I am an Ohio attorney with a long-standing expertise on cannabis chemistry and the law. | am a 25-year
member of the International Cannabinoid Research Society. | helped found and was employed by the
only company that has developed approved pharmaceutical drugs from Cannabis. | was so employed
when both Sativex and Epidiolex were created and put through the 20 year process of drug approval.

My opposition centers around the issue of the Ohio Legislature being asked to substitute their
judgement for that of the Food and Drug Administration. We have a well-developed, nationally-uniform,
system for approving new chemical entities. This involves manufacturers doing the proper research and
toxicology studies necessary to assure the FDA and the general public that these products meet the
FDA's strict guidelines. This applies to both new drug entities as well as new foods not generally
recognized as safe.

The FDA has a statutory procedure for reviewing New Drug Applications with defined standards and
timelines. Only if a proposed manufacturer proves through evidence that their proposed new drug is
manufactured in a safe manner within strict quality standards can the manufacturer obtain FDA
permission to test these new entities, first on animals. The FDA then approves the initiation of the three
phases of clinical trials necessary for approval. The FDA can only approve a new drug entity if the new
chemical proves through these three phases of trials that it can be used in a safe and effective manner.

None of these basic consumer protections are taken when underground manufacturers skirt the legal
requirements of the FDA and instead hawk their bizzare and previously-unknown chemical entities on
the public through gas stations, the internet and through underground networks. None of the required
testing is being done; none of the safeguards that protect the public are in place.

The truth is that none of these chemicals are safe enough to obtain FDA approval. Indeed, Cannabinol
(CBD) was the subject of FDA review. Manufactures were invited to submit the results of their toxicity
testing and other research. The FDA, using their formal procedures, examined and rejected CBD as a
candidate for approval. The toxicology data were enough to prove that CBD was a powerful drug not fit
for use in consumer products.

CBD is the most innocuous of the natural and synthetic cannabinoids being discussed. It is a natural
product derived directly from certain varieties of cannabis. If even this relatively weak chemical is too
powerful for FDA approval, potential manufacturers are on notice that all these new synthetic chemicals
will not be approvable.

Thus, the underground manufacturers, often working with chemicals smuggled in from China, are
currently making bank on the illegal distribution of these chemicals. Through this illegal activity
these chemists have the money for the expensive lobbyists necessary to push industry friendly bills
through various state legislatures.

The Ohio Legislature has little scientific knowledge necessary to properly evaluate these drugs for their
quality, safety, or effectiveness. You have been provided no toxicology or clinical studies that would be
necessary for you to make such a decision.

The Legislature should not try to substitute their judgement for that of the FDA. The FDA has the tools
and expertise necessary for review of these chemicals. Before these manufacturers approach the
legislature for a work-around from the FDA's procedures, they need to do their homework first.



| believe SB326 is trying to correct a problem that really needs attention. | disagree with the method
proposed in the current bill and will offer alternatives.



