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" Adverse Event Questionnaire

Los 7710 Investigator: _V.R. Bowman

Complaint Number:

Consumer Information

Initial Report Source: DOORA Consumer Injury

Date of Report: (01,1598
MM/DD/YY #Telephone OCorrespondence (OMedWatch

CUSP OPQRS OPoison Control OCDC

| o S | Gencer 5 o a1

Race: O1-White DO2-Black 0O3-Asian/Pacific Islander 04-Native American @S-Hispanic
08-Other 09-Unknown

Information on Adverse Event

Date of Adverse Event: 4/6/98 Give theﬁitekof consumption/ingestion (e.g. home. restaurant,
Previous Adverse Effects to Product Tvpe: O0Yes 8No office); YIENOWI

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):

¥hile playing in an she collapsed., CPR
started by I
Remained in a coma, Transferred ¥Fo

Paramedics,
How long did the symptoms last? on 4/8&dieduf'9/98
Give the circumstances of exposure (i.e. how much was taken, how was the product taken and how often was it taken. etc.).

Unkngwp. Co?oners report will be available in 7-10 days. Coronor's
preliminary info incl, product being taken 7-10 days before incident., Parents
unaware of her taking product.

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:
Breakfast: Partial bowl of Toasted Oatmeal Cereal with milk. Lunch: Burrifto
purchased [ . snack: 2 homemade choc. ohip cookies & milk. Had not
eaten dinner yet. No medications, diet supp. taken., Previous food historyfcoul
Did event abate after use of suspected product stopped or dose reduced: OYes {No OUnknown not be recalled,
Did symptoms reoccur after reintroduction of suspected product: OYes ONo OUnknown {INot Applicable

Did symptoms reoccur after using other products with the same ingredients: OYes ONo OUnknown &Not Applicable

Medical Information

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

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

What medical tests were performed and what were the results? Remained in coma fm 4/6-4/9/98 and died.

What was the medical diagnosis?
‘What treatment(s) was given (e.g., drugs, other)?

Were there any preexisting condition(s)/treatment(s)? = %> ¢ 7 #5%
(If YES, list them including allergies. and chronic diseases): OYes @No
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Product Category

1. Adverse event attributed to:
OMedical Food (under medical superv1sxon) Olnfant Formula

DDietary Supplement (s vinmin; :n 1; a protein; a herb or similar autritional sub incloding botanicals such as ginseng and yohimbe; amino
u:u‘k.exmctsﬁommnnnlglmds.guimcxtnctﬁshods:nﬂofcvenmgpmnmse’ﬁbmsuhaspsylkummdgungnm,compomdsnotgmnﬂlymcogmudufoodm
antrients, such as bioflavonoids, enzymes, g acids, p 0-benzoic acid, and rutin; 2ad mixtures of these ingredients.)

OOther (traditional food)

Other Product Problems
2. OForeign Object (specify):

3. QOther (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):

Twinlab Ripped Fuel, 120 cap btl., Twin Laboratories, 2120 Smithtown Ave,
Rondonkoma, NY 11779, 2 caps before AM workout&2 caps before afternoon&
evening meals, Max, 6 caps daily. Metabolic enhancer.

No bottle of product obtained. Capsules obtained from friends/other athldites.

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

OCheck here if ingredients are unknown
MaHuang Extract 334 mg, Guarana Extract 910 mg., L-Carnitine 100 mg.,

Chromium 200 mcg.

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

OAspartame OColor Additive (please specify)
OMonosodium Glutamate

QOSulfite

@Other_MaHuang Extract (Ephedra Alkaloids)
OUnknown

Is the product label available, if yes submit a quality copy along with this questionnaire: OYes ONo OUnknown Product
Sample Available: OYes ®&No OUnknown

QOutcome Attributed to Adverse Event:
(If ves. include pertinent medical records)

Death: R¥es ONo Medical records and emergency room records are being obtained|

Life-Threatening: OYes ONo

Hospitalization: OYes 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
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LOS 7710 #3b Continued:

Her parents are and
Il home telephone No. Ms. sal ey are
making funeral arraignments today and may not be at home.

Mrs. said the whereabouts of the Ripped Fuel container
had taken the capsules from is unknown. She believes it
may be in her purse or _ which her parents now have.

Mrs. ]l said she did not know why, how long she had been
taking the product or the dosage. Monday was the first day she
and her parents knew she was taking the product. She said other

I ") D¢ taking the product.

The || to1c Dr. about the product at the emergency
rooz in || 2nd had obtained a bottle of it from the

n ” for the doctor.
belleve e product may have

discussed another situation involving a [ I
taking the product and seeing her about
I told her I would follow up on this in the

Mre. said she and Dr.
conTriburted to-ea

briefl

Mrs.

shortness of breath.
imr=2izte future.

a712/¢8: Telephone call to Dr. NN
ideztified myself and he provided the following: He had not

Wi before he treated her on Monday at the
He said she had taken at least 2
ay and had not eaten much. Some of
said they were taking it for weight
cor=r=1. Ha said the lzbel made mention of taking it for extra
ensrzv =znd weight control.

e
i
(5

he product

Se zzi< it was 10-15 minuzes befcre the paramedics treeted her
WiTh m==zrT =I0oCkK treaTment Sre hzd low pctassium levels,
wi=--w— wolzz znd Trazoin Zszd Upcon =rrivai. She wW:s Trznsisrred
e _:: wed., <07 22 Thusician TrezTiny nEY
ToeIrz LT LTIV

Ze t=rT-rmes 2 drug scresn and Icund no arugs ci zny Zind in ner
sysI==z

He rs=zuires a medical release frem the parents before he can
relzzse any records.

4/13/28. Received a telephone call from Mr. _

-1-
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Coroner Investigator,

about He said she die rom a .
massive heart attack. May have been having heart problems up to
2 weeks before without her knowing it. The hospital had thrown
out her stomach contents. He was performing serum run,
toxicology and micro analysis. He said her death may have been
contributed to by ephedra in the Ripped Fuel product. He said
the autopsy report will be completed in 7 to 10 days and a copy
will be sent to me.

4/14/98;: Visited and interviewed the parents, | IEGczINNGEGE:G:G
|

Mr. described his
574", between 115-120 1lbs.

daughter as being in good condition,

She was on the

She was also on

Both parents confirmed she had no allergies, had no
chronic diseases, or other medical problems. She was not taking
any OTC or Rx drugs. She would occasionally take a multiple
vitamin manufactured by“ (bottle
could not be located). Mrs. Ssaid she had noticed

appetite had been off for the past two weeks. She szid
she would eat when she was hungry but not always finish her
breakfast or meals and sometimes go without breakfast includirz
not eating bananas. However, she would finish all her favorizts
foods like pasta, pizza, hamburgers, and snack foods. They
described her appetite as that of a typical teenager. On the =
of her death, for breakfast she had eaten a portion of a bowl :
Toasted Oatmeal Cereal and milk; for lunch she had eaten a
burrito purchased at the *; Wl 00 il
snack she had eaten two homemade chocolate chip cookies Mrs.
had made and milk. She would have eaten dinner after ==
The parents could not reczll what foods she had eaten ===
days bpefcre her dezth.

Y
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h
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3cTh TErentTs szia Tney were nit EwWars thzt she wes tTarzng RiIgIi:z:z
Fuel. Trhe first they ceceame awzrs of it was con 4/6/83. Mr.
N s in the | I

id he nhad telked to theq that were e
q Se said several said she had zzex
taking the product Rippe uel. He said one of the wWantT
with him to the NG ©
I :nc purchased a bottle of the product to show

-2

000006



D
»

emergency room doctors who were not familiar with the product.
He said the coroner now has that bottle.

Both parents described searching her room and belongings and

having her checked but not finding any of the
product.’ had not taken any *, purse,
etc to the as the [JJJJJ is close to thelr home.
Both parents said they believe she had been giv capsules b
tezm members. He said she had performed in thew
I o= saturday (4/4/98) and believes she may have received them
more from somebody on the [JJJJ NI than fron the
]

Mr. BBl sz2id he had received a telephone call from coroner

who said his preliminary results shows she had been
taking Ripped Fuel for 7 to 10 days before she collapsed. She
had he=vy scaring of the heart. Also, that the hospital had
found czpsules of the product in her stomach contents.

Also mresent during the later part of the interview was Mr.
Je is the boyfriend to Mr. & Mrs. other daughter
He said he had been using the product in the past
incluc=ng when he was at the same || NN 125t vear as a
He said he was requested to obtain the bottle he had
ing. He showed me an empty bottle of Ripped Fuel, labeled
n

i
as com—2ining 120 capsules, Lot# 7A431. He said he attends-
I o cre he keeps it.

siched copies of the FD46l-Authorization for
ccrds Disclosure and an affidavit (FD463a) dated

They said

c e
4/2.%4/25 that describes some of the information discussed with me.

4/-27/2=. Visited the office of Dr.

I - otc in the office window stated the
0fi~= would be closed from 4/9-17 and would be back on 4/20/98.
I «will =—isiz Dr._office en 4/20/%8 to obtein her records.

B cccurred during 2
czid the NN ':s noT associated
She said she was not present when | IGczNE
k. on 4/6/98. She

-
cre

szii === and Mr. | cuestione e there and
discov=red she had been taking Ripped Fuel. She described how
thsv =—-2 preparing a letter to be sent to the I pzrents on

-3-
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counseling and talking to their children on drugs. Adcitionally,
they will be preparing a video to broadcast over |GG

_ on grief responses and education on OTC crugs.

I inquired about a previous incident she had mentioned Zo me when
we first talked. She said the was a who

was taking the product, became short of breat! an! !a! :oF.ave

oxygen administered. Because of the B bcing a_, she
said she would talk to both him and his mother to obtailxn
permission to discuss the incident and/or have them talx to me.
Later that day I called Mrs. and inquired if ere
required to have a physical before Joining a‘
B she said they are required to have such a physiczl Zut
that would have been performed early in the T
requested a copy of the record showing who the physiciex was that
gave the physical. She called back and left a message Zn ¥y
office answering machine that the ] wovuld need perzission
from the parents to release such a record. On 4/15/98 - spoke to
Ms. Hand faxed her a copy of the Authorization fcr Medical
Recoras Dlsclosure. She said she would fax me a copy c=Z the
information.

4/14/98: 1 visited the Ftore =4 |
e e

No Ripp was 1n stock. The store zanzger
said their last sale of the product was :&n

3/18/28.

4/14/28: Visited the -drug store (formerly callzsd
One 120 czpSTl
bottle of Ripped Fuel, lot# 7A435 was in the back room. I
inquired of Mr.| N Chief Pharmacist, if -= :zd been
pulled off the shelf. He inquired of the asst. mgr as z: 1tTs
=4

i
statis. He said it was in the back room voluntarily t:c re
lzbe. but that they had nct received any notice to pull Th=

i th

(0]

= O O e e T e T AT~ - T

revisw oI The mea 2COora mCwS COmpllCaltilois o Tl
arresT with colleps iring with seizure =z-TiTiTy/
hypcxzlemia (2.7 on issicn); severe acute respiratcr CLstTress
syncrcme on admissicn; right rheumcthorax; elevated C:i =t 37%;
cerezral hypoxia, severe, with cheyne-stoke’s breathir:. Nzgative
CT; right lower extremity possible arterial occlusion szceondary
to fziled right arterial line placement; left pheumothcrzx.

_4_
000008




for energy'. This is felt to be the cause of her arrest. See
medical records attached to this complaint.

2/14/98: visited I o obtain the

q medical records. They are to be ready
tomorrow, 4/1 .

¢/14/798: called Mr. | GGG o th- I

I

[ REEEE . He confirmed the incident occurred
curing the . Inquiry was made if a physical was
raquired of the He described how they rely on the
ﬂaining a physical for them to be on the | I

and not having to repeat it. Inquiry was made if he
r=d ever secen| ]l taking any of the Ripped Fuel or ever
seing such a product in her possession. He said he never saw

r taking any drug or the product/bottle in question.

£/15/98: Updated Raphael Davy, CFSAN/DPB/FHS-636. He directed
that no sample be collected from any stores as the bottle product
czme from cannot be specifically identified.

£/15/98: Received a telecon from Mark Fow, HFC-310 and updated
*im on the investigation.

£/15/98: Obtained medical records from | ENEGNE
Correspondence Clerk at Brisk
~aview shows she was admitted with a history of an anoxic brain
injury status post resuscitation for suspected arrhythmia.
zssessment: “Limb ischemia of the right lower extremity with
-wrombosis of the femoral and proximal probable iliac artery.
Tave~e limb ischemia.” Patient is unable to respond to any
“ire~ted commands in order to directly test for any motor or

senscry function. Patient died on 4/9/98. BAbsence of flow and
—-=tz¥2 in brain c/w brain death. Main death declared at 11:50

I - sicals

~vszcal was given on 2/12/897. znkle sprain was the only
rnyvszcal condition noted. It Is signed by the physician
—erzifying that the |Jjj§ is physically fit to _

“lazrification was made as to Mrs. _initial

-5-—-
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description of the product being referred to Ripped Fr=1l 200.
She said that is how it was described in the interret information
she had received. A fax copy of the 2 internet paces is

attached.
at his office locatedH
I identified mw¥self an

explained the reason Ior e visit as well as givirng EZm a copy
of the Authorization for Medical Records Disclosurs. Even
though medical records go back tolllll == has only
treated her on 6/30/95 and 6/24/95 for ear infecticn. Previous
physicians from this location had treated her. He is —he only
physician currently at this office. A quick review stcws she was
treated for bronchitis in 1986 and 1987. N ==3ical
records were collected and are attached to this cozplzint. He
stated he was not informed of the incident or her concition until

she was transferred to the I -
Wed., 4/8/828.

4/20/98: Interviewed Dr.

The most curreat medical record in the file is dated 2./6/97 from
a Dr. who practices at another Zoczzion. She

was seen ror skin problems. This was the same physiciz= who
berformed tne NN o- -~ I

4/20/98: Visit=d Dr. - at [T
identified my==s znd
explained the purpose of the visit. She said she mzv To her
current location in January 1997 and does not have ez file. <She
verified she kzd only seen M tvwice. Once fcr Tt= skin
treatment on 1/6/97 and giving her a physical in crZsz Zor ner o

‘ “l |'|

1

She said the [NNNNEMNNN: "Cluds Shesking the
eart, pu.se, tTemperature, and other vital signs. I —=zuired if
she r=czl: s hzving any hesrt murmurs or czIisxr Z=art
condizionrns, k=3 any eating discrisrs, or cther Ccnr-on.:- Zisszges.
She szid s—& would mot kncow abcut zny eating discrzsrs Ut
described =—hzT any =bnormalcres wouilld have Leen nITsI DT o=
SITINT/S CINSZNTY naed fssn oo_slTes IXIT ’r._ =T
comzlzinT Iz_zIw IT
\//\//‘)b\/_' ’:67//_/ 2
Willizm R. Bowman, CSO
1L0S/DO Med. Device Team

._6._
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Enclosures:

Adverse Event Questionnaire

Affidavit FD463a dated 4/14/98.
Health Statement and Parent Consent

2 internet pages regarding Ripped Fuel
Medical records from
Medical records from
Medical records from Dr.
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