Blinded Pre-testing of an Oracle Clinice

closeout using a development insta:

Karthi Venkatachalam
Oct 10, 2007

REMIER .>
RESEARCH




e Scope

Test the OC setup, unblinded views, data entry,
breakblind processes and randomization in a
development instance while the study is up and
running in a production instance.
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Introduction to Randomization

e Documents needed for Randomization.
 Final Protocol/ Synopsis.
* For setting up the Regimens and Intervals.

« Randomization Request Form.

e For setting up the Treatment Patterns.
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Dummy Randomization & Benefits

 What is Dummy Randomization?

« Randomization done on the development Instance to make sure

that proper testing is done while the study is still ongoing.
 Requirements

e An instance which is a copy of the production instance, without

transferring the Randomization of studies.

« Benefits of Dummy Randomization

e To break the blind without touching the original patient data.
 To make sure that the Intervals, CPE’s, DCM’s, Regimens, Data

Entry and the reports are setup properly.
 To make sure that data is extracted without any problems.

REMIER .}
RESEARCH




Types of Randomization

e Three types of Randomization

« Easy Randomization.
 Randomization done on the whole study.

« Cohort Randomization.
e Randomizing the study based on certain conditions
 Example: Cohort 1 — Male, Cohort 2 — Female.

e Conversion Randomization.
« Randomization transferred from External Sources.

« Any Combination can exist
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Re-Randomization — Pre-check

* Inthe development instance check
1. Randomization existence.

2. Type of Randomization.

« Whether it is Easy Randomization, Cohort Randomization or a

combination of Easy and Cohort Randomization.

3. Existence of Mirror Randomization.

 Exact copy of Randomization. 1 — 10 Normal and 101 — 110 Mirror
Randomization. Maintains Balance in study’s randomization if a

patient drops out in-between the study.
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Re-Randomization Pre-Check

« Randomization Existence in Development Instance

 Randomization does not come across when development instance
Is refreshed, since it is important to preserve blinding.

* Check whether there is any existence of Mirror Randomization.
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Re-Randomization — Easy Randomizat

In order to view the type of Randomization, Follow the path:

* Favarites
SHOC oCL 4.5.0

|

- Imvestigators and Sites
[E-Treatments

[+F-Schedule

[F-"Yersion Randomization
Strata Randomization

“Yersion Blocked Randomization I

=2 Treatment Patterns

Easy Fandomization

5] Block Definitions

EIIDc:k Definltion BHlock Sizes —
x| Trestment SAssignments I

+x-Strata Blocked Randomization

Fandamization Batch Load

Randomization Mairtenance
G-Patient Positions
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1.

Check whether Randomization is Locked. If it is Locked, unlock the

Randomization.

y@ Create Yersion Level Blocked Randomizations

Ty pe Feformed By

Tirme

Randomizations for Study TEST, VYersion 1

Seed Locked

< [ESVED | |OPS$REYNOLS

|EE-JLJL-2EIEIF'r 1525145

1185477918

Back | Delete Randumizatiun|

Lock Randomization

Unlock Randomization |

Verify
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Re-Randomization — Easy Randomizat

1.
2.

After unlocking the Randomization, Click Back and exit
To Re-Randomize, follow the path.

[£x-Investigataors and Stes
[-Trestments

[-Strata

[£-Schedule

[-%'ersion Randomization

[+-Strata Randomization

SHYersion Blocked Randomization I
.E Treatment Patterns

hﬁ Easy Randomization I
=i| Block Defintions
3] Block Detintion Block Sizes

T3] Treatment Azzignments
gﬂtrsﬂa Blocked Randomization

Fandamization Batch Load

Randomization Maintenance

[F+i-Patiert Po=itinn=

PREMIER
RESEARCH

_J




1. Click Treatment patterns button and the Randomize button.

Treatment Patterns for Study TEST, VYersion 1

Fattern Mame Fatio  Size Mult
Al A TEST DRUG [ [
| |
| |

- dTTEET

|
|
I
-
|
|
|
|

i |

Ba[:k| Saue| Randomize
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1. Click Show Randomization button on the bottom.
2. Notice that the Seed number is different.

Randomizations for Study TEST, Version 1
Type Performed By Time seed Locked
2UESVBD | [OPSEVENKAKI 13-AUG-2007 12:24:41 | |1187022283 | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
Back | Delete Randumizatiun| Lock Randomization Unlock Randomizatiom | Verify |
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Re-Randomization - Cohort Randomiz

In order to view the type of Randomization, Follow the path:

* Favarites
SHOC oCL 4.5.0

|

- Imvestigators and Sites
[E-Treatments

[+F-Schedule

[F-"Yersion Randomization
Strata Randomization

“Yersion Blocked Randomization I

=2 Treatment Patterns

Easy Fandomization

5] Block Definitions

EIIDc:k Definltion BHlock Sizes —
x| Trestment SAssignments I

+x-Strata Blocked Randomization

Fandamization Batch Load

Randomization Mairtenance
G-Patient Positions
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Re-Randomization - Cohort Randomiz

atime.

Randomizations for Study TEST, Version 1

Type Ferformed By Time oeed Locked
0 {2vBD (OPSHVENKAK] 05-JUL-2007 11:31:27 11183649490 |
EED (OPSHVEMKAK] 05-JUL-2007 11:31:33 1183649496 |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
<1 | | | |
Back | Delete Randumizatiun| Lock Randomization Unlock Randomization | Verify |

1. Choose the appropriate study and click the show randomizations button.
2. Click the Unlock randomization button for all the randomizations one at
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Re-Randomization - Cohort Randomiz

1. Gotothe previous screen and click Block Definitions button on the

bottom.

2. Click Randomize for all the block’s present.

y@ Create Yersion Level Blocked Randomizations

Block Definitions for Study TEST, Yersion 1
Description Block Size
“ |cohort1 4
\Cohort 2 4
|
|
|
|
|
|
|
I
Back | Save Randomize Show Randomizations
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Re-Randomization - Cohort Randomiz

1. Gotothe previous screen and click Show Randomization button on the
bottom.

2. Notice the Seed number that is different.

e

"8 Create Version Level Blocked Randomizations
Randomizations for Study TEST, Version 1
Type Ferfarmed By Tirne seed Locked
“ |SvBD (OPSHVENKAK] 13-AUG-2007 12:33.00  [1187023142 |
3VED (OPSHYEMNKAK] 13-AUG-2007 12:39:27  [1187023169 |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
- | | | | |
Back | Delete Randumizatiun| Lock Randomization Unlock RBandomization | Verify |
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Re-Randomization — Mirror Ranomizat

In order to view the type of Randomization, Follow the path:

* Favarites
SHOC oCL 4.5.0

|

- Imvestigators and Sites
[E-Treatments

[+F-Schedule

[F-"Yersion Randomization
Strata Randomization

“Yersion Blocked Randomization I

=2 Treatment Patterns

Easy Fandomization

5] Block Definitions

EIIDc:k Definltion BHlock Sizes —
x| Trestment SAssignments I

+x-Strata Blocked Randomization

Fandamization Batch Load

Randomization Mairtenance
G-Patient Positions
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Re-Randomization — Mirror Ranomizat

e Click Show Randomization button at the bottom.

Clinical Study VYersions
study “ersion Title Live?
=2 |TEST |1 |Live YYersion of TEST [+ .
| | | a
| | | L]
| | | L]
| | | a
| | | Ll
| | | L]
| | | a
| | | L]
| | | L]
= | | .
Exit | Block Definitions | Show Randomizations
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Re-Randomization — Mirror Ranomizati

Randomizations for Study TEST, Version 1

Type Ferformed By Time oeed Locked
“ [ESVBD | |OPS$REYNOLT 20-SEP-2006 22:31:34 1158605898 |
MIRROR| | |OPS$REYNOLI 04-0CT-2005 11:37:12 1158305898 | |LOCKED

i |

Back | Delete Randumizatiun| Lock Randomization

1697 00: Randomization has bheen Lnlocked

Unlock Randomization

1. Unlock the “Mirror” Randomization by clicking Unlock Randomization.
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Re-Randomization — Mirror Ranomizat

1.

2.

Delete the “Mirror” Randomization by clicking delete randomization on

the bottom.

Re-randomize using the Easy Randomization.

¥z Create Wersion Level Blocked Randomizations

Randomizations for Study TEST Yersion 1
Type FPerformed By Time oeed Locked
“ |ESVBD  |OPS$REYNOLI 20-SEP-2006 22:31:34 1158805895 |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
| | | | |
< | | | | |
Back | Delete Randumizatiun| Lock Randomization Unlock Randomization | Verify |
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Re-Randomization — Mirror Ranomizat

1.
2.

Note down the Randomization number for the Mirrored Randomization.
Follow the path and note down the Randomization number.

Block Definitions for Study TEST , Version 1

Block Mo, of start Kit Mo of =tart Repl
Description Siza Kits Code Fepl kit Kit Code
“ |Quick Randomization Block 12 276 1001 |
\Copy of Quick Randarnization Blo 12 ! | 276 2001

Back | Save | 5ing|e| Treatment Patterns |
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Re-Randomization — Mirror Ranomizat

1. Follow the path to Mirror Randomization and click Show Randomization.

2. Click Copy at the bottom and enter the Randomization number from
before.

¥

%en Copy Randomizations

Randomizations for Study TEST , Yersion 1
Type Fetforrmed By Timestamp seed Mumber
“ [ESVEBD (OPSHVENKAKT 14-AUG-2007 14:20:36 1187115638
MIRROR (OPSHVENKAK] 114-AG-2007 14:23:51 1187115638
| | | |
| | | |
| | | |
| | | |
| | | |
| | | |
| | | |
| | | |
< | | | |
Back| Cupy|
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Re-Randomization — Changing Status

Click exit and follow the path.

"em Mavigatar

E-Treatments
E-Strata
E-Schedule

SFRandamization
Wersion Randomization
Strata Randomization
—Fw'ersion Blocked Randomization
T2 Treatment Patterns
=] Eazy Randomization
=:|Block Defintions
| Block Defintion Block Sizes
=2 Tre Azsignments
+x-Strata Bloc andomization
Randamization Batch Load

Fandomization Maintenance I
Replicate Randomization

= [Mirror Randomization

]
i

Ia
i

Fandomization Statuses
—%Create Access Yiew ]
—&.Revnke an Access Wiew
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Re-Randomization — Changing Status

1. Press “F9” on the Rand status and choose OPEN.

Exit| Sa'ure| 5ing|e| Phases|

Studies
Rand Phone Study
Study =hort Title otatus Rand Status
“ |TEST TEST \OPEN [l [DESIGN
| | | |
| | | |
| | | B
| | | . |
| | | |
| | | |
| | | |
| | | |
| | | B
< | | | . |
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After Re-Randomization

Export the Re-Rand for testing.

Make sure that the Rand is OPENED in order to for testing.

Make sure that you are using a testing instance for re-
randomization.
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Summary

« Advantages of using Development Instance for test Randomization
* You don’t have to touch the production Instance.
« No Unblinding is done on the production data.

« Make sure that everything is setup properly on the production
Instance while the production Instance in up and running.
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Questions?

Karthi Venkatachalam

Karthi.venkatachalam@premier-research.com
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