Food and Drug Administration
Center for Food Safety and Applied Nutrition
Office of Special Nutritionals
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Flag
Complaint Sample

Episode Number  Origin
Domestic

FEI Date Collected

3002634877 10-MAR-99

Related Smpl Num Position Class
INV

Dealer is Consumer Crx/DEA Schedule Recall Num

No

Product Description
Ephedra/caffeine containing supplement.

Product Label
See continuation.

Flag Remarks
MedWatch Report Triage Unit Sequence -CFSAN Project #13354.

Basis Sample Type FIS Smpl Num  Status
Compliance Official 99920035 In Progress
Product Code Responsible Firm PAC Hours
54FCH99 Manufacturer 21008
Sampling District NDC Number Permit Number Storage Rqrmnt.
BLT-DO Ambient
Consumer Compl. Num Brand Name
13354 Hydroxycut
[ W : .
i })NTNSS Statust Foc

jﬁ/‘—{zﬂm"\mho,\ l?vrfmj‘é_} w }

—

Reason for Collection MFG Codes Expiration Date
Sample collected pe_and per CFSAN project # 37745 04/00

13354 due to MedWatch report.

Firm Legal Name Address Type of Firm  Firm FEI FCE
Muscletech Research and 1987 A Central Avenue Albany, NY Manufacturer 3002634877
Development, Inc. 12205-4529 US

Size of Lot Est. Value Rept Type Date Shipped & Doc. Ref.
unknown FDA484

Description of Sample
See continuation.

Method of Collection
See continuation.

How Prepared

Sample consisting of 31 capsules, collected aseptically, placed in sterile Whirl Pak bag, closed, identified, then placed in brown
paper bag, officially sealed and identified. Sample secured in locked file cabnet until delivered for analysis.

Collector's Identification on Package and/or Label

"43733 3/10/99 SCE"

Sample Delivered To
U.S. Postal Service

Document Number

Document Date

Collector's Identification on Seal
"43733 3/15/99 Stephen C. Eason Investigator”

Date Delivered Orig C/R & Records To
ORA
Lab w/Split Sample Lab

Document Type  Document Remarks

Estimated Value: Unknown due to Complaint Sample. Sample stored in my personal, locked file cabnet until officially sealed

Remarks

3/15/99.

Payment Amount Payment Method
$0.00 No Charge

Name of Signer

Date: 03/17/1999

704(d) Sample  702(b) Portion  Collector's Name
No No Stephen C Eason
Date & Time of Signature Meaning

ET

000002

Page: 1 of 2



~ ,ulatory Affairs

Continuation:

Product Label

Product consists of clear, soft gelatin capsules containing brownish/grey contents in white plastic container with red, blue,
yellow,and brown labeling which reads in part, "***Advanced Thermogenic Formula***HYDROXYCUT***Pharmaceutical
Quality***MUSCLETECH Research and Development Inc.***Manufactured in the USA***Exp04/00 37745***Customer
Inquiries: 1-905-678-3114%**

Description of Sample
Sample consists of 31 clear gelatin capsules containing brownish/gray contents collected aseptically from consumer's container
and placed into whirl Pak bag.

Mecthod of Collection
31 capsules, which equates to approximately one-half of one container's contents, were collected aseptically from consumer's
step-mother at her place of employment. The samples were placed into a sterile Whirl Pak bag, identified, and sealed.
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