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% = Conduct a case study of trials for two drugs
using three clinical trials databases.

S = Conduct a case study for one disease.
m Evaluate using tools in BizInt Smart Charts.
»a = Discuss how clinical trials databases are

4 used for competitive intelligence.  yoseeens  su
5 '.; =L test News i
&5 Slides are at www.bizcharts.com ‘:::::ces |
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Case study - methodology

=+ m Searched three clinical trials databases:
> 7 ClinicalTrials.gov (CT.gov)
b Citeline TrialTrove (TT)
Adis Clinical Trials Insight (CTI)
#2 m Searched two compounds in April, July, Sept 2011
78 and February 2012:
8 Januvia (diabetes, launched,)
¥ ’; Teleprevir (hepatitis-C, launched in 2011)
AW = Searched one disease in February 2012:
Hepatitis C (phase Il only)

BizInt Smart Charts 2012

1
., ClinicalTrials.gov Home Seah S T

List Results [ Refine Search W ( Results by Tnpicw ( Results on Map 1 ( Search Details W

Found 223 studies with search of: Januvia OR sitagliptin OR MK-431 OR MK431 OR MK-0431 OR MK0431 OR ono-5435 OR ono5435

Hide studies that are not seeking new volunteers. # D]
Hide studies with unknown recruitment status.

Rank  Status Study

1 Not yet Dose Response Finding Study of MK-0431/0N0-5435 in Japanese Subjects With Impaired Glucose Tolerance (MK-0431-105)
recruiting Condition:  Glucose Intolerance
Interventions:  Drug: Sitagliptin 25 mg;  Drug: Sitagliptin 50 mg;  Drug: Placebo for Sitagliptin 25 mg;  Drug: Placebo for Sitagliptin 50 mg

2 Completed  MK-0431/0N0-5435 Phase Il Clinical Trial - Insulin Add-on Study for Patients With Type 2 Diabetes Mellitus
Condition:  Type 2 Diabetes Mellitus
Intervention:  Drug: MK-0431/0NO-5435

3 Completed  Controlled Study of MK-0431/0NQ-5435 in Patients With Type 2 Diabetes Mellitus
Condition:  Type 2 Diabetes Mellitus
Interventions:  Drug: Placebo; Drug: Sitagliptin phosphate

4 Completed  Controlled Study of MK-0431/0NQ.5435 in Patients With Type 2 Diabetes Mellitus
Condition:  Type 2 Diabetes Mellitus
Interventions:  Drug: Placebo; Drug: Sitagliptin phosphate

5 Completed  MKO0431/ONO-5435 Phase lll Clinical Trial -Add-on to Voglibose Study for Patients With Type 2 Diabetes Mellitus (0431-104)(COMPLETED)
Condition:  Diabetes Mellitus, Non-Insulin-Dependent
Inteventions:  Drug: sitagliptin; Drug: Comparator: Placebo; Drug: Veglibose
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Januvia - search methodology

N

Find D

Find Result Browse...

lanuvia

J
Januvia+ metforinin

40 pipeiine Drug Information
i

Therapeutic Class:  Anfdiabetic

Iechanism Dipeptide hydrolase inhibtor, Dipeptidyl
peptidase 4 (PP IV} inhibdor, Insuiin
secretagogue, Protease/peptidase inhibitor

Delivery: Tablet Oral, Oral, swalowed

Status (Mejor Markets):Approved

Drug Synonymi(s):  Glactiv, Januvia, 000224715, MK-0431, NK-
431, ONO-5435, Ristaben, staglptin, stagiptin
phosphate, Tesavel, Xelevia

Jany

Clear All_ | Accept and Close Window |

Drugs are fitersd by Therapeutic Area and Dissase sslectionif any. Drugs wih a
* may only yield records ouside your currert cisease types subscription

Januvia - search methodology

| T R

Wiew Search Tip
Letter Browse

of1]2]3]

T
viwix|yz

Wlorlalrls Tu
‘Word Browse

C— - [

A ORO-107T (Prankisst
[t L QHO-1121 Lansns
P -2 (Ezabeatal
ang-2an
iR NG, 2303-1ks (OHO-XIMWs)
Study Statin ONOLITIE
Study Sublects OHO-2506 (hrundc-ace)
QND-2508-RD [rundic-aced)
Stuey Detatls OO TR (Arustic.asi)
Ohd.2682
Study Contrr ohg-2083
: IR hseess
e QIGAE3E (UER-108)
Adis Evauation
Full Text
NS0 (eosrene.acsl)
Ohd8stn

DIO-TOET (Carizomi)
LT (i graptant)
GND-TI4T (Fosapreatant)
ORO-B025 (meaterace |
o8t

ONO-RSA 11 (Prankicast)
ORO-RE-£11 (Praniast)
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Clinical Trial Databases - Strengths
" Additional research v v
.\ support
" Full indication coverage v limited v
Mechanism of Action v v Only if in text
search
Results and Links to v v
completed trial details
Trial Alerts/Saved v v
Searches
Comprehensive v v
- advanced searching (ROA, Endpoints, (some)
2R
p Dose,
Formulation, etc)
¥ Pricing structure Moderately priced Purchased by Disease Free
as add on to ADIS -—reasonable if only
RDI need a few, but very
costly to purchase all
diseases !

Case study — Drug search results

; July 2011 | Sept 2011 | Feb 2012
2011

A28 | CT.gov 202 trials 221 trials 223 trials 241 trials
“ Citeline TT 276 trials 303 trials 311 trials 344 trials
- Adis CTI 219 trials 257 trials 280 trials 315 trials
“
. 2011
Y CT.gov 36 trials 37 trials 38 trials 55 trials
4 Citeline TT 45 trials 48 trials 65 trials 87 trials

Adis CTI 37 trials 42 trials 43 trials 65 trials

e }-_{ Hepatitis C | Feb 2012
- — Phase 111

"\ CT.gov 194 trials
Citeline TT 381 trials
Adis CTI 205 trials

BizInt Smart Charts 2012
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I

Case study — Update changes

|
July 2011 | Sept 2011 | Feb 2012
AN 2011

‘ Unchanged initial 310 records 597 records 368 records
’ Updated initial 384 records 179 records 444 records
4 Added initial 87 records 38 records 88 records
” 2011
Unchanged initial 54 records 73 records 63 records
(3 % Updated initial 64 records 54 records 81 records
3 : Added initial 9 records 19 records 63 records

BizInt Smart Charts 2012

¥

Case study — Hepatitis C search results

Hepatitis C | March 2012
— Phase 111

A ) CT.gov 195 trials
“ Citeline TT 386 trials (90 ongoing/planned; 276
< Completed)
] Adis CTI 211 trials
Adis CTI 412 records (Published trials — trials could
¥  Results have several publications)

"8 = Adis CTl has two search options: Trials and Trials Results

: m When reviewing single trials from TT, several records found were
- in Adis Trials Results, which was not searched for this exercise.

A m Trial Trove contains more foreign language trial publications

BizInt Smart Charts 2012
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Case study — Common Trial ID tool

h

[Tools] Options  Window Help

Statistics...
Generate Commaon Drug Mames

Generate Common Tnal [Ds L\\g‘

Trial Identifier
| Trials Insight)
| Tanabe Pharma Corporation)
rials.gov: US Mational Institutes of Health)

Trial Title [ comn GOGOAD (I
APhase 3 Study of MP-424 in NCTOO07
Combination With Peginterferon NCTOO0781274
Alfa-2b and Ribavirin in Subjects With
Genotype 1 Hepatitis C Who Did Mot
Respondto Previous Treatment.

A Phase 3 Study of MP-424 in NCTOO
Combination With Peginterferon

Alfa-2b and Ribavirin in Subjects

With Genotype 1 Hepatitis C Who

Did Not Respond to Previous

Treatment.

Efficacy and Safety of MP-424, NCT007
Peginterferon Alfa-2b and Ribavirin

67 | ' Chronic Hepatitis C Who Have Hot
Achieved an Undetectable HCV RNA

Level With Previous Interferon

GOA0-AD

JapicCTI-0
MNCTO0781274
TrialTrovelD-099728

A

G060-A9
NCTOO781274

Based Therapy

Case study — Common Trial ID tool

[Tools] Options  Window Help

Statistics...

Generate Common Drug Mames

Generate Common Trial IDs
i

NCTO0781274
Trial Title Database | Trial Identifier i
APhase 3 Study of MP-424 in Adis Clinical Trials 700038789 (Clinical Trials Insight)
Caombination With Peginterferc Database GOBOAY (Mitsubishi Tanabe Pharma Corporation)
65 Alfa-2b and Ribavirin in Subjec NCT00781274 (ClinicalTrials.gov: US MNational Institutes of Health)
Genotype 1 Hepatitis C'Who D
Respondto Previous Treatmel
A Phase 3 Study of MP-424 in NCTO0781274 Citeline TrialTrove GOG0-A2
Combination With Peginterfer JapicCTI-080642
66 Alfa-2b and Ribavirin in Subje NCTO00781274
With Genotype 1 Hepatitis CV TrialTrovelD-099728
Did Not Respond to Previous
Treatment.
Efficacy and Safety of MP-424 ClinicalTrials.Gov GOB0-A2
Peginterferon Alfa-2b and Rib ™, ~ 04274 MCTO0781274
g7 | in Chronic Hepatitis C Who He NCTOO0781274
Achieved an Undetectable HC
Level With Previous Interferol
Based Therapy

BizInt Smart Charts 2012
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h |
Statistics...

Generate Commeon Drug Mames

Generate Common Trial IDs

Select a column to analyze from the list of
wigible colurnns below

[atabase

Drugls)

Indic:ation

Official Study Title
Purposze

Study 1D

Study Phaze
Subject Mumber

(]:4 Cancel

Company !g

Help

& NCTO0528528
9 NCTOOSS0801

A
Common Trial ID
MNCTO0627926
MCTOOB28789
7

RCTOOS09210

Count

[=4]

3
3
3
)
)
3
]
3

S0 many records

associated with a
single trial?

BizInt Smart Charts 2012

Case study — Common Trial ID tool
Al
Trial Title Common Trial ID | Database | Trial Identifier |
VX-950-TiDP24-C134: APhase |, Open-Label, NCT00828789 Adis Clinical Trials 700046859 (Clinical Trials Insight)y
Single-Sequence Drug-Drug Interaction Trial in Database CR015931 (Tibotec Pharmaceuticals)
62 Subjects on Stable Methadone Maintenance MNCT00933283 (ClinicalTrials.gov: US National Institutes of Health)
Therapy, to Investigate the Potential Interaction 950TiDP24C134 (Vertex Pharmaceuticals))
Between Telaprevir 750 mg Every 8 Hours and I/\\"s
e, at Steady-State
APhase |, Open-Label, Randomized, Crgffsover NCT00828789 Adis Clinical Trials 700041033 (Clinical Trials Insight)
Trial in 20 Healthy Subjects to Investigalff the Database CR015790 (Johnson and Johnson Pharmaceutical Research and
69 | Pharmacokinetic Interactions Between, Development)
Combination of Efavirenz and Tenofoy NCT00828789 (ClinicalTrials.gov: US National Institutes of Health)
Fumarate and Different Dosages of Tg VX950TiDP24C134 (Vertex Pharmaceuticals)
A Phase |, Open-Label, Single-Sequd . CR015931
Drug-Drug Interaction Trialin Subje Incorrect VX trial ID NCT00923283
70 Methadone Maintenance Therapy, TrialTrovelD-111628
the Potential Interaction Between T4 1 1 VK-950-C135
mg Every 8 Hours and Methadone, a resu |ts In tWO trl aIS VX-950-TiDP24-C135
Steady-State. . .
A Phase I, Open-Label, Randomized be | ng g rou ped N error. CRO15790
Trial in 20 Healthy Subjects to Inves| NCT00828789
I Pharmacokinetic Interactions Be TrialTrovelD-103679
Combination of Efavirenz and Tenofovir Disoproxil VX-950-C134
Fumarate and Different Dosages of Telaprevir. VX-950-TiDP24-C134
VX-950-TiDP24-C134: Drug-drug Interaction Trial NCT00828789 ClinicalTrials. Gov CR015730
72 Between Combination of Efavirenz and Tenofovir MNCT00828789
Disoproxil Fumarate and Different Dosages of
Telaprevir on Healthy Volunteer
73 VX-950-TiDP24-C135: Drug-drug Interaction Trial NCT00828789 ClinicalTrials.Gov CR015931
previr and NCT00933283

BizInt Smart Charts 2012
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N T L | Trial Identifier
A Rasdomized Study of Stoppeng Troatment at 24 NCTO0S35347
Weeks o Couteung Trsatmiat 16 48 Woshs EudraCT 2008-003836-39
0] chroc Hacatta o Ackiove  Ldended EudraCT No: 2009-011464-11
R oapeomey KLAMAATL & et e EXTEND
[Mects of ColMbiNABon Thedagy with TH laprevir ”_LUM |NATE
[T | A pase 2 sty o v 350 m Compimation wien 0035847 @ NCTO0753043
26 | Witheut Rbanrn iCspequs) snxum MCTOD916474
Hepatitrs C. The Protease inhibon fof Vieal e
Evahuation 2 (PROVEZ) et TrialTrovelD-081922
= AP ot P o o TGRS s VX08-950-111
St e e AT Rt
bt ity Mool S NCT00372385
7| i 5 s NCT00916474
PROVE 2 .
TrialTrovelD-048351 Phase |V trial ID
[T [ APhasez Sty VO Combinaic Vith — NGTORESEAAT e VX05-950-104EU . .
sl Cpet | VX08-950-112 included for all prior
» .’;;'E"""-T‘:ﬂ"'.:"""'"' EudraCT Mo: 2009-01 .
J EXTEND related trials.
[ | A Phase 25 Sudy of Telaprevir (V958 WCTO0S3E84T MNCT00535847
gt s ot gt s NCTO0916474
2 | pchrved v Prove 107
o oYt Erseaton S PRI Roll Over Study of VX05-950-104
(1 omase s ssva o 3 osa gimess o ospevss icsosssser a0 Over Study of VX05-950-104EU
Prptays)and Hlowscn opeperlin Roll Over Study of VX06-950-106
) Study 107
TrialTrovelD-076900
= VX06-950-107
VX08-950-112
e | VTR0 BizInt Smart Charts 2012

100%

Percentage of Unique Trials

3% Retrieved from Each Database
‘_“ 80%
»

70%

60%

B Hepatitis-C

* 50% -

y
-
i 40%

30% -

~ HJanuvia

Telaprevir

20% -

10%

0%

CT.gov CTI TT
BizInt Smart Charts 2012
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Database Coverage Comparisons

A
70%
2 60%
i‘ 50%
- oy .
b W Hepatitis-C
40%
M Januvia
L 30%
. .
/& Telaprevir
’ 20%
“ ' ; 10%

I
All 3 Databases 2 Databases 1 Database > 3 Records

Percentage of Unique Trials Retrieved From...
BizInt Smart Charts 2012

Al

m 117 trials appear from a single
W database (72-TT, 37-CTl, 9-CT.gov)

‘f m Many trials that were found in only TT or CTI were
N from conference abstracts.

: = Several trials from only TT or TT/CTI were sourced
; from UMIN-CTR Clinical Trials (Japanese clinical trial
registry for non-profit trials (not industry sponsored).

£ » CT.gov does not appear to pick these up.

m Review of a single trial from Adis that included an
NCT number showed no instance of sitagliptin in the
CT.gov record that was reviewed.

BizInt Smart Charts 2012
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Januvia — evaluation (cont.)

._ = Of the 9 trials found only CT.gov,
__,'J 2 did not have Januvia in the record.

ve The 7 others are legitimate trials but were not
E” retrieved from TT or CTI.
) m One trial only in Adis was a new observational trial of
vy 500 patients in Japan — source from University
4 _ Hospital Medical Information Network - Japan.
#¥%t = One trial only in TT contained a record from 2009
TS where it was sourced from the ADA conference.

BizInt Smart Charts 2012

m 33 trials appear from a single
= database (28-TT, 5-CTI, 0-CT.gov)

Y
- = Two single trials were matched as same trials
from TT and Adis CTI by reviewing

y title, phase, subject number and drugs
V. m One of these trials was picked up by a
£ P conference abstract and not found in CT.gov

N m Another trial was new in Adis CTI and updated
in TT, but not in CT.gov

BizInt Smart Charts 2012
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Hepatitis C Phase Ill —evaluation

h

m 338 trials appear from a single database (213-TT, 68-
CTl, 57-CT.gov) (277 after manual review)

‘ = Since limited to phase Ill-several trial from CT.gov did not

g appear as no phase data in record.
§| = For this indication, several trials for liver cancer
y inaccurately indexed for HCV

4 m Some trials indexed as other types of hepatitis in one
database and HCV in another.

B! = Issue with TT and CTI using too many references for trial
ID that link related trials together as one.

m Several trials from Japan and Europe not in CT.gov.

BizInt Smart Charts 2012

Telaprevir: Competitive intelligence insights

: m Product launched in 2011 — currently 19
) phase IV trials, 11 new since Sept update.

v m There is one comparative head to head trial
being done by BMS for daclatasvir.

% = Combination therapies being evaluated for

74 various sub-types of HCV.
¢ = US and EU Registries being evaluated as
B observational studies — goal for one US

registry to enroll 4500 patients.

BizInt Smart Charts 2012
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Januvia: Competitive intelligence insights
\ (= Review newly added trials —
__fj, What is the company currently working on?
s‘ m For Example - review all company sponsored
trials to look for new indications, post
p marketing trials, new patient populations.
; m Review competitors that are doing head to
B head trials with drug.
] = Of the 87 new trial records added in the July
R\ Update, 22 are sponsored by Merck.
m Several ongoing trials are based in Japan.

BizInt Smart Charts 2012

Januvia: Competitive intelligence insights

m Trial NCT01260246 is for a different patient
population & indication -- NASH (Non-alcoholic
Steatohepatitis) in Patients With Type 2 Diabetes.

m Trial started in December 2010 to be completed in 2013
m Primary endpoint to improve liver disease by liver biopsy

m Small trial in Canada — see if other trials with same patient
population on larger scale.

m Not sponsored by Merck, so perhaps not looking at add-on
indication

-
Trial Title | Database | cConditon | StartDate | CompletionDate | Countries | [ Brief Summary | Enroliment
Sitagliptin for the Treatment ClinicalTrials.Gov | Type 2 Diabetes  December 2010 November 2013 Canada Lawsen Health This is a randomized, 20 (Anticipated)
of Non-alcoholic Nonalcoholic (Anticipated) Research Institute | doubl
Steatohepatitis in Patients Steatohepatitis PSlI Foundation inc Elt
With Type 2 Diabetes eval

nd,
ontrolled trial
pact of

[CONT]

© 2012 Bizint Solutions Inc. Do not
distribute without permission. 12
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Some questions we’d like to explore...

A |
3 m What phases are these trials in?
m What is the status of the trials?

= \Which drugs are being used in these trials,
i and how are they used together?
/
7
(2 l_

BizInt Smart Charts 2012

Phase 3 (8.61%)

IV (8.13%)

Phase 1 (7.66%)
HIA (0.96%)

. ~ ~Phase 4 (0.96%)

_/_IJII (0.48%)

WAV (0.48%)
Other (0.48%)

1 (22.01%)

What a
mess!

1(23.92%)

BizInt Smart Charts 2012

© 2012 Bizint Solutions Inc. Do not
distribute without permission. 13



PHTD Spring Meeting 2012 —
Clinical Trials & BizInt Smart Charts

19 March 2012, Baltimore MD

D
I SIIII
L JIII FPPTT
Bt 9 ) Y
3 ST o SN 9o
~ D
ribavirin (oral) (37) N 9 mq TIIII
) ) b
iDairi =]
Jf; J)JJ., ribavirin, Roche (37) ) e
)
o - -
;ﬁ‘ s ".J'.; % - (legls#;imerfewn alfa-2a (
: b’ Beee
| femrmr ) R 9
1y i A
i _‘;,_\' J ) -JJJJ)J
'7_ — - Telaprewir (56) 99
-alfa-2a (78) I
PIII
[ 3 ; S5
B Peglmerferon-alla-zbggl'_ D
9 [l
3 GIIII
IS
[EI
9
ful! |
|
Official Study Tite |  Database | Common TrialiD | Study ID | Drug(s) | studyphase | study Status
The Effect of Boceprevir | ClinicalTrials.Gov  NCT01425203 P0O&160 Boceprevir Phase 3 Recruiting
in Russian Participants 2010-024260-17 Placebo
469 | Diagnosed With Chronic NCT01425203 peginterferon alfa-2b
Hepatitis C Genotype 1 Ribavirin
(P08160 AM1)
Safety and Efficacy of Adis Clinical Trials  NCT01425203 700205690 (Clinical Boceprevir n Recruiting
Boceprevir in Database Trials Insight) Peginterferon-alfa-2b
Combination With EudraCT2010-024260-17 Ribavirin
Peginterferon opean Clinical Trials
Alfa-2bPlus Ribavirin for
—_—

Treatment of Chronic.

2. Multiple

1. Terminology

Plus Ribavirin for
Treatment of Chronic.
Hepatitis C Genotype 1in
Russia: Previously
Untreated Patients and
Patients Who Failed
Prior Treatment With
Pegylated-Interferon
Plus Ribavirin.

471

470 | Hepatitis C Genotype 1in
Russia: Previousl 1211
Cntosiad patsts and Records for the Variation
Patients Who Failed o
Prior Treatment With Sam e Tr| al
Pegylated-Interferon
Plus Ribavirin.
Safety and Efficacy of Citeline TrialTrove  NCT01425203 2010-024260-17 boceprevir (capsule) n Open
Boceprevir in NCT01425203 peginterferon alfa-2b
Combination With P0B160 ribavirin {oral)
Peginterferon Alfa-2b POB160AM1

TrialTrovelD-152021

BizInt Smart Charts 2012
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i

VantagePoint — BizInt Smart Charts Edition

h

XML Smart Data

va ntag%%/ﬁ[m o Exchange

Edition

e A =t BizInt Smart Charts 2012

|
&9 Thesaurus
“Ram Recard
Adfliation Lookin: | Thesaurus e r o
" an
'E Common Trial 1D I Name Date modified Type =
ht &5
S |Gtehace e || AcadCorpGovindiv.the 7/19/2011 257PM  THEFi
S| |gbmetea RecentPlaces 4 ericanEnglish.the A9/ 257PM THEFi|
* K;'f[s] = | BritishEnglish.the T/19/2011 257 PM THEFi| ™
Oficial Stucy Title | Country.the T/19/2011 257PM  THEFi
1 SO || ool Desktop __|IPCT subclass defs.the T19/2011 257 PM THEFiL
z 45 Study ID = || Derwent Classifications (2009) the 7/19/2011 257 PM THEFi
3 3| (S Poss 1) u:—mJ || DrugDevelopmentPhases.the 11/2/20115:57 P THEF
Study Status Libraries |_| DrugDevelopmentPhases_Arabic.the 11/6/2011 215PM  THEFi
4 18 ||| |undateDate I BrugDeveiopmentPhases Excelsorthe 33072013 A5 PM . THEF|
3 17 || HighestPhase the 11/2/2011 1:57PM  THEFi
= 7 Computer  _|IPCT.the 7/19/2011 257PM  THEFi
Y [ ]1PC8 subclass defs.the 12/6/2000 1045 AM  THEFi
[ 16 ‘.!. IPCE.the 7/9/2011 257 PM  THEFi ~
4 n ] r
8 2 New Fisld: Study Phase (2] Network
Fie name DrugDevelopmertPhases_ExcelSort the - Use
9 2
[T Allow Multiple Matches
10 ] Includs Unmatched ltems in New Fisld Files of type: Thesaurus files ("the} v] [ Cancel ]
11 1 Resolving Indeterminale Group Tags
12 1 (@ Mark neutral (most conservative)
©) Based on tecord count (less conservative)
©) Mark include (izast conservative) i

BizInt Smart Charts 2012
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Apply Thesaurus to cleanup Phases Vvantage;
g
- =
HE : HE :
=
=)= 8 ~||= 8
1 50501 1 65 | 65 | 1 Phasze 1
2 45 |45 | 2 1 (1 |1Phase 142
3 33|38 El 55| 55| 2Phase 2
4 18|18 | Phase 3 64 | 64 | 3 Phase 3
5 17|17 |V |/ 1 (1 |3 Phase 34
6 17 | 17 | Phase 2 1] 19|19 | 4 Phase 4
7 16| 16 | Phase 1 T 3 |3 | & No Development Reported
8 2 |2 |NA
a 2 |2 |Phased
10 T 11 |1
11 111 | I
12 1 |1 |0Other

BizInt Smart Charts 2012

|
A
Apply Thesaurus to cleanup Status ~ vantages;j
“ bl
=
@ =
w| 8 E PRI E
E 2 E £
HE £ g ¢ H
= 8 = 8
1 30 |30 |Active no longer recruiting 1 _
2 29 |29 | Active, not recruiting 2 150 | 150 | Open, Recruiting
3 1 1 Available 3 83 |83 | Active, Not Recruiting
4 24 (24 |Closed 4 52 |52 |Planned
3 5 42 |42 |Terminated
L] 12 |12 | Discontinued (-] 3 ] Withdrawn
T 1 1 Enrolling by invitation 7 1 1 Available
3 19 |19 | Not yet recruiting
9 40 |40 |Open
10 22 (22 | Planned
11 11 |11 | Planning
12 108 | 109 | Recruiting
13 30 |30 | Terminated
14 3 3 Withdrawn

© 2012 Bizint Solutions Inc. Do not
distribute without permission.
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|
Editing the Trial Status Thesaurus

| A

@ Thesaurus Editor

File Edit Thesaurus
DM B s @ 2385 |
Field Thesaurus Results
IStud_u Status (1) I@ I IE \Pragram Files (286 antagePointsThesauruz\TralStatus the Apply Thesaurus
1— Active, Not Recruiting [#-- Active, Not Recruiting Active, Mot Reciuiing
i Available [~ Completed EompleFt‘ed i
- pen, Recruiting
i Completed [+ Open, Recruiting Planned
4 Open, Recruiting [ Planned =
? Planned (=) Teminated =
— Teminated - “Discortinued$ -
[ - i
R - “TeminatedS - @
7 o “Withdrawn$ k=) 2
— | ]
gl € 2
€| = 2
B4 F*

‘

“l
&P

150 | 150 | Open, Recruiting

83 |83 |Active Not Recruiting
Planned

45 |45 |Terminated

1 1 Available

1 Y T
(4
(4

=

BizInt Smart Charts 2012

]

: : : 2
Cleaning up the Drugs field - issues  Vantage;jyg
w | B
E| g = .
g8 s / Punctuation
® | = [=]
1 218 | 218 | Ribavirin /
2 101 | 102 | ribavirin, unspecified / —— . .
3 42 |92 | Peginterferon-alfa-2a / / Comblnatlons Of
4 78 |79 |peginterfercn alfa-2a / Drugs
5 63 |69 | Peginterferon-alfa-2b /
L] 85 |66 |ribavirin + PEG-IFNalpha-Za / T
7 64 |65 | ribavirin+peginterferon alfa—Z/ ROUt.e .Of .
8 56 |56 | Telaprevir _~ Administration
5 53 |53 | peginterferon ﬂ|fﬂ;2b/
10 37 | 37 | ribawirin {oraly - — .
11 37 |37 | ribavirin, Roche Vi Descriptors
12 25 |30 |ribavirinfinterferen alfa-2b /
13 28 |29 |Amantadine /
14 18 |18 | pegylated interferon alpha-2b, unspecified B a 0

© 2012 Bizint Solutions Inc. Do not
distribute without permission. 17
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| 5
i i - vantage ;-
Cleaning up the Drugs field - tools vantageoinf
(1]
2

- E Cleanup Confi

Q

E E Cleanup Sets  Detail Window

x| =
:— [temn Mame Mum Records
2 287 | 301 | peginterferon
3 154 | 154 | peginterferon =1 peginterferon alfa-2a € I 296
4 65 | peginterferon Pegazys 3
5 64 |65 |Telaprevir | peqginterferan alfa-2a 287
] | Lol = peginterferon alfa-2b 155
7 30 |31 | Amantadine .
= 30 |31 | Boceprevir peginterferan alfa-2hb € I 154
9 27 |27 | interferon, An PEGIntran 1
10 22 | 23 |Interferon alfa-La
11 22 |24 |placebo
12 20 (20 | TMC-435
13 18 (16 | Bl1201335

==
£

14 |14 | highty active antiretroviral therapy

BizInt Smart Charts 2012

Import cleaned data as new columns BEUEEEEEE
|
Study Phase Study Status
Drugis) Drug{s): (Cleaned) | Study Phase (Excel Sort) Study Status (Cleaned)

Boceprevir Ribavirin Phase 3 3Phase 3 Recruiting Open,
Placebo Boceprevir Recruiting
peginterferon alfa-2b peginterferon alfa-2b
Ribavirin placebo
Boceprevir Ribavirin n 3Phase 3 Recruiting Open,
Peginterferon-alfa-2b Boceprevir Recruiting
Ribavirin peginterferon alfa-2b
boceprevir (capsule) Ribavirin n 3Phase 3 Open Open,
peginterferon alfa-2b Boceprevir Recruiting
ribavirin (oral) peginterferon alfa-2b

© 2012 Bizint Solutions Inc. Do not
distribute without permission.
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|
Now, we need to handle duplicate records...
O

Study Phase Sudy Statu:
Oificial Study Tithe I Db | Comman Trial I0 | Drugs) | Drugisk (Cleannd) | Study Phasa I (Excel Son | Shsdy Status (Cleaned)
Thae: Effec:t of Boceprevir in Russian CanicalTrials Cov | NCTO1426203 Bacoprve Ritunrin Phase 3 APhase 3 Reouiting Open,

Parcipants Diagnosed With Chronic Fiaceno Bocaprewr Recriting
460 | Hepatits C Genotype 1 (POO160 AM1) peginterieron aifa-26 | peginerieron aifa-2h
Ribawrin placeto
Safety and CMicocy of Doceprevie in Adis Clinical Tnals | NCT01425200 Boceprevr Rioawin ] IPhase } Recrufting Open,
Combination Wih Peginterferon Alfa 2bklus  Database Feganterteron-ata-50 | Bocaprevr Recuting
Eahavirin for Treatmeat of Chroaic Hepatites Ribawnn peginterieron alta 26

470 | Ganotype 1 in Russia: Proviously Unlrested
Patients and Patients Who Failed Prior
Traatmant With Pegylated Interfaron Plus

|| Fobavinin.
Safety and CMicacy of Bocaprevir in Cogline TrialTrove | NCTO1425200 Docepredr (capsule) Rioawrin L] 3IPhase 3 Open Open,
Combination With Peginterfaran Alfa. 2b Plus peginterieron aifs-2o | Docspravr Recnilting
Fiavirin for Treatment of Chronic Hepatits C ribairin (oral) peginterieron ata-in
471 | Garnotyper 1 in Russia: Prviously Unlreated
Patients and Patients Who Failed Prior
Treatment With Pegylated.Interferon Plus
|| rabawirin.
Response (o Pegylated Interferon and Coeline TrialTrove | NCT01433287 peginterderon alfa-2a  Ribavein L] APhase 3 Open Open,
472 | Rabavirin im Chinese Patients With Chronic isc) peqginterieron afa-2a Recrulting
|| Hepatitis C Genotypes 1 Versus 203 Versus 6. ACEVAN (oral)
Response (o Pegylated Interferon and Adis Clinical Trials  NCT01433287 Poginberferon-alla-2a  Ribaviin L] IPhase 2 Rectuiting Open,
Fabanirin im Chinese Patients With Chronic Datsbase Peginterferon-aifa-20  peginerferon aife-20 Recruiting
473 Rigawrin peginertercn afa-2a
Hesponse 1o Pegylated Interferon and Cunicallnals Gov _ NLT01433887 Ai-weeks Course Rioawin Phase 3 dPhase 3 Recrufting Upen,

Hihawvinin in Chanasa Patiants With Chrons:
Hopatites C Genotypes 1 Versus 33 Vs §

Recruting

Bizint Smart Charts

Reference Rows™

BizInt Smart Charts 2012

Reference Rows — DB Rankings

Reference Rows™
h |

Database Ranking

D ata in cells will be chozen according to the D atabase R anking if no other
rule is prezent or if there iz a tie in the rules.

Fiank the databases in your preferred order

ClinicalT riaks. Gov
Citeline TrialTrove
Adis Clinical Trials D atabase

—Rules Template -

Database rankings and ules based or: Apply...

] Mewt > ‘ Finish Cancel

BizInt Smart Charts 2012

© 2012 Bizint Solutions Inc. Do not
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Reference Rows — Column Rules

Bizlnt Smart Charts

Reference Rows™

Trial Title

Choose how Reference Rows will select data for this column,

Cell Selection Ru\e-?naﬁlﬂ: » MY 1 LE. -a

Selection Rule

Match column

Mast Content [characters)
Most Content [ines]
Highest Development Phaze
Mast Recently Updated
Match Column

=]

e v

Database Aanking for this column:

Adis Clinical Trials Database
Citeline TrialT rove
CliriicalTrigls. Gov

Cell Selection Rule - Ph;
ell Selecticn Rule ase

] BizInt Smart Charts 2012

N Bl ST e ||
Phase

Choose how Reference Rows will select data for this column,

Selection Fiule: | Mast Recently Updsted ~|

Use database ranking

Match columr; |Earliest Date
Latest Date

Mast Content [characters)

most recently updated

Database Aanking for this column:

ClinicalTrials. G
Citeline TrialT rove
Adis Clinical Trials Database

T

Cancel

Reference Rows — results of rules

Bizlnt Smart Charts

With Peginterferon
Alfa-2b and Ribavirin in
Subjects With Genotype
2 Hepatitis C, Who
Relapsed After Previous
Treatment.

Reference Rows™
I v
Official Study Title Database Common Trial I} | Drug(s): (Cleaned) fgx&p&x S'{'g::“t:d“;s I
263 | A Phase 3 Study of v Adis Clinical Trials | NCT01466192 v Ribavirin 3Phase 3 Open,
1 | MP-424 in Combination | Database Telaprevir Recruiting

peginterferon alfa-2b

263 | A Phase 3 Study of

.2 | MP-424 in Combination
With Peginterferon
Alfa-2b and Ribavirin in
Subjects With Genotype
2 Hepatitis C, Who
Relapsed After Previous
Treatment.

Citeline TrialTrove

NCT01466192 Ribavirin 4 3Phase3
Telaprevir Re%ruiting
peginterferon alfa-2b

.3 | MP-424, Peginterferon
Alfa-2b and Ribavirin in
Relapser Genotype 2
Hepatitis C Infected
Patients

BizInt Smart Charts 2012

© 2012 Bizint Solutions Inc. Do not
distribute without permission.

263 | Efficacy and Safety of ClinicalTrials.Gov

NCTO01466192 Ribavirin 3 Phase 3 Open,
Telaprevir Recruiting
peginterferon alfa-2b

20
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Reference Rows — HTML report

Reference Rows™
h |

) ) ) Study
Official Study Title Database (I WL Affiliation Drug(s): Subiact Status

D (Cleaned) Number (Cleaned)

262 An Open Labelled, Active 262.4| CTI | i T01463592 3Phase3  (Other Ribavirin 90 Active, Not
= Controlled, Three Arm, Hospital/Academic Interferon alpha-2b Recruiting

Parallel- Group Study of the IMedical Center)
Safety and Efficacy of
Renessans Administered
Alone and in Combination
With Standard Interferon
Therapy in Patients Chronic
HCV Hepatitis

262.3 CT.gov | iink

z821CM 282277 2821 cT

263 A Phase 3 Study of MP-424 in 263.1] CTI | rinkc NCT01466192 3Phase 3 Mitsubishi Tanabe Ribavirin 100 Open,

= Combination With . Pharma Corporation Telaprevir Recruiting
Peginterferon Alfa-2b and peginterferon
Ribavirin in Subjects With N alfa-2b
Genotype 2 Hepatitis C, Who 263.3 CT.gov| iink
Relapsed After Previous
Treatment.

283.1C1 283.1C1 283.1 ¢

264 An Open Label,Phase 3 Study 2644 CTI| tink NCT01467479 3Phase3  Verex Ribavirin 160

= of Telaprevir in Combination
With Peginterferon Alfa 2a
(Pegasys) and Ribavirin
(Copegus) in Subjects
Coinfected With Genotype 1
Hepatitis C Virus and Human
Immunodeficiency Virus Type
A(HCVHIV-A).

QOpen,
Pharmaceuticals Telaprevir Recruiing

284.1CT 284.1CT 2841 CT

BizInt Smart Charts 2012

S
Reference Rows - export to VantagePoint

h |

Choose Export Format

. study
I Drug(s): Subject
Affiliation Status
] ((HCELEL )] Number (Cleaned)
Chooge a file format for export
26 592 3Phase 3 (Other Ribavirin 20 Active, Not
HTML [chart and I'ECDI'dS] Hospital/Academic Interferon alpha-2b Recruiting
HTHL - far word [chart only] Medical Center)

HTHL - for word (chart and records)
HTHL - for Excel [chart only)

HTHL - far Excel [chart and records)
RTF [reconds only)

C5Y - for Excel [chart only) EmE T G
Tab delimited [chart onl

26 182 3Phase 3 Mitsubishi Tanabe Ribavirin 100 Open,
Pharma Corporation Telaprevir Recruiting
peginterferon
alfa-2b

2631CTN 263.1CTI
26 (]S | Cancel | Help | F479  3Phase3d Verex Ribavirin 160 Open,

Pharmaceuticals Telaprevir Recruiting

(Pegasys)and Ribavinin "5 5 oy
(Copegus) in Subjects 2643 CT.gov | tin
Coinfected With Genotype 1

Hepatitis C Virus and Human
Immunodeficiency Virus Type

A(HCVHIV-A),

84.1CT 84.1CT 2841 CT

BizInt Smart Ch
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Hepatitis C — Trial Status Analysis

Study Status (Normalized - Reference Rows)

Completed

Open, Recruiting

Active, Hot Recruiting

Accurate
& useful!/’

Telaprevir — Trial Phases Breakdown vantag

Bizlnt Smart Charts
Edditinn

2 Phase 2 (23.00%)

Ollinit|

2

3 Phase 3 (27.00%)

' —— 3 Phase 3/4 (1.00%)

e

1 Phase 172 (1.00%) ——__

4Phase 4(12.00%)

B Ho D lopment Reported (2.00%)

1 Phase 1 (34.00%)

BizInt Smart Charts 2012
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Hepatitis C — Drugs used in trials Va"tag%@ﬁmﬁ

Bizlnt Smart Charis

ADUKAnart Charts 2012

Competitive Intelligence Must be Actionable!

1
=W ' Clinical Trial intelligence adds an added
h? level of focus to Pipeline Intelligence.
v m Determine key competitor drug trial endpoints.
E )

m Determine when trials may be ending to predict
potential product launches.

#8 = \onitor additional indications being sought.

%t m Determine in which countries trials are being
. run and for which indications.

m Evaluate dosing and delivery options.

BizInt Smart Charts 2012
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Concluding Thoughts
A |

%" ® Value in having more than one database.

' ﬁ) m Each of the clinical trial databases have
indexing inaccuracies.

m Important to review CT databases after major
meetings.

@8 = Use of Smart Charts Common Trial ID and

Statistics results in less time sorting and

more time for analysis.

Bl = Use Reference Rows and VantagePoint to

clean up data for meaningful analysis.

BizInt Smart Charts 2012

‘ Come talk with us!
Or visit -
Bizint Smart Charts wwWw.bizcharts.com
W MNews & Events Sup
' Slides are at www.bizcharts.com b E
News & Events — Presentations o
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