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B. Adverse event or product problem

1. /] Adverseevent andlor

] Product problem (e.g., defects/malfunctions)

2. Outcomes attributed to adverse event

(check all that apply)

(] death

{mmiddiyyyy)
D life-threatening

[] disabitity
[] congenital anomaly

|:| required intervention to prevent
permanent impaimment/damage

D hospitalization — initial or prolonged @ other:

3. Date of 4. Data o
event 10/01/98

{rm/ddlyyyy;

thlsreporl 12/28/98

5. Describe event or problem (up to a total of 6400 characters allowed)
Dizziness, nervousness, increased heart

rate

I have no known illness, heart or blood
pressure problems. The product label
states that it contains 8% Mahuang

extract (ephedra sinica)

Changes International, Ft. Walton Beach,

FL

6. Relevant testsflaboratory data, including dates (a total of 1000 characters allowed)

RECTD
JEY 96 1699
MEDWATCH CTU

7. Other relevant history, including preexisting medical conditions

{up 1o a total of 500 characters allowed)

Mail to: MEDWATCH

£\ For VOLUNTARY reporting #% Form Approved: OME 3% OhiB sirement on revers
A | by health professionals of adverse = FT:A "':":""
I { events and product problems socience s 95199
THE FDA MEDICAL PRODUCTS REPORTING PROGRAM CFSAN CFSA,\) l ; s 2 j a
A. Patient information C. Suspect medication(s)
1. Patient identifier | 2. A'ge at ttlme 3. Sex 1. r’lra}?\e (Prgdufc:: Name) (Labeled Strength) n (Mfr/Labeler)
Of svent: ermo-L1 Changes
or 43 Years female # Integnational
Date
In confidence of birth: _ #2 / /

2. Dose/Frequency/Route used 3. Thempy dates (if unknown, give duration)
oral 2capsul To {of best estimate)
H esdail " Lessthar tne Loeelc
#2 / / #2 -
4. Diagnosis Tor use (separate indications with commas) 5. Event abated after use
#1 herbal energizer & super fat stopped or dose reduced
burner #1 .yes D no Ddoe n't
#2
n't
5. Lot # (f known) 7 Exp. date (i known) | *2 Clyes o [Ige2y
#14709L #111/99 8. Event reappeared after
reintroduction
2 2 #1 E] D E] doesn't
— yes no
9. NDC # (or product problems,oniy) \ SBew
- - - doesn't
7 vz Lyes Cro L1g88%

a total of 1000 characters)

10. Concomitant medical productsﬂ\therapy dates (u_p”\‘ 3

: ag

2. Type of device

3. Manufacturer name & addr. 4. Operator of device
D health professional

D lay user/patient

D other:

5. Expiration date
6. (mm/ddyyyy)
model #
catalog # 7. If impli?};ed, give date
serial #

8. W explanted, give date
ot # {mmiddlyyyy)
other #
9. Device available for evaluation? (Do not send device to FDA)

D yes D no D retumed o manufacturer on
{mm/ddiyyyy}

10. Concomitant medical products and therapy dates (up to a total of 1000 characters)

000604

E. Reporter (see confidentiality section on back)

orooe I

Address E-mail {for electronic acknowledgement)

2. Health professional? 3. Occupation
D yes D no | Other Haalth Professional

4, Also reported to
D manufacturer

FDA Form 3500

oA,

5600 Fishers Lane 1-800-FDA-0178

9 sglTiockville, MO 20852-9787

on of a report does not constitute an admission that medical pe

5. Hf you do not want your identity disclosed to
the manufacturer, place an “X” in this box. E

[___l user facility
[ distributor

rsonnel or the product caused or contributed to the event.




