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Subject:  Medical devices: national component authorities’ role and Helsinki procedure

The company Hemarina is behind a major innovation for health professionals and patients,
owing to their work on the marine worm Arenicola marina.

Most of the technologies based on this same innovation are considered as medical devices.
Nonetheless, the French National Agency for the Safety of Medicines and Health Products —
which had submitted these technologies for review under the Helsinki procedure — has
unfortunately gone ahead and classified one such technology as a medicine without waiting
for the outcome of that review.

1. Do national decisions have any standing once a national competent authority has
initiated the Helsinki procedure? If so, do they have suspensive effect?

2. Are Helsinki procedure decisions legally binding?

3. Why do other notified bodies (outside France) consider this technology as a medical
device, while the French national authority classifies it as a medicine?
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