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COMPLAINT/INJURY FOLLOW-UP sy

2. ACTION REQUESTED (2) REMARKS (Additional Details)

1) INVESTIGATION

2 COLLECT SAMPLE

3) INSPECTION

(4) OTHER
(b) REQUESTING OFFICIAL'S NAME AND TITLE (c) DATE REQUESTED (d) PRODUCT NAME
Dirk J. Mouw, R & C Coordinator 04/02/99 Natural Trim Tablets
3 ASSIGNED TO: (a) DUE BY 4 ACTION TAKEN (a) SAMPLE NUMBER(s)
Kathy A. C-Girolamo, (1) 1§ INVESTIGATION

. @ SAMPLE COLLECTED
Investigator @ [J NSPECTION
(4) ] NoNE

(b) DESCRIPTION OF ACTION TAKEN

After receiving this assignment and forms on 4-14-99
Duran via Fed Ex., this Investigator contacted
4-15 to set up a convenient date and time to meet. Mrs. scheduled to meet at her
home on 4-19, but called to reschedule on 4-23. Mrs. again called and rescheduled
for 4-26, in which a visit by this Investigator was made to her home located at

Credentials were shown and a Notice of Inspection was
mAﬁs provided with the FDA Complaint/Injury Repcrt to
read that was filled out on 2-3-99 from her phone conversation with the Coordinator.
This report was provided for Mrs.|IINNEEEM to read to verify and refresh her memory of the
original complaint. Mrs.*added that the product was distributed by her
sister-in-law through a pyramid sales system of distributors. Mrs._was
disappointed in how the Distributors of this product handled her complaint, including her
sister-in-law (no name given), the "Manager" that the sister-in-law receives the product
from, and the Marketing firm that is listed on the labeling (Starlight International,
Monterey, CA). Mrs_ did not feel that her complaint was taken seriously and has
not received a written response from the company. Mrs. _ had a serious reaction, in
which her Doctor believed was due to this weight loss product (See Medical Records attached
as Exhibits). Mrs.-anted the company to be aware of her reaction, so others would
not have to experience what she went through.

from Supervisory Investigator Anthony
(complainant) by phone on

(Continued)
(c) ACTION OFFICIAL'S NAME AND TiTLE (d) ACTION DISTRICT (e) DATE COMPLETED
Kathy A. C-Girolamo, Investigator MIN-DO 04/27/99
5. MANUFACTURER/DISTRIBUTOR/DEALER RESPONSIBLE 6. PROGRAM DATA
(a) HOME DIST (c) NAME AND ADDRESS L (a) OPERATION (b) PAC (c) PRODUCT CODE
Starlight Internationa
SAN-DO 80 Garden Court 13 OYL50/ 54FCA99
(b) CF NO. Monterey, CA 93940 (d) EMP HOME DIST. | (e) EMP NO (f) POS CL. (g) HOURS
MIN-DO 742 2
7. EVALUATION 8. FINAL DISPOSITION
© [ renbing 1) [J FoLLow-UPNEXTE!I (5 L] INJUNCTION/PROSECUTION 9. INFO. COPIES TO
M NO ACTION INDICATED (NAI)
2 VOLUNTARY ACTION INDICATED (vAl) |2 [ WARNING LETTER ©® [ REFERRED TO OTHER AGENCY [ wFB-100
3) OFFICIAL ACTION INDICATED (OAl) (Indicate Agency mn Remarks) D HED-730
(4 NOT AN FDA OBLIGATION @ [ cimaTioN @ [J RecaLL -
(5) REFERRED TO HOME DISTRICT [ HFv-2ss
6) INSUFFICIENT INFO. UNABLE TOEVAL. | (4) [ SEIZURE @ [J NoAcTION
[ Hrz-343
REMARKS
[ wrc-1e1
C0CO02
NAME AND TITLE OF DISPOSITION OFFICIAL DISPOSITION DISPOSITION DATE

FORM FDA 2516a (1/90)
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2 ACTION REQUESTED (a) REMARKS (Additional Details)

1) INVESTIGATION

(2) COLLECT SAMPLE

3 INSPECTION

() | OTHER
(b) REQUESTING OFFICIAL'S NAME AND TITLE (c) DATE REQUESTED (d) PRODUCT NAME
Dirk J. Mouw, R & C Coordinator 04/02/99 Natural Trim Tablets
3 ASSIGNED TO (a) DUE BY 4 ACTION TAKEN (a) SAMPLE NUMBER(s)
Kathy A. C-Girolamo, i E INVESTIGATION

. @ SAMPLE COLLECTED
Investigator @ [ iNsPeECTION
(4 [J None

(b) DESCRIPTION OF ACTION TAKEN

{Continued from page 1)

Mrs. - provided an empty bottle and box labeling for the product, "Natural Trim
Thermogenic Herbal Complex Capsules" (Labeling attached as Exhibits 1 & 2 (2 pages)). The
box contained not only the bottle of the "Thermogenic Herbal Complex" product, but also an
unused bottle of "Active Booster Compound that she never tried. According to the bottle
labeling, one of the ingredients is "*** Ephedra Sinica,***". Mrs._had discarded
the remaining pills sometime ago. Mrs. -also signed two copies of the Medical
Release Form in case more than one location was needed to be visited for records (one copy
remaining attached as Attachment # 1). An Affidavit was read and signed by Mrs. for
providing the empty bottle and box labeling, and information pertaining to the complaint
(See Attachment # 2).

Later that day, this Investigator visited the |G o
request || BB oc:ctinent medical records from her attending physician, Dr.

One signed Medical Release form was left at the_with instruction to call
when copies of the records would be available for this Investigator to pick-up. On 4-27,

this Investigator returned to the_to pick-up the records (11 pages attached as
Exhibits 3-13).

(c) ACTION OFFICIAL'S NAME AND TITLE K2l D (P ugliomo (d) ACTION DISTRICT (e) DATE COMPLETED
Kathy A. C-Girolamo, Investigator MIN-DO 04/27/99
5. MANUFACTURER/DISTRIBUTOR/DEALER RESPONSIBLE 5. PROGRAM DATA
(a) HOME DIST. (c) NAME AND ADDRESS L (a) OPERATION (b) PAC (c) PRODUCT CODE
Starlight Internationa
SAN"DO 80 Garden Court 13 Oqua/ 54FCA99
(b) CF NO. Monterey, CA 93940 (d) EMP HOME DIST. | (e) EMP. NO. (f) POS CL. (g) HOURS
MIN-DO 742 2 8.00
7 EVALUATION 8. FINAL DISPOSITION
o [J renoinG ¢y L0 ForLowurPNexTEl  (5) [ INJUNCTION/PROSECUTION 9. INFO. COPIES TO
1 [ NOACTION INDICATED (NAI)
@ VOLUNTARY ACTION INDICATED (VA) |2 L[] WARNING LETTER ©® [CJ REFERRED TO OTHER AGENCY [ +re-100
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[ HrFc-181
00GO02
NAME AND TITLE OF DISPOSITION OFFICIAL DISPOSITION DISPOSITION DATE
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Adverse Event Questionnaire
Complaint Number: ___//// - 934y - /3357

EXHIBIT 910-D

Investigator: Gy 5. ﬂ—é//zamz;

Consumer Information

Initial Report Source: KIORA Consumer Injury

Date of Report: __ 04/ /27/99
MM/DDIYY
OUSP_OPQRS OPoison Control OCDC

WTelephone OCorrespondence CIMedWatch

vd4

[J8-Other 9-Unknown

Race: [l1-White [J2-Black O3-Asian/Pacific Islander [J4-Native American  O5-Hispanic

(ALY

) S

Previous Adverse Effects to Product Type: office): Aome
OYes No /57 #.me usg

Date of Adverse Event: Jﬁl—,};— /~27-9% | Give the site of consumption/ingestion (e.g. home, restaurant,
rod

The following information relates to the consumers’ use of the product.

3 Y (4
How long %i(flthe symptoms last?

Stopped fagrvy Whew Symeroms’ deve fppert on A god 7-57.

Natwra ! Trim ‘Yrgr N e Aspirin tast
Did event abate after use of suspected product stopped or dose reduced: Myes ONo O
Did symptoms reoccur after reintroduction of suspected product. OYes ONo DOUnknown

| Applicable

Describe the adverse event (including symptoms and the time lapse from using product to onset of sw%oms
Low platele/ coow 7 ¢ petechial TYPC 1QSA 0ver fands . face v oS atrer
CK'S OF USe oF produvcy. p), o Se S ot juas *® PRocoo oy /[-2%-5F "
Give the circumstances of exposure @.e. how much was taken, how was the product taken, how often was it taken,
etc.). Metviad 7rim ‘diet pitl” Jukln por side/ vrecSicns  rh SVs seexs,

List all Medication(s), Dietary Supplement(s), Food(s), and other produc5s) used at the time of th event:
“ ; wk O T S-JF-FS gy Cranes
Unknown

Did symptoms reoccur after using other products with the same ingredients: OYes ONo [OUnknown BNot

B /’e"r) :éac/(

[Not Applicable

Medical Information

Was a health care provider seen?: Kers ONo
Give health care provider's name, address and telephone number:

e

OOther (specify)

Occupation of Health Care Provider: qMD OOsteopath [ONaturopath [INurse OPharmacist

What medical tests were performed and what were the results? Elood 1es#s

" 12 G-55 platelel COvaFEr

200Q

What was the medical diagnosis? 7h7unt Ja(’y/()/é/}/a , je J7P Telmor- 77 ’%fngf;ff;f; g:e
What treatment(s) was given (e.g., drugs, other)? plartelets
Lredn) sow 0 2 rgtpee,
Were there any preexisting condition(s)/treatment(s)? Ao -
[ (f YES, list them including allergies, and chronic diseases): [OYes ﬁNo
000004

397




EXHIBIT 920 A INVESTIGATIONS OPERATIONS MANUAL
N\ ~

Product Category

1. Adverse event attributed to:

OMedical Food (under medical supervision) Oinfant Formula

KDietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances including botanicale such as
ginseng and yohimbe; amino acids; extracts from animal glands; garlic extract; fish olis; oil of evening primrose; fibers such as psyllium and guar gum;
compounds not generally recognized as food or nutrients, such as bioflavonoids, enzymes, germanium, nucleic acids, para-amino-benzoic acid, and
rutin; and mixures of these ingredients.)

OOther (traditional food)

Other Product Problems
2. DForeign Object

(specify):
3. OOther (specify):

Information on Suspected/Alleged Product

Give the product name and manufacturer as listed on the label (including the recommended dosage/serving size,
recommended duration of use, and indications for use as listed on the label):
STRRLIEHT IWIECNATIONAL — doeary Supplemeny Thcrmog €0/C erda / omplex Abtera)
JHI177 - pprwered Oy | Star ligh /"7 i A SNl | pl0 #TErR R PREYO .
Owe capsclo  F XS [

f«4
List product ingredients (if |ngre&€ents are suspected to be present, but not verified, list as suspected):
OCheck here if ingredients are unkn;yn N
o fleraraci s Goddensad Leuf. fhrsiey Leaf, ia s Leaf  Eptedsa Sinca,

L Sith Pstils, Hutrerw errves, Fomilory Hedd, (4scard Sag rads Enck,

LIrnrrce £oat LRirihnig los roo7 . PU AL AVILY) Clilopate, (iliest ¢ Jocenele,

/4,%1/1 Loctrv s (Sromiom KV colrvare (SO M cg L PCr CapSure ). .
If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate category

below:

[Aspartame OColor Additive (please specify)
OMonosodium Glutamate

OSulfite

OOther

XUnknown

Is the product label available, if yes submit a quality copy along with this questionnaire: pYes ONo [OUnknown
Product Sample Available: CJYes [@No OUnknown

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

Death: OYes [{No
Life-Threatening: MiYes [INo

Hospitalization: OYes @INo (if YES, indicate if initial or prolonged)
Required intervention to prevent permanent impairment/damage: KYes [ONo

Did the adverse event result in a congenital anomaly: OYes ®No

0000905



