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EXAMNPLE
CEI Designation WMiethodology Document
DACO 038.11

Checl: one of the following

1 «cer designation has been completed by inserting a signed Statement

of CBI page in each document submitted and by using the XL
e-Index CBIfield™

E

K] «cme1 designation has been completed using only the ZMWL e-Index
CEIfield Mo verification of any Statetnent of CBEI page 15 required by
the PIAEA T

Sigmatware

Jolm Droe, Fegistration Officer
ABC Conpaty

Date 27 -Jun-2006



EXAMPLE

Statement of Confidential Business Information

Informmation claitmed as CB I on the basis of the defirution of CBIin the PCPA 2002, has
been remmnoved to a CBI Eeference docurmert.

Sigrature

Joht Doe, Cramer
ABC Chetricals

12 June 2006



Hypothetical CBI Segregated from Page 50 of The
Art of War

CBI.0002 said: CBI.0001 good fighters of old first put CBI.0001mselves beyond CBI.0001
possibility of defeat, and then waited for an opportunity of defeating CBI1.0001 enemy.

To secure ourselves against defeat lies in our own hands, but CBI.0001 opportunity of
defeating CBI.0001 enemy is provided by CBI.0001 enemy himself.

Thus CBI.0001 good fighter is able to secure himself against defeat, but cannot make
certain of defeating CBI.O001 enemy.

Hence CBI.0001 saying: One may know how to conquer without being able to do it.

Security against defeat implies defensive tactics; ability to defeat CBI.0001 enemy
means taking CBI.0001 offensive.

Standing on the defensive indicates insufficient strength; attacking, a superabundance
of strength.

CBI.0003 — (Paragraph)

CBI.0001 general who is skilled in defence hides in CBI.0O001 most secret recesses of
CBI.0001 earth; he who is skilled in attack flashes forth from CBI.0001 topmost heights
of heaven. Thus on CBI.0001 one hand we have ability to protect ourselves; on
CBI.0001 other a victory that is complete.
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CONFIDENTIAL

BUSINESS
INFORMATION
REFERENCE

Parent document: 12345
Lab. Eeport Mo 3. 141592654
DA CoO: 431
Author(s): sun Tzu
Title: The Art of War
Eeport date: 1510

25 June 20006



Example CBI Reference Document page 2

Title: The Art of War

CBI Reference | CBl information Excised | page # and Reason for CBI

Code line Claim

CBI 0001 The Throughout Formulant name
document

CBI 0002 Sun Tzu 50 (line 1) Formulant name

CBI 0003 “Standing on the defensive | 50 Discloses monetary

indicates insufficient
strength; attacking, a
superabundance of
strength.”

value

I*I Health Santé
Canada Canada




Part 2: Previously Provided Test
Data

| Health  Santé
PMRA ARLA I*I Canada Canada



Recall Step 3.1 PMRA Generated
XML e-Index

Open with the most current version of the e-
Index Builder Application —> PMRA website.

Allows editing of CBI field and comments field.

CBI reference documents can be added by the
registrant associated with each record in the
XML e-Index

Must use copy row function of e-Index Builder
Application
Files that apply to many records or the entire list
of data can be added.

e.g. a general statement about who has authority to
make CBI designations.
"

I*I Health Santé
Canada Canada



[ Yes (" Mo
Confidenktial Business Information

(™ Partial (~ Request Copy ¢ No Authority

No Authority: company does not have authority to
designate CBI for this document

Yes: I, on behalf of my company have authority and the
entire document is CBI.

No: I, on behalf of my company have authority and the
document contains no CBI

Partial: I, on behalf of my company have authority and
the document does contain some CBI.

Request Copy: |, on behalf of my company have authority
but do not have record of this file and | request that the
PMRA provide a copy to facilitate CBI designation.
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Edit Tools Help

=0

|@|e|m|l ol+|-8D x| ¢l

# |Data Mumbering Codels)

Title

Authors)

Yolurme Maols) e-File Mame

2.11.1

John Doe

2.11.2

John Dioe
{John Doe

2.11.3 DETAILED PRODICTION PROCESS
. Cross Reference e e
Daka Mumbering
Codeis) PMRA Document Ma, I
Application Mo, I—
i~ Yes = Mo
Confidential Business Information
" Partial " Request Co " Mo Autharit
iI I _’I J P b
I—- Select Data Mumbering Codels) Here - ;I fpplicant DER. T Yes o
_ormnpany Repotk Mo, Ir'-.l.ﬁ. Lab Mare Ir'-.l.ﬁ.
Title IDetaiIed Production Process Descripkion Lab Ciky Ir'-.l.ﬁ.
Bukhor(s) IJn:nhn Dioe Lab Counkry I—-- Mok spplicable --- ;I
Feport Dake |2|:|I:|5-12-16 Select | iZlear | Lab Repart Ma, Ir'-.l.ﬁ.
Mo, af Pages IE Skudy Carried ouk under I—-- Mok spplicable --- ;I
Yalurme Mals) |1 Published ¢ Ves = o
EPA MRID Mo, [l Dacument Group |
Al
Carmrnents
=
e-File Marme Erovise | Clear | e-File Lacation




Edit Tools Help

=0

|@|e|m|l ol+|-8D x| ¢l

# |Data Mumbering Codels) Title: Authors) Yolurme Maols) e-File Mame
2.11.1 Manufackuring Surmmary John Doe 1
211.2 Description of Starting Materials John Doe 1

Cetailed Production Process Description

John Doe

2.11.3 DETAILED PRODICTION PROCESS
. Cross Reference e e
Daka Mumbering
Codeis) PMRA Document Ma,
Application Mo, I—
i~ Yes = Mo
Confidential Business Information
" Partial " Request Co + Mo Autharit
iI I _’I J P b
I—- Select Data Mumbering Codels) Here - ;I fpplicant DER. T Yes o
_ormnpany Repotk Mo, Ir'-.l.ﬁ. Lab Mare Ir'-.l.ﬁ.
Title IDetaiIed Production Process Descripkion Lab Ciky Ir'-.l.ﬁ.
Bukhor(s) IJn:nhn Dioe Lab Counkry I—-- Mok spplicable --- ;I
Feport Dake |2|:|I:|5-12-16 Select | iZlear | Lab Repart Ma, Ir'-.l.ﬁ.
Mo, af Pages IE Skudy Carried ouk under I—-- Mok spplicable --- ;I
Yalurme Mals) |1 Published ¢ Ves = o
EPA MRIC Mo, Ir'-.l.ﬁ. Diocurnent Group
uthority bo designate this study is AMC INC; Conkack info oy :l
Carmrnents
=
e-File Marme Erovise | Clear | e-File Lacation




Edit Tools Help

=0
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# |Data Mumbering Codels) Title: e fythoris) Yolurme Maols) e-File Mame
[2.11.2 |Description of Starting Materials |John Doe 1 |
211.3 Detailed Production Process Descripkion John Doe 1

Detailed Production Process Descripkion Johin Doe

Cptions. wpd

[rata Mumbering
Codefs)

Cross Reference
PMR.A Docurnent Mo,
application Mo,

_ormnpany Repotk Mo, Ir'-.l.ﬁ.

Author{s) IJ:::hn Doe

Report Date  [2005-12-16

Mo, of Pages IZ

Yolurne Mols) |1

EPA MRID Ma. Ir'-.l.ﬁ.

Comments

Confidential Business Information o - ®
Kl | i
I—- Select Data Mumbering Codeds) Here -- | Applicant DER. ¢ Yes (Mo
Lab Marne IN.C'.
Title IDetailed Production Process Descripkion Lab Ciky IN.ﬁ.
Lab Counkry I—-- Mok Applicable --- j
Seleck | Clear | Lab Report Mo, INP.
Study Carried out under I—-- Mot Applicable --- j
Fublished  § ¥es ¥ Mo
Dacument Group I
EI attachment For 2,11.3 |
[
Browse | Clear | e-File Location IC:'I,D::u:uments and SettingsiPMRALISER My DocumentstOpti

e-File Mame |Options.wpd
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Edit Tools Help

&

Ale ||| o+ |- x| | ¢l
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# |Data Mumbering Codels) Title: e fythoris) Yolurme Maols) e-File Mame
[2.11.3 |Detailed Production Process Description |John Doe 1 |
2113 Detailed Production Process Descripkion John Doe 1 Cptions, wpd

Bl reference document For Part 2,0 Jane Cioe dir2003-01-&,pdf

CHEMISTRY REQUIREMEMNTS FOR. (TGAL) O
. Cross Reference " fes " Mo
[raka Murmbering
Codes] PMRA Document Mo, |
application Mo, I—
(Ol N
Confidential Business Information S .
Rl | I
I—- Select Data Mumbering Codels) Here -- ;I Applicant DER. © Yes " Mo
_ormnpany Repotk Mo, Ix';.:'z Lab Marne I
Title |CBI Claim For Part 2.0 Lab City |
Author{s) IJane Doe Lab Counkry I—- please select -- j
Report Date [2008-03-06 Select | Clear | Lab Report Mo, |
Mo, of Pages IB Study Carried out under I— please select -- j
Yolume Mofs) I Published {7 Yes " Mo
EP& MRID Mo, I Dacument Group I
-l
Carmments
=
e-File Mame |dir2003-01-&,pdf Browse | Clear | e-File Location IK:'I,Data'l,dirZEIEIS-Dl-e.pdf
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