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Report experiences with: How to report:
* medications (drugs or biologics) * just fill in the sections that apply to your report
* medical devices (including in-vitro diagnostics) * use section C for all products except
* special nutritional products (dietary medical devices
supplements, medical foods, infant formulas) * attach additional blank pages if needed
» other products regulated by FDA * use a separate form for each patient
Report SERIOUS adverse events. An event * Eﬁfggtﬁ')ther to FDA or the manufacturer
is serious when the patient outcome is:
* death Important numbers:
* life-threatening (real risk ot dying) * 1-800-FDA-0178 to FAX report
* hospitalization (initial or prolonged) * 1-800-FDA-7737 to report by modem
¢ disability (significant, persistent or permanent) * 1-800-FDA-1088 for more information or to
* congenital anomaly report quality problems
* required intervention to prevent permanent * 1-800-822-7967 for a VAERS form
impairment or damage for vaccines
Report even if: If your report involves a serious adverse
. , in the product caused the event with a device and it occurred in a facility out-
you're not certain the p side a doctor's office, that facility may be legally required
event to report to FDA and/or the manufacturer. Please notify
* you don’t have all the details the person in that facility who would handle such reporting.
Report product problems - quality, performance . -
or gafet p P . q y. P Confidentiality: The patient's identity is held in strict
y concerns such as: ,
L confidence by FDA and protected to the fullest extent of
* suspected contamination the law. The reporter’s identity may be shared with the
* questionable stability manufacturer unless requested otherwise. However,
+ defective components FDA will not disclose thg reporter’s identity in response to
. . a request from the public, pursuant to the Freedom of
* poor packaging or labeling Information Act.

The public reporting burden for this collection of information Reports Clearance Officer, PHS and to: Please do NOT
has been estimated to average 30 minutes per response, Hubert H. Humphrey Building, Office of Management and return this form
including the time for reviewing instructions, searching exist- Room 721-B Budget . . to either of these
ing data sources, gathering and maintaining the data needed, 200 Independence Avenue, S.W. Paperwork Reduction Project addresses

and completing and reviewing the coliection of information. Washington, DC 20201 (0910-0230) es.

Send your comments regarding this burden estimate or any ATTN: PRA Washington, DC 20503

other aspect of this collection of information, including sug-
gestions for reducing this burden to:
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TO: Lori Love, M.D., Ph.D
FROM: Constance J. Hardy C\a]ﬁ
DATE: 6/9/99

SUBJECT: ARMS 13344—additional consultation with the patient

On June 9, 1999 I spoke to the patient reported in ARMS 13344, to
clarify his usage of the product Hydroxycut. tated he had been taking the product for about
6 months and usually took 4 capsules in the morning and then 4 in the afternoon. He verified
that he had a cold just prior to the event and that he had been taking Theraflu but had stopped
taking it on Friday , 1/15/99. He could not remember whether he had taken Advil as noted in the
medical record, but he stated that if he ha&i, the intake of the Advil was not on a consistent basis.
He stated he remembered this distinctly because he only used the product while at work. He
stated he “was not thinking properly” during the weekend of the skiing trip/event (1/16/99-
1/17/99) but he did not feel that it could be described as a headache.
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