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_==1. COMPLAINT NUMBER

ith Service . . ¥ ‘i PHI-7-0821 {2 < '7)"7
FOOD AND DRUG ADMINISTRATION 2. DATE OF COMPLAINT (Month / Day / Yéar)
COMPLAINT / INJURY REPORT 9/11/97
3. a. 4. SOURCE OF COMPLAINT a.
FORM OF (1) EX TELEPHONE (1) Xl consuMeER  (3) L] TRADE SOURCE
COMPLAINT @ L] LETTER @ O GOvERNMENT (4) [] OTHER
@ O visiT OL0Os OF (idicate in Remarks)
5. a. NAME AND ADDRESS (/nclude ZIP Code) b. AREA CODE AND TELEPHONE NUMBER
IDENTIFICATION -
worx ([
5. a. DESCRIPTION OF COMPLAINT / INJURY
Complainant took product for 3 days and during that time, felt dizzy, shaky,
light-headed and weak. She took pills to her dr. for her to check, and she
COMPLAINT said dr. stated that she would not take them, but did not have a book on
OR INJURY herbs to check on ingredients. Complainant stated [b. DOES COMPLAINANT EXPECT
that she has a leaky heart valve, and she didn't ADDITIONAL FDA CONTACT?
notice at first the warning on label for people with (! Klno (@0 ves
heart problems to not take product. See Remarks. (If “"Yes" Explain in Remarks)
7. a. EIB b. TYPE SYMPTOMS _ ONSET (HR)| ¢ ATTENDING HEALTH d. HOSPITALIZATION REQUIRED?
INJURY OR (HFC-161) | ) [] vOMITING _ | PROFESSIONAL? m A N @ O v
ILLNESS NOTIFIED | o [ nausea | @ U nNo @ [J ves “Yes” give pame, addréssPkone
RESULTED m Ono| @ O DARRHEA (If “Yes” give name, ad- | ‘number and d¥18s) <
4 (] FeEVER o dress, and phone number) -y
(1 L no @ U ves 5) (] SKINEYE IRR _oc. R RECE-NED .
(2) XX ves * DATE: ® ] HEADACHE ! SEP 1 # "‘997
“(If “'yes” complete @ X omHER 1 day 7
items a through d) See 6a. ) - \J

b. PRODUCT NAME

8. a. BRAND NAME '((\‘;y
Fit America Weight Loss Pr AL
c. SIZE AND PACKAGE TYPE d. NAME AND LOCATION OF STORE WHERE PUR
PRODUCT AND 3 btls., plastic
LABELING e. PACKAGE CODE / SERIAL
NUMBER / ETC.

06/99 & | ! DATE PURCHASED Q. ;fH%DUCT grsgl: 0 % No | h. AMT. REMAINING
| exp./ USE By DATE: __07/00 | 8/26/97 Date: 075874/ TS| Jimost all
9. a. HOME DISTRICT c. NAME AND LOCATION OF FIRM (include ZIP Code) d. IMPORT PRODUCT
| MANUFACTURER / FLA Fit America ) O NO
T uer | P CF No. 2101 W. Commercial Blvd., Ste. 5500 @ KX ves
: NOCF Ft. Lauderdale, FL 33309
"1o0. a. PROBLEM KEY WORD b DISPOSITION 11. PRODUCT CODE
; (1) CODE . (2) DESCRIPTION (1) L) IMMELIATE FOLLOW-UP 54YCY99
i RX multiple @ 5 F /U NEXT El
: 3 [0 CLOSED WITHOUT FURTHER :
| 5 EVALUATION CLOSED WITHO 12. INFORMATION COPIES TO:

l EVALUATION 1) CJ NOT AN FDA OBLIGATION 4) [J REFERRED TO OTHER FEDERAL ] HEM-660 (] HFz-343
; AND @ & OBUGATION, NO VIOLATION AGENCY (Closes File)

|  DISPOSITION ] (5) [ REFERRED TO STATE / LOCAL ] HFD-730 [J HFC-161
' @ [ FDA ACTION INDICATED NGy (Closes File

'; (4) [J INSUFFICIENT INFORMATION | o\ (] REFERRED TO OTHER ] HFV-210 ﬂ HFS-635

UNABLE TO EVALUATE FDA DISTRICT [ OTHER
@ [ REFERRED TO OCI
| 13. REMARKS

She said warning isn't easy to see.

She said there are young girls working

there that take orders and no one as

ks about any existing health problems.

| 14. NAM D TITLE OF DISP
i < /g . a-—)
1 R E. PRESTIA, SECRETARY,

ITION OFFICIAL

PGH-RP

15. DATE

9/12/97

FORM FDA 2516 (1/96)
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