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Adverse Event Questionnaire

Complaint Number:  /Z 733 Investigator: ~@MmES OLfEdy

Consumer Information

Date of Report: 03//4/9‘ """""""""""""""""""""""""""""""""""""
MM/DD/YY OTelephone OCorrespondence EﬁedWatch

OUSP OPQRS OPoison Control oCDC

Race: #1-White 02-Black 0O3-Asian/Pacific Islander 04-Native American 05-Hispanic

08-Other 09-Unknown

Information on Adverse Event

Date of Adverse Event: /2 ~,2-97 Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office): //o/yé'
aYes #fo

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 symploms):
HWIFE" Found NonyRFE(ovsins +nv T2 e EF S AE Loere, 287

LT Ssues <30 om  Fouwd A7 5:3s o

How long did the symptoms 1ast?  eowrrmus v’ o

Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was il
taken, etc.). 2 CAPSue&Y &7 )/5')’, onE BT COREBN ) ¥ PaE i Lewal

Foff T &&Bks PRrof 76 ,we/dsns

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event.
PURILE BLAST

Did event abate after use of suspected product stopped or dose reduced: OYes ®Ro OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes ONo OUnknown @dot 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?; ®fes ONo SEE )ED e ORI

Give health care irovider‘s name, address and teleihone number'| !

Occupation of Health Care Provider: ®D 0OOsteopath ONaturopath  ONurse OPharmacist
tOther (specify) sof 1L TTREE

— o
What medical tests were performed and what were the results? J&& rIThR REZRL)s

What was the medical diagnosis? &/ 18ACKRAVIBL L EVLRAHA G
What treatment(s) was given (e.g., drugs, other)? pu;;; LeHhras

Were there any preexisting condition(s)/treatment(s)?
(If YES, list them including allergies, and chronic diseases): OYes ®fo ST ER T 435’;/,7

000003




c M 127733
%}déj??

Product Category 9—“’

1. Adverse event attributed to:
OMedical Food (under medical supervision) Dinfant Formula
ietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances Including botanicals such
as ginseng and yohimbe; amino acide; extracts from animal glands, garlic extract; fish oils; oil of evening primrose; fibers such as psyllium

and guar gum, compounds not generally 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):

PuRPr Beasi— (EPHDAR  Koih avr, CulAlows, PA S 1ors i, Gonvisnss, Dhm g
Zenm AR DPy AFTIR rEmes AC WVE PANRm p e iades, NEA Sm, AT

FAR SENSREY ¥ < fa® ALPPETZI®
List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck here if ingredients are unknown

SEE

ACouv&

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

OAspartame OColor Additive (please specify)
pDMonosodium Glutamate

OSulfite

OOther

@BITknown

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

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

Death: OYes ONo
Life-Threatening: wfes ONo

Hospitalization: Eﬁes ONo (if YES, indicate if initial or prolonged) PRy E D

Required intervention to prevent permanent impairment/damage: @fes ONo
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Did the adverse event result in a congenital anomaly: lﬁqes ONo




CFSAN ARMS PROIJECT #12733 PURPLE BLAST 3-19-98
JAMES W. BLAKELY PAGE 2
T r
Manufacturer: NVE Pharmaceuticals

Newton, NJ

o ‘

MedWatch Reporter:

This investigation was precipitated as a follow-up to CFSAN's
Adverse Reaction Monitoring System Project #12733 which resulted
from a MedWatch report dated 12-23-97. This report alleged that
one male’s ingestion of a product called "Purple Blast" might be
implicated in an ensuing intracranial hemorrhage accident.

On 3-16-98 per prior arrangement with the reporting pharmacist,

N | i :cc
to follow-up on subject MedWatch
injury complaint. s. uring an earlier telephone call, had

refused to furnish me the name of the complaint. She stated that
this would have to be accomplished in person through their Risk
Manager. The initial information furnished by Ms. [ vas
essentially the same as that reported via the MedWatch format. She
did at this point inform me that the suspect product contained
ephedra, kola nut, guarana, passion flower, and ginseng.

Upon my arrival at the hospital I introduced myself to and
exhibited my credentials for Ms. Ml 2fter a brief conversation
with her, she escorted me to the offices of the facility’s Risk
Manager, I to whom I also exhibited my credentials.
Ms. also on the advise of hospital counsel refused to
furnish me with the victim’s identity. After some general
conversation, I was able to persuade her to telephone the victim so
that I might explain the purpose of my investigation to him and
solicit his approval. She did so and I was able to talk briefly
with the victim and schedule an immediate interview. Before my
departure I explained to Ms. |NIEEll that I would be obtaining a
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CFSAN ARMS PROJECT #12733 PURPLE BLAST 3-19-98

JAMES W. BLAKELY PAGE 3
consent from him for his medical records. She stated she would

have someone begin accumulating them immediately.

I then proceeded to the victim’s residence where I introduced
myself and displayed my credentials for Mr. ||} GG ¢

his wife, Iyl I explained to both that I was
foilowing up on a report riled by I

wherein they surmised that his illness might have been attributable
to his intake of Purple Blast.

The victim is a 47 year old white male (DOB who 1is
approximately 5’6" and now weighs 230 lbs. Before this incident he
espoused to be in good health, although overweight (290 lbs) with
no intake of tobacco, drugs, and only moderate alcohol. He stated
he had been on blood pressure medicine approximately nineteen years
ago but none since. He stated he had not been ill in the recent
past and suffered from no long term problems other than seasonal
allergies. He has been a 30 year employee (machine operator) of
They professed no immediate stress in
their lives prior to this incident. Hig father did die with a
heart attack at age 69. There is no other evidence of heart
disease in his family.

He stated he purchased suspect product at [ EIGTcTcTmhGS

as he had been told by others and then store personnel
that it was ideal for losing weight. He admitted to have been
taking this product twice daily, once at breakfast and once at
dinner, for approximately three weeks. He stated he noted no
particular ill effects from consuming same. He was not on any
other medication during this time frame.

He then showed me the remaining portion of suspect product. These
soft gelatin capsules are bright purple and appear to be
approximately 1 1/2 cm in length by 1/2 cm in diameter. They are
packaged in a clear plastic bottle with a purple and white label.
Each capsule was identified "PAO 224/3850".

Ms. M stated that she had been extremely tired and gone to
bed very early on 12-12-97. She stated she awoke around 8:30 pm
that evening to find her husband’s legs over her lower body. She
tried to arouse him and have him move and could not. She then
struggled out from under him, turned on the light, and found him
more or less incoherent. She stated he was lying on his stomach,
salivating, unable to move, and with slurred speech. He stated he
was conscious the whole time, but could not respond or move. She
awoke her children and called 911.
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re was transported to [

where he was received in the emergency room and immediately treated
for a cardiovascular accident. It was at this point they advised
Ms. BBl that her husband had suffered a severe stroke. This
small hospital then decided to immediately transfer him to the
larger regional hospital,

Within two hours he was received at the new facility and again
diagnosed with an intracranial hemorrhage - right basal ganglia.

They stated that he was hospitalized from 12-12-97 through 1-21-98.
During the time frame 12-22-97 through 1-21-98 he was housed in the

facilicy’ <

at the present time Mr.|EEllis mobile with the aid of a walker.
He still has only limited use of his left side particularly his
arm. No other bodily functions seemed impaired. He is presently
on blood pressure medicants only. He stated that he has 1lost
approximately 60 lbs as a result of this episode.

I explained that I would need to get a copy of his medical records
for review by our experts. Ms. h signed several copies of
Authorization for Medical Records Disclosure due to his incapacity.
I thanked them for their assistance and departed.

I then proceeded to
where I met and exhibited my credentials for

I explained the purpose of my visit and gave her a
signed Authorization for Medical Records Disclosure. She promptly

complied and furnished a copy of Mr. | tile. This is
attached as Exhibit #3.

Due to the late hour I was not able to return to _
_and pick up the additional medical records on this
ate.

This assignment dictated that I attempt to identify the
manufacturer of the suspect product. The witnessed product

labeling bore only the name as the manufacturer
with no address. Therefore I made a visit to

B i~ an attempt to identify the manufacturer.

Upon my arrival I identified myself to and exhibited my credentials
for_ I explained that I was following up
on a complaint on suspec roduct and needed to identify the
manufacturer of same. Mr. h stated that this product was in
fact manufactured for them by He

stated that his firm labeled the product after receipt. He stated
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This corporation is owned by_ his mother and
father, and encompasses this health food store, a gym, this
product, and other enterprises. He stated they intentionally left
any address off the product to preclude their competition from
determining the source of this lucrative product and ordering it
themselves. He added that this product is sold in-house only and
not distributed to outside accounts. He professed that it is sold
as an energy supplement and as an appetite depressant. He
furnished me a copy of a product label which is attached as Exhibit
#1.

He added that this product is marketed by

under the name "Purple Passion". He stated his product label 1is a
direct copy of -Hlabel with his new names substituted in the
appropriate places. He implied that [illmarkets this product as a
sexual arousal aid and not as an energy boost and diet aid.

He then queried me as to the nature of the complaint. I informed
him that this product had been implicated as a potential causative
or adjunct agent in a stroke. Upon hearing this he stated that
this was impossible since this product contained only natural
ingredients and not enough to hurt anyone. He stated for example
it contained only 25 mg ephedra per capsule, not as much ephedrine
as a children’s antihistamine.

He went on to state that he routinely gives new customers a flier
which cautions them not to take this product if they have heart
disease, high blood pressure, or any other condition. He stated he
did this because of the recent warnings FDA has given relative to
ephedrine compounds. He furnished me a copy of this flier. See
Exhibit #2.

I informed him that this product was presently mislabeled in that
it fails to bear the address of the manufacturer or distributor.
He promised to correct same immediately. I also informed him that
it appeared to me that his promotion and product labeling are
making drug claims for this supplement and as such this product is
an unapproved new drug. I informed him that further FDA review
would determine if this product were in fact being marketed as an
unapproved drug. He insisted this product is labeled and sold as

a food supplement only.
*presented Ms. I =~ Authorim
D I

isclosure, and picked up a copy of Mr. file. This is
attached as Exhibits #4 & 5. Exhibit #4 is his hospital file while
Exhibit #5 is his rehab file.

On the morning of 3-17-97 I returned to
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The following are attached as exhibits:

Exhibit #1 - Suspect product labeling

Exhibit #2 - Suspect product promotional flier

Exhibit #3 - Victim’s Medical Records from |}
Exhibit #4 - 1 Records for confinement in || Gz

Exhibit #5 - Victim’s Medical Records for confinement in -

e w7l

ames W. Blakely
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