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Justification and Authorization
Problems - and Limitations

HERCA Multistakeholder Workshop Philipp R. Trueb

Paris, October 2016 Federal Office of Public Health
Radiation Protection
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Motivation

» Only justified practices are authorized.
» Only justified practices are performed.
» Only justified practices are paid.
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Authorization process

» Radiation protection experts
» In medical field
» In technical field

» Radiation protection in physical structures

» Equipment has CE medical marking

» Liability insurance

» Special requirement on the installing company

» New: list of justified medical practices performed
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List of justified medical practices

> In what detail? ->granulation
» Static & dynamic
» Responsibility of who?

» Holder of authorization

» Medical staff
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What to do with new practices?

» No clinical trials done yet
» No evidence possible

» No classical generic justification possible

—> Solution: output data collection, rapid REA...
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Control Structures?

» Insurance control if practices is justified?
» Through taxation and billing system

» Health authority controls justification?
» In inspections

» Control in Clinical Audits?

> ...

Problems are huge in all three cases.
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Je vous remercie de votre attention!
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