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C. Suspect medication(s)

1 Name (give labeled strength & mirflabeler, if known)
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— 1 COMPLAINT NUMBER BLT 5162
r 2 £ 1 <)
COMPLAI. _ /INJURY REPORT . ! 7
- 2 DATE OF COMPLAINT (MONTHDAY/YEAR)
51398
3. (% TELEPHONE 4. (f CONSUMER {8) TRADE SOURCE
FORM OF SOURCE OF
COMPLAINT @ X LETTER COMPLAINT | X GOVERNMENT (4 OTHER
A LA s AX F (Indicate in Remarks)
5. a. NAME AND ADDRESS (Include Zip Code} b. AREA CODE AND TELEPHONE NUMBER
COMPLAINT HOME
IDENTIFICATION
WORK
6. a. DESCRIPTION OF COMPLAINT/NJURY b. DOES COM-
] b ; . PLAINANT
COMPLAINT Ms - husband died on 4/22/98 after allegedly using 8 EXPEGT ADD-
OR INJURY different dietary supplements from 3/26-4/16/98. She will hold the | ITIONALFDA
products for FDA cocllection and analysis. CONTACT?
(1) NO
& XYES
(Explan in Remarks)
7. a. 5 b. TYPE SYMPTOMS ONSET (HR) ¢. ATTENDING HEALTH PROFESSIONAL | ¢. HOSPITALIZATION REQUIRED
El
'Tffﬁgng (HFC-161) 1. VOMITING () NO (2 XYES (WNC  (2) XYES
RESULTED NOTIFIED 2. NAUSEA (i "yes~ give name and address, and | (If "yes" give name and address,
phone number)
3. DIARRHEA
1)NO
) NO m 4. FEVER
@ XYES @K YES 5. SKIN/EYE IRR.
DATE. 6. HEADACHE
,(t’;zjsa ;f:(’)”u’::':) 5/14 /98 7. YOTHER hemmorhaging
8. a. BRAND NAME b. PRODUCT NAME
Herbalife Herbal Tablets Original Green
PRODUCT AND
LABELING c. SIZE AND PACKAGE TYPE d. NAME AND LOCATION OF STORE WHERE PURCHASED
120 tab white plast bottle | Purchased through local distributor, Herbalife-
Not availible from retail sales
e. PACKAGE CODE/SERIAL NUMBER/ETC.
lot 057006
ATE:
EXP/USE BY DATE f. DATE PURCHASED | g. PRODUCT USED (¥ ‘yos* onter date) h. AMT REMAINING
(1) NO (2) XES: 1/3 bottle
9, a. HOME DISTRICT ¢. NAME AND LOCATION OF FIRM (Include Zip Code) d. IMPORT
MANUFACTURER/ LA HERBALIFE INTERNATIONAL PRODUCT
DISTRIBUTOR b. C.F. NO 9800 LACIENEGA BLvVD. (1)NO
OF PRODUCT T INGLEWoOD CA 90080
2022908 (2) XYES
10. a. PROBLEM KEYWORD ¢. DISPOSITION 11. PRODUCT CODE
EVA';‘;%T'ON (1) XIMMEDIATE FOLLOW-UP 54DDA99
2) FRJ NEXT Ei
DISPOSITION {(1)CODE | {2) DESCRIPTION @
: {3) CLOSED WITHOUT FURTHER INVESTIGATN
1 (4) REFERRED TO OTHER FEDERAL AGENCY
b. EVALUATION (Closes File) 12. INFORMATICN COPIES TO:
(1) NOT AN FDA OBLIGATION (5) REFERRED TO STATE/LOCAL AGENCY
(A OBLIGATION, NO VIOLATION (Closes File) : :Ei:;g:”';ﬁ?
(3)(_FDA ACTION INDICATED {6) REFERRED TO OTHER FDA _DIST. -161
A HFV-236 pecogas
(44 INSUFFICIENT INFORMATION
UNABLE TO EVALUATE
REMARKS:
COMPLAINT RECEIVED AS CFSAN MEDWATCH REPORT ON 5/14/98 AS A FOLLOW UP TO ADVERSE EVENT (DEATH) OF COMPLAINANT'S HUSBAND-
NAME AND TITLE DATE
STEVEN THURBER, CSO 5/14/98
FORM FDA 2516 (1/90)
Circle Appropriate Copy® White copy (Original) Pink Copy Orange Copy Green Copy Yellow Copy
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COMPLAINT.E;\JURY FOLLOW'UP E 1. COMPLAINT NUMBER BLT-5162

2. ACTION REQUESTED a. REMARKS (Additional details)
{f INVESTIGATION Visit consumer's wife to obtain product samples, labeling,

@ X COLLECT SAMPLE medical records and questionnaire.
(@ INSPECTION

b. REQUESTING OFFICIAL'S NAME AND TITLE ¢ DATE REQUESTED | d. PRODUCT NAME

Ronald Roy/CFSAN 5/13/98 |pietary Supplements

3. ASSIGNED TO: a. DUE BY 4. ACTION TAKEN a. SAMPLE NUMBER(s)
Steven Thurber ASAP (h  INVESTIGATION 98-788-093/9

(2) % SAMPLE COLLECTED
(@ INSPECTION

b. DESCRIPTION OF ACTION TAKEN

On 5/14/98, I received a CFSAN MedWatch assignment to follow up on an adverse event (death)
of Mr. I that occurred on 4/22/98. I completed a Consumer Complaint Report
(form FDA 2516) and made contact with the complainant, Ms. _ wife of Mr_
on 5/14/98.

Oon 5/15/98, I visited Ms. - to interview
her and obtain product samples . Ms. stated the death allegedly occurred from the Mr.
use of eight different dietary supplements for three weeks (3/26-4/16/98) to lose
weight for a military physical. He reduced food intake on 4/13/98 and collapsed on 4/16/98,
while on a two mile run. Mr. | vas admitted to on 4/16/98 and
transferred to later that day. I collected the products, obtained
disclosure for release of medical records, and information for the adverse event
questionnaire. The death is associated with one of the eight products, Original Green Herbal
Tablets, which contains Ma Huang (ephedra). This product is identified as sample #98-788-092,
and was sent to SEA-DO laboratory for analysis on 5/19/98. I spoke with the I crug 1ab

director,_and confirmed sample size and products involved.

on 5/19/98, I spoke on the telephone with Dr. Lisa Ginn (202-205-5055) at CFSAN, whom
interviewed hospital officials regarding this case. She stated that Mr. had a very
high CK rate (800,000), which is a muscle damage test. He alsoc had a low hypokalemic test

c. ACTION OFFICIAL'S NAME AND TITLE Steven Thurber/CSO mﬁl / d. ACTION DIST | e. DATE COMPLTD
BLT 5/20/98
5. MANUFACTURER/DISTRIBUTOR/DEALER RESPONSIBLE 6. PROGRAM DATA
a. HOME DIST. C. NAME AND ADDRESS a. OPERATION | b. PAC c. PROJ. CODE
LA Herbalife International 13 03F800 54DDASS
9800 LaCienega Blvd.
b. CF NO. Inglewood, CA 90080-0210 d. EMP. HOME DIST | e. EMP. NO. f. poscL 2
2022908 BLT 818
| - a.mrs 14
7. EVALUATION 8. FINAL DISPOSITION 9. INFO. COPIES TO
(@} PENDING [A] HFB-100
(% NOACTION INDICATED (NAI) (Y  FOLLOW-UP NEXT EI (5°  INJUNCTION/PROSECUTION i
(4 VOLUNTARY ACTION INDICATED (VAI) (7} WARNING LETTER (¢f  REFERRED TO OTHER AGENCY ® -
{Indicate Agency in Remarks) Eﬂ HFV-236
(3} OFFICIAL ACTION INDICATED (OAI) (@  CITATION () RECALL
47\ NOT AN FDA OBLIGATION HFZ-343
“r (#4 SEIZURE (# NOACTION =
(5 REFERRED TO HOME DISTRICT ] HFc-161
REMARKS -
NAME AND TITLE OF DISPOSITION OFFICIAL DISPOSITION DISPOSITION DATE
FORM FDA 2516a (1/90)
Circle Appropriate Copy: White copy (Original) Pink Copy Orange Copy Green Copy Yellow Copy
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COMPLAINI.‘.:JURY FOLLOW"UP :_f'\ 1. COMPLAINT NUMBER BLT-5162

0 L

2. ACTION REQUESTED a. REMARKS (Additional details)
(21) lN\C/ESTIGATION Visit consumer's wife to obtain product samples, labeling,
@ X COLLECT SAMPLE medical records and questionnaire.
@ INSPECTION
b. REQUESTING OFFICIAL'S NAME AND TITLE ¢ DATE REQUESTED | d. PRODUCT NAME
Ronald Roy/CFSAN 5/13/98 | pietary Supplements
3. ASSIGNED TO: a. DUE BY 4. ACTION TAKEN a. SAMPLE NUMBER(s)
Steven Thurber ASAP (h  INVESTIGATION 98-788-093/9

(2) X SAMPLE COLLECTED
(3 INSPECTION

b. DESCRIPTION OF ACTION TAKEN

Description of action, cont.

(potassium level). In addition, he received blood transfusions and dialysis as treatments.
Mr. BB died on 4/22/98 from rabdomyolysis (muscle shredding) , massive hemorrhaging, and
acute hepatic failure.

On 5/19/98, I spoke with Mr. Ronald Roy, CFSAN, (202-205-4771) whom confirmed analysis and
routing of the additional dietary supplement samples. The seven other dietary supplement
products obtained from the complainant were identified as samples #98-788-092 through 099.
Mr. Roy stated he would review the labels on the seven samples for ephedra substances. I
sent the samples to Mr. Roy at CFSAN for label review on 5/20/98. Medical reports are being
forwarded to CFSAN, for additional review. Ms. -ould like the return of the samples,
following label review and analysis.
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Adverse Event Questionnaire
Complaint Number: ELT"{/ b2 Investigator: i—fCVCVQ T/UH r éfr—

Consumer Information

Initial Report Source: DORA Consumer Injury

Date of Report: S / /5/73
MM/DD/YY OTelephone OCorrespondence mﬁedWatch

OUSP DOPQRS OPoison Control ocDC

e [ (o - o Age: 33

Race: O1-White ®Z-Black O3-Asian/Pacific Islander D4-Native American O5-Hispanic
08-Other 0S-Unknown

Information on Adverse Event

Date of Adverse Event: 4/7-1/‘,3 Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office): Aome
OYes #No

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

Describe the adverse eyent (includin symptoms and the time lapse from usin roduct to onset of symptoms):
Hea/#ﬁ, Hient +06‘:La€l¢(+ar sguf):/eeneﬂ‘ff 20;- 3 »vCCfT% /3&&—4/7‘/%93% /ese H/éfyh’#.ypqal\(nf)
recluced ‘Focdd intake o n Yjirdjas e, y4fie)as +he patr

CA? rany 2 mife’s, collapsed a el wa s
adm, tted to hoseo; faf

HO’\':V long did the gyfgf)toms last? ¢ /m{‘f [ Yl az/qg)

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

Rhient took eight diFferent dictary Supplments from 3fo6-49/16/08

List all Medication(sg,oDietary Supplement(s), Food(s), and other product(s) used at the time of the event: .
‘54 me a$ ve

Did event abate after use of suspected product stopped or dose reduced: OYes ONo Elﬁnknown

Did symptoms reoccur after reintroduction of suspected product: OYes ONo OUnknown CNot Applicab

Did symptoms reoccur after using other products with the same ingredients: OYes ONo OUnknown ot

Applicabie

Medical Information

Was a heatlth care provider seen?: OYes =o
Give health care provider's name, address and telephone number:

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

- 7 M >
O RSB ARTIS URALYSHD ypofecloye eer(ns m )

\ ¥ fa p/ e
What was the medical diagnosis? ya 4 Asmy o lysis (musele sﬁr‘é’ﬂ"/"'f/l; wcute hepatrc foite
What treatment(s) was given (e.g., drugs, othen? b/oed +ransfusiens, du,ézsf‘f Preee

Were there any preexisting condition(s)/treatment(s)? N
(If YES, list them including allergies, and chronic diseases). OYes ONo
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Product Category

1. Adverse event attributed to:
DOMedical Food (under medical supervision) Oinfant Formula
ietary Supplement (a vitamin; an essentiai mineral; a protein; a herb or similar nutritional substances including botanicals such
as ginseng and yohimbe; amino acids; extracts from animal glands; garic extract; fish oils; oil of evening pnmrose; fibers such as psyllium

and guar gum; compounds not gererally 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. 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): . )
HQ rbal Ta e‘fs, Origina | G reeem , Her‘La //ff, _In-lerha'f/bﬂdl Trne

Take /-3 +ablets 2X pe- day

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
DChCeZCZ r‘]e;ll'i nélggre;ﬁn;f arilurznzw:g /e’pA ed ra ),' B/;mé/er w/rac k,' g;—éﬂ Ma‘fe;
Valerian Rest Purple willow, Fu mitory Herb, fppain and
Cam‘:‘ng cofor: ED+C Rlue Mo | Jake.

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

OAspartame OColor Additive (please specify)
BMonosodium Glutamate
OSulfite

@6ther_¢ |E égea’ca
OUnknow

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

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

Death: m’{es ONo

Life-Threatening: OYes ONo

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

Required intervention to prevent permanent impairment/damage: DYes‘ ONo

Did the adverse event result in a congenital anomaly: OYes ONo

000007
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To: Nancy $lifman@OSN@FDA.CFSAN —~

_From: <LAL@[ *> ©s
Certify: N

Subject: NO SUBJECT

Date: Thursday, April 23, 1998 at 3:33:26 pm EDT

Attached:None
Would you please handle/triage this call. Thanks

*** Forwarding note from SMTP --BFD  04/23/98 12:39 ***

Received: from vm.cfsan.fda.gov by VM.CFSAN.FDA.GOV (IBM VM SMTP V2R2)
with BSMTP id 4670; Thu, 23 Apr 98 12:39:15 EDT
Message-1d: <19980423.123915.srb@cfsan.fda.gov>

Date: 23 Apr 1998 12:39:15 EDT
From: Shirley Blakely <srb@cfsan.fda.gov> \ Z&C—D?

To: <EAY@BFD>,
<LAL@BFD>
Subject:

To: CCR --BFD AMR --BFD
EAY@BFD

LAL@BFD

cc: SRB --BFD

From: Shirley Blakely

Subject:

I'm not entirely clear on how CFSAN handles reports of adverse events

related to dietary supplements. This telephone call came in to me and I
referred the person to a phone number (OSN) which she called and got voice
mail. She was uncomfortable leaving the message on voice mail so she

called me back. Here is the gist of her report:

Source of report:

Patient with Adverse Event: male, 34 years old, had been trying to lose

weight for about one month. He had been taking tablets which he obtained
from llHe told the pharmacist that the tablets contained CrPicolinate

and a diuretic. indicated she still has some of the tablets).

The patient after having collapsed. He indicated to the doctor that he

had run about 2 miles before he collapsed. He reported with severe ’
dehydration, severe compartment syndrome, and "rhabbomyolysis."The patient
never recovered from this event and has died.

Please have the appropriate persons contact Ms. _for further

details. Thanks.

HFS-019, 200 C St.,SW, Washington, DC. (202)205-8409
Internet: SRB@cfsan.fda.gov
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Apr 24, 1998 Page 1



.

Notes on Telephone Conversation

Clinical Research and Review Staff MMS:& Ilgscf

':'Date ‘ "ff:ﬂ M{f Phone No
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Notes on Telephone Conversation
Clinical Research and Review Staff

Jms #/2257

Date Do, &, 1998 Phone No.
Name - % Fax No. N/A
Affliation -~ * | (Gracme o mest & Ler / toipe
'AQQresé~f;ff;‘ S
FDA ; ‘AA_, ., THLD
Representat:ves ) g
,‘ CRRS /OSN
Qaestion/Subje;éi‘, % - Laa Corlactzol 2D Aeau-«uu‘ Wt«w«m\/

| degglmnce  «eth pltnexexs Leetal

%AQW%W mvﬁwaxko/

ZM -l g RIS ™ /2859,
ehpecent ort 3 23/75.

Discussion -
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%W#

P

Follow up
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Date: -ff’ o/é/ze

00010




em
1w

)
‘un al m)

Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

Refer to: Baltimore District
900 Madison Avenue

Date May 27, 1998
From: Steven J. Thurber/C SO/
Thru- Michael C. Rogers/Team Leaderw

Subj.: Follow-up on Adverse Event (ARMS#12859)/Medical Record J'

To Brigette M. Wallace/CFSAN ARMS Monitor

On 5-20-98, 1 visited to obtain medical records for Mr.
I , Record Department Head, stated that Mr. il was not
admitted to the hospital as an in-patient. He was brought tofj || i} emergency room and
transferred to _with his records, on 4/16/98.

On 5-21-98, 1 visitedqand obtained the patient's death certificate,
medical board summary, progress notes, and laboratory tests. These records were obtained from
Ms Record Department Head. The Mortuary Affairs Head,— stated
tham family decided against an autopsy, therefore, no medical examiner was
involved. The Records Release Assistant, Mmstated no
summary had been dictated regarding the doctor’s narrative/physician order, however, she is
attempting to reach Dr. || o finish the dictation and will contact me when completed

On 5-97-98, 1 sent the medical records that were currently available from_

I 2nd will forward the physician summary when it is completed.

Jtgen | Thisohe

Steven J. hurber CSO

Attach: Assignment Request CFSAN ARMS #12859, Adverse Event Questionnaire, labeling
copy, Consumer Complaint Form 2516, Consumer Complaint F/U Form 2516a, death certificate,
medical records.

0. HFS-636 / cc: BLT-DO_
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