Johnson&dJohnson
Innovative Medicine

Data Sharing Request Due Diligence Assessment

General Information

YODA Project (Protocol) ID:

2025-0292

Date Proposal Received by
YODA Project:

7-AUG-2025

Product Name(s):

Bosentan (TRACLEER®)
Levofloxacin (Levaquin)
Mebendazole (VERMOX)
Topimirate (TOPAMAX?®)

Condition(s) Studied:

Pulmonary Arterial Hypertension, Pneumonia, Helminth Infections

NCT Numbers(s), Protocol
Number(s) and Title(s):

1. NCT01338415 - AC-052-374
A Prospective, Multicenter, Open-label Extension of FUTURE 3 to
Assess the Safety, Tolerability and Efficacy of the Pediatric
Formulation of Bosentan Two Versus Three Times a Day in Children
With Pulmonary Arterial Hypertension

2. NCT00034736 - CR002392/LOFBIV-PCAP-003
A Multicenter, Randomized, Open-Label, Comparative Study to
Compare the Efficacy and Safety of Levofloxacin and Standard of
Care Therapy in the Treatment of Children With Community-
Acquired Pneumonia in the Hospitalized or Outpatient Setting

3. NCT02034162 - MEBENDAZOLGAI3003
A Double-Blind, Randomized, Multi-Center, Parallel-Group, Placebo-
Controlled Study to Evaluate the Efficacy and Safety of a Single Dose
of a 500-mg Chewable Tablet of Mebendazole in the Treatment of
Soil-Transmitted Helminth Infections (Ascaris Lumbricoides and
Trichuris Trichiura) in Pediatric Subjects

4, NCT00113815 - TOPMATPEP3001 - A Randomized, Double
Blind, Placebo-Controlled, Fixed Dose-Ranging Study to Assess the
Safety, Tolerability, and Efficacy of Topiramate Oral Liquid
and Sprinkle Formulations as an Adjunct to Concurrent
Anticonvulsant Therapy for Infants (1-24 Months of Age) With
Refractory Partial-Onset Seizures

5. NCT01223352 — AC-052-373
An Open-label, Prospective Multicenter Study to Assess the
Pharmacokinetics, Tolerability, Safety and Efficacy of the Pediatric
Formulation of Bosentan Two Versus Three Times a Day in Children
With Pulmonary Arterial Hypertension

Proposal Review

Question 1:

The clinical trial data from the study/studies listed above were previously
identified and approved as being available for a data sharing request. Is
there any reason why the study/studies listed should no longer be shared?

No

Comments if ‘Yes': |
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Is a similar analysis underway, or completed and pending disclosure by J&J?

Question 2: No
On review of the proposal, is there any data that has been requested that

may be missing from the clinical database?

Comments if ‘Yes': |

Question 3: No

Comments if ‘Yes': |
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