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Information on Adverse Event |

Date of Adverse Event: (I / / 0¢ / VA, 4] 7)-30'((3 } Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: OYes ONo | office): h() me

The following information relates to the consumers’ use of the product.
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What treatment(s) was given (e.g., drugs, other)? Duvent- Ao —

Were there any preexisting condition(s)/treatment(s)? 0 ves. ‘7 ! H k\ff)e /Tersitn )

(f YES, list them including allergies, and chronic diseases): OYes ONo
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Product Category

1. Adverse event attributed to:
OMedical Food (under medical supervision) OInfant Formula

ietary Supplement (u vitamin; an csscatial mineral; & protein; & herb or similar nutritional substances including botanicals such as ginseng and yohimbe; amino
sacids; extracts from animal glands; garlic extract; fish oils; oil of evening primrosc; fibers such as psyllium and guar gum; compoundsnot gencrally recognized as food or
nutricats, such as bioflavonoids, cozymes, germanium, nucleic acids, para-amino-benzoicacid, and rutin; and mixtures of these ingredients.)

00ther (traditional food)

Other Product Problems
2. OForeign Object (specify):

3. DOOther (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):

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
DOCheck here if ingredients are unknown
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If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate category below?
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OAspartame OColor Additive (please specify)
OMonosodium Glutamate ‘
OSulfite

OOther

0Unknown

Is the product label available, if yes submit a quality copy along with this questionnaire: OYes ONo OUnknown
Product Sample Available: OYes ONo OUnknown
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Outcome Attributed to Adverse Event:
(f yes, include pertinent medical records)

Death: OYes a‘ﬁ

Life-Threatening: OYes ONo ) peo deat Ly —

Hospitalization: @¥es ONo (f YES, indicate if initial or prolonged) —D/c_ H%
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Required intervention to prevent permanent impairment/damage: OYes ONo

Did the adverse event result in a congenital anomaly: OYes Bﬁ)
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TO: Lori Love, M.D., Ph.D
FROM: Constance J. Hardy M

DATE: 6/7/99

SUBJECT:  ARMS 13335

On 6/7/99 1 called the office of Dr. il who submitted MedWatch report (ARMS #13335)
to see if it was possible to obtain any additional medical record documentation of the adverse
event he reported. Drjjlll had reported an acute onset of atrial fibrillation associated with
the use of Metabolife 365 in a 38 year old man. I spoke to M| his office
assistant. Ms stated that Dr.|Jij was this patient’s usual physician and had
evaluated the patient prior to admitting him to the hospital. She also clarified that the patient was
first seen for this episode by another physician at the Urgent Care center.

Ms. I agreed to discuss FDA’s request for additional information about this adverse
event with Dr Il This was to include asking the patient whether he would be willing to
sign a medical release form so that pertinent hospital and clinic records could be released to
FDA.
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TO: Lori Love, M.D., Ph.D.
FROM: Constance J. Hardy &_w
DATE: July 28, 1999 ~

SUBJECT: ARMS 13335

I called Mr. || on July 26, 1999 in order to clarify the length of time he had used the
product Metabolife 356 before experiencing the reported adverse event mentioned in ARMS
13335. He stated he had used the product for four days before the event occurred. He also stated
that he took 1 capsule before each meal.
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