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TO: Lori Love, M.D., Ph.D
FROM: Constance J. Hardy Q_SJA___
DATE: 6/8/99

SUBJECT: ARMS 13503

On May 10, 1999 I spoke to _ RPh concerning whether she had been able to
contact the patient reported in AERS 13503. At that time she told me that she had sent a
certified letter to the address of the patient and subsequent to that the fiancee of the patient had
called back stating that nothing had happened to the patient and that he refused to sign any
forms. Ms. faxed me a copy of the original letter that had been sent to the patient.

Ms. later tried to call the mother of the patient, she being the one who had previously
reported the event. Ms. informed me today that the mother also refused to be involved
with getting any further information. Consequently, I am closing this case out.
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Subject: FDA review

o I

The Food & Drug Administration contacted the hospital pharmacy on 4/12/99. Our pharmacy, in
compliance with state and federal regulations, reports adverse drug reactions. Your case is of
interest to them because of the adverse effects (heart rate, blood pressure, & heart rhythin
changes) noted from the herbal supplement you took 1o help you stay awake. Herbal products are
regulated by the Dietary Supplement Health & Education Act. Herbal products do not require
premarketing studies of safety and efficacy like medication, The burden of proof to demonstrate
adverse rcactions lic with the Food & Drug Administration rather than the manufacturer.

The purposc of this letter is to ask for a medical release of your case. At this point, you arc not
identificd. The FDA is very confidential. A case investigator would review your file and
potentially visit with you. Other qucstions are:

1.) How long did you take the product?

2.) How much of the product did you take?

3.) What was the name of the product that you took?

4.) Are there any samples left? (If so they will probably want to analyze them)

People have dicd from taking products like this. Herbal substance need to be regulated and
standardized. I would like to encourage you t0 release your medical file to prevent future
problems other individuals might experience. Enclosed is a consent for releasc form. Pleasc sign
it and return it in the enclosed envelop. I look forward to hearing from you in the near future.
Thank you for your consideration in this matter.

Sincerely,
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