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Adverse Event Questionnaire
Complaint Number: gf/j¥- AT / CFSAv Ha&eo’r‘“ /30y Investigator: 6/;}'/4. Abe/

Consumer Information

Initial Report Source: DORA Consumer Injury

Date of Report: 07/ 23 / bd 4
MM/DD/YY NMTelephone OCorrespondence CMedWatch
OUSP OPQRS DPoison Control OCDC

vore [N | coiee v s g2

Race: X1-White [2-Black 0O3-Asian/Pacific Islander D4-Native American D5-Hispanic
-Other 08-Unknown

information on Adverse Event

o 2/72/%8
Date of Adverse Ezént:f;m fessivly over Imanth| Give the site of consumptionfingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: Pe¢| office): 4o
OYes FNo Gf29-2/28 mE

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

Describe the adverse event (including symptoms and the time iapse from using product to onset of slmptoms):
Stnertecd using prodvet ofa blzaha, apptar. 2week 5 Akver Startred e:peric~u~5 symptomg o Swoilen

%ﬁ;fucﬂlub«' \sn'uw:: ?/NSs-?c\Lb'a wfm; zmnliq' syf"ﬁumf tieg ‘iihd CppcaX. 2 werles after use,
ow long did the syPnptoms 13st?() monal§B/GT per Ductors oelvice.

Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it

taken, etc). > cApbvlies & Hmes psrAA)( +a'\Ce v cppeox. Lhe prdrdo kumch & Diwwep,

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:
S€E= A ddeoncdyn~ Nl ot |

Did event abate after use of suspected product stopped or dose reduced: XYes ONo OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes DONo OUnknown ANot Applicable

Did symptoms reoccur after using other products with the same ingredients: OYes ONo DUnknown Mot

Applicable

Medical Information

Was a health care pro
Give health ¢ j

vider seen?: HYes ONo

Occupation of Health Care Provider: PMD OOsteopath  ONaturopath  ONurse OPharmacist
OOther (specify)

What medical tests were performed and what were the results? i4r/.,/, 55 €A, blbock /o6 coofo
(;?Efbx’ T et

What was the medical diagnosis? /» geyarkte svollw -bace ¢ avkls, stop Mk; Motabs/dfe Fsta . y
What treatment(s) was given (e.g., drugs, other)? Docker adGissd AN o Stop daking
Fre cdickory Supplement because . e E\?hlclru‘ve v e prody Y .

Were there any preexisting condition(s)/treatment(s)? A/crgres o Augmintiz, Codive, EES
(If YES, list them including allergies, and chronic diseases): OYes ONo /refsbt bow) Ay ”oaa/ﬁfzﬁsm-c
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INVESTIGATIONS OPERATIONS MANUAL o EXHIBIT 810-D

Product Category

1. Adverse event attributed to:

OMedical Food (under medical supervision) Dinfant Formula

JMDietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances including botanicals such
as ginseng and yohimbe; amino acids; extracts from animal glands; garlic extract; fish oils; oil of evening primrose; fibers such as psyllium
and guar gum; compounds not generally recognized as food or nutrients, such as bioflavonoids, enzymes, germanium, nucleic acids, para-
amino-benzoic acid, and rutin; and mixtures of these ingredients.)

OOther (traditional food)

Other Product Problems
2. DForeign Object
(specify):

3. OOther (specify):

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 indications for use as listed on the label):

etobo il witary Suplemet 356, metakolte Tovterrahimal T,
/, 2 tobmirs caplts £-3 Frraes /sy or every T hess domal exaed R ecaplats perdA/

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck here if ingredients are unknown
o nEe. Conc 2w tuinlly -ocgyriy ing 5eaf /) LA SEN

haciihig e)oulﬂec‘amybax '.anggwa oy, SA(‘EA"PGLTHIQ oot  Lolefe. S"’ﬂ/' NeHl s

Gote Kola, S{ury\\;“\ Dlgea |, Loy a1 ey Mpgpesion, 2.2¢ Lhramism LUk &

If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate
category below:

OAspartame OColor Additive (please specify)
DMonosodium Glutamate
OSulfite

HOther_¢ phed‘ e €

DOUnknown

Is the product label available, if yes submit a quality copy aiong with this guestionnaire: JXYes DNo
OUnknown  Product Sample Available: #fYes ONo OUnknown /7 raiitains—ane oper botle

LEL g&mp//r/;/ﬂ/v'/’ /We;/a éa/ e .;Z/—vé'///)/ T gt dainsg A _SAlr /oo#/t o A

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

Death: OYes JiNo

Life-Threatening: OYes DONo

Hospitalization: OYes )XNO (if YES, indicate if initial or prolonged)

Required intervention to prevent permanent impairment/damage: OYes ONo

Did the adverse event result in a congenital anomaly: OYes NNo
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Addendum to Adverse Event Questionnaire, with regard to the list of
medications, dietary supplements and vitamins used:

Reglan 10 mg (prescription drug) 4 tablets 3 times per day for irritable bowel syndrome, has been using this
product for the past 15 to 20 years.

Elavil 75 mg (prescription drug), 1 tablet per day for migraine headaches

Tenormin 25mg per day (prescription drug) beta blocker for high blood pressure, has been using this
product for past 9 to 10 years. Note: after doctor visit on 7/28/98 prescription of Tenormin was increased
to 50 mg per day.

Premarin, 0.625 mg per day (prescription drug) for osteoporosis and menopause

GNC brand women’s multiple vitamin and mineral tablet taken 2 times per day for the pat 4 years.

Spring Valley brand Vitamin E and C tablets taken daily for the past 8 years.

Citracal Plus D (calcium supplement) taken daily for osteoporosis for the past 4 years.

Ms.- claims she has been maintaining a low cholesterol diet for the past year.
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