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C. Suspec medication(s)
1. Name {give labeled strength & mitabeler, i known)
# Ultimate Orange/ Next Nutrition

A. Patient information
4. Patient Identifier | 2. Age at time

of event: 39

\2.980

Date

In confidence of birth: ®
2 Dose, frequency & route used 3. Th dat
B. Adverse event or product problem quency Therapy dates (f unknown. give duration)
1. D Adverse event  and/or D Product problem (e g., defects/malfunctions) s 1 scoop po before nN/A
2. Outcomes attributed to adverse event :
(check all that apply) ] disabiity % exercise »
D desth D congenttal anomaly 4. Diagnosis for use (indication) 5. Etvent a:ateg after :se )
. stopped or dose reduce
§ . moldaylyr} [:l required intervention to prevent # 1
& life-threatening permanent impainment/damage body building supplement #1 D yes e doesnt
hospialization D other #
doesn't
B Lot # (if known) 7 Exp. date (T known) | 2 [yes [ro 3%
3 Date of 4 Date of
event this report #1 # 8. Event reappeared after
(mo/day/yr) (morlay#yr) -\ reintroduction
5. Describe event or problem #2 # doesn't
. 1 Cves (oo (X
h . Y i apply
Intracerebral hemorrhage 17 Mar 98. Pt. was hospitalized S NDC ¥ (for product problems only)
- _ »n D yes D no doesnt

70, Concomitant medical products and therapy dates (exclude treatment of event)
vitamins (MVI) po; provate (amino acid prep)

D pe edical de e
1 Brand name

2 Type of Device

3. Manufacturer name & address 4. Operator of device
[] health professional
[:] lay user/patient

Dotmr.

5. Expiration Date
(mo/dayhT)

B.
model #

¥y
6 Relevant testsflaboratory data, including dates . catalog # tC"D ~ 7.0f ln'lflgnted, glve date
CT Scan & Cerebral angiography serial # J m

fot # I 6 1na,v_ 8 If explanted give date
Wiy s

X
~

9. Device avanlab'lktffvt‘}on? (Do not send to FDA)

D yes retumned to manufacturer on,
(ma/dayhT)

70, Concomitant medical products and therapy dates (exclude treatment of event)

7 Other relevant history, including preexisting medical conditions (e.9., allergies,
race. pregnancy. smoking and alcohol use, hepaticirenal dysfunction, etc.)

. § NKDA - .
Race: white, No pre-existing medical condition. E Renorer (see confidentiality section on back
1. Name & Address

2 Heaith professional? § 3. ccupation 4. Also reported to
ufacturer
MD [ man
Mail to: MEDWATCH or FAX to: o178 E yes D no D user facility
5600 Fishers Lane 4-800-FDA-O 5.1
. If you do NOT want your identity disclosed to -
F D A Rockville, MD 20852-9787 Iy o facturer, place an™ X * In this box. O [ distributor

FDA Form 3500 (1/96) Submission of a report does not constitute an admission that medical personnel of the product caused or contributed to the event.
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Adverse Event Questionnaire

Complaint Number: \ Z?w Investigator:

Consumer Information
Initial Report Source: DORA Consumer Injury
Date of Report: Q&/ 24 /18 (5l === 1
MM/DD/YY OTelephone OCorrespondence OMedWatch

OuUSP OPQRS OPoison Control OCDC

Race: @f-White 0O2-Black DO3-Asian/Pacific Islander 04-Native American O5-Hispanic
08-Other 09-Unknown

Information on Adverse Event

Date of Adverse Event: | 7~ MaR ~ ‘\g Give the site of consumption/ingestion (c.g. home, restaurant, office):
Previous Adverse Effects to Product Type: OYes 2o

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

Describe the adverse event (ingluding sym&t)oms and the time lapse from using product to onset of symptoms):
STROWE. ~ LefT BT \Qe.g — I‘)q_, has aARTen voﬂop\)C( Ui

ooy won o < [

. ) ~ = Tol Al
How long did the symptoms last? s3I\ Wava \«Q(«\\ syalom ¢~ Loy 1O e\ <Rucg By ~ R
Give the circumstances of exposure (i.e. how much was taken, how was the product taken and how often was it taken, etc.).

TR e L Pleseatbea db Lalae pRI02 R0 LacaX o)L,

List alt Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the tim(e\ of the event:
Priloce AS 20RO | URAMIN - MO\ ) CRRANPR ) (Wl A B

Did event abate after use of suspected product stopped or dose reduced: OYes [ONo mnown
Did symptoms reoccur after reintroduction of suspected product: OYes CONo OUnknpwn M Applicable
Did symptoms reoccur after using other products with the same ingredients. OYes )& OUnknown MApplicable

Medical Information

Was a health care provider seen?: &Yes ONo
Give health care irovider’s name, address and teleihone number:

Occupation of Health Care Provider: #KiD OOsteopath ONaturopath ONurse  OPharmacist
OOther (specify)  pAeoo  Sob acol).

What medical tests were performed and what were the results?

C o serd / ANZLG B Rama — HNeyy _pon. Tumer, / PreTve Fore TR RAGA Qleen

What was the medical diagnosis? IR ~ U At v Rarlay
What treatment(s) was given (e.g., drugs, other)?

NO_ Peont [/ TaaRmTS

Were there any preexisting condition(s)/treatment(s)? ,{.)GU =
(If 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) OlInfant Formula
FDletary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional sub mcluding botanicals such as ginseng and yohimbe; amino

acids; extracts from animal glands; gartic 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, aucleic acids, para-amino-benzoic acid, and rutin; and mixtures of these ingredients.)

O0Other (traditional food)

Other Product Problems
2. OForeign 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):

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck here if ingredients are unknown

ul"'u»«u‘lﬂ OrQMSI Mex\" K);z/hALj‘\ﬁn

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

OAspartame OColor Additive (please specity)
OMonosodium Glutamate

OSulfite

OOther "™

OUnknown

Is the product label available, if yes submit a quality copy along with this questionnaire: OYes ONo OUnknown Product Sample
Available: OYes ONo CiUnknown

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

Death: OYes FNO
Life-Threatening: @¥es ONo
Hospitalization: @¥es ONo (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 ONo v lld 8- M B4,
L JE7-SZHNSO/MIIAZY ?
i SIS 4y TV GINHJ
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.‘/C DEPARTMENT OF HEALTH AND HUMAN SERVICE ublic Health Service
%} = Food and Drug Administration
g L.os Angeles District

Pacific Region

19900 MacArthur Blvd.
Suite 300

Irvine, CA 92612-2445

Telephone: 714-798-7600
FAX: 714-798-7690

To: Bridgett Wallace June 25, 1998
HFS-636

From: David Hernandez, CSI

Subject: Medical Record Request for:
Mr.

Please find enclosed the medical records for Mr. This is all the information available from Mr. -md his
doctors. Doctors who attended to Mr. [l were not available.

To correct the information listed on the assignment, Mr JJJJJillis 2 Navy Diver, and works on thJ N
Mr. Il v as originally seen by the ships doctor who sent him to said
that he was not aware of his symptoms until he noticed that he had lost his right shoe (flip-flop type) which was behind him

about 15 feet. He realized that he had a numb feeling along his right side. He called the ships doctor, who immediately took
him to thej SN The attending physician at was Dr.
MrHI aid that the doctor thought it was something else, like a tumor. Further testing of the cranial region revealed

bleeding. Mr. il said that a vessel bursted.

Mr Il v 2s interviewed on 6/24/98, and appeared to be very coherent, he had no slurred speech. Mr.-stated
that he had a slight numbness left on his face along his right side. He has regained much of his feeling along his right side.
He stated that compared to the day after his stroke, he has regained much of his feelings.

At this time, both doctors who treated Mr- were not available. The ship's doctor may be reached at _

Mr.-stated that the use of food supplements by Navy personnel and Marines are quite common. He estimates that
approximately 60 percent of the ship's crewmen are taking some type of supplements.

A quick check of the Navy Exchange and local stores revealed that the product was available. The base exchange had 60
cans of the Ultimate Orange. The manager stated that she gets in several cases every week.

David Herﬁ% z, CSI

Los Angeles District
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