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MEDWATCE. ,

THE FDA MBDICAL PRODUCTS REPORTING PROGIA

A. Patient information
1. Patlent identifler

In confidence

A. Adverse event ar piuuuc problent

UNTARY reporting

by health professionals of adverse

C. Suspect medication(s)

1 Name (give labelsd strength & mfr/labeler, it known)
#1 - SHAPE-FAST

w2

2. Dos=e, fraquency & route usad

3 Therapy dates (if unknown, give duratjon)
fromAo {or besi pstimala)

1. (X Adverseevent andior [ Produet problem (e.g.. defacts/malfunctions) # 2 BID #
2. Outcamas attributed to adverse avant o
{check all thal apply) (] disabitity #2 ¥2
[ deatn [C] congenitat anamaly 4. Diagnosis for use (indication) 5. Event abated after use
 (mavday) (7] required intstvention i prevent #1 ftopped or dose reduced
m lile-threatsning permanant impairment/damage # DV95 D"" oo "t
D hespitalization — initial or prolonged D ather; #2
— 18, Lot# (if known) 7. Exp. date (if known) #2 Dves Dno G i
3. Data of 4 Date ot 8 “ — —
anl thia report . Event reappeared after
‘e’:"’“""” 11/10/36 ("“’“V’V"po 06/05/97 reintroductjon
5. Describe event or problam L 42

64 Y/O FEMALE NORMOTENSIVE, WITH NO IDENTIFIED
RISKS OR FAMILY HX OF CVA, EXPERIENCED LEFT
SIDED CVA.

€. Aolevant testa/laboratery dals, including dates

her relavant history, including preexisting medical canditions (e.9,, ailergies,
race, pragnancy, smoking and slcohel use, hepatic/ronal dysfunclion, elc.)

NO RISK FACTORS, NON-SMOKER, NON-DRINKER
C'NO-RNOWN DRUG ALLERGIES. ALL LABS WNL EXCEPT
GLUCOSE 125, 8R. CREATININE 1.0

or FaX to;
1-800-FDA-0178

Mail to: MEDWATCH
5600 Fishera Lane
Rockvilla, MD 20852-9787

FOA

FOA Form 3500 146)

9, NDC # (for product problems only)

#1 [Jyes [(no Bﬁgﬁ,ﬂ't

va Clyes (Jne (Tgeez

1. Brand name

0. Suspect madical device

10 Cancomitant magical products and Harapy dates (excluds Ireatment of avent)

NOT ON ANY MEDICATIONS

2. Type of device

3. Manufacturer name & addrass

14, Operater of dovice
] heaith professional
D lay uzer/patent

o D other:
3
REC D. 5 Expiration date
e {movdaylyn
model # AN :. \\)91
AYACAA] o
catalog #

7. if Impianted, give date
N botl

aerlal # MQWAIQHLL“ L v T _—

8, It explanted, give date

lot # (mavdaylyr)
othier #
9. Device available for evaluation® (Do not send to FDA)
D yes D no D retumed to manutacturer on o

10, Concomitam medical products and therapy dates (sxclude trealment of event)

E. Reporter (see cantidentiality sectiaon on back)
1, Name & address

2. Heatth profeasionaf?

Eyes d me

3. OQccupation

PHARMACIST

4. Aleo repofed to
] manufacturer

5. M you da NOT want your Idsnlnry distiozed to
(he manutnewrer, place an “ X " In thia box.

O user taciity
E] distribulor

rd

Submission of a report does not constitute an admisaion that medical peraonnsl or the product caused or “T‘itfﬁ 6 65 ivem.



. P~ - CFSAN #12460
’ * ) ) - R COMPLA|NT5N6U7MSBER
- LT ~ COMPLAINT/INJURY REPORT '
2. DATEQF C PLAINT (Month/Day[Year)
7 I AVILEY

3. (1) [ TELEPHONE (a3 OwvisiT 4. SOURCE OF (1) CONSUMER (3) LJ TRADE SOURCE
FORM OF COMPLAINT ) 0 GOVERNMENT t4) M OTHER
COMPLAINT | () (O LeTTeR FAX from CFSAN Ph OrOs OF (Indicate in

NIrmacilst Remarks)

5. R ude Zip Code) b. AREA CODE AND TELEPHONE NO.

COMPLAINANT , MD

IDENTIFICATION HOME ¢ )

(If “YES’’ complete
Itemns a through d}

7 XX oTHER

left sided CVA

6. a. DESCRIPTION OF COMPLAINT/INJURY
< - - - 3 I3 . -
o y/o fema}e rmotensive, with no identified risks or family history of
CVA. Experienced left sided CVA.
COMPLAINT
OR INJURY
b. DOES COMPLAINANT EXPECT
ADDITIONAL FDA CONTACT?
(tm Onwno 2) [ ves
(Explain in Remarks)
7 a. b. TYPE SYMPTOMS _ ONGSET [c. ATTENDING HEALTH
: . (HR.) PROFESSIONAL
INJURY OR _— 1 O voMITING (1) Ono (2 OIVES (if “yes”
ILLNESS (HFC-161) 2 O NAUSEA give name, address, and phone no. )
RESULTED  |noTiFiep |3 O DIARRHEA
(n ONo (1) OO No 4 [J] Fever
(2) K YES 2) O ves |5 O SKINEYE IRR.
6 [J HEADACHE
DATE

b. PRODUCT NAME

8. a. BRAND NAME
Shape-Fasi
c. SIZE AND PACKAGE TYPE d. NAME AND LOCATION OF STORE WHEHE /
PRODUCT AND
LABELING
e. PACKAGE CODE/SERIAL NUMBER/ETC.
f. DATE PURCHASED|9. PRODUCT USED (If “yes” enter h. AMT REMAINING
date
EXP/USE BY DATE: (1) ONno (20 O ves
g. a. HOME DISTRICT |ec. NAME AND ADDRESS OF FIRM (Include Zip Code) d.
IMPORT
MANUFACTURER/ PRODUCT
DISTRIBUTOR b. C.F. NO. 1) O No
OF PRODUCT 2) O ves ®
10. a. PROBLEM KEYWORD c. DISPOSITION 11. PRODUCT CODE
(1) c{oos '(2) DESCRIPTION ) & immEDIATE FOLLOW-UP
i CVA 2) O F/u NEXT EI
EVALUATION b, EVALUATION (3) U cLosep wiTHouT 12. INFORMATION COPIES TO:
FURTHER INVESTIGATION O ueN -355 O HEZ . 343
AND (1) 0 NOT AN FDA OBLIGATION 4) O REFERRED TO OTHER Biok o ;
DISPOSITION g{) 0 0BLIGATION, NO VIOLATION ISEDERAL AGENCY (Closes file) (Biologics) L e5 400
FDA ACTION INDICATED (5) REFERRED TO STATE/ EN -
3 DA A LOCAL AGENGY(Closes fite)|] D HFN=730 [ e 61
(4) O INSUFFICIENT INFORMATION (6) U REFERRED T0 OTHER| [J HEN - 333 - _
UNABLE TO EVALUATE X H8S=535
FDA DISTRICT O uFv - 236
REMARKS
NAME AND TITLE DATE 000002
Janice D. Carter, CCC 8/12/97

FORM FDA 2516 (4/85)



. - ™ A CFSAN: #12460

] g - 8 1. COMPLAINT NUMBER
' : COMPLAINT / INJURY FOLLOW-UP SEA 5575
2.a. ACTION REQUESTED 2.b. REMARKS (Additional details)
(1) O INVESTIGATION Per requast from CF3AN: Collect medical records and product
) O COLLECT SAMPLE labeling. Complete Adverse Event Questionnaire form {attached).
3 [0 INSPECTION
(4) X OTHER:
2.c. REQUESTING OFFICIAL'S NAME AND TITLE 2.d. DATE REQUESTED | 2.e. PRODUCT NAME
anice D. Carter, CCC 8/12/97 Shape-Fast
3.a. ASSIGNED TO: 3.b. DUE BY: 4.a. ACTION TAKEN 4.b. SAMPLE NUMBER(s)
. (1) B INVESTIGATION
James I. Vik, 9/12/97 @ ® SAMPLE COLLECTED!
3) [J INSPECTION
(4 TJ NONE
4.c. DESCRIPTION OF ACTION TAKEN
Contacted in and spoke with
Dr. . was the attending physician during the complainants stay
at the hospital. She was very much aware of the complainant and appeared to know her
personally. Dr. volunteered to talk with the complainant who had requested her
name not be released and gained permission for the FDA to gather medical records. The
complainant was not interviewed and her request for privacy in this matter has been honored.
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4.d, ACTION OFFICIAL’S NAME AND TITLE 4.e. ACTION DISTRICT | 4.f. DATE COMPLETED
James I. Vik, Investigator SEA B/18/97
5. MANUFACTURER / DISTRIBUTOR / DEALER RESPONSIBLE 6. PROGRAM DATA
5.a. HOME DIST. 5.c. NAME AND ADDRESS 6.a. OPERATION 6.b. PAC 6.c. PRODUCT CODE
13 03R801 54DCC99
5.b. CF NO. 6.d EMP. HOME DIST/ 6.e. EMP. NO. 6.f. POS CL.| 6.g. HOURS
SEA 154 -2 8
7. EVALUATION 8. FINAL DISPOSITION 9. INFO.
() O PENDING (1) O FOLLOW-UP NEXT E1 (m O RECALL COPIES TO:
(1) 25NO ACTION INDICATED (NAI) @ [0 WARNING LETTER ®) )X NO ACTION U HFB-100
2 O VOLUNTARY ACTION INDICATED (VAI) @) O CITATION g HFD-730
(3) (I OFFICIAL ACTION INDICATED (OAl) (4) [J SEIZURE HFV-236
(4) O NOT AN FDA OBLIGATION (5) O INJUNCTION / PROSECUTION 0 HFZ:343
(5) O REFERRED TO HOME DISTRICT (6) 0 REFERRED TO OTHER AGENCY L HFC-161
6) [ INSUFFICIENT INFO. UNABLE TO EVAL. (indicate Agency in Remarks) L} ’.‘F%ﬁ
(7 [J REFERRED TO OCI BBy
REMARKS (copy sent
164249730k
a__
0o___
O
NAW y }r }ISPOSITION OFFICIAL  __ DISPOSITION DISPOSITION yrs
, vl rams AT < Q23/F7 7 00663
FORM FDA 2516a (3/94) / / 7 9,

* US.GPO 1996-404-897/41019




INVESTIGATIONS OPERATIONS MANUAL
T N, F

: V¥ EXHIBIT 910-D
. - ‘ Adverse Reaction Questionnaire
: SEA 5675 N !{
Complaint Number: Investigator: J/Im [é
CESAN #12460
[ Consumer Information
Initial Report Source: MORA Consumer Injury
Da[e Of choﬂ: pdo{é? - man " — O W ot 5 e o o Y O bk o gt
MM/DD/YY OTelephone CCorrespondence XMedWau:h ’
OUSP OPQRS OPoison Control OCDC
o, D Jcater N om | e &7
Race: O1-White 02-Black 03-Asisn/Pacific Islander  O4-Native American  O5-Hispaaic
08-Otber 09-Unknown
Information on Adverse Reaction
Date of Adverss Resction: ¢{ / (o h [ Give the site of consumption/ingestion (e.g. home, restaurzat, office):
Previous Reaction to Product Type: OYes ONo //dm Z

The following infortuation relates to the consumers’ use of the product. < o #/Mz,}/ /_‘6407&,

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

How long did the symptoms last?
Give the clrcumstances of exposure (i.e. how much was laken, how was the product taken and how often was it taken, ete.).

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

Did event abate after use of suspected product stopped or dose reduced: OYes GNo OUnknown
Did symptoms reoccur afler reintroduction of suspected product: OYes CNo OUnknown ¥MNot Applicable
Did symptoms reoccur afler using other products with the same ingredieats: OYes ONo OUnknowm JNot Applicable

Medical Information

Was u heslth care provider soen?: XYes TNo

Give health care provider's name, address and telephone number:m_

Occupation of Health Care Providers MMD QOOsteopath ONaturopath ONurgse  DPharmacist
O0ther (specify) __ _

What medical tests were performed and what vere the results? =22 /hézl/c;/ f‘et"’lﬂiﬁ

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

Were there any preexisting condition(s)/treatment(s)?
(If YES, list them including allergies, and chronic dissases): OYes ANo

377 000004




P : INVESTIGATIONS OPERATIONS MANUAL
P - S S
g Product Category SEA 5675
" 1. Adverse reaction to: CFSAN #12460

aMedical Food (under medical supervision) Olnfant Formula

FDietary Supplement (« viusin; ta swecatiel misenal; & proseln; « Serb o similar outritional subetasces tnchding botenicals sech a4 glosaag snd yobisbe; aming
sclds; axtracts from enimal glands; garlic extract; flah ofls; oll of veming primrose; fbca euch & pryQium sad guar guor coespeunds not geacetlly recomiced m foad or
auldaty, such ea bioflavoaokls, coxymes, germaniuca, muclele acids, purs-aming-beazok scld, wnd natin; aod mixtucm of these lagrodicon.)

00ther (traditional food)

Othgy !
2. OForeign Object (specify):

3. OOther (specify):

Information on Suspected/Alleged Product

Give the product name s listed on the label (including the recommendsd dosage/sorving size, mmended duration oi’ use,
and Indications for use s listed on the label): s'lwf,e -Fast AOO w 4 wf,g, s

List product Ingredients (if Ing: edients are suspected to be present, but not verified, list as suspected):
OCheck hers if ingredients sre unknown

laLrstassg (Stusederdid 1o 5% fotel alhebots ; cal lated 7o Doy, ;ZJ&
w//@ dart. ( 30 mg a,%’p‘tr}n )/,' de (stpudardizad fo (7 mjfamfc /éa’/hcﬂ)
MM’J%J 749 20 Mj' c'd\ééll‘ff' J

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

OAspartame OColor Additive (please specify)

CTMonosodium Glutamates “

OSulfite

OOthag

OUnknown
In the product label availsble, if yes submit a quality copy along with this questionnatce: KYes ONo BUsknown
Product Sample Available: OYea ONo OUnknown

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

Death: 0Yes ﬂNo
Life-Threatening: §(Yes aNo

Hospltalization: OYes ONo Gf YES, Indicate If initial or prolonged)

Requirsd intervention to preveat permanent impainment/damage: OYes ONo

Did the adverse reaction result In & congeanital snomaly: ©Yet ONo

s — o —— e e L o
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