Amendment No. AM 136 1475

Sub. H. B. No. 324
| 136_1373-3

moved to amend as follows:

In line 37, delete "both" and insert "all"

In line 39, after "(a)" insert "The director shall not determine a

dangerous drug that meets both of the following conditions as a drug that

causes one or more severe adverse effects in greater than five per cent of

the drug's user: the drug has been approved for use by the U.S. food and

drug administration and is subject to a risk evaluation and mitigation

strategy that the U.S. food and drug administration requires.

( )"

In line 42, delete " (b)" and insert " (c)"

The motion was agreed to.
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SYNOPSIS

Exemption from severe adverse effects determination -

Drugs approved by the FDA and subject to FDA-required risk
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evaluation and mitigation strategies

R.C. 3715.39

Exempts the following drugs from the Director of Health's

severe adverse effects determination - drugs approved by the

federal Food and Drug Administration

(FDA)

and subject to FDA-

required risk evaluation and mitigation strategies.
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