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ADVICE ASOUT VOLUNTARY REPORTING .

Report experiences with:
* medications (drugs or biologics)
« medical devices (including in-vitro diagnostics)

» special nutritional products (dietary
supplements, medical foods, infant formulas)

» other products regulated by FDA

Report SERIOUS adverse events. An event
is serious when the patient outcome is:

e death

» life-threatening (real risk of dying)

» hospitalization (initial or prolonged)

« disability (significant, persistent or permanent)
= congenital anomaly

» required intervention to prevent permanent
impairment or damage

Report even if:

« you're not certain the product caused the
event

» you don’t have all the details

Report product problems — quality, performance
or safety concerns such as:

« suspected contamination
* questionable stability

« defective components

* poor packaging or labeling

How to report:
* just fill in the sections that apply to your report
* use section C for all products except
medical devices
« attach additional blank pages if needed
» use a separate form for each patient

» report either to FDA or the manufacturer
{or both)

Important numbers:
« 1-800-FDA-0178 to FAX report
» 1-800-FDA-7737 to report by modem

» 1-800-FDA-1088 for more information or to
report quality problems

¢ 1-800-822-7967 for a VAERS form
- for vaccines

If your report involves a serious adverse
event with a device and it occurred in a facility out-
side a doctor’s office, that facility may be legally required
to report to FDA and/or the manufacturer. Please notify
the person in that facifity who would handle such reporting.

Confidentiality: The patient’s identity is held in strict
confidence by FDA and protected to the fullest extent of
the law. The reporter’s identity may be shared with the
manufacturer unless requested otherwise. However,
FDA will not disclose the reporter’s identity in response to
a request from the public, pursuant to the Freedom of
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

and completing and reviewing the collection of information.
Send your comments regarding this burden estimate or any
other aspect of this collection of information, including sug-
gestions for reducing this burden to:

ATTN: PRA
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DOCUMENTATION ON HEMORRHAGING INCIDENT

I bought my first bottle of AMP II PRO DROPS and LIQUA THIN in September
1997. These products are made my E’OLA, located in St George, Utah. I believe
the product AMP II PRO DROPS is responsible for the hemorrhaging incident I
had on November 23, 1997. The ingredients on the bottle are: Water, Ma Huang
(Ephedra standardized to Ephedrine), DMAE, White Willow Extract, Guarana
Extract, Licorice Root, Atractylodes Extract, Propylene Glycol, Benzoic Acid,
B12.

I bought the product from a friend who was using them and had lost 10 Ibs. I just
wanted to lose 5 Ibs. She was buying them from a multi-level distributor. There
was no literature given to me on this product other than what was on the bottle. 1
used this product as directed for only 2 % months. I was also drinking coffee while
taking this product; a deadly combination by the reports I have been reading. 1
didn’t have that information when I was taking the product.

I was home alone the afternoon of November 23, 1997. I was in the bathroom
washing my face. When I blew my nose, it started to bleed. I have never had a
bloody nose before. I thought this was very odd. Several seconds later it started to
hemorrhage out of my nose and mouth. I called 911. The paramedics came in and
tried to stop the bleeding. At first they just thought it was a bloody nose. My
blood pressure was normal. It became very apparent several minutes later that the
bleeding wasn’t decreasing. They walked me out to the ambulance, and took me to
the E.R.

The doctor on call ended up packing my nose, which was excruciatingly painful.
Two hours later he sent me home. When I got home, I lay down to rest. I woke up
with blood running out of my nose and mouth. AgainI called 911. This time they
had to carry me out to the ambulance. I was taken to the E.R. again, and a
specialist was called in. My nose was packed again. He told me it looked pretty
bad and that I would probably need surgery. He admitted me at that time. Around
2:00 a.m. that morning I woke up to find I was hemorrhaging again. The specialist
was paged and performed surgery immediately. The specialist (Dr. ) was
confused and baffled by my hemoglé%gglg. He could find nothing wrong
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medically with me that would cause such a massive hemorrhaging. He believes it
could be contributed to the use of E’OLA s product.
After surgery, I was kept at the hospital for 3 days. The first two days I could not
eat or drink anything. It was just too painful. They had to put liquids in me
intravenously so that I would not dehydrate.

An appointment was made with the specialist to see him in one week to take the
bandages off. After the first appointment, we had to reschedule a second
appointment because the bleeding had not stopped. At the second appointment, the
bandages still could not come off because the bleeding still had not stopped.

My husband and I were in the processing of relocating to
while all this was happening. I was not allowed to fly, so I had to drive to

with the bandages still on. I did not have insurance at the
time, so I had to wait until January 1% to locate a specialist to assess my condition
because I was still bleeding and spitting up blood in the mornings.

The bleeding finally stopped for a while in F ebruary. However, I am again
experiencing the bleeding and spitting up of blood in the morning.

I am in excellent health, and was before the hemorrhaging. My medical records
will indicate this. I believe the E’OLA formula of AMP IT PRO DROPS’ formula
is dangerous. I kept the rest of the unused bottle so that it can be analyzed if
necessary.

I am currently having nightmares regarding the hemorrhaging. I have made an
appointment to seek counseling for this trauma.
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