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MEDWATCH
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information
1. Patient identifier | 2. Age at time

In confidence

1. D Adverse event

of event:
or
Date
of birth:

i

and/or

page CFOAN a0

[:] Product problem (e.g., defects/malfunctions)

2. Qutcomes attributed to adverse event
(check all that apply)

(mo/day/yr)
m life-threatening

[] disability
[ ] congenital anomaly

D required intervention to prevent
permanent impairment/damage

&hospitalization _initial or prolonged [ other:

3. Date of 4. Date of
event ]l - - 7 8/ this report (-9 X
(mo/day/yr) (mo/day/yr)

A

5. Describe evenl or problem
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6. Relevant tests/laboratory data, including dates
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7. Other relevant history, 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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sequence #
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2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)
from#to (or best estimate)
. #1 . ;

M (S bt Ot (st s 0ed A

#2 #2

4. Diagnosis for use (indication) 5. Event abated after use

. stopped or dose reduced
[,uC‘-twf loss— oliet acd
J

#1 Dyes Dno z'ﬁ’oe n't
#2 [yes [no JAZggRM

8. Event reappeared after
reintroduction

#1 [ Jyes [ Ino [2?,38 A
9. NDC # (for product problems only)

- - #2 [ Jyes [ Jno ;gggfyn"

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

#2
6. Lot # (if known)
! [ Mkﬁd ) Gad ﬁJ
#2

7 Exp. date (if known)
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D. Suspect medical device

1. Brand name
dﬂ”_\
BN
3. Mayfacturer nam; & address

2. Type of cjgvi&;
£

4. Operator of device
D health professional
D lay user/patient

D other:

5. Expiration date
(mo/day/yr}

6. x
mode!

th " ‘

catalog # Z\?\\‘ - / i 7. -I(fmlgc\!g:le:)wted, give date

A /
serial # nE I X

("] %
! %U 8. If explanted, give date

lot # (morday/yr)
other # MEDWATCH CTU

9. Device available for evaluation?
es no :
D Y D (mo/dayryr)

10. Concomitant medical products and therapy dates (exclude treatment of event)

000001

(Do not send to FDA)
D returned to manutacturer on

E. Reporter (see confidentiality section on back)
address & phone #

1. _Name

Submission of a report does not constitute anladmlssmn that medical personnel or the product caused or contributed to the event.




1VESTIGATIONS OPERATIONS MANL £ EXHIBIT 910-D

~ Adverse Event Questionnaire

)

i

Complaint Number: _ARMS 13266 Investigator: GJHeidenblut

e

Consumer Information

Initial Report Source: CIORA Consumer Injury

Date of Report: __03/05/99
MM/DD/YY OTelephone [lCorrespondence x:dMedWatch

13266

L OUSP OPQRS [Poison Control 1CDC ;45
~ B
arne I Gonder. OF M Age: 19 e
=’ O
Race: [J1-White [J2-Black [13-Asian/Pacific Islander [14-Native American $A5-Hispanic Fr- 3
- (18-Other 009-Unknown S E
ESE
--—Information on-Adverse Event £Z ;
Date of Adverse Event: 11/7/98 Give the site of consumption/fingestion (e.g. home, res! sl =
Pievious Adverse Effects to Product Type: office): <O
[JYes 8No college residence

|

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

ibe { ludi i i ;

Reseyibe the adverse event (neluding symploms and 9 Se 25 PERd Bormp L prodyel 1o 0n5el o MRout 1 we
before event. Was found unconscious 11/7/98 See att 6 page 3 for hosp. diag. (DKA, coma) etc.)
How long did the symptoms last? realesed from 12/31/98

Give the cl[cumstafces of exposure (i.e. wa much was taken, how was the product taken, how often was it}aken,
elc). Patlent c aimed started taking product 3 mos. prior event. Was taking 8 caps d

ay 7 days/wk.
(During interview initially said was taking 4 caps 3X a day-then said only 8/day.

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

Did event abate after use of suspected product stopped or dose reduced: [1Yes £INo [JUnknown

Did symptoms reoccur after reintroduction of suspected product: TIYes [INo DOUnknown ot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes [INo nknown XXINot
Applicable

Medical Information

o

Giye healt itpat.

rehab.),

Occupation of Health Care Provider: JMD [DOsteopath [INaturopath [Nurse OPharmacist
i ' C10ther (specify) various

What medical tests were performed and what were the results? Madical records included as att. 5/9.

What was the medical diagnosis?  See att. 6 page 3 for initial; final diag: encephalopathy
What treatment(s) was given (e.g., drugs, other)? .
see medical records

Were there any preexisting condition(s)/treatment(s)?
(I YES, list them including allergles, and chronic diseases): [Yes TNo

000002
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EXHIBIT 920 A £ VESTIGATIONS OPERATIONS MANUAL,

o

L

i

Product Category

1. Adverse event attributed to:

OMedical Food (under medical supervision) Olnfant Formula

EiDietary Supplement (a vitamin; an essential mineral, a protein; a herb or similar nutritional substances Including botanicals such as
ginseng and yohimbe, amino aclds; extracts from animal glands; gariic extract; fish olls; ofl of evening primrose; fibers such as psylllum snd guar gum;

compounds not generally recognized as food or nutrients, such as bloflavonolds, enzymes, germanium, nuclelc acids, para-amino-benzole acld, and
rutin; and mhdures of these ingredients.)

DJOther (traditional food)

u
2. %‘P:;L;’;’: ‘(’Db(]:::gmb'ems Attachment .ZPach_of __Z
(specify): B CFSAN ARMS PROJECT 13266

3/5/99 GJH
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):

Hydroxycut Capsules 4 caps/2 x daily before morning and afternoon meals. Do not take mon

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

E] %’e‘l%%( 'l%rs? 'H)" rgc{ureleplsh%,r r%';(‘é"goevg‘ 2,000mg (1000 mg hydroxycitric acid); MaHuang Extract

334mg_{(Eﬁgrrlgﬁgdbz(%%aggr9% %gg%gfg%dardized for 22% caffeine);Willow bark extract 100mg

(standardized for 15% salacin); L-Carnitine 100 mgs.; Chromium Picolinate-300-megs——

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

OAspartame [JColor Additive (please specify)
UMonosodium Glutamate

[JSulfite

UOther

BUnknown

Is the product label available, if yes submit a quality copy along with this questionnalre: BYes [ONo [JUnknown
Product Sample Avallable: [1Yes BNo [Unknown

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

Death: OYes KINo

Life-Threatening: BlYes [ONo
Hospitalization: GlYes UONo (if YES, indicate if initial ot prolonged) prolonged
Required intervention to prevent permanent impairment/damage: X8Yes ONo

Did the adverse event result in a congenital anomaly: [1Yes [INo

than 5 days per week. Dietary Supplement.lMu.cletech Re.earch & Development. address notlh

unknown at this time

00GCO02
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-/é DEPARTMENT OF HEALTH AND HUMAN SERVICES

Memorandum

Date  3/5/99

From GJHeidenblut
HFR-CE4535

Subject CFSAN ARMS Project 13266

To Bridgette Wallace (HFS-636) thrgugh
GWCartwright (HFR-CE453W 3’/%//"7

wtCEIVEY
DOMESTIC PROGRAMS
BRANCH
CONSUMER COMPLAINT
COORD.

In response to CIN assignment 147 dated 2/25/99 (DD assignment 99-56), I visited the patient to obtain
Adverse Event Questionnaire information, and to obtain signed medical records release (FDA 461). An

appointment was made with Mr [ NNNEENR o: 3/3/99 for a visit the following morning. On 3/4/9%
I me and his son ||| (2g¢ 19) at their residence. iwas the

subject of the Med Watch report.

The following is a general summary of events:

Fage 19, is a sophomore at ||| GGG s residence there is
ccording tjfflihe had begun a diet approximately 3 months prior to the 11/7/98 incident. He
had read about “Hydroxycut” in a muscle building magazine. He purchased the supply of product from
He used the product for about 3 months and had lost about 40 1bs.
During the interview he initially said he took 4 tablets three times a day (12), but latter said he took 8
tablets total daily. I asked him how many days a week he took the product and he said DAILY. Label
directions say not over 8 tablets a day, with a maximum of 5 days a week. On about 11/4/98 he began
feeling poorly. His mother had set up a doctor’s appointment at the family doctor the following Mond~; ,
11/9/98.

qad prior to the event he had become extremely thirsty and was consuming a large amount of
soft drinks the week of the event. He said he was frequently urinating and had a fruity taste in his mouth.
He felt worse as the week progressed. On the evening of 11/7/98 he was found unconscious on the ‘
bathroom floor of his residence i He was taken t and was
subsequently life-flighted to| n 11/8/98. Records show he was
Hﬁom 11/8-12/9/98. His assessment amon 11/8 was 1. Diabetic ketoacidosis; 2.

tered mental status, coma; 3 Pancreatitis; 4. Hepauts, >. Acute renal failure insufficiency; 6.
Rhabdomyolysis; 7. Upper GI bleeding; 8. Hypokalemia; 9. Mediastinal free air. According to
father he was in a coma for 10 days.

0006604
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Bridgette Wallace 3/5/99
CFSAN ARMS Project 13266 -2-

On 12/9/98 he was transferred to*) for rehabilitation.
He remained there until 12/31/98. His discharge summary listed: 1. Hypoxic encephalopathy; 2.

Rhabdomyolysis; 3. Pancreatitis; 4. Improved activities of daily living, mobility, and cognitive level. -

is currently going to | NEEJIllfor outpatient rehabilitation. Additionally he sees his family
doctor, as needed. His current diagnosis is
encephalopathy.

I 1opes to return to_ this summer.

Signed FDA-461’s were obtained fron_ and the following locations were visited for
medical records:

Pl

The consumer sample was to be collected, howevermsaid he had dumped out the contents.
The empty bottle was provided to obtain a copy of the label. Tt 1s to be returned to Mr ] Bridgette

Wallace (HFS-636) was called on 3/4/99 and advised a sample was not availbale from the complainant.

Attachments:

. Assignment 147 dated 2/25/99 with MedWatch report.
. Assignment update 3/2/99 assigned log number 99-56.
. Labeling

. Adverse Event Questionnaire.

ocuments

Documents
MD. Documents

- i/‘
0. Signed FDA-461. i/ .
Gilbert JZHeidenblut :

Distribution: O: HFS-636 w/att; CIN w/att; -W/att; - w/o att; R/F w/o att.

1
2
3
4
5
6
7
8
9
1
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TO: Lori Love, M.D., Ph.D.
FROM: Constance J. Hardy Q&M
DATE: 7/8/99

SUBJECT: AER13266

This memo is being written to document an attempt to clarify usage of the product Hydroxycut
by Mr.d (AER 13266—unresponsive to painful stimuli and minimal respiratory
drive). I was able to contact his mother Mrs. who told me that her son was continuing to
have residual physical and psychological problems since being released from a rehabilitation
center; this has resulted in her contacting appropriate specialists for additional evaluations. Mr.
as not at home but his mother will relay my message and be able to tell me
tomorrow as to when he will be home so that I can contact him.

File: o

00CGO06




TO: Lori Love, M.D., Ph.D.
FROM: Constance J. Hardy Q&\ﬁkhﬂéa/
DATE: 7/14/99

SUBJECT: AER 13266

I spoke via the telephone to MIS.H the mother of the patien_fon 7/13/99
as to her recollection of her son making two different statements concerning his use of the
product Hydroxycut. She stated she remembered that her son had been interviewed by Gilbert J.
Heidenblut, FDA investigator, but at the time JJfwas still in rehabilitation and sometimes
was confused and did not always respond consistently to questioning. She stated that after
talking to me on 7/8/99, she had talked to her son about his usage of the product and he had
stated that he had consumed 4 capsules two times per day, once in the morning and once in the
afternoon. I then spoke tofllij and he confirmed his mother’s statement in that he had
followed the directions and took 4 capsules, two times per day, once in the morning and once in
the afternoon, for a total of 8 capsules per day.
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