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D death
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ADVICE £_JOUT VOLUNTARY RE. ORTING

Report experiences with: l
* medications (drugs or biologics)

» medical devices (including jn-vitro diagnostics)

* special nutritional products' (dietary
supplements, medical foods, infant formulas)

* other products regulated by FDA

Report SERIOUS adverse e}'lents. An event
is serious when the patient outcome is:

* death !

+ life-threatening (real risk of dying)
hospitalization (initial or prolonged)

disability (significant, persi'stent or permanent)
* congenital anomaly

required intervention to prevent permanent
impairment or damage |

Report even if:

* you're not certain the product caused the
event ?

* you don’t have all the details

Report product problems — quality, performance
or safety concerns such as:

* suspected contamination
« questionable stability
* defective components

¢ poor packaging or labeling

How to report:
« just fill in the sections that apply to your report

» use section C for all products except
medical devices

* attach additional blank pages if needed
* use a separate form for each patient

» report either to FDA or the manufacturer
{or both)

Important numbers:
* 1-800-FDA-0178
* 1-800-FDA-7737
* 1-800-FDA-1088

to FAX report

to report by modem

for more information or to
report quality problems
for a VAERS form

for vaccines

* 1-800-822-7967

If your report involves a serious adverse
event with a device and it occurred in a facility out-
side a doctor’s office, that facility may be legally required
to report to FDA and/or the manufacturer. Please notify
the person in that facility who would handle such reporting.

Confidentiality: The patient’s identity is held in strict
confidence by FDA and protected to the fullest extent of
the law. The reporter’s identity may be shared with the
manufacturer unless requested otherwise. However,
FDA will not disclose the reporter’s identity in response to
a request from the public, pursuant to the Freedom of
Information Act.

The public reporting burden for this collection of information
has been estimated to average 30 minutes per response,
including the time for reviewing instructions, searching exist-
ing data sources, gathering and maintaining the data needed,
and completing and reviewing the collection| of information.
Send your comments regarding this burden estimate or any
other aspect of this collection of information, including sug-
gestions for reducing this burden to

Room 721-B

ATTN: PRA
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Food and Drug Administration
Rockville, MD 20857

Reports Clearance Officer, PHS
Hubert H. Humphrey Building,
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Washington, DC 20201
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Adverse Event Questionnaire

Complaint Number: Investigator: Nianna M. Capalia
Consumer Information
Initial Report Source: XIORA Consumer Injury
Date of Report: 7/13/98 =
MM/DD/YY OTelephone DComrespondence BMedWatch

OUSP OPQRS OPoison Control OCDC

Name: [ Gender: JOF __OM age: 42 pop- ||

Race: #11-White 0O2-Black 03-Asian/Pacific Islander 0O4-Native American 05-Hispanic
O8-Other 09-Unknown

Information on Adverse Event

Date of Adverse Event: 12/25/97;1/5, 2 / 5,2/15/98 Give the site of consumptlon/mgestlon (e.g. home, restaurant, office):
Previous Adverse Effects to Product T ¢: OYes Q [

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):

{See attachment)

How long did the symptoms last? Symptoms are still being experienced.
Give the circumstances of exposure (i.e. how much was taken, how was the product taken and how often was it taken, etc.).

(See attachment)

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

None

Did event abate after use of suspected product stopped or dose reduced: OYes MNo COUnknown
Did symptoms reoccur after reintroduction of suspected product: OYes 0ONo OUnknown XNot Applicable
Did symptoms reoccur after nsing other products with the same ingredients: OYes ONo OUnknown -ENot Applicable

Medical Information

Was a health care provider seen?: gYes ONo

Give health care provider's name, address and telephone number: (See attachment)

Occupation of Health Care Provider: gMD OOsteopath CONaturopath ONurse [Pharmacist
DOther (specify)

What medical tests were performed and what were the results?  (See attachment)

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

Were there any preexisting condition(s)/treatment(s)? See medical records for _

(If YES, list them including allergies, and chronic diseases): BYes ONo
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Product Category

1. Adverse event attributed to:
OMedical Food (under medical supervision) OInfant Formula

jaDletary Supplement (a vitamin; an essential mineral; a protein; a berb or similar nutritional sub including botanicals such as gj g and yohimbe; amino
acids; extracts from animal glands; garlic extract; fish oils; oil of evening prinrose; fibers such as psyllium and guar gum; compounds not genetally recogmzed as food or
nutrients, such as bioflavonoids, enzymes, germanmum, aucleic acids, para-amino-benzoic acid, and rutin; and mixtures of these ingredients.)

OOther (traditional food)

Other ] blems
2. OForeign Object (specify):

3. DOOther (specify):

Information on Suspected/Alleged Product

Give the product name and manufacturer as listed on the label (including the recommended dosage/serving size, recommended
i duration of use, and indications for use as listed on the label):

) )

l] (See attachment)

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

Acetyl I-Carnitine, Niacin, Vitamin B-6, and Chromium.

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

DAspartame OColor Additive (please specify)
' OMonosodium Glutamate
DOSulfite

R0ther_MaHuang
OUnknown

Yy

Is the product label available, if yes submit a quality copy along with this questionnaire: 8Yes ONo OUnknown Product Sample
Available: OYes B§iNo OUnknown

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

Death: OYes 8No

Life-Threatening: &Yes [No

Hospitalization: BIYes ONo (if YES, indicate if mitial or prolonged)
Required intervention to prevent permanent impairment/damage: X7Yes ONo

Did the adverse event result in a congenital anomaly: OYes £No
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Adverse Questionnaire (I0M Exhibit 910-D) - Additional Comments

Complaint Number. CFSAN Project #12888
Investigator: Nianna M. Capalia

Date: July 10,1998

(until 1/15/98).

*The following comments correspond to questions listed in the Adverse Questionnaire.

Information on Adverse Reaction

Describe the adverse event (including symptoms and the time lapse from using product to
onset of symptoms):

The following information is what I learned from Ms. _ “victim”, and -

B ather. Iwas at Ms. -home on 7/2/98.

Ms.-ook her last pill on Christmas Eve, December 25th, at approximately 1:00pm in the
afternoon. She stayed up until 1:00am, then Christmas morning, playing cards with her family.
She went to sleep and awoke at 2:30am with beginning of stroke symptoms..

At 2:30am, Ms- right eye started hurting. Ms then walked over to the bathroom to
get eye drops. On the way back from the bathroom, Ms. had trouble walking back to her
bed as she said the left side of her body was “not functioning.” She then called for her daughter
who was sleeping on the floor (as family was over for the holiday and were in other rooms of the
home.) The daughter called for Ms -father in the next room, and the father phoned the
paramedics.

Msmsaid she did not feel any pain. She could not walk and could not move her left arm and
her left hand; her hand was in a ball/fist position. When the paramedics arrived and she was
talking with them. Ms. - said her voice was slurry and she was trying to convince the
paramedics that she was not drunk because of her slurred voice.

Ms.- said she had suffered three more strokes since the first one. She said these strokes
were on January 5th, February 5th, and February 25th.

Hospitalizations:
Ms. first hospitalization was from December 25th through January 16th. She was at

three facilities during this time; 12/25-26/98)

ntil 12/29/98), and

Ms. [Jccond hospitalization, 2/5/98 ot [ s icdiately

after her second stroke. Since the family wanted to get a second opinion for the cause of these

strokes, she was transferred to || | | | | | | EEEE She and her father said that- linked
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her strokes possibly to the consumption of the dietary supplement she was taking containing Ma
Huang. Her health is now monitored under the care of the

Ms Jjjjjend Mr.Jfferovided me a copy of a letter by Dr | NI

that was sent to her health benefits provider. This letter summarizes her past and current health
conditions.
(Exhibit #1 - Copy of Letter)

How long did the symptoms last?

If the four strokes were a result of the Diet Phen, Ms?is still recovering from the
symptoms. She has suffered four strokes as a result of the product. After the last stroke, she was
left temporarily paraplegic. She is now walking with a cane, though speech is still slurry and
some movements are still not back to as they were before the first stroke.

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

had used a product called DIET-PHEN manufactured by Source Naturals, Inc.
of Scott’s Valley, CA. She had consumed approximately a bottle and a half for over a month
until she experienced her first of four strokes. Each bottle contained 90 capsules and she started
taking the product sometime in November. Ms- does not recall exactly when. She said
she took the product as directed three times per day; two in the morning at approximately 6:30am
and one in the afternoon between 1:00 and 3:00pm. The purpose of taking this product was to
try to lose some weight.

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

No other medications or dietary supplements were taken around the time of this event. On
Christmas Eve, Ms. -and her family ate steak that was medium to well done, salad, and
noodles.

Medical Information

Give health care provider’s name, address, and phone number:
1.

2.

(Exhibit #3)
3.

(Exhibit #4)
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(Exhibit #5 - inpatient records)
(Exhibit #6 - outpatient records)

F
(Exhibit #7)

What medical tests were performed and what were the results?
See attached medical records.

Where there any preexisting condition(s)/treatment(s)?

Ms said there were none. Previous medical records to the 12/25/97 incident fromjjjj i
are attached.
xhibit

Information on Suspected/Alleged Product

Give the product name as listed on the label (including the recommended dosage/serving
size, recommended duration of use, and indications for use as listed on the Iabel):

Attached is a copy of the label, other product information, and forwarding letter to Ms. |
second attorney. This was all obtained form the first lawyer with whom Ms. consulted,

I VVhile [ was at Mr. ffice, Mr.-in ormed me the case
has been forwarded to attorney

(Exhibit #9)

The labe] reads in part:
“***SOURCE NATURALE***DIET-PHEN***NATURE’S DIET ALTERNATIVE***90

TABLETS***Source Naturals Introduces Diet-Phen, nature’s diet alternative containing a
unique combination of herbal extracts. St. John’s Wort can help support a positive mood.
Additionally, low levels of ephedra alkaloids may energize the body and heighten cellular
metabolism. The amino acid, L-Phenylalanine, is the precursor to a neurotransmitter that helps

support an alert state.

Directions: 1 to 2 tablets in the morning ¥ hour before breakfast, and one tablet '2 hour before
lunch, or as recommended by your physician. Do not take before bedtime. Do not exceed 3
tablets daily. For best results, use this product for at least 2 weeks. Not intended for prolonged
use or by those under medical supervision. Do not consume alcohol while using this product.
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WARNING: Contains phenylalanine. Not to be used by phenylketonurics. Do not exceed
directed amount. Not to be used if you are pregnant or nursing, have high blood pressure, heart
or thyroid disease, diabetes, glaucoma, difficulty in urination due to prostate enlargement, or are
taking antideppressant drugs such as MAOI’s or SSRI’s or any other prescription drug. Reduce
or discontinue use if nervousness, tremor, sleeplessness, loss of appetite or nausea occur.

If a particular ingredient is suspected of contributing to the reaction, please indicate the

appropriate category below:
Other: Ma Huang Extract.
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Enclosed please find copies of the bottle labels from the Diet Phen
product which Ms. |l vas taking prior to her four (4) strokes.
I am also enclosing copies of various articles which were taken
from the Internet regarding the "MaHuang" ingredient (ephedra).

As we discussed, Ms. - began taking the Diet Phen product in
November and consumed three (3) pills a day (totalling
approximately 130 tablets) until December 25, 1997 when she
suffered the first of four strokes.

Please give me a call once you have had an opportunity to look into
L this matter.

Very truly yours,

Enclosures
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Department of Health and Human Services ‘7/ (7 ?f/
U.S. Food and Drug Administration
19900 MacArthur Blvd., Suite 300

Irvine, CA 92612
Los Angeles District

MEMORANDUM
Date: July 15, 1998
From: Nianna Capalia
cc: Linda Hartley

s

To: Bridgette M. Wallace
Subject: CFSAN Project #12888

Per your request, attached is follow-up to the “Diet-Phen Ma Huang” assignment. Enclosed are
copies of medical records and labeling, and the filled Adverse Event Questionnaire.

The consumer listed on the assignment, ||| | | QT is the sister of the person who used
the Diet-Phen product. Ms mome is in mand is currently there now. At
the time of reporting to Med-Watch about this incident, she had been staying with her sister, Ms.

b0 was slowly recovering from her four strokes.

Ms, esides at
At the time of my visit, 7/2/98, Ms i father) was at the residence.

These two people gave me information for the Adverse Reaction Questionnaire, the addresses of
the five hospitals from which medical records were to be collected, and the lawyer’s address to
collect copies of labeling.

On 7/2/98, Ms.-said that she would be leaving on 7/10/98 for approximately a month and a

half to visit her sister 1;_ During this time, MrJJjjjfwill go back to his home in

Attached is 1)Copy of CFSAN project # 12888, 2) Filled Adverse Event Questionnaire with
attached Additional Comments sheet, and 3)Exhibits.

Please do not hesitate to contact me should you have any further questions. My phone number is
949.798-7743.
¢
janan M Wa
1anna M. Capalia
cGZd 91 1 86,

257 -SAH NSO/MIINIY B
ACHYISIY TV NI
RTNEREN 000010



To: lal@nicks, mlj@ni™" - k6c@nicks

From: Bridgette Wallace@_.. P@FDA.CFSAN ‘?‘
Certify: Y

Subject: Fwd: Death - f/Ju MaHuang Diet Phen Assignment

Date: Wednesday, December 2, 1998 at 1:35:49 pm EST

Attached: None

Comments:
Please let me know. thx.

-------------- Original Message - ----~--------

To: Bridgette Wallace@OFP@FDA.CFSAN

Cc: Vincent Jacono@LLOS@FDAORAPAR

From: Nianna M. Capalia@ LOS@FDAORAPAR
Date: Tuesday, December 1, 1998 at 1:50:20 pm PST

Attached: None

I have just received a phone call in follow up to your CESAN assignment (Diet-Phen Ma Huang
assignment, project #12888, completed 7/15/98.)

The caller was [JJij father of had suffered four strokes
in late 1997/early 1998 after ingesting a product called "Diet Phen" for over a month, as
directed.

Mr JJlirhoned to say that his daughter, Ms.- passed away October 17. She
supposedly suffered an aneurism due to a main blood vessel in the brain bursting. Ms.|JJJl
was still recouping from her recent strokes and staying in[JJlvith ter sister since
7/10/98. Ms. s survived by a 12 year old daughter.

Mr I ves in J>0d will be visiting [ili] in three weeks. He said he

could gather the medical records from his surviving daughter in |[Jjjjnd bring them to
give to us when he is in[J il Pleasc let me know if and how you would like to me to
follow up.

Nianna Capalia
LOS-DO
949.798-7743



