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C. Suspect medlcatnon(s)
1 Name (give tabeled strength & mirfabeter, f Kknown)

# Metabolife, Metabolife Internat’l Incorporated
"

2 Dose, frequency & route u

in confidence

erse event or pr
E Adverse event andior a. i # 1tab T1D.

2. Qutcomes attributed to adverse event D bt
isabilty

3 TherapPy dates (if uNknown, give duration)
sromito (or best estimate)

# 5 days

' (check alt that appty)
D death D oongsnda! anomaly 5 Event abated after use
/m D stopped or dose reduced
oy required intervention to prevent
x ife-threatening permanent impaimentidamags # g yes [] no []gggﬁ,“‘
E hospﬂahza‘non D other / & n
— v [ Jvos (oo 5N

3. Date of % Date of

event this report 9/1 1/98

(moldaylyry (mardayfyT)
5 Describy e event or pr rablem
Patxent experlenced hypertensive crisis (220/120) after taking Metabotife
three times a day for five days. Paticnt was hospitalize and after the
medication was discontinued, her bload pressure returned to normal.

8. Event reappeared after
reintroduction

yes D no E appf:/“‘
yes D no D appls;(

pect r'\edl
1 Brand name

7 Type of Device

3 Manufacturer name & address 4. Qperator of device
[ neattn professiona!
D {ay uset/patient

D other

e

5 Expiration Date
(mn/dzy/yr)

model #

7 lﬂmplanled give date

Lmu/dnylyr

catalog #

& Relevant tests/laporatory data, including dates

Blood pressure 0f 220/120

gerial #

g If explanted, give date

fot #
(mn\/dnylyr\

other #

g Device avallable for evaluation? (Do not send to FDA)

D yes no D returned to manufacturer o
Tmolday/4r)

exclude reatment of event)

10. Concomitant medical prof

7. Other relevant historys inciuding PTee fing medical condmons [CER aflergies.
race, pregnancy. smoking and alcohol use. hepahclrenal d\ts(unqt etc)

Patient has history of hypertensmn Patient is Caudastodl, r\oﬂ—smoker no

alcohol use, NO known allergies.
X to
st 11 4399

. conﬁdentia\i section on pack
4. Name & Address phone ¥

4. AL

sa reported to
manufacturar

or FAX to user facility

Mail to: MEDWATCH

a60D Fishers Lane 4.800-FDA-0178

5 |f you do NOT want your |dentity disclosed to "
F D A S kville, MD 208529787 i you 0 Fecturer, place an " X Y e box. O [ gistnoutor
FDAFom 3500 {1796) Submussuon of a report does not constitute an admission that medical personnel or the product caused or contributed to the event
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*INVESTIGATIONS OPERAﬂONéANUAL ™ EXHIBIT 910-D
Adverse Event Questionnaire
Complaint Number: Adverse Event Project # 13167 et B
. /26/99 HRB
Consumer Information
: Initial #7#wsr# 2 _Pg ( of ¢
Date of Report: ALY / 99
MM/DDfYY ! OTelephone CCorrespondence DMedwWatch

OUSP _OPQRS OPoison Control JCDC

Gender:

@ OM

Name:

Age: [,

Race: Bff-White [12-Black [13-Asian/Pacific Islander

Q4-Native American [O5-Hispanic

~.

[08-Other [J9-Unknown
i eEvent
Date of Adverse Event: 7/“?:/ ¥
Previous Adverse Effects to Product Type:
OYes KiNo

Give the site of consumptionfingestion (e.g. home, restaurant,
office): home.

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

Describe the adverse event (including symptoms and the time lapse from using product to onset of sympto s):
Tearmed of "Md%ﬁé “ /C;M 20clL J Sy C?ZOGMJTNM ayd Wan Z&é}y «2&1.? @

% s " :

How long did the symptoms las
Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it taken,
etc.).

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:

LZea il ( Aormons. ment
Did event abate after use of suspected prodiict stopped or dose reduced: HYes [ONo [IUnknown
Did symptoms reoccur after reintroduction of suspected product: OYes [ONo [Unknown [INot Applicab! .
Did ;symbl?toms reoccur after using other products with the same ingredients: O0Yes ONo [lUnknown EINot
Applicable

Gk o AU = p
Medical Information & "W“’ did ftoctld fuf 7o PR Y,

il

4
Was a health care provider seen?: BYes ONo )
Give health care provider's name, address and telephone number: SEE Exhi hiT s Y
[ )

Occupation of Health Care Provider:; (2110} OOsteopath ONaturopath [INurse
COther (specify)

What medical tests were performed and what were the rfasults? S £ X hi A/{ 75 ,Z, 2 _;L y

What was the medical diagnosis? S< & £xhib(Ts 1, 2 + ¢

What treatment(s) was given (e.g., drugs, other)? SEEEX Ry b[‘ 5 14, 25 ¢

Were there any preexisting condition(s)/treatment(s)? = ¢ & €7Ai b1 79 1, 2 +9 000002
(If YES, list them including allergies, and chronic diseases): OYes [CINo

- 7 wct | b out ¢ %M%
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ExHIBIT 910 D INVESTIGATIONS OPERATIONS MANUAL

Product Category

1. Adverse event attributed to: ;

OMedical Food (under medical supervision) DOlnfant Formula

OIDietary Supplement (a vitamin; an essential minersl; a proteln; a herb or similar nutriticnal substancas Inciuding botanicals such as
ginseng and yohlmbe; amino acids; extracts from animal glands; garlic extract; flsh oils; oil of evening primrose; fibers such as syllium and guar gum:
compolnds not generally recognlzed ae food or nutrients, such as bloflavonolds, enzymes, germanlum, nucleic aclds, para-amino-benzolc acid, and
futin; end mixtures of thesa Ingredients.)

OOther (traditional food)

Other Product Problems
2. DForeign Object

(specify):
3, B{ther(specify): ‘W/ Z Z ﬁ‘ /
Z

Information on Suspected/Alleged Product

Give the product name and manufacturer as listed on the label (including the recommended dosage/serving size,

recommended duration of use, and indicatiqns for use as, listed on the label): W
M(W&M %)) o T ottt Q% R M
O el :

List pfoduct ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
eck here if Ingredients are unknown

If a particular ingredient is suspected of contributing to:the adverss event, please indicats the appropriate category
below;

OAspartame DOColor Additive (please specify)
OMonosodium Glutamate

@other benieo XY 70 Kecord)
OUnknow

Is the product label available, if yes submita quallty copy along with this questionnaire: OYes @No/ OUnknown
Product Sample Available: OYes o [DUnknown

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

Death: OYes @o
Life-Threatening: Bfes ONo
Hospitalization: @fes ONo (if YES, indicate if initial or prolonged)

Required Intervention to prevent permanent impairment/damage: Dﬂ; ONo
Did the adverse event result in a congenital anomaly: OYes M

el
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