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MEDWATCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patienti

1 Patient identifier

Page

2 Age at time
of event:
or

of birth

In confidence

B. Adverse event or product problem
1 l:] Adverse event  and/or D Product problem (e g , defects/malfunctions)

2 Outcomes attributed to adverse event
D disability

{check all that apply)
D congenital anomaly

[] death
(mo/day/y) D required intervention to prevent
["] nfe-threatening permanent iImpairment/damage

D other.

D hospitatization — inial or prolonged

3 Date of 4 Date of ¥
event this report / 7»/3 ’7
imordaytyr) (modaytyr) ?l"ﬁ‘\'wm L -

lpLLa¥{owg

5 Describe event ot problem
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&szsﬁ
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For VOLUNTARY reporting ﬁb

by health professionals of adverse
events and product problems

6 Relevant tests/laboratory data, including dates

7. Other relevant history, including preexisting medical conditions (e g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunctnon etc )
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MEDWATCH CTU

or FAX to:
1-800-FDA-0178

MEDWATCH
5600 Fishers Lane
Rockville, MD 20852-9787

EA Mail to:

FDA Form 3500 (6/93)
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C. Suspect medication(s)

1 Naye (give labeled stre & mfr/labelerknown)
e nvich
Yeld

e used

a

#2
2 Dose, frequency & ri

-bp
#2

4 Diagnosis for use (indication)

3 Therapy dates (if unknown, g

fromto (or best estimate)

o i quarted (996

#2

#1 WA

5 Event abated after use

- qkdose reduced
# U*)‘e ( \CJI h% ( é S g y Dgggfyn't
#2
#2 [Jyes [ ]no dgg ynt

7 Exp. date (If known)
#1

6 Lot#(«f knowny)
Om lé” oo

8 Event reappeared after
reintroduction

#1 [ Jyes [_|no @gggﬁym
2 Es O (258"

dates (exclude treatment of event)

9 NDC # (for product problems only)

70 Concomitant mpedi

Suspact med.cal device

4 Operator of device
D health professional
D lay user/patient

D other

5 Expiration date

6 (mo/day/yr)
model #

7 It implanted, give date
catalog # {mo/dayfyr)
serial #

8 If explanted, give date
lot # (ma/dayiyr)
other #

9 Device available for evaluation? (Do not send to FDA)

I:‘ yes D no D returned to manufacturer on
{mo/day/yr)

10 Concomitant medical products and therapy dates (exclude treatment of event)

000001

E. Reporter (see confidentiality section on back)
Name, address & phone #

1

4 Also reported to
Iz manufacturer

O

D distributor

2 Health professional? | 3 Occupation

D yes g no b&_}hn\sw\)

If you do NOT want your identity disclosed to
the manufacturer, place an “ X ” in this box. E

user facility

5

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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ADVICE £_OUT VOLUNTARY RE: ORTING

Report experiences with:
» medications (drugs or biologics) 7
» medical devices (including in-vitro diagnostics)
» gpecial nutritional products (dietary
supplements, medical foods, infant formulas)
» other products regulated by FDA

Report SERIOUS adverse events. An event
is serious when the patient outcome is:

* death

« life-threatening (real risk of dying)

* hospitalization (initial or prolonged)

» disability (significant, persistent or permanent)
¢ congenital anomaly

* required intervention to prevent permanent
impairment or damage

Report even if:

* you're not certain the prdduot 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 to FAX report
* 1-800-FDA-7737 to report by modem

¢ 1-800-FDA-1088 for more information or to
report quality problems

e 1-800-822-7967 for a VAERS form
for vaccines

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 Reports Clearance Officer, PHS and to: Please do NOT

has been estimated to average 30 minutes per response, Hubert H. Humphrey Building, Office of Management and return this form
including the time for reviewing instructions, searching exist- Room 721-B Budget to either of these
ing data sources, gathering and maintaining the data needed, 200 independence Avenue, S.W. Paperwork Reduction Project

and completing and reviewing the collection of information. Washington, DC 20201 (0910-0230) addresses.

Send your comments regarding this burden estimate or any ATTN: PRA Washington, DC 20503

other aspect of this collection of information, including sug-
gestions for reducing this burden to:
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. L= . ~ : 3 7. COMPLAINT NUMBER
UNITED STATES + uOE) AND DRUG ADMINISTRATION N NYK-3832
CONSUMER COMPLAINT/INJURY REPORT 2 DATE OF COMPLAINT
\ 3/29/1999
3 ) (] TELEPHONE () @ OTHER a [J CONSUMER [J] TRADE SOURCE
domigr |0 e gmeer  |moowwwer Do
@) O VISIT {JLOCAL [ISTATE [RFEDERAL

COMPLAINANT
IDENTIFICATION

2. NAME AND ADDRESS

WORK

b. TELEPHONE NUMBER
HOME:

6. a. DESCRIPTION OF COMPLAINT/INJURY ' .
MEDWATCH rec. from HFS-636, Project #13346. - Reaction to Enrich Power Trim containing ma huang.
Consumer returned my call today, incident happened 12/1996. Consumer purchased diet product from co-worker
for weight loss as did other employees. Consumer took 10 tablets per day for approx. 5 months, during this time
%%N:zjﬁgv and prior to and 3 yrs. since, consumer stated she has suffered anxiety attacks, and dealing w/everday life.
Consumer under care of physician prior to incident and following incident w/analysist because test were negative.
Consumer currently diagnosed w/heart murmur. Consumer stated she did not remember the name of either her
private physician nor the analyst . ER visit because she felt tightness in chest and difficulty breathing, EKG neg.
b DOES COMPLAINANT EXPECT ADDITIONAL FDA CONTACT? [ NO [ YES (If Yes, explain in Remarks)
7. a b. TYPESYMPTOM  ONSET (HR) [c ATTENDING HEALTH d HOSPITALIZATION REQUIRED
(1) O VOMITING PROFESSIONAL () ®NO (2 O YES
INJURY OR DEIO/EMOPS  |(2) (O NAUSEA (1) O NO 2) & YES (If “yes”, give name, address, phone,
R"EJS-SE?I? ﬁfgﬁé é%) §3; 8 DIIEQ/FE{ERHEA (If “yes, give name, address, phone) | date)
D 4) O FEVER .
5) O SKINEYE IRR 12/24/1996: Er of]
(1) ®NO (6) [0 HEADACHE
1 NO
2) & YES o & (7) ® OTHER 5 months
@ 0O YEs chest tight & diff. breathing
(If “yes” complete DATE
items a through d)
8. a. BRAND NAME b. PRODUCT NAME .
Power Trim Intl. Enrich Power Trim (w/ma huang) :
! ;
¢. SIZE AND PACKAGE TYPE d. NAME AND LOCATION OF STORE WHERE PURCH E; CONSH COORD. B
PRODUCT AND tablets co work - did not disclose. o <
LABELING e. LOT/SERIAL NUMBER s o7y —\%
ci— >
f. DATE PURCHASED PRODUCT USED (1) 0J NO h. AMT REMAINING
EXP/USE BY DATE: 7/1996 ’ (23 K YES none
DATE 7/to 12/14/96
9. a. HOME DISTRICT ¢. NAME AND LOCATION OF FIRM d.
unknown IMPORT PRODUCT
MANUFACTURER/ (1 ano
DISTIBUTOR 5 CEN ) OYES
OF PRODUCT :
10. a PROBLEM KEYWORD c DISPOSITION 11 PRODUCT CODE
(1) CODE (2) DESCRIPTION  [(1) [J IMMEDIATE FOLLOW-UP 54FYB99
i (2) O F/UNEXTEI
x chest tigh (3) & CLOSED WITHOUT
b. EVALUATION FURTHER INVESTIGATION 12 INFORMATION COPIES TO:
EVAULATION (1) [0 NOT AN FDA OBLIGATION (4) [0 REFERRED TO OTHER
AND (2) 0 OBLIGATION, NO VIOLATION FEDERAL AGENCY O HFC-130 [ HFD-730
DISPOSITION (3) [J FDA ACTION INDICATED (5) [0 REFERRED TO STATE/ O HFM-650 [ HFS-63F
(4) [ INSUFFICIENT INFORMATION . LOCAL AGENCY Ol HFV-210 [0 HFZ-530
UNABLE TO EVALUATE (6) [ REFERRED TO OTHER (J OTHER
FDA DISTRICT
(7) [1 REFERRED TO OCI
REMARKS

Consumer discarded product at time of incident and has never used since. Consumer called Medwatch because she heard this on media.
Cosumer stated she still does not know if product caused her condition because prior history of anxiety attacks and since. Consumer stated
she still may have some difficulty but minor dealing w/everyday life: Consumer feels hospital gave false report of neg. EKG because she
has been diag. w/ heart murmur and is filing suit. Consumer stated she went to ER because she felt the tightness in her chest and some
difficulty breathing. These stymptoms lasted until 2/1997. Her private physician and an analyst she visited at her phy. request did not help
and she would not take any medications they prescribed.

NAME AND TITLE

Marlene H.Doherty, CSI/CC

DATE
3/29/1999

"FORM FDA 2516 (5/11/98)
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"~ Notes on Telephone Conversation
Clinical Research and Review Staff

Feb 2%, 1999 Phone No'if;

Fax No

Richard T. Calvet, mp

Follow vp o AER %= 13376

D:scussmn T spoke W ith Mirs, -G«Pm( selentitrd mcerf ar
cun FOA med/ca/ Offrcer Rllowing yp on her adverse eicnt report, She
escrhed a period (ahout 4 m;ﬁhs) of Shotness of breath palp fepors,
nd atmmo%q [S/ecpless pess assiciabkd s 1th yse of Chrich Power 77rm
S 10 cops. per day  consurnt oI/ directons). She hed vsed the prod et A 1 mo,

/0 Symphms pror % Fhis Sﬁ;g vis. kel the K, /l&q—Ml
'7v«1 el no?t q,re a spec,#( Aragnusss, bt Fe/t AorS’yMﬂQWJ were de b the
c/lltf‘ Pl )}( She 7‘00# ho 0/‘0/‘ /nﬂ&é Wf%pémj' ¥ BCK SA' dcﬁab?ti/)uré/ 7'(Q

owrﬁ’m ot ﬂuf bif hal 3 5’/’700#'5 of Z[broﬁf%f//ofﬂfﬂ Shakes, et 17vg Ao

bee H\/’ls follydmg Thic | She hes ben ol she has el ve e prokpse and hes cwem a Z/;onr,//:/
Since 1(_;\/( S ( for Freatment o[poh/( atfscls St hes the EE records 17 her home,

T ol her T wwsvld ke 10 revieww herceg cuth my S pernsor,

Follow up f' -
We wrixnt wish 1o send a Fre/d IMQW(‘[U/‘ 1o obtein Fhe mpd/c‘a/m(ords

Ste_no lenger has the supplement.,

Signed: /@Jw@%@ Date: 2-2¢-59

R,chard J. Calvet, mp 000004




EXHIBIT 810-D INVESTIGATIONS OPERATIONS MANUAL

= A
Adverse Event Questionnaire
Complaint Number: 133 4 Q7 Investigator:
Consumer Information
Initial Report Source: DORA Consumer Injury
Date of Report: OZJZL’[qC{ !
MM/DD/YY HTelephone OCorrespondence OMedWatch
DUSP OPQRS DPoison Control. OCDC
Name: Gender: XF oM Age: 3|
N
Race: DO1-White D2-Black 0O3-Asian/Pacific Islander 04-Native American  R5-Hispanic
O8-Other 09-Unknown
Information on Adverse Event
Date of Adverse Event: 12-24-96 Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office):
OYes N0 consumed prduct al home

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):
Jsd podvd a 4odal of 5 vmenths. Afler one month's vsc, dted tnisomnia,
anxicty , \pa\pﬁ(f\foﬂﬁ ; Shortness © b re eth /
How long did the symptoms last? 4 vinenihs
Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it

taken, etc.). Yscd S —(0o ¢ apslé Pcr(/laJ ( insYrvedions Stoted do Usc 2-3 copsiles
wWith eccn necal
List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:
Oval ContrecephiveS. N¢ oher medic=ticns or Supplemends
Did event abate after use of suspected product stopped or dose reduced: OYes WNo OUnknown (see ho*c)

Did symptoms reoccur after reintroduction of suspected product: OYes ONo OUnknown ‘EiNot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes 'QNo OUnknown XiNot

Applicable

Medical Information

Was a health care provider seen? XYes ONo .
Give health care provider's name, address and telephone number: Scvevel visiys Wb €werpucy Rotw,

on -1 2aw Dr. et B

Occupation of Health Care Provider: ®MD DOOsteopath ONaturopath ONurse OPharmacist
OOther (specify)

What medical tests were performed and what were the results? — < <ho card Toyam

Wy A W
What was the medical diagnosis? ~ No¢ dragnos:s g5 ven, sy myYevs “‘H"""V:"% A :’\’e\ i\l erk
What treatment(s) was given (e.g., drugs, other)? - Tveeted W/ nebirrzer for Mocthme!t W70 Limprvemen
Alse, itvrel yolve proleyse wJos Arasnesed ,

Were there any preexisting condition(s)/treatment(s)? - N o
(If YES, list them including allergies, and chronic diseases): OYes ONo
note  Symptams of shalkes, Yrghniness of Yhoeat ) pelpbetdions € irnregdlar bvceinrny
perss ed -3 -4 renths effer discondinug V'j pralact.

T nfdvnration oVdainred v pyitewe \nterview Lru/(on_w R
( se¢ aléo No¥s on ’re\ff;ham ﬂéz"’(é/co . 2-2Y-
390 ﬂ/(/la j

cTN Ve rsc i ) Ca va‘/”‘/ mLD
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_EXHIBIT 910-D

Marlene H.

Doherty, CSI/C

Adverse Reaction Questionnaire
Investigator:

INYESﬂGAﬂQ&&QE&?A_TLQNS_M_A&UA.L
Complaint Number: NYK-3832
Consumer Information
y Tnitial Report Source: JORA Consumer Injury
b fR t: 3/29 98 - sase [ T Y P Sl L L L L kit
Dare ot Tepo MM/DD/YY OTelephone CCorrespondence X8MedWaich
aUSP OPQRS OPoison Control oCDC
Race: O1-White ©2-Black o3-Asian/Pacific Islander 04-Native American  XR 5-Hispanic
08-Otber 09-Unknown
Information on Adverse Reaction
12/1996 Sive the site of copsumption/ingestion (e. §. home, restauraat, office):
18No | Home, Office
consumers’ use of the product.
Tightness in chest; racey feelir
m using product to onset of symptoms): 12/96-2/97.
Complainant took
£, saking pEgduct

Date of Adverse Reaction:
Previous Reaction to Product Type: OYes

rior
, privat

iR

ifficul

The followirq information relates to the
Deacribe the adverse event (including sy naptoms and the time lapse fro
Jaipany heedee 4
how was the product takea and how often was it takea, eic.).
5 tablets 2xday for 5 months

Product purchased from co
lets B5H4TTng W8

aniCFRTeS"
How long did the symp

Give the circumstances O
Co-workers taking and selling

List all Medication(s),
DESOGEN rx for 4 yrs.
ted product stopped or dose redut

—worker for weight loss 5 months prior.
10_tab
years s veryda eeh” ana
toms last? 12/96-2/97.
f exposure (i.e. how much was taken,
product for weight loss.

and other product(s) used at the timg of the eveat:

Dietary Supplemeat(s), Food(s),
for birth control.

ced: OYes xiNo OUnknown

Yes CNo OUpknown Not Applicable

ingredients: OYes ONo OUnknown ONot Applicabls

Did event abate after use of suspec
Did symptoms reoccus after reintroduction of suspected product:
other products with the same
Medical Information
veS. [l STATED SHE COULDN'T REMEMBER
F HER PRIVATE PHYS. OR ANALYST.

Did symptoms reoccus after using
Was s bealth care provider soen?: Yos GNo
Give health care provider’s name, address and telephone sumber: yaAMES 0
BMD Ooueopathh DNitturopuh ONurse  CPharmacist
3 co ist
BOther (specify) Phycologist __ |
ot what vere o enulti? ot ER of I

Occupstion of Health Cate Provider:

EKG - negative.
Panic attacks, anxiety, diff.dealing w/1li

Whal medical tests were pecformed
What was the medical diagnos!! l
What treatment(s) was given (¢-g-, drugs, other)? None.
/treatmeat(s)?
U ) XXyes ONo prior and still w/less diff. now.
000006
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Were there any preexisting condition(

(if YBS, list them including allergies,
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Project #13346 INVESTIGATIONS OPERATIONS MANUAL

Product Category

1. Adverse reaction to; NOT APPLIABLE
OMedical Food (uoder medical supervision) Olnfant Formula
ODietary Supplement ( viumin: w esscaus] mincral, s protein, s derb or Hmslar ouitbonal subsiacce inchding bommicals ach & ginseng i yohimmbe, saina

acids, axtracn from aaimal glands. gartic extract; fab olls, oil of sveming prunrosc; fbers such & pryfliues sod guar gum:; compounds not §escrully recognired m food or
H Sutricaty, much s bioflavosohls, cazymecs. germanium, puclelc scds, pure-sming-benzok scid. and rutin, sad Mixturw of Sess lagrodiemts )

OOthaer (traditional food)

h 2. OForeign Object (specify):

3. OOther (specify):

Information on Suspected/Alleged Product

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

NOT APPLICABLE

List product ingredients (if ingredients are suspected to be piesent, but not verified, list as suspected);
OCheck bers if ingredicnts are unknown

If a particular ingredient s suspected of contributing lo the reaction, please indicate the appropriate category below:

CAspariame OColor Additive (please specify)
< Monosodium Glutamate

OSulfits

OOthar

OUnknown

Is the product label available, if yes submit & quality copy al.ug with this questionnaire: OYes n,n:/ GUnknow=
Product Sample Available: OYee @No OUnknown '

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

Desth: 0Yes XBNo
Life-Threatening: OYes 38No
Hoepitalization: OYes x#No (if YES, indicate if initial or prolonged)

Required intacvention to preveat permanent impairmeat/damage: 0Yes X®No

Did the adverse reaction reeult in s congenital anomaly: 0Yes x5No 000007

378




To: ' ' B~idgette Wallace@OFP@F"‘\ CFSAN

From: Marlene Doherty@NYK@FDAURANER

Certify: N

Subject: Fwd: CFSAN Assignment 13346

Date: Monday, March 29, 1999 at 10:49:55 am EST
Attached: None

Comments:

FYT: Consumer finally called back - product discarded 3
yrs. ago.

Consumer was seen at ER of [
I - ... o - :lon

was prescriped, EKG because she felt tightness in her chest.
Consumer was advised to follow-up w/her private physician.
Consumer stated she did but could not give me physician's
name. She then follow-up w/analyst per her physician's
advice - she stated could not remember the name.

Consumer stated she has had/prior to taking the product for
Smonth in 1996 and since dealing with life in general.
Anxiety attachs etc. prior to 1996 and since.

Consumer only taking birthcontrol pills for 4 yrs prior to
taking product in 1996 DESOGEN.

I asked, if I sent her release for her medical records would
she sign it. Consumer stated yes, but this would only be
the ER visit, consumer was exp. anxiety attacks prior and
continuing until today.

Marlene

- - - - = - - - - - - - - - 0Original Message - - - - - = — ~
To: Marlene Doherty@NYK@EFDAORANER

From: Bridgette Wallace@OFPEFDA.CFSAN

Date: Friday, March 12, 1999 at 11:04:46 am EST
Attached: None

Hi Marlene, on March 2, I faxed CFSAN Assignment 13346 for
follow up on an Enrich Power Trim complaint. AT this time

000008
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the program officrequested medical re )rds, an adverse
event questionnaire ‘and labeling only. Recently they
discovered their oversite and requested that I ask that the
investigator collect the consumer portion of the product and
expedite the process.

The sample will be analyzed for Ephedrine Alkaloids,
however, at this time no analyzing district lab has been
selected to perform the analysis.

Please collect the consumer sample if available and secure
under official seal (no retail sample is necessary). Please
hold the sample until the analyzing lab has been determined.

Please banyan me to let me know if the sample is available
and to ensure that you received the message.

Thank you

Bridgette Wallace
Have a great day!!!

000009
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