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Results First Received: April 2, 2010

Study Type: Interventional

Allocation: Randomized; Endpoint Classification: Efficacy Study;

Intervention Model: Parallel Assignment;

Masking: Double Blind (Subject, Caregiver, Investigator, Outcomes Assessor);
Primary Purpose: Treatment

Study Design:

Condition: = Attention Deficit/ Hyperactivity Disorder

Drug: prolonged release (PR) OROS methylphenidate 54 mg
Interventions: = Drug: prolonged release (PR) OROS methylphenidate 72 mg
Drug: Placebo

B Participant Flow
=| Hide Participant Flow

Recruitment Details

Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and locations

This study was conducted from 4 February 2008 (first subject in) to 2 April 2009 (last subject out).

Pre-Assignment Details
Significant events and approaches for the overall study following participant enroliment, but prior to group assignment

After enrolment patients entered a screening period of up to 2 weeks included the tapering and discontinuation of current forbidden treatment
(except if fluoxetine or Monoamine Oxidase (MAO) inhibitors needed to be tapered, in which case a screening period of 4 weeks was
allowed).
Reporting Groups
Description
Placebo 2 tablets placebo once daily for 13 weeks

54 mg PR OROS MPH  Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks
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Participant Flow: Overall Study

Placebo 54 mg PR OROS MPH 72 mg PR OROS MPH
STARTED 97 90 92
COMPLETED 68 55 55
NOT COMPLETED 29 35 37
Lack of Efficacy 14 1 4
Withdrawal by Subject 4 3 3
Lost to Follow-up 5 2 0
Adverse Event 2 15 19
Subject Non-compliant 3 5 5
Ineligible to Continue the Study 0 1 1
Sponsor's Decision 0 2 0
Unknown 1 6 5

B> Baseline Characteristics

=| Hide Baseline Characteristics

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or

another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description

Placebo 2 tablets placebo once daily for 13 weeks

54 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks

Total Total of all reporting groups

Baseline Measures

Placebo 54 mg PR OROS MPH
Nur.nber of .P.artlmpants 97 90
[units: participants]
Age
[units: participants]
<=18 years 1 1
Between 18 and 65 years 96 89
>=65 years 0 0
Age
[units: years] 35.5 (8.81) 35.8 (11.71)
Mean (Standard Deviation)
Gender
[units: participants]
Female 45 46

https://clinicaltrials.gov/ct2/show/results/N CT00714688?term=42603AT T3013&rank=

72 mg PR OROS MPH

92

90

35.8 (10.08)

42

1&sect=X4301256#othr

Total

279

275

35.7 (10.20)

133
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Male 52 44 50 146

B Outcome Measures
=| Hide All Outcome Measures

1. Primary: Attention Deficit/Hyperactivity Disorder (ADHD) Symptoms Total Score of the Conners Adult ADHD Rating Scale (CAARS) [ Time
Frame: from baseline to 13 weeks ]

Measure Type Primary

Attention Deficit/Hyperactivity Disorder (ADHD) Symptoms Total Score of the Conners Adult ADHD Rating Scale

Measure Title (CAARS)

Measure Description = The primary endpoint was the change in the ADHD symptoms total score of the investigator-rated CAARS from
baseline to the last assessment in the double-blind treatment period. CAARS assesses ADHD symptoms and
behaviors in adults using a scale ranging from 0 (best) to 54 (worst). For subjects without a post-baseline efficacy
measurement, a change of 0 units was imputed.

Time Frame from baseline to 13 weeks

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

The ITT analysis set (includes all randomized subjects) was considered the primary efficacy analysis set.

Reporting Groups
Description
Placebo 2 tablets placebo once daily for 13 weeks
54 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks

Measured Values

Placebo 54 mg PR 72 mg PR
OROS MPH OROS MPH
Nur.nber of .P.artlmpants Analyzed 97 90 92
[units: participants]
Attention Deficit/Hyperactivity Disorder (ADHD) Symptoms Total Score of the Conners
Adult ADHD Rating Scale (CAARS)
[units: units on a scale]
Mean (Standard Deviation)
. 36.5
Baseline (6.05) 35.6 (6.75) 37.3 (6.35)
Endpoint 26.1 23.0 (11.07) 21.6 (10.21)
P (10.59) - -
. -10.4
Change at Endpoint (11.03) -12.5 (10.38) -15.7 (10.80)

Statistical Analysis 1 for Attention Deficit/Hyperactivity Disorder (ADHD) Symptoms Total Score of the Conners Adult ADHD Rating Scale (CAARS)
Groups [1] Placebo vs. 54 mg PR OROS MPH

Method [2] ANCOVA
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P Value 3! 0.136
Difference in Least-Squares Means [4 = -2.7
Standard Error of the mean (1.51)

95% Confidence Interval -6.04 to 0.67

[1] Additional details about the analysis, such as null hypothesis and power calculation:
Statistical analysis of change from baseline at endpoint.
[2] Other relevant method information, such as adjustments or degrees of freedom:
Treatment, gender and country were used as factors and baseline value and age were used as covariates.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

The p value was adjusted for multiplicity via Dunnett's test procedure.
[4] Other relevant estimation information:

No text entered.

Statistical Analysis 2 for Attention Deficit/Hyperactivity Disorder (ADHD) Symptoms Total Score of the Conners Adult ADHD Rating Scale (CAARS)

Groups [1] Placebo vs. 72 mg PR OROS MPH
Method [2] ANCOVA
P Value [3] 0.002

Difference in Least-Squares Means [41 = -4.9
Standard Error of the mean (1.50)

95% Confidence Interval -8.22 to -1.55

[1] Additional details about the analysis, such as null hypothesis and power calculation:
Statistical analysis of change from baseline at endpoint.
[2] Other relevant method information, such as adjustments or degrees of freedom:
Treatment, gender and country were used as factors and baseline value and age were used as covariates.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

The p value was adjusted for multiplicity via Dunnett's test procedure.
[4] Other relevant estimation information:

No text entered.

2. Secondary: Change in Clinical Global Impression-Severity (CGI-S) From Baseline to End of Treatment [ Time Frame: from baseline to13
weeks ]

Measure Type Secondary
Measure Title Change in Clinical Global Impression-Severity (CGI-S) From Baseline to End of Treatment

Measure Description = The CGI-S rating scale is used to rate the severity of a subject's illness on a 7-point scale ranging from 1 (notill) to 7
(extremely severe illness). The change in CGI-S was assessed from baseline to end of treatment (week 13 or or last
post-baseline assessment)

Time Frame from baseline to13 weeks

Safety Issue No
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Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

The ITT analysis set (includes all randomized subjects) was considered the primary efficacy analysis set.

Reporting Groups
Description
Placebo 2 tablets placebo once daily for 13 weeks
54 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks

Measured Values

Placeb 54 mg PR OROS 72 mg PR OROS
acebo MPH MPH
Nur:nber of .P-artlmpants Analyzed 97 90 92
[units: participants]
Change in Clinical Global Impression-Severity (CGI-S) From Baseline to End of 0.0
Treatment (6.to 1) -1.0 -1.0
[units: units on a scale] (4to1) (4to1)

Median (Full Range)

Statistical Analysis 1 for Change in Clinical Global Impression-Severity (CGI-S) From Baseline to End of Treatment

Groups [11 | Placebo vs. 54 mg PR OROS MPH
Method [21  ANCOVA

P Value [31  0.216

[1] Additional details about the analysis, such as null hypothesis and power calculation:
Statistical analysis of change from baseline at endpoint.
[2] Other relevant method information, such as adjustments or degrees of freedom:

The ANCOVA model was performed on ranked data. Treatment, gender & country were used as factors and baseline value & age
were used as covariates.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

Comparison with placebo was performed without multiplicity adjustment.
Statistical Analysis 2 for Change in Clinical Global Impression-Severity (CGI-S) From Baseline to End of Treatment
Groups [11 | Placebo vs. 72 mg PR OROS MPH
Method [21 | ANCOVA
P Value 31 = <0.001
[1] Additional details about the analysis, such as null hypothesis and power calculation:
Statistical analysis of change from baseline at endpoint.

[2] Other relevant method information, such as adjustments or degrees of freedom:

The ANCOVA model has been performed on ranked data. Treatment, gender & country were used as factors and baseline value &
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age were used as covariates.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

Comparison with placebo was performed without multiplicity adjustment.

3. Secondary: Clinical Global Impression-Change (CGI-C) [ Time Frame: 13 weeks ]

Measure Type Secondary
Measure Title Clinical Global Impression-Change (CGI-C)

Measure Description = The CGI-C rating scale is used to rate the change in severity of the subject's illness compared to baseline on a 7-point
scale ranging from 1 (very much improved) to 7 (very much worse).

Time Frame 13 weeks

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

The ITT analysis set (includes all randomized subjects) was considered the primary efficacy analysis set.It excludes patients for which either
a baseline or end of treatment value was missing.
Reporting Groups
Description
Placebo 2 tablets placebo once daily for 13 weeks
54 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks

Measured Values

Placebo 54 mg PR OROS MPH 72 mg PR OROS MPH

Number of Participants Analyzed

. . 93 84 92
[units: participants]
Clinical Global Impression-Change (CGI-C) 3.0 25 20
[units: units on a scale] “ t.o 6) “ t‘o 5) “ t.o 6)

Median (Full Range)

Statistical Analysis 1 for Clinical Global Impression-Change (CGI-C)
Groups ['1 | Placebo vs. 54 mg PR OROS MPH
Method [21 | ANCOVA
P Value [31 = 0.052
[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.

[2] Other relevant method information, such as adjustments or degrees of freedom:

The ANCOVA model has been performed on ranked data. Treatment, gender and country were used as factors and age was used
as a covariate.
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[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

Comparison with placebo was performed without multiplicity adjustment.

Statistical Analysis 2 for Clinical Global Impression-Change (CGI-C)
Groups [11 | Placebo vs. 72 mg PR OROS MPH
Method [2  ANCOVA

P Value [31 = 0.002

[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.
[2] Other relevant method information, such as adjustments or degrees of freedom:

The ANCOVA model has been performed on ranked data. Treatment, gender and country were used as factors and age was used
as a covariate.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

Comparison with placebo was performed without multiplicity adjustment.

4. Secondary: Change in Conners Adult ADHD Rating Scale Self Report Short Version (CAARS-S:S) Total Score [ Time Frame: from baseline

to 13 weeks ]
Measure Type Secondary
Measure Title Change in Conners Adult ADHD Rating Scale Self Report Short Version (CAARS-S:S) Total Score

Measure Description = The CAARS-S:S is a 26-item self-report scale that measures symptoms based on the DSM-1V criteria for ADHD.
Respondents were asked to rate items pertaining to their behavior/problems using the following 4-point scale (from 0 =
Not at all, never; to 3 = Very much, very frequently). The CAARS-S:S total score range is from 0 (best) to 78 (worse).
The change in CAARS-S:S was assessed from baseline to end of treatment (week 13 or or last post-baseline

assessment)
Time Frame from baseline to 13 weeks
Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

The ITT analysis set (includes all randomized subjects) was considered the primary efficacy analysis set. It excludes patients for which a
baseline value was missing.
Reporting Groups
Description
Placebo 2 tablets placebo once daily for 13 weeks
54 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH  Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks

Measured Values

Placebo 54 mg PR OROS 72 mg PR OROS
MPH MPH
Number of Participants Analyzed 94 85 90
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[units: participants]

Change in Conners Adult ADHD Rating Scale Self Report Short Version (CAARS-

S:S) Total Score -8.5
[units: units on a scale] (11.64)
Mean (Standard Deviation)

12,8 (13.42) 112.6 (13.84)

Statistical Analysis 1 for Change in Conners Adult ADHD Rating Scale Self Report Short Version (CAARS-S:S) Total Score

Groups [1] Placebo vs. 54 mg PR OROS MPH
Method [2] ANCOVA
P Value B3 0.023

Difference in Least-Squares Means [4 = -4.2

Standard Error of the mean (1.86)

[1] Additional details about the analysis, such as null hypothesis and power calculation:
Statistical analysis of change from baseline at endpoint.
[2] Other relevant method information, such as adjustments or degrees of freedom:
Treatment, gender and country were used as factors and baseline value and age were used as covariates.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

Comparison with placebo was performed without multiplicity adjustment.
[4] Other relevant estimation information:

No text entered.

Statistical Analysis 2 for Change in Conners Adult ADHD Rating Scale Self Report Short Version (CAARS-S:S) Total Score

Groups [1] Placebo vs. 72 mg PR OROS MPH
Method [ ANCOVA
P Value I3 0.016

Difference in Least-Squares Means [4 = -4.4

Standard Error of the mean (1.83)

[1] Additional details about the analysis, such as null hypothesis and power calculation:
Statistical analysis of change from baseline at endpoint.
[2] Other relevant method information, such as adjustments or degrees of freedom:
Treatment, gender and country were used as factors and baseline value and age were used as covariates.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

Comparison with placebo was performed without multiplicity adjustment.
[4] Other relevant estimation information:

No text entered.

B Serious Adverse Events
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=| Hide Serious Adverse Events

Time Frame No text entered.

Additional Description | All safety parameters were analyzed using the safety analysis set (ie all subjects who were randomized and received
at least 1 dose of study medication). One subject (54mg) in the ITT analysis set was randomized but not treated.
Therefore, this subject was not included in the safety analysis set.
Reporting Groups
Description
Placebo 2 tablets placebo once daily for 13 weeks

54 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks

Serious Adverse Events

Placebo 54 mg PR OROS MPH 72 mg PR OROS MPH
Total, serious adverse events
# participants affected / at risk 2/97 (2.06%) 3/89 (3.37%) 2/92 (2.17%)
Gastrointestinal disorders
Abdominal Pain "
# participants affected / at risk 0/97 (0.00%) 1/89 (1.12%) 0/92 (0.00%)
Nausea "'
# participants affected / at risk 0/97 (0.00%) 1/89 (1.12%) 0/92 (0.00%)
Infections and infestations
Cholecystitis Infective "
# participants affected / at risk 1/97 (1.03%) 0/89 (0.00%) 0/92 (0.00%)
Injury, poisoning and procedural complications
Concussion "1
# participants affected / at risk 0/97 (0.00%) 0/89 (0.00%) 1/92 (1.09%)
Joint Injury 1
# participants affected / at risk 1/97 (1.03%) 0/89 (0.00%) 0/92 (0.00%)
Musculoskeletal and connective tissue disorders
Intervertebral Disc Protrusion * 1
# participants affected / at risk 0/97 (0.00%) 0/89 (0.00%) 1/92 (1.09%)
Psychiatric disorders
Suicidal Ideation "'
# participants affected / at risk 0/97 (0.00%) 1/89 (1.12%) 0/92 (0.00%)
Suicide Attempt 1
# participants affected / at risk 0/97 (0.00%) 1/89 (1.12%) 0/92 (0.00%)
Reproductive system and breast disorders
Ovarian Cyst Ruptured * 1
# participants affected / at risk 0/97 (0.00%) 1/89 (1.12%) 0/92 (0.00%)

* Events were collected by non-systematic assessment
1 Term from vocabulary, MedDRA 11.0

https://clinicaltrials.gov/ct2/show/results/NCT00714688?term=42603AT T 3013&rank=1&sect=X4301256#othr 912


https://clinicaltrials.gov/ct2/show/results/NCT00714688?term=42603ATT3013&rank=1&sect=X401256#evnt
https://clinicaltrials.gov/ct2/help/adverse_events_desc

7/18/2016 A Study to Evaluate Effectiveness and Safety of Prolonged Release OROS Methylphenidate in Adults With Attention Deficit Hyperactivity Disorder - Study...

B Other Adverse Events
=| Hide Other Adverse Events

Time Frame No text entered.

Additional Description | All safety parameters were analyzed using the safety analysis set (ie all subjects who were randomized and received
at least 1 dose of study medication). One subject (54mg) in the ITT analysis set was randomized but not treated.

Therefore, this subject was not included in the safety analysis set.

Frequency Threshold

Threshold above which other adverse events are reported 5%

Reporting Groups
Description

Placebo 2 tablets placebo once daily for 13 weeks

54 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 18 + 36 mg once daily for 13 weeks

72 mg PR OROS MPH = Prolonged-release (PR) OROS methylphenidate 2 tablets 36 mg once daily for 13 weeks

Other Adverse Events

Placebo 54 mg PR OROS MPH
Total, other (not including serious) adverse events
# participants affected / at risk 56/97 (57.73%) 72/89 (80.90%)
Cardiac disorders
Tachycardia 1
# participants affected / at risk 0/97 (0.00%) 6/89 (6.74%)
Palpitations 1
# participants affected / at risk 0/97 (0.00%) 7189 (7.87%)
Gastrointestinal disorders
Dry Mouth 1
# participants affected / at risk 3/97 (3.09%) 12/89 (13.48%)
Nausea "'
# participants affected / at risk 8/97 (8.25%) 15/89 (16.85%)
General disorders
Fatigue "
# participants affected / at risk 4/97 (4.12%) 3/89 (3.37%)
Irritability * 1
# participants affected / at risk 6/97 (6.19%) 5/89 (5.62%)
Infections and infestations
Nasopharyngitis 1
# participants affected / at risk 14/97 (14.43%) 13/89 (14.61%)
Investigations
Weight Decreased 1
# participants affected / at risk 4/97 (4.12%) 9/89 (10.11%)
Heart Rate Increased " !
# participants affected / at risk 0/97 (0.00%) 4/89 (4.49%)

Metabolism and nutrition disorders

https://clinicaltrials.gov/ct2/show/results/N CT00714688?term=42603AT T3013&rank=1&sect=X4301256#othr

72 mg PR OROS MPH

79/92 (85.87%)

10/92 (10.87%)

7/92 (7.61%)

20/92 (21.74%)

16/92 (17.39%)

9/92 (9.78%)

2/92 (2.17%)

11/92 (11.96%)

17/92 (18.48%)

6/92 (6.52%)
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Decreased Appetite 1

# participants affected / at risk

L
Anorexia " !

# participants affected / at risk

Musculoskeletal and connective tissue disorders

Back Pain * '

# participants affected / at risk

Nervous system disorders

Headache "
# participants affected / at risk

- - *
Dizziness "1

# participants affected / at risk

B
Tremor "1

# participants affected / at risk
Psychiatric disorders

R |
Insomnia

# participants affected / at risk

g - *
Initial Insomnia *?

# participants affected / at risk

Agitation 1

# participants affected / at risk

Anxiety 1

# participants affected / at risk

Depressed Mood 1
# participants affected / at risk

»
Restlessness "'

# participants affected / at risk

Skin and subcutaneous tissue disorders

Hyperhidrosis * !

# participants affected / at risk

5/97 (5.15%)

4/97 (4.12%)

6/97 (6.19%)

25/97 (25.77%)

6/97 (6.19%)

1/97 (1.03%)

11/97 (11.34%)

2/97 (2.06%)

1/97 (1.03%)

4/97 (4.12%)

5/97 (5.15%)

0/97 (0.00%)

2/97 (2.06%)

* Events were collected by non-systematic assessment

1 Term from vocabulary, MedDRA 11.0

B> Limitations and Caveats

=| Hide Limitations and Caveats

17/89 (19.10%)

6/89 (6.74%)

2/89 (2.25%)

25/89 (28.09%)

5/89 (5.62%)

5/89 (5.62%)

13/89 (14.61%)

7189 (7.87%)

2/89 (2.25%)

8/89 (8.99%)

4/89 (4.49%)

8/89 (8.99%)

3/89 (3.37%)

26/92 (28.26%)

12/92 (13.04%)

4/92 (4.35%)

27/92 (29.35%)

11/92 (11.96%)

4/92 (4.35%)

15/92 (16.30%)

9/92 (9.78%)

8/92 (8.70%)

8/92 (8.70%)

6/92 (6.52%)

3192 (3.26%)

10/92 (10.87%)

Limitations of the study, such as early termination leading to small numbers of participants analyzed and technical problems with measurement

leading to unreliable or uninterpretable data

Study was not designed to statistically compare the 54 mg with the 72 mg dose. Study medication was not titrated to the assigned dose as in

clinical practice. This could have differentially affected treatment emergence of AEs and patient retention.

B> More Information

=| Hide More Information

Certain Agreements:
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Principal Investigators are NOT employed by the organization sponsoring the study.

There IS an agreement between Principal Investigators and the Sponsor (or its agents) that restricts the PI's rights to discuss or publish trial
results after the trial is completed.

The agreement is:

The only disclosure restriction on the Pl is that the sponsor can review results communications prior to public release and can
embargo communications regarding trial results for a period that is less than or equal to 60 days. The sponsor cannot require
changes to the communication and cannot extend the embargo.

The only disclosure restriction on the Pl is that the sponsor can review results communications prior to public release and can
E embargo communications regarding trial results for a period that is more than 60 days but less than or equal to 180 days. The
sponsor cannot require changes to the communication and cannot extend the embargo.

|:| Other disclosure agreement that restricts the right of the Pl to discuss or publish trial results after the trial is completed.

Results Point of Contact:

Name/Title: EMEA Medical Affairs Director
Organization: Janssen-Cilag Germany
phone: +49 2137 955258

Responsible Party: Janssen-Cilag International NV
ClinicalTrials.gov Identifier: NCT00714688 History of Changes
Other Study ID Numbers:  CR014566

42603ATT3013
Study First Received: July 10, 2008
Results First Received: April 2, 2010
Last Updated: April 24, 2014
Health Authority: Belgium: Ministry of Social Affairs, Public Health and the Environment
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Disclaimer

Information in this posting shall not be considered to be a claim for any marketed Product. Some
information in this posting may differ from the approved labeling for the Product. Please refer to
the full prescribing information for indications and proper use of the product.
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