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Informstion on Adverse Reactlon

- TR Ay

l Date of Adverss> Reastions 11/22-12/12/96 l Give the sits of cooruxcyiion/ingestion (e.g. homa, restaursnt, office):
Previous Reaction to Product Type: @Yes _ ¥aNo | Home

The following Information relates (o th:s conmess woe of the product.

Deacribs the adverse svent Gusluding sysiptoms ez 2 the tme feprs from uslag product {o oaset of symptons)!
First symptom occurrcd first week 11/22/96 with more cnergy. By second week symptoms

included heart palpitations, shaking, insomnia, difficulty breathing, hot flashes,
gweating, and increased hearl rate.

Row long did the symptoms stWfter intake of product was discontinued. .

Glve the clronmstances of axromnte (e, haw wush was lakea, how was the product taken énd how often was It taken, #le.).
Product was taken orally, three times a day. First week dosage was 1 cap. three
times a day. Second wesk dosage was 2 caps. three times a day. Then decreased dosage

(on her own) to 1 cap. three times a day. Centimued this dosage until 12/12/96,
when dogage was discontinued.

i List all Medioation(s), Dietacy Supplameni(s), Faol(s), a0d other product(s) used abthe fima of the sveat:

i No medications other than Tylenol, the dietary supplement, a multivitamin. Complainan
: was on a diet program that censistcd of variogs food supplemgnts, i.e., protein drink

soups lainant is vegetarian. Ca f fo at e

Did Evo:xt f&nl? aguu»o!mmt%d product ateppeﬂr 30»: uoegii aﬁﬁa Wg OUnknown

Did symptoms reocsur after relntroduction of suspscied produst: DYes GNo OUgknows ZNot Applicable

Did symptoms recccut aftar uiing oihies producty with tho same Lngrodiests: OYes 0ONo OUnkaowm &Not Applicabls

| Tedical Information

Was  bealth cace provider c2iah D¥es END
Glve bealth care provider's pams, eSdrozs end taicphone pumbert
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Oceupation éf Healib Care Provider: OMD  UCalospsth ONaturopah DNuess  OPharmasist l ’
What medical tosts wers poisormed -4 wisi viara tha ronlls? \

What was the medical disgzocls?t
What treatment(s) was given {o.g+; drugs, otert

. hat e e

Were there any preexieting contitlen{f)treataxnio)i
(i1 YBS, list them lnclud!n; allogles, and chrcais d}omu); ?‘Iel ‘QNo
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2. UForeign Object (rpacify):
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uformation o0 Suspected/Allcged Product
Give the product pam & lsted ca fho fabel (icluding the recommendad dorage/sarving elzs, recompiendod duration of uss,
104 Indications for uea s listed on the Wabelt 1ohn1 Balance., Herbal approach to weight loss.

Days 1-2: 1 cap, 1 hour hefore Junch. 1 cap. Days 3-4: 1 cap. 1 hour before lunch,

1 cap. 1 hour before dinmer. Days 5-6: 1 caps. L hour before lunch. 1 cap. 1 hour
before dinner. If optimum lcvel not reached add

second cap. to dose before dinner
after Day 6. Do not exceed four (4) capsules per day.

Lt product ngredients (F Ingredicnts axc uapediod b
oCheck hers If Ingredionts are usknovan
__Each capgule contains 4

80 mg.of propuietary.blend of: I i ng, st
extract 1:4), LLex paraguaricnsis (Mate leaf), Arctostephylos uva-urgi (Bearberry;
W&M&Mzmwﬁ_m reqnun multiflonum.

(fo ti, root), Valeriann officinnlis (Valerian, root), B~carotene, Crataegus
W_Lmﬁxmm,mﬂmmmx
(Cascara sagrada, bark), Glycyrrhiza glabra (Ligquorice, root)
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ve: Dave Akan@DALDU. IBIUDAURASWR
BCo!
From: Robert Daininger8DalDU.I1BEFDAORASUR
Subject: Fwd: Dilet. Suplnt Complaint
Date: Thursday, Octobor 2, 1997 18:4B:45 CDT
Attach: I —
Certity:
Priority: Normal
Defer until:
Expires:

Forwarded by:

AR D W Sy e S 20 R G U P SN IS Yo v e AU G MR R I O S L0 O3 M TR T S0 60 W I e b e

Comments:

complete Consumer Tomplalnt form fow this and reconmend action perx

outstanding Lentructions for ephedra products. Send trhcugh the DIB office
for assignment. Thanks. ‘

.- mmm = = === . - = Origingl MOAdHaga — = = = = = — = = = « = = =
To: Robert Delninger@DALDO.IBEFDAORASWR
From: Elaine Ctrosby@DALDO.CoMpBFDAORASWR

pate: Thursday, October 2, 1997 at 1:05:14 pm CDT
Attached: *

Baob, compliance recelv:d all from Diracto
IllillIllllllllllllllllﬂIIi'iiiIlWIII’II'!!!IIII!.IIII... Hr'.
ently been referred to and asked me to oversee that a follo

ccurred.

w-up call o

I believe the complaint should be followed up by the Austin RP collecting medica
1 releases, samples, coples of records and any supplemental information (see bel
ow). We might even want to discuss the matter with to determine if they are

interested in performing a joint EI of the clinic mh. how worke
d with on the Formula One death a couple years ago. Mr, is appa
e thie matter and has access to resources to achieve that end. Therefore, I tr
jed to obtain considerabls background information to expediere the implementatio
n of a comprehensive investigation. A congumer complaint form can be filled out

extracting the pertinent information from the attached memo. We should also al
ert DEIO and the home distiict (as soon as we find out where Slim For Life is lo
cated) regarding additional adverse reactlions.

1 gpoke with Mr. NN o~ 5/°9. He informed me that he wanted to file a co
mplaint against in He said his 20 yr. old daug

hter, ha! gone !Fere to losa2 some wWolg and paid $1400 in advance for th

eir program. The program included the intake of capsules which turned out to co
ntain ephedra. His daughter exparienced heart palpitations, nervousness, and in
somnia and returned to relay her reoactions with the clinic but was tcld these 8y
ter received some counseling from an aunt who distriputes vitamins. The aunt in
quired as to the ingredients and informed the daughter that ephedra was essentia
1ly eguivalent to amphatiamines and suggested she discontinue their useage. He

said he took the clinic to small claime court and was successful in being reimbu
raed. He stated the clinic concaaded in court that the product contains ephedra
. His concern is that the clinic promoted the use of the product as being safe

and effective for weight logs wheg in fact it can be dangerous. He indicated th
at his daughter is a student at and is willing to provide any information ne

000005
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cessary. She does not have classar on Mon., Wed. or Frl. and her phone ¥ |
I

on 1071797 T placed a call to Il to obtaln eome additional into. B -
ined that she signed up for *the program last Oct/Nov.; that the program consists
of identified foods which can be congumed at specifled quantities along with a
remembers the capsulec as bolng labeled as containing ephedra but does not reme
mber if they ere labeled for waight loss or any other useade. According to the
program, two capsules were to be ccnsumed 3 timee a day. hsaid ghe initial
ly followed the program but bagan cxperiencing inscnmnia. e tried to take the
jast two capsules befors dinner hoplng thie would nlleviate the ingomnia but it
continue as did the henrt palpitotions., After twoe weeks, she returned to the cl
inic to relay her adverse reactlone but was told these were not side effects and
that she should continue tha program. In spite, of their suggestion to increas
e the dosage she decided to cut the dally consumption to 1 capsules 3 ti

y. When the reactions continucd she epokc with Dz. m at the

ally

H He adviged sgainst continued useage espaci ere was a family
history of heart problems.

_11ndicated that they inquired during the scrcaning process if SHE had heart
untaried the family history information anyway. G&he was told that it only was p

ertinent if SHE had heart probloma. She stated thay noted her side effaects in h
ar chart and ghe will try to get tha clinic to provide her with a copy. She has’
4/6 bottles of the vitamins and Sidm For Life at howand wiil bring
them back when she goos hoitz the weeckend of 10/11. stated that she did n

ot visit either a physlclan or hospital whon she szparienced the side effects.
She 18 willing to sign a medical release and to provide vs with samples. She al
so knows of others whe are experiencing heslth problenms 2% a result of having be
en through the program. She indiccted that the clincic guarantees safe weight 1
oss and that was not only an econonlc deception it was potentially harmful as sh
e had serious =zide effects without any pre~oxisting conditions.

Additional epecifics:!

000006
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Publlo Health Servicers
DEPARTMENT OF HE«%LM & Ix@y SLEVICES _ Food & Drug Administration

MEMORANDUM

Date: November 7, 1897
To: CFSAN, Adverse Reaotion Monitor
From® Iris C. MacInmes, CSO

Subject: Complaint DAL-89001 Follow up

4.c. DESCRIPTION OF ACITON TAXER:

A telephone call wns mads to the complainant’s daughter, Ms. || G <

resides at
I gset o time to mget with Ms. on Wednasday, October 29, 1987 @ 2:00
p.m. Upon arrlvel to g rosidence I szhowed her my coredentlals. I

asked Ma. NI to o:@lain the circumstances that lead her to start uaing the
dietary supplemonto, A statemont was talken of Me. m account of the
eventa leading to the complaint on the dietary supplement calle Herbal Balance”
distributed by

S1im For Life. Ine.

4350 W. Sunrise Boulavard
Sulte 122

Plantation, ¥L 33313

vs. [ ct>ted thet sho could not remember specific dates but all the
information was lncludsd in her court documents. I asked her about the court
documenta. M. [ :tcted that she took the to
Small Claims ocourt for doceptive practices, under the

She settled with the firm on 9/18/87 for an undisclosed amount.
She stated that she would havo her court documents gent to me by mail for my
information.

The affidavit was signed on 10/31/87. To summarize, Ms .—Joined a diet

program at the firm below, after ghe ssst a friend, who had lost a lot of weight.
in a commercial for the firm.

She began taking the dletary supplements which wers described by a technician ai

600007/
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MEMO: COMPLAILT DAL-89001. FOLLOW-UP PAGE 2

the *as 2 naturnl way to incressc her metabolism and help her to lose
weight. o first week she toock 1 capsule, three times a day for one week. The

second week, she was instructed to inecrease her dosage to 2 capsules, three times
a day.

During the asscond woek on the program, she began having the followlng side-
effects, ineomnln, hoart palyitations, diffieculty breathing, hot f£lashes.
sweating and increascd hoert rote. She told a technleian, during one of her
visitc to the I chet sho was having these side effects. The techniclan
told her that she must De under a lot of stress. The technicisn told her that
the dietary supplements were natural and cafe. Tho techniclan then told her that
ghe should increose her dosage to three capsules, three timss a day to acclimate
her body to the dietory supplement faster. Hs.mdid not believe that
inereasing the dosage would malia her feel better. stated that she decreased
her dosage back to ons capsule, three tiuas a day.

She continued having the gide-cifsctes, but bellevod the technician when she was
told that the dletary supplements were rafe. Sho then spoke to a relative who
sold vitamine sud wao told that Lf the product hod Ephedra (Ma Huang) to stop

taking the dietary supplement. She dlscontinuied taking the supplement on
12/12/98.

1 asked Ma.* 1f she sought medical attention when che began having the
side-effecta. e osbtiled that she did not. She did atate that records
paintained by the R would include information sbout her health during the

time she was on the n»vogcan. She thon provided & mecdical release for her
records. Attached arc the madical relemsas (3).

currently, Mo. I c vot suffering from any side-effects, howsver she does
not know the lcng-term eldo-offects. Sha recalled her friend who had been a
gpokepserson for theF His name 18 Mr. Ms.

stated that she saw ilr, right before she joined the At
that time he had gainod some of the weight back. i'e told her that he had gainad
welght and was having a difficult time loazing it zgain. She stated that he did
not believe the diet program caveed his problems and continued to promots the
program 88 a success.

Me = oted that Mr. i had complaincd that his metabolism was not
the same. She bellieves that ths dietory eupplcments may have affected her
friend‘s metaboliom. I asked 1£ she knew his number or his sddress. She stated
that she does not know how to gei im touch with him.

Ms. _stated that she hopes the FDA takes soms action against the
She believes that thoy are giving peoplo a drug and are not informing people of
the side-effects and potentinl problems that can occur from taking the drug.

Ms. [ o-ovided coples of her food diary and stated that she would have
her mother send her a copy of her cour! documents by nall.

1 thanked Me. JNEEEEEN for ber time. I told her that once the copies of her
court documents were recsived I would set up a time to meet with her to obtain

a second affidavit on the recuipt of the documenta. To date I have not received
the court documantd.
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MEMO: COMPLAINY DAL-88001, FOLIOW-UP_

_ PAGE 3
A sample of the dietary supplement was collected under Sample #98-7556-227. The
product collected vas ¢ dietary supplement containing Evhedra (Ma Huang) labeled
in part:"fk¥The Herbal Approach To lelght LompgkkkHerbal BalancextxSold
Exclusively by Authorized Digtributorsiicki80 Capsuleg®ikINGREDIENTS okkEphedra
sinlca (Ma Hueng, stem, etk LOT# o1 3060 1O EXP, Hoict 98%%«DISTRIBUTED BY: SLIM
FOR LIFE, INC., PLANTATION, FL 33313bkk".

Sample was sent to the Denver Laeb per the 3/13/88 memo ontitled, “Follow-up
Investigations ant Sampls Collection - Dictary Supplements” (attached).

Frncloscd is a copy of thoe Adverse Reactlon Information (IO0M 910-D), a good
quality copy of tha wmroduct labol,

a copy of the affidavit signed by Ms.
on 10/31/87, a copy of hor food dlary, and (3) medical relenaes.

/ I ekt
\Tf"i;'/t%:) é{Zn%a f{veatigator

W73
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