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A. Patient information
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1. Patlent Identifier | 2. Age at time
of event:

Date
In confidence of birth:

B. Adverse event or product problem
. b'd! Adverse event  and/or E] Product problem (e.g , defects/malfunctions)
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2./utcomes attributed to adverse event )
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(check all that apply)
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rgquired intervention to prevent
[] ¥ie-threatening %irmanem impairment/damage
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(mo/day/yr)

3 Date of 4. Date of
event this report > g
{mo/day/yr} {mo/day/yr)

5. Describe event or problem
-
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7. Other relavant hlstory. Including preexisting medical conditions (e g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc )
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C. Suspect medication(s)
1. Name (give labeled strength & mfr/labeler, if known)
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2. Dose, frequency & route used
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3. Therapy dates (if unknown, give duration)
fromAo {or bes! estimata)

#1
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#2
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4. Diagnosis for use (indication)

5. Event abated after use
stopped or dose reduced
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8. Event reappeared after

#2

6. Lot # (if known) 7. Exp. date (if known)
# > - # —

#2 #2
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9. NDC # (for product problems cnly)
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1 Brand name
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2. Type of device
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4. Operator of device '
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(mo/day/yr)
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9. Device available for evaluation? {/
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(Do not send to FDA)

(mo/day/yr}

1 Name & address

10. Concomitant medical products and therapy dates (exclude treatment of event)
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E. Reporter (see confidentiality section on back)

2. Health professional? | 3. Qccupation .
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. |4. Also reported to
E] manufacturer
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Adverse Reaction Questionnaire
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Consumer Information

| —
o Initial Report Source: JORA Consumer Injury
Dite Of Repoﬂ-. ‘\') /[ g, Ci K - - (respsoneeer P T LT DL LD bl
MM/DD/YY OTelephone OCorrespondence OMedWitch
% oUSP OPQRS DPoison Control OCDC
Name: Geader: ©OF  RM Age:  Sio
i -
£33 Race: X{-White ©2-Black 03-Asisn/Pacific Islander  O4-Native American  05-Hispanic
= 08-Otber 09-Unknown
] 1 Information on Adverse Reaction
o i Date of Adverse Reaction: OAL/ / 5// a% Give the site of consumption/ingestion (e.g. home, restaurnat, office):
i B 8
E : Previous Reaction Lo Product Type: CYes ,@o Hrme.
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The following information relates to the consumers’ use of the product.

Deacribe the adverse event (including symptoms snd the time iapse from using product to onset of symptoms): L L
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How long did the symptoms last? ok C. & )

Give the circumstances of exposure (i.e. how much was takesi, how was the product takea and how often was it takea, oic.).
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Cropped +a!cs‘nr/) o ¢t §5MWZ)’VW$ Sub%:d@e(_/(i
alre o YWao wmlg% . ead been+alin 2 \s ada for OWKS
List all Medication(s), Dietary Supplement(s), Food(ss, and other product(s) used of LE: svent: / ‘
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Did event abate after use of suspected product stopped or dose reduced: Seﬂes tNo OUnkno
sperda g Did symptoms reoccus after reintroduction of suspected product: OYes CNo oUnknown t Applicable
Did symptoms reoccur after using other products with the same ingredieats: OYes ONo CUnknown _&Not Applicabls

Medical Information

3
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i Was a health care provider seen?: Ye
Give health care provider’s pamead

Jories.”.

BOsteopath  ONaturopath  GNures CPharmacist

QOther (specify)
What medical tests were pecformed and what were the results?

Occupation of Health Care Provider:

Sme (€& L Ag )
What was the medical diagnosis?
What treatment(s) was given (e.g., drugs, other)?

( Woce thers ny preexisting condition(s)/treatmont(s)? Zac\C Peen 5 mecdti catyons
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EXHIBIT 910-D IN: ~3TIGATIONS OPERATIONS MANUA

Product Category

Adverss reaction (o:
J cal Food (under medical supervision) OlInfant Formula
etary Supplement (s« viani; w sscetisl mincrsl; o protels; « borb or simllar putritions] subsiascm ischiding bomaicals mah o pinseng and yohimbe, aaine

aokde, axtrace from aaimal ginede, gurtic extract; flok olls; od of evening peimross; Mlben such o prylium s guar pue; csmnpermds not gescrally recagniced w food o
sustricats, much s Woflivopolds, swsymas, germanhus, Buclelc acils, pare-uning-bensolc beld, and rvain; and Bixture of Gue lagrodienn.)

O0ther (traditional food)

Other Product Prohlcms
2. CForeign Object (specify):

3, QOther (specify):

Information on Suspected/Alleged Product

AW,

Give the product name as listed on the label (including the recommended dosage/secving size, recommended duration of use,
and indications for use 1a listed on the label):

See latad,

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck hers if ingrodionts are unknowan

Cee [atul

If a particular ingredient is suspected of contributing o the reaction, please indicate the appropriats category below:

OAspartame oColor Additive (please specify)
CMoposodium Glutamate

OSulfite

DOther

OUnknown

Is the product label available, if yes submit a quality copy along with this qmdmﬂu:%u ONo ©Unknown
Product Sample Available: GYes ?ﬂo OUnknown ¢

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

Death: 0Yes \/t,b‘lo .
Ufrmw': GYes )ﬂﬁo
Hospltalization: OYes /ﬁég (if YES, indicate if initial or prolonged)
Required intervention to prevont permuanent impairmont/damage: OYes /?éo 9¢:Zd 9- 130 86.
id the adverse reaction result I s congenital snomaly: OY«)@
/
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September 11, 1998

Attention: Joan Briones

Department of Health and Human Services
FDA Sacramento Resident Post

801 I Street, Room 443

Sacramento, CA 95814

Dear Ms. Briones:

Included with this letter are copies of chart notes regarding the
two patients with adverse outcome secondary to MetaboLife. They
have both agreed to be contacted.

The first patient is ||| vhose phone number is
The second patient is I 31d she can be

reached at |

I hope the FDA can be of some help in getting this product off
the market. It is very heavily advertised in our area and since
my complaints to the FDA, I have seen several other patients with
tachycardia secondary to this product. If you have any questions
please call me at Thank you for your help.
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