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6. Seminar Outline and Significance:
In this seminar, two main topics were discussed. One was innovative clinical trial methodology, the other
was about exception from informed content or emergency consenting procedures.
The first day was dedicated to discussions on the topic of clinical trial methodology. Several biostatisticians
and trialists from the US and Japan discussed innovative clinical trial methodology including pragmatic
trial designs, platform trials, adaptive designs, and patient-centered outcomes. These presentations were
followed by in-depth discussion by all participants regarding feasibility and the obstacles in applying trial
innovations to the clinical settings by clinical trial research teams. The participants identified ongoing or
proposed trials that have potential for collaboration.
The second day was dedicated to discussions on the topic of exception of informed conte
nt or emergency consenting procedures. The US Researchers presented the EFIC (Exceptio
n from informed consent) approach and its advantages and weaknesses as well as current
state of emergency consent in other countries. Following the discussion regarding risks and
benefits of exception from informed consent, Japanese researchers discussed informed con
sent in the clinical settings of acute stroke trials and the results of an international survey
on the regulatory status of informed consent exemption and their plans going forward.

7. Seminar Results and Future Implications:

The meeting was very productive. The first day focused on innovations in trial design and
patient-centered and innovative stroke outcomes. Next, novel approaches in trial design and trial
outcomes were presented by US and Japanese investigators. Participants recommended a paper
summarizing new outcomes approaches such as DOOR, Win-Ratio and utility-rated approaches. Next, a
host of various ongoing and recently completed trials were presented. Several proposed trials were
identified where collaboration may be possible as these trials are funded in the U.S.

The second day focused on emergency consent. Japanese investigators reported their survey work in
Japan regarding patient and investigator attitudes toward consent in emergency settings. They also
summarized the history of work underlying Japan’s efforts. A Japanese stroke survivor also participated,



commenting on the clinical trials from the patients’ perspective. US investigators presented the history
of emergency consent from the 1990s forward and how this differs in various countries. The subsequent
discussion was productive with planned ongoing collaborations between US StrokeNet investigators and
Japanese investigators as they pursue establishment of emergency consent in Japan for ongoing and
future stroke trials.

In summary, this highly productive meeting continued the ongoing collaboration between US an
d Japanese stroke investigators first begun in 2010 and which has resulted in multiple acute str
oke trials with enrollment in both countries. We expect future collaborations in planned stroke t
rials moving forward.

8. Other (implementation issues, feedback, etc.)

A stroke survivor attended the seminar for the first time and joined the discussion. Interpreters had
to be arranged for him, and we are grateful that we were allowed to pay for this. Although
Patient-Public Involvement (PPI) is encouraged in the clinical research, the language hurdle is
high for patients to attend international meetings. We believe that having the cost of interpreters
recognized by such research funds will further promote PPI.



