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A Report of Participation in an International Multi-institutional Clinical Trial
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Multi-institutional research studies are important for developing treatments for rare diseases. We partici-
pated in clinical trial of coenzyme Q10 and lisinopril in muscular dystrophies, an international trial conducted by
Cooperative International Neuromuscular Research Group (CINRG). Many professionals such as medical doctors,
researchers, statisticians, physical therapists, data managers, and genetic counselors work at the CINRG opera-
tions center. One of the features of this multi-institutional trial is that teams from each participating institution
have a certified physical therapist as the clinical evaluator, which allows outcomes to be standardized. All certi-
fied evaluators are required to maintain their certification by undergoing regular training under the guidance of
a master therapist. To achieve equivalent outcomes, the CINRG demands the use of the same standard equip-
ment for measurements across teams. We faced several problems before joining and during the study because of
the system differences between Japan and US Here, we would like to report and discuss our experience of par-
ticipating in an international clinical trial and our expectations.

Key Words: Cooperative International Neuromuscular Research Group (CINRG), clinical research, good clinical
practice (GCP)
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Fig. 2 Coordination Between CINRG and Collaborative Sites
Each collaborative site accepts grants and drugs through the CINRG coordinating center.
The CINRG coordinating center controls distribution of drugs and grants, and conducts
the studies with the team of sites, each of which consist of a Principal investigator, investi-
gator, physical therapist, and clinical research coordinator.
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Fig. 3 The 25 CINRG sites across the world
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