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Flag Flag Remarks
Episode Number  Origin Basis Sample Type FIS Smpl Num Status B
Domestic Compliance Official 99921857 In Progress
FEI Date Collected Product Code Responsible Firm PAC Hours
1831179 16-APR-99 60CBH22 Manufacturer 46R801
Related Smpl Num Position Class Sampling District NDC Number Permit Number Storage Rqrmnt.
INV BLT-DO Ambient
Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name
Yes MDR#13099 Mini Two Way Action
Product Description )
Ephedra containing supplement
Product Label .
See continuation.
Reason for Collection MFG Codes Expiration Date
sample collected as pe N 2~d CFSAN MedWatch 98F039G 6/00
#13099
Firm Legal Name Address Type of Firm FirmFEI  FCE
Body Dynamics, Inc. 9700 N. Michigan Rd Carmel, IN 46032 Manufacturer 1831179
US
Size of Lot Est. Value Rcpt Type Date Shipped & Doc. Ref.
FDA484

Description of Sample

Sample consists of 20 white tablets collected aseptically from consumer’s container and placed in a Whirl Pack bag.

Method of Collection
See continuation.

How Prepared
See continuation.

Collcctor's Identification on Package and/or Label
“27459 3/4/99 GM"

Collector's Identification on Seal
*27459 3/4/99 Gerald Mierle"

Sample Delivered To Date Delivered Orig ¢/R & Records To
| BLT-DO

Lab w/Split Sample  Lab

Document Number Document Date Document Type  Document Remarks

Att.#1 11/10/1998 Other CFSAN Assignment

AtL#2 03/04/1999 Other Authorization for Medical Records .

Att.#3 03/04/1999 Other Adverse Event Questionaire

AtL#4 03/04/1999 Other FDA484

Att 25 Other OEI Print Screen

CNiLa. Othey Unpurgea Medical Records on patient ID in
MedWatch #13099

Exh.#2 Other Copy of labeling for "Hydroxycut" lot # 36921 10/99

Exh.#3 Other Copy of labeling for "Mini Two-Way Action" lot
#98F039G

Date: 04/20/1999 Page: 1 of 3
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Exh.#4 Other Cofidentiality Statement for ||| G
I Law Firm

03/08/1999 Other Memorandum to Bridgette M. Wallace, ARMS
Monitor, HFS-636
Remarks
See continuation.
Payment Amount Payment Method 704(d) Sample  702(b) Portion  Collector's Name
$0.00 No Charge No No Gerald Mierle
Name of Signer Date & Time of Signature Meaning
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Continuation:

Product Label .
Product consists of 20 white tablets taken from a white plastic container labeled in part;***"MINI TWO-WAY

ACTION"*** ASTHMA RELIEF***25mg EPHEDRINE HCL+200mg GUAIFENESIN***MARKETED BY: BDI
Pharmaceuticals, a division of Body Dynamics, Inc. P.O. Box 78610, Indianapolis, IN 46278-0610***98F039G 6/00***"

Method of Collection
20 white tablets, which were collected from consumer's sample of 60 white tablets from a sealed hard white container which

was labeled in part,"***MINI TWO-WAY ACTION***ASTHMA RELIEF***25MG EPHEDRINE HCL+200MG
GUAIFENESIN***MARKETED BY: BDI Pharmaceuticals***division of Body Dynamics, Inc., P.O. Box 78610,
Indianopolis, IN 46278-0610***98FO39G 6/00***".

How Prepared LT n -

Sample consisting of 20 tablets, collécted

paper bag, oﬁicially'sealeq’ and identified. \
S )

Remarks . ’ % 2
Estimated value:iUnlmown—ComsTi?ne; 'gpmpl nt sample. Sample placed in locked storage cabinet in locked resident post until

officially sealed and shipped. (A\gégtihg shipping instructions from CFSAN)

eptically, placed in a Whirl Pack bag, closed, identified, and placed in a brown

S

Date: 04/20/1999 Page:3 of 3
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1. DISTRICT ADDRESS & PHONE f\—.. “3ER

DEPARTMENT OF HEALTH AND HUMAN SERVICES | US FOOD AND DR

PUBLIC HEALTH SERVICE - 800 WEST MADlsoL:qGA‘\\,%“,GwésmAn“
FOOD AND DRUG ADMINISTRATION BALTIMORE MARYLAND 21201-2159

2. NAME AND TITLE OF INDIVIDUAL 3. DATE 4. SAMPLE NUMBER

6. FIRM NAME

7. NUMBER A!D STREET 8. CITY AND STATE finciude Zip Code}

9. SAMPLE COLLECTED {Describe fully. List lot, serial, model numbers and other positive identification) i et

The following samples were collected by the Food and Drug Administration and receipt is hereby acknowledged pursuant to
Section 704(c) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 374{c})] and J or Section 532 (b} of the Federal Food,
Drug, and Cosmetic Act [21 USC 360||(b)] and/or 21 Code of Federal Regulatmns (CFR) 1307 02. Excerpts of these are
quoted on the reverse of this form. e

(NOTE: /f you bill FDA for the cost of the Samplclsl listed bolow, plcase attach a capy of tms form to your bl7l )"
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10. SAMPLES WERE 11. AMOUNT RECEIVED FOR SAMPLE 12. SIGNATURE (Persons receiving payment for sample or person
. providing sample to FOA at no charge.)

S@novnoeo AT NO CHARGE EkCAsn O siiep

[ purcHasED . [dvoucher  [Jcreoir

[’ BORROWED (7o be returned) CARD

13. COLLECTOR'S NAME (Print or Typej 14. COLLECTOR'S TITLE fPrint or Type)

Ge/g zz ﬂfr/e C 50 77#?5%?4%02' /d % Q

FORM FDA 484 (5/98) PREVIOUS EDITION IS OBSOLETE ’ RECEIPT FOR SAMPLES PAGE ) OF s PAGES™= :.mE.
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