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MEDWATCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM
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ADVICE AsOUT VOLUNTARY REFORTING

-

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:

* 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

for a VAERS form
for vaccines

* 1-800-822-7967

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 facility 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
has been estimated to average 30 minutes per response,
including the time for reviewing instructions, searching exist-
ing data sources, gathering and maintaining the data needed,
and completing and reviewing the collection of information,
Send your comments regarding this burden estimate or any ATTN: PRA
other aspect of this collection of information, including sug-

gestions for reducing this burden to

Room 721-8
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EXHIBIT 910-D s INVESTIGATIONS OPERATIONS MANU

Adverse Event Questionnaire

Complaint Number: [?70 Oﬁ? lnvsﬁgatorzg// ﬂ'}/é £ ;/5

Consumer Information

0 / initial Report Source: DORA Consumer Injury
Date of Report: \ ) .

MM/DD/YY OTelephone DCorrespondence edWatch
DUSP OPQRS DPoison Control OCDC

M reeraaeeesresr)

Race: X{]-White 02-Black 0O3-Asian/Pacific Islander D4-Native American 05-Hispanic

D8-Other, 09-Unknown
Information on Adverse Event
Date of Adverse Event: ot / Zﬁ/ 76 Give the site of consumptionfingestion (e.g. home, restaurant
Previous Adverse Effects to Product Type: office): ;
DOYes ONo A/A OFFICE {ﬁrg \5)

The following information relates to the consumers’ use of the product.

cribe the adverse event (including symptoms and the tlme lapse from usm roduct to onset of symptoms
e s e s R e AT ) ymploms)
- HERE 7 ARCK a%%@@ﬁﬁ'{@@ﬁ%

How long did the symptoms last? 4/US//72L/2E£0 FOE 7 OFPY.S
Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it
taken, etc.). //27, ; - TROLET OF YBEIGE " YELOALIFE TAEEN AT 9:00AM;
2 TAAIE TS OF "06’/6/4,442. GEEEN //é@?&/.ég TALEN AT QCOAw F 2 TABLETS
TAkEN AT % 3000m, Ol (7698 - I BEISE TAAE T ¥ 2 GECEN TRALETS AT OO,
List all educatlo (s) Dietary Supplement(s), Food(s), and other product(s) used gt_t_hg_tm of the event:
[/ 2omy EAR, TABLETS SUORFED TAKEN AT [0 M 17 FEW 31P3 oF (rFEE

ent abate after Use of suspected product stopped or dose reduced’ KYes “ONo  QUnknown & {30
Did symptoms reoccur after reintroduction of suspected product: OYes ONo DOUnknown JMNot Applicable ‘
Did symptoms reoccur after using other products with the same ingredients: OYes DONo OUnknown ﬁ\loy

Aeplicable _ Conrimligp: 2/20mg en. SUOREED AT 2 2130 Prf.
Medical Information

Was a health care provider seen?: &Yes ONo

ilii iiiii iiii iiiiliiii iiii(! iiii ii iid teleihoie numbet: |
Occupation of Health Care Provid®: ¥MD DOOsteopath ONaturopath ONurse DPharmacist

OOther (specify)

What medical tests were performed and what were the results? FEE B ELCAL
Kelorens

What was the medical diagnosis?
What treatment(s) was given (e.g., drugs, other)?

Were there any preexisting condition(s)/treatment(s)? - @ﬂj TROESOPHAGE AL EEFLUX £16E
(If YES, list them including allergies, and chronic diseases). ¥Yes ONo - /22/72%6%/ £ @M
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LN_V__E’S__”_G.AUONS OPERATIONS MANUAL EXHIBIT 910.0

e

Product Category

S
dverse event attributed to:
edical Food (under medical supetvision) Oinfant Formula
ietary Supplement {a vitamin; an essential mineral; 8 protein; @ herb or simiar nutritonal substances including botanicals such
as ginseng and yotumbe; amino acids; extracts from animal glands, garic extract, fish ads, oll of evening pnmrose; fibers such as psylium
and guar gum, compounds not generally recognized as food or nutnents, such as bioflavonoids, enzymes, germanium, nucleic acids, para-
amino-benzoic ackd, and rutin; and mixtures of these ingredients )

pOther (traditional food)

|
[
]

Other Product Problems
2 DForeign Object

(specify):

3 0Other (specify):

Information on Suspected/Alleged Product

Gwve the product name and manufacturer as listed on the label (including the recommended dosage/serving size,
recommended duration of use, and indications for use as listed on the label}: aa S
HEEBALIFE IWTERNRTIONAL, [05 ANGELES, (R 1008074 VDI AT IOAS ‘=
#ygg/éé ONE 7?6¢é‘7' a)/ | 03 &REENS ﬂﬂagﬁs Zx/orY & 0 Cnm F3C0n

E7TZ i/ BE/ ZX/OpY COCCpM ¥ 30y
t produc mgredlents (if mgredlents are suspecteff be present but not ve}:mec(pst as suspected):

ﬁheck t)ere if ingredie ts e unknown AN BLAOOES M.,K //,’fﬂﬁ’ﬂ,{l}{

| VAL Af’7 CHE Wllon), FliTeERY HE A COATTAG
(L OR  LOF( ;E'E_:S?'W LEGCIBLE ’ ‘
B e 62 % AL TI0ON  BELLY. Do EAEA , PRLOSLE Y, WALHIA L0 EOrT /v e%
OENZILK, MAGNOLI A 8f?.€<’ FEANEL SE. O, ASTRACALLS (5#/ CH1 ) PFAFETR FRNICILA
If a particulaf ingredient is suspected of contributing to the “4dverse event, please mdncate e appropnate /
category below: FAC O HRCO,
DAspartame OColor Additive (please specify) @OL[)&;A/ foo
DOMonosodium Glutamate % Licoe e
OSuifite ]
XOther SpH £QRIAE ArkreondS (A Auvan's )
OUnknown

Is the product label available, if yes submit a quality copy along with this questionnaire: y{Yes ONo
OUnknown Product Sample Available: p’Yes ONo OUnknown

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records)

Death: OYes ﬂNo

Life- -Threatening: ﬁYes ONo

Hospitalization: S(Yes ONo (f YES, indicate it initial or prolonged) {Q[Z(Zﬁ {2 2/63/76
Required intervention to prevent permanent impairment/damage: bﬂYes ONo

Oid the adverse event result in a congenital anomaly. OYes M\lo

S
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FOOD AND DRUG ADMINISTRATION

FDA

Date: 08/07/98

From: Cheryl Fuhs, Investigator, DET-DO, .RP

Subject: Project #13009-Herbalife, DOEP Request for F/U

To: File

Contact was made with a consumer in response to an assignment from CFSAN, DOEP, dated
07/28/98, project number 13009. MED WATCH report #86162 was submitted by the
consumer on 06/15/98.

1 visited | NN o NN o- 08/04/98. She stated that she suffered a heart
attack on 01/28/98; one day after initial consumption of Herbalife tablets. On 01/27/98, the
consumer took 2 tablets of “original green” and 1 tablet of “beige” at 9:00am. 2 tablets of
“original green” were taken again at 3:00pm. On 01/28/98, 2 “original green” tablets and 1
“beige” tablet were taken at 9:00am. 2/30mg tablets of Sudafed were taken at 10:00am and
again at 2:30pm. A few sips of coffee were also consumed on this day at approximately
3:30pm. The heart attack occurred at approximately 4:00pm.

Samples of the “original green” and “beige” Herbalife products were collected from{jjjjjjjij
I at# The consumer wanted to retain the bottles
that contained the product, therefore, only copies of the labels were obtained. Label

information is contained in Exhibit A for the “original green” product and Exhibit B for the
“beige” product.

When the consumer felt as though she were having a heart attack, she was immediately
monitored by an EKG machine since she was in a physician’s office. The consumer gave me
a copy of this EKG print-out, and one from a routine EKG conducted on her in 1992 (see
Exhibit C and D, respectively).

The consumer signed a medical release form and medical records were obtained from ||}

(see Exhibit D). Theg-gopsym hqspitalized at
this facility from 01/28-02/03/98. By ?Ii ‘ﬁﬁ@ %Sg
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The sample of “original giden” was assigned sample number INV2528 and shipped to SEA-
DO Laboratory on 08/06, for ephedrine alkaloid analysis. The label of the “beige” product

did not list ma huang as an ingredient and was not shipped to the Lab, per instructions of
Bridgette Wallace, ARMS Monitor, on 08/06/98.

ATTACHMENTS:
Assignment dated 07/28/98 from DOEP
Adverse Event Questionnaire

EXHIBITS:

Exhibit A-Label content of “original green”, 4 pgs.

Exhibit B-Label content of “beige”, 6 pgs.

Exhibit C-EKG during heart attack, 01/28/98, 2 pgs.

Exhibit D-EKG from 11/03/92, 2 pgs.

Exhibit E-Medical Records from 45 pgs.

7 ‘
W/ A w2l
Cheryl A. Fuhs

Investigator, DET-DO, [JjrpP

O: CFSAN ARMS Monitor, Bridgette Wallace HFS-636
CC: DET-DO,-/RP
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