets start with the ABC 
sequence. With cursor 
on that one, click on 

DRUGS.



Query for correct Drug.  
We can use a pre-

defined company drug 
record for a placebo.  

Next press REGIMENS.



This is the regimen we 
want!  Next press ADD 

THIS REGIMEN.



Follow the same steps to 
define all Treatment 

Regimens for first 
Treatment Pattern 

sequence



Finally, assign regimens to 
each Period by selecting the 
ASSIGN REGIMENS button.





QUESTIONS ???


