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FOOD AND DRUG ADMINISTRATION
COMPLAINT / INJURY REPORT

#7_1. COMPLAINT NUMBER _

L0S 6792 [ 3O %5 3

2. DATE OF COMPLAINT (Month / Day / Year)

8/24/98

FORM OF
COMPLAINT

a

(1) TELEPHONE
@ U LeTTER
@ O visiT

4. SOURCE OF COMPLAINT
(4) : other: father of

&
consumer,

a.
(1) LJ coNsuMerR  (3) [0 TRADE SOURCE
[J GOVERNMENT (4)

Ou0OsOF

KX OTHER =AT#eR]
(Indicate in Remarks)

COMPLAINANT
IDENTIFICATION

Son /Mo THERS
V4

- collap

containing pn
COMPLAINT weeld
OR INJURY ¢ ,(

INGREDIENTS INC
drine; Guarana

6.

o}

a. NAME AND ADDRESS (Include ZIP Code
F -

duct is responsible.

b. AREA CODE AND TELEPHONE NUMBER
HOME

father

a. DESCRIPTION OF COMPLAINT / INJURY
sed on field during football

months preceding the week of abstinence.

LUDE: MaHuang extract 334 mg standardized for 6% ephe—
bxtract 910 mg standardized for 229 caffeine; per tab.

practice evening 8/20/98. Father claims ephedrine-
Son cxlaims that he had not used product for about one
prior to incident. He said that he had used product

egularly diurine the

b. DOES COMPLAINANT EXPECT
ADDITIONAL FDA CONTACT?

m O No @ EX vES
(if “Yes" Explain in Remarks)

7. a. EIB b. TYPE SYMPTOMS
INJURY OR Wg%ﬁlég” @ O vommne
ILLNESS @ O Nausea
RESULTED m K ves| @ [ DiaRRHEA

4 L] FEVER

™ O no @ U o 8 [ SKINEYE IRR.
2 Kl ves - DATE: € [ HEADACHE

*(If “‘yes’’ complete e @ ™ omen

items a through d) u Froatise, CHEST PATA
d

ONSET (HR)| ¢. ATTENDING HEALTH d. HOSPITALIZATION REQUIRED?
PROFESSIONAL? ™ nNo @ O ves
m U No @8X ves (If “Yes" give name, address, phone
(If “*Yes" give name, ad- number and dates)
dress, and phone number)
Dr

a. BRAND NAME
Twinlab metabolic enhancer thermogenic

b. PRODUCT NAME
ormula Rip Fuel

PRODUCT AND

c. SIZE AND PACKAGE TYPE
Bottle 120 tablets

d. NAME AND LOCATION OF

LABELING

e. PACKAGE CODE / SERIAL

NUMBER ETC. ¥ f. DATE PURCHASED PRODUCT USED h. AMT. REMAINING
- A8i S . g. 1 NO . .
Morm  AVAILASL( ol Yo antor oo 8 N
EXP. / USE BY DATE: 07 SuAg Date: Aoa (- .
9. a. HOME DISTRICT c. NAME AND LOCATION OF FIRM (include ZIP Code) d. M PRODUCT
szg;;gﬂﬁﬁfl New York Twin Labs Inc, 2120 Smithtown Ave (1) & No
OF PRODUCT b-CF-NC12421049 Ronkonkoma, NY 11779 @ O ves
10. a. PROBLEM KEY WORD b. DISPOSITION 11. PRODUCT CODE
(1) CODE (2) DESCRIPTION |  (1xk3 IMMEDIATE FOLLOW-UP — .
RX reaction ) % F /U NEXT El é Lf g C—A 7?
b. EVALUATION ()] f?«L\/OESsET?G‘Q"TTgSUT FURTHER| 12, INFORMATION COPIES TO:
EVALUATION (1 LJ NOT AN FDA OBLIGATION 4 [ rererReD TO OTHER FEDERAL (] HFM-860 (O HFz-343
AND @ L] OBLIGATION, NO VIOLATION AGENCY (Closes File)
DISPOSITION @ K2 FDA ACTION INDICATED (5) L] REFERRED TO STATE /LOCAL O wro730 XX HEC-161
W AGENCY (Closes File)
O T REEETE | @O fge Ty | Owvan D wses
FDA DIST w N
7 OJ REFERRED TO OCI OTHER )

I will stay in

touch with him.

13. REMARKS ¢ b, Complainant is very upset and "wants something done"

about this type of product.

14. NAME AND TITLE OF

DISPOSITION OFFICIAL

KW,}J\ /\‘)%M @A&D&bk N T olinSw ,C S

15. DATE

8/,29/@

FORM FDA 2516 (5/94) ( /

—/

us c;por1994-3o1-62610041o OO 0 O O 1ss




2.a. ACTION REQUESTED 2.b. ..{EMARKS (Additional details) LOS 6792
(1) O INVESTIGATION Obtain info f
(2 O COLLECT SAMPLE atn into tor Adverse Event Questionnaire for OSN's evaluatio
@3 O INSPECTION per guidance memo of 9/24/96, attached. §
(4 XXXOTHER:

2.c. REQUESTING OFFICIAL'S NAME AND TITLE 2.d. DATE REQUESTED | 2.e. PRODUCT NAME

3Raar;céesii;l N, Johnson C So 2/95/08 Twinlab Rip Fuel
l.z .N p hNED TO: 3.b. DUE BY: 4.a. ACTION TAKEN 4.b. SAMPLE NUMBER(s)
ohnson ASAP (1) GIXINVESTIGATION

none
(2) [J SAMPLE COLLECTED!

(3 OO0 INSPECTION
(4 O NONE

4.c. DESCRIPTION OF ACTION TAKEN

The complaint and much of the related information given on the complaint form came from Mr_ His
son , wh stated suffered an adverse reaction to the Rip Fuel, lives at another residence with Mr.
ex-wife. The latter two provided some information at first, but minimized the importance of and usage of the
product alleged to have caused the problem.

Mr stated that there are some unresolved custody issues involving the children, as the divorce took place
recently, within the past year or so. He felt that this might contribute to a lack of cooperation between his child, ex-
wife, and the FDA. At first, gave me some label information from the product. Later, his mother telephoned
me and said that the product had been thrown away.

I attempted to obtain a signed consent form from Mr. for his son’s medical records, but he handled that
himself at *obtained some medical information there, and faxed it to me at PHX RP. Itis
attached and appears to be partial information (e.g. no blood/lab results attached). Further atempts can be made to
obtain the complete rcords if OSN deems it necessary.

Between Mr the partial medical records, and some information obtained by telephone from [Jjjand
completed as much of the adverse event questionnaire as possible. It is attached for review by OSN.

4.d. ACTION OFFICIAL'S NAME AND TITL
Randal]l §y Johnson, ConsunExer Safety Officer 4‘ei_.8(S:T|ON DISTRICT 423L/36/T/EggOMPLETED

5. MANUFACTURER / DISTRIBUTOR / DEALER RESPONSIBLE 5. PROGRAM DATA

5.3, HOME DIST. 5.c. NAME AND ADDRESS 6.a. OPERATION 6.b. PAC 6.c. PRODUCT CODE

NY Twin Labs Inc., 2120 Smithtown Ave, 13 56R801 54YCAQ9

5.b. CF NO. Ronkonkoma, NY 11779 6.d EMP. HOME DIST/ 6.e. EMP. NO. 6.f. POS CL.| 6.g. HOURS

2421049 - LOS 648 2 3

7. EVALUATION 8. FINAL DISPOSITION 9. INFO.
©0) #Xpenping REVIEW BY OSN (1) O] FOLLOW-UP NEXT Ef 7 O RECALL COPIES TO:
(1) LI NO ACTION INDICATED (NAJ) (2 O WARNING LETTER ® O NO ACTION ' HFB-100
(2) U VOLUNTARY ACTION INDICATED (VAI) (3 O CITATION O] HFD-730
(3) OJ OFFICIAL ACTION INDICATED (OAl) 4 O SEIZURE U HFv-206
(49 LI NOT AN FDA OBLIGATION (5) [J INJUNCTION / PROSECUTION U HFZ-343
(5) L REFERRED TO HOME DISTRICT (6) [J REFERRED TO OTHER AGENCY K HFC-161
(6) (J INSUFFICIENT INFO. UNABLE TO EVAL. (Indicate Agency in Remarks) HFS-635
(n U REFERRED TO 0OCI O

REMARKS

Pending review by OSN, final disposition delayed. However, verbal infor-
mation from hospital records and ER staff shows that no tox/drug screen was perform
n_ This lack of blood data, combined with_ statement that he had
not used the product for a week prior to the incident, makes connection of the
product to the adverse event more difficult. IS ¥1/5p

XOU‘
000000 D

NAME AND TITLE OF DISPOSITION OFFICIAL DISPOSITION DISPOSITION DATE

FORM FDA 2516a (3/94) 00902

* US GPO 1995-386-960/20708
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EXHIBIT 810-D JMVESTIGATIONS OPERATIONS
., 2 % MANY

: —~ - 1

Adverse Event Questionnaire

Complaint Number: __ &35 6772 Investigator: %
ToHN 300 L6y THY.

Consumer Information 2
Initial Report Source: DORA Consumer {njury )
Date of Report: ¢3/Q‘°[/ 7 , X
MM/OB/YY / elephone DOCorrespondence OMedWatch

oUSP OPQRS 0OPoison Control DCDC

 Neme: I |G o age. /7 ®

Race:-3rPhite Dz-Black‘; cAsian/Pacific Islander  O4-Native American  O5-Hispanic

08-Other 9-Unknown
Information on Adverse Event
Date of Adverse Event: 5/ Zo / 7é Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office): =~ ¢ J
aYes ¥No , T Cudal ~ $94 FRDYCT caTglony A

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

Describe the adverse event (including symptoms and the time lapse from using product to onset of symptoms):
ColtalSED on roovBat FilLd DoAimic T ARG - FAIATLS .

Mow long did the symptoms fast? Un zanSciivy  § Moo
Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it
taken, etc.).

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

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

Did symptoms reoccur after reintroduction of suspected product: QYes ONo OUnknown WNot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes ONo OUnknown WKNot
Applicable

Medical Information

Was a health care provider seen?:XQes ONo
Give health care provider's name, address and telephone number:

OR.

Occupation of Health Care Provider: WMD DOsteopath  ONaturopath  ONurse OPharmacist
DOther (specify)

What medical tests were performed and what were the results?

What was the medical diagnosis? \/A S - VAGAL S9ncopg — ([ Farmtive)
What treatment(s) was given (e.g., drugs, other)?
Ficeg Tv NS (F) So cc 2

Were there any preexisting condition(s)/treatment(s)?
(If YES, fist them including allergies, and chronic diseases): OYes ONo I

@ comtrnianat s =ames s [

000003
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INVESTIGATIONS OPERATIONS-MANUAL

1. Adverse event attributed to

EXHIBIT 910-D
Product Category

OMedical Food (under medical supervision) Olinfant Formula

ietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances including botanicals such
@s ginseng and yohimbe; amino acids; extracts from animal glands; garlic extract; fish oils; oil of evening primrose; fibers such as psyflium
and guar gum; compounds not generally recognized as food or nutrients, such as bioflavonoids, enzymes, germanium, nucieic acids, para-
amino-benzoic acld, and rutin; and mixtures of these lngredlen{s)
OOther (traditional food)
Other Product Problems

2. OForeign Object
(specify):

3. WOther (specify)

= CusTobine  FATeh Claimg
AND S3J  MINImLE T!fﬂi.(ﬁ—l‘ Q—Y(Ci) No

RiZ Pule  carussd

Pha8cm,

Mot el

BLood ToX /0 U SCRSEI wrd PLRIVAMO
Information on Suspected/AHeged 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 labef)

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected)
OCheck here if ingredients are unknown ]
PEA TABLED: MA HudNe 234 me
CATEE
ALs

¢ ; o
STAS4n2(238) AJ é/g £ gy
Stawmnoigy) 22°% (Gu/\/L.«m Fe5 m )
AW
| — 9\ U(Tﬂl\(sf/ /‘A/A)Wf/ijt
a
category below:

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

DOMonosodium Glutamate

OSulfite

OColor Additive (please specify)
WOther Sz ABY [REACOSH:
DOUnknown

is the product label availa'bl'e if yes submit a qu
OUnknown

Product Sample Available: OYes

lity copy along with this questionnaire: OYes
No OUnknown

Outcome Attributed to Adverse Event
(If yes, include pertinent medical records)
Death: OYes &No

Yo

Life-Threatening: OYes ﬁNo ;

Hospitalization: OYes %Jo (if YES, indicate if initial or prolonged) __& A TRe "‘iﬂ“/ Tef m
Required intervention to prevent permanent impairment/damage: OYes b‘No

Did the adverse event result in a congenital anomaly: OYes \g@o

C00004
391




