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ADVICE A_OUT VOLUNTARY RE:—bRTING

Report experiences with:
* medications (drugs or biologics)
* medical devices (including in-vitro diagnostics)
* special nutritional products (dietary
supplements, medical foods, infant formulas)

* other products regulated by FDA

Report SERIOUS adverse events. An event
is serious when the patient outcome is:

¢ death

* life-threatening (real risk of dying)

* hospitalization (initial or prolonged)

* disability (significant, persistent or permanent)
* congenital anomaly

* required intervention to prevent permanent
impairment or damage

Report even if:

* you're not certain the product caused the
event

* you don’t have all the details

Report product problems — quality, performance
or safety concerns such as:

* suspected contamination
* questionable stability

» defective components

* poor packaging or labeling

How to report:
* justfill in the sections that apply to your report

* use section C for all products except
medical devices

« attach additional blank pages if needed
* use a separate form for each patient

* report either to FDA or the manufacturer
(or both)

Important numbers:
* 1-800-FDA-0178
* 1-800-FDA-7737
* 1-800-FDA-1088

to FAX report

to report by modem

for more information or to
report quality problems
for a VAERS form

for vaccines

* 1-800-822-7967

If your report involves a serious adverse
event with a device and it occurred in a facility out-
side a doctor's office, that facility may be legally required
to report to FDA and/or the manufacturer. Please notify
the person in that facility who would handle such reporting.

Confidentiality: The patient's identity is held in strict
confidence by FDA and protected to the fullest extent of
the law. The reporter’s identity may be shared with the
manufacturer unless requested otherwise. However,
FDA will not disclose the reporter's identity in response to
a request from the public, pursuant to the Freedom of
Information Act.

The public reporting burden for this collection of information
has been estimated to average 30 minutes per response,
Including the time for reviewing instructions, searching exist-
ing data sources, gathering and maintaining the data needed,
and completing and reviewing the collection of information.
Send your comments regarding this burden estimate or any
other aspect of this collection of information, including sug-
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- tOM Exhibit 910D (1/98)

Adverse Event Questionnaire
CF SAW
Complaint Number: YROAECT &+ {3187

Investigator: | HOMAS S aDDNALDSb}Q

District VEN—-DO Phone # 612 / 334- 4\ 00

Consumer Information

Date of Report: {O / 50/ 98/ MED»\) RTCHB
MM/DD/YY

Initial Report Source: __ ORA Consumer Injury __ Telephone __ Correspondence X MedWatch
__USP ___ PQRS __ PoisonControl ___ CDC ___ Other (specify):

N o v a6

Race: 12-Black 3-Asian/Pacific Islander 4-Native American 5-Hispanic
8-Other 9-Unknown

>

Information on Adverse Event

Date of Adverse Event: ©9~{2 - H8

Follon-Up Adverse Reportd

Thomas 5. Donaldsen 01-11-99

nedWatch Report #13187
Exhibit: { page ) of

Previous Adverse Effects to Product Type: Yes @

Give the site of consumption/ingestion (e.g lomejyrestaurant, office):The following information relates

the consume$s use of the roduct NogR. &HLLV’T‘P\KE}Q ™1 HOW\E But STTeWrtc UdRY BDE T
TP‘\CIN ROD DT

Describe the adverse event (mcludlng symptoms and the time lapse from using product to onset of
symptoms): STTTERY , SHAY/Caneesl NERVOL SNEss FoLw wsp By Rz DomIN A RNy /Y IR
GESTTON }mp NADSER. R 2:20PM SHE Whs BAPORT:

NBPOMTRAL PR o
\ sztm,tm WSTTY AN D TME ATl Leyel Whs ROV &G SUE DECTDED
“I\Xg o v(s%?r(m NS SHS WA POt i TTep T ‘3 50 Teks Lvst Tos€ oF
IKBOLIFE 256" WS Two BLETS®@ [21307PM

) s
How long did the symptoms last? S:QDW\ 0N SeT /ROSPITALT2ZATION / D\S%ig/ié
W2 o 2 WY‘E@G L — A-DpYs—— 71\

Give the circumstances of exposure (i.e. how much was taken, how was the product taken how often was 1t

Kon N N 37DV HBLF
ta enN ‘e(tc , T5€1> g‘;—i E}#?%LB\LE S’Wﬁ’(’fﬂ) J\)LY 20 \898 wt’W\ ‘/L \AE:L@’
Mopa LN L WB\STS Nw&_@/h !

WAL (4, é’m . by \)s“'oA K:rtrzé; W\ZTP;\) 05\ \& \‘5%39 TﬁBLET
Mogn 1 LeTs %&Tiﬁwﬁ% m§ TP%LETSBE’T@E‘“ f s‘/»
List all edxcatlonz ; ietdry Supplement(s), Food(s), arfd other product(s) used at the time of the event T\:oDWG‘EK
TRENKRTN LTS ONe walet /Dy SN 99> *
MYINECEN Mpvog ccm \COwq oms (mtsr S;;»\\cem\sw\e \998 -oTHeRr

Prmﬂ;ﬁrasg? S M
Did event abate after use of su ecte ro u::Y 0 r dose red ed nknown
M Y3 ’5& (\SS 4 @B@Z N+-Duc o

DN{ .Eé r tc}:\[) gp %ﬁc\gc&x‘l g_t(‘_ suspecte Fpé()dlﬁa’ Y No Uxﬂgogv_v;vgmzj? \998 /

Did symptoms reoccur after using other products w1th the same ingredients: Yes No ([J wih) N/A
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TOM Exhibit 910D (1/98)

Medical Information

Was a health care provider seen?: @ No
EMBREeN Y m
% i 5 s ooy 2 v - -

Occupation of Health Care Providef Osteopath Naturopath Nurse Pharmacist

Other (specify)

What medical tests were performed and_what were the results?

DMYLASE - (290 Wie Prcimet RomT 7t Do 186 Dhy oF DIsCHAREE

What was the medical diagnosis?
ROV Te PANCRERTI TS
What treatment(s) was given (e.g., drurg§, other)?

NPo STHTUS . OQ 3NS5 M I Nepic ST ToR

cre&hg%grggggi °°’Ld§i{33 R ey TREN TG B Sy ORI TR W T N sy,

(If YES, list them including allergies, and chronic diseases@\lo

PONE /RosACED TeentvienT- TR0 ELEM A TsD DdesNg
Product ICategory HOSPITRLLLATTION) (o s PRESENY(.

1. Adverse event attributed t0: ResSIRBIE (Ow BINGD TFPFACTS o INTLRIT 1 BEKIMBSTS
MDD e DT e eTBeLU TR E 3.,

Medical Food (under medical supervision)

___ Infant Formula

X Dietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances
including botanicals such as ginseng and yohimbe; amino acids; extracts from animal glands; garlic extract;
fish oils; 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 mixtures of these ingredients.)

Other (traditional food)

40
1-11-99
B

Other Product Problems

2. Foreign Object
(specify):

3. Other (specify):

Exhibit: | page2- 0

pedwatch Report #13187
Follow-Up Adverse Repart
Thomas §. Donaldson 0

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): ¥ MedReLTRE 356"
LogeL Dies NocSHTe MANOFpeTHRED o DISTRTBOTED By . AopRsssON LABEL

METRHBALIFE TNERNFTHNAL TS, SO70IBNTRFE STREET, S Dreco, (B 920159,
TooRgs 5\)4&&3?@&‘)5& g ORE 35 TwoCHPLETS Tuop To THREE YEMES PR , O
BIERY Tonr Hopgs oy DN empre Stemped, One oy g Berayzs NEBLS . Dy NoT e casd
1T BpLeTs R Dprs, (ds Py p ANSED TAS PROPDCT FE0 AN TRDE FEWDENT

INFORSTEON (R (P3N [ MC'( > . Page 2 of 3
4+ MeTHBOLTFE@ Dayou Kntfe works . Com
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- ~ TOM Exhibit 910D (1/98)

List product ingredients (if ingredients are s é)ected to be present, but not verified, hst as suspected): I[\LL B‘Q{Sm
Y‘T%NIN‘E SWIRENESTOM ZINC, CHROMTIIM éébmu\ VPNG

GINSENG, GDGER, LECTTUTN, mm\
/gmmL NEW’LB GUTO k—a;;; Sz\mzocmh Lege) E:EX 3 \/ MQP%&

Check here if ingredients are unknown " U’TRSEﬁJéKa)KENs.s" N\E‘muc @ s
LN CARME LDSE,
SDIHM  MAENESTD M SToneM (s ACRoSCAR

If a particular ingredient is suspected of contrlbutmg to the adverse gvent, se indi e appropriate:/
category below mm@«@ T %\Ebﬁh'wp&mm' Firr NemBecse 35
Owarms Qeomum Bmone o™

-Aspartame Color Additive (please specify)

-Monosodium Glutamate

-Sulfite
o CUROMTIM s Ch2omriym PECOLTRATE - STRTED @ 75 Mg AD
o 62 %Dm:u/ \)ALIE'

Is the product label available? If yes submit a quality copy along with this questionnaire?o
Unknown

Product Sample Available: Yesnkno“ql“q]sg:?% éh\ﬁ; &ﬁ-ﬁo‘?ﬂg{ g_‘B_\),\TTLg o5 WE,

0

Outcome Attributed to Adverse Event:

(If yes, include pertinent medical records)

Death: Yes@

Life-Threatening: Yes @

HospitalizationdYe)No (if YES, indicate if initial or prolonged) O9—12.13 14- 2?15) (99€
Required interventiopn to prevent permanent 1mpa1rment/damage Yes No

S2EVATED Py hse 1296 %Np

Did the adverse event result in a congenital anomaly: Yes {

medWatch Report $13187

Follow-Up Adverse Reportﬁp
Thomas §. Donaldson 01-11<99

Exhibit: | page 3 of 3

FSPR
Complaint #RZQSEC’ 1 \3) 87
Page 3 of 3
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DEPARTMENT OF HEALTH AND HUMAN SERVICES VS
< DO F
"%.._ Memorandum

Date Januwary 11, 1999
From Thomas S. Donaldson, CSO

Subject  Follow-Up to Adverse Repo_

To Dorothy L. Olson, ASCSO

I conducted a follow-up on a medWatch adverse report filed by Dr
I - v

Mrs. v as telephoned on December 30, 1998 to establish an interview time and to obtain her approval for release of
medical records. The initial interview was conducted over the telephone at the patient's request, but I stated that her signature
would be required so that records could be obtained fmm* Later the same morning, I visited the
residence of * I presented my credentials before continuing our discussion of the adverse condition and
hospitalization. Mrs. signed the medical records release form. Each question asked o and her
response are reported as follows:

MD on one of his patients. The patient,
due to " Acute Pancreatitis”.

How long and in what quantities were you taking "Metabolife 356"7
e  The "Metabolife 356" purchased was shared with another individual and Mrs. [JJJused the product during a
two and one-half month period starting on July 20, 1998 as follows:
1. One-half tablet before morning meal and one and one-half tablets before noon meal (2/day for 1-
week).
2. Two tablets before morning and noon meals (4/day for 1-week).

e On August 04, 1998 Mrs i} was out of "Metabolife 356" and her second order did not arrive until August
16, 1998. Afier receiving the second shipment, she decided to reduce the daily amount of "Metabolife 356".
decision was based on the following:
1. Weight loss was not occurring and the cost was no longer justified.
2. The amount of "Metabolife 356" on hand was low.
3. Remembering the “jittery sensation similar to drinking strong or too much coffec” that she experienced
from the initial use of "Metabolife 356". || st2rted 2 "weaning away" process.

o I csiarted on Augost 16, 1998 as follows:
1. One-haif tablet before moming meal, one and one-half tablets before noon meal (2/day for one week).
2. Two tablets before moming and noon meals and one tablet before evening meal(5/day for two weeks).
3. One tablet before moming meal and two tablets before noon meal(3/day for 3-days).

Supervisory Review and Follow-Up:
V=R -AY E)\‘\\Q\N NN Q»\\ ;\\N\N k\ﬂ&\b&\ ()cu <= \M\R \
RO NEHERCIE NS AN =§ “\D\Q\NV\)\Q\— O

K Noade N\):\ “\{\\‘)JN\\ W “\Q\ NN WN\:\‘L\
c NSRS -\ : *w&\\n\» Serde A0 DRENGR \Y\Q@\\\

R N S SO W \\\"3

Dorothy L. AS
Minneapolis District Office gc‘k . \N « 3
NS\ AALCNUNE A A
A CUNE UKW (B\o\\( © \page 1of.5 /\\ W\Uﬁ/
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Did you use *Metabolife 356" and if used how much on the day of the adverse condition?

e On September 12, 1998 "Metabolife 356" was taken one before moming meal (8:30) and two before noon meal
(12:30).

Were you taking other medications or prescription drugs at the time of the adverse condition?
. _was taking two prescription drugs before and on the day of the adverse condition (Premarin
and Minocin).
Premarin (Ayerst) one-1.25 mg tablet/day, since 1993.
Minocin/minocycline (Barr) one-100mg tablet/day, since January 1998, but has taken two other antibiotics
for the same treatment since 1992.
e  Minocin/minocycline hydrochloride was prescribed by_dennatologist for treating a skin
infection (rosacea). This medication was stopped during her hospitalization and has not been used since her
discharge from the hospital to the present time.

How would you describe the onset of symptoms on the day of the adverse condition and on what date were you hospitalized?
o The onset of symptoms occurred after the noon meal on September 12, 1998. The symptoms were described as

jittery, shaky, or general nervousness. These conditions were accompanied with abdominal pain/indigestion
and nausea. The patient's abdominal pain was described as a "strange sensation/wave™ due to a variation in the
level of pain. At 2:30 PM, she was still experiencing the same conditions but the abdominal pain was more
frequent and of greater intensity with each "strange sensation/wave”. decided to have the
problem examined before her condition deteriorated further, and she mi e 1o get to the hospital on
her own. She was admitted to th at 3:25 PM on September 12, 1998 (refer to
hospital medical records Exhibit 3, page 8 of 48, lists "ADMIT TIME 15:25%).

What type of medical treatments or medical drugs did you receive during hospitalization?
s Treatments during the hospitalization were for pain and bloating/gas.

What is your understanding of the basis for your discharge from the hospital?

. stated that symptoms of nausea and abdominal pain of a less intensity in the upper abdominal
region existed at the time of discharge. However, the laboratory test results showed that the ¢levated enzyme
activity associated with "acute Pancreatitis” was now acceptable and she would be discharged.

Medical Records released by on December 30, 1999. The records describe the treatment and

from September 12, 1998 through September 15, 1999 (Exhibit 3, 48 pages).

¢ Summary, Medical Record #: [JIIIllll DC MR #:how&
Amylase/enzyme level was above 1200 at the time of admitting and was below 200 at the time of discharge (refer to
summary Exhibit 3, page 3 of 48).

Did you experience any instances of reoccurring symptoms and/or any reoccurrence of the adverse condition after discharge
from the hospital?

e  After returning home and for the next twelve days she experienced "withdrawal”. | NN dcscribed
the "withdrawal” as severe headaches and a sensory problem. The sensory problem affected her sense of smell,
and was described as an uncharacteristic strong odor noted on the day of discharge at the hospital and in her
home for two more days.

e The adverse condition has not reoccurred, but the blood sample laboratory results on Mrs. I follow-up
visit with Dr.W in October indicated a slightly elevated enzyme activity in the liver (AST). The
doctor thoughi € liver enzyme activity was perhaps a "chain reaction” to the earlier problem in the
pancreas.

Did you make any dietary changes during the use of "Metabolife 356"7
. stated that two days before the adverse condition she had changed source foods as follows:
1. Consumption of Milk and Cheese changed to Soy Milk and Soy Cheese .
2. Consumption of bread changed from whole grains to sprouted grains "Ezikiel Bread".

These dietary changes were the result of reading a book titled "Diet to Your Blood Type", and she has continued these dictary
changes without a reoccurrence of the symptoms of the adverse condition.

Page 2 of 5
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o "Metabolife 356" was a prod read about on the internet. The web site is operated by an
independent distributor of "Metabolife 356" i provided the original
copies that she printed from the internet site -pAges). purchased the product
twice (1-bottle on the initial order and 2-bottles on the second o lets). The cost per bottle
on the second order was $31.95 plus the shipping charges $3.49 or a total cost per bottle of $33.70. The
quantity of "Metabolife 356" was shared with another individual an used 135 tablets of
"Metabolife 356" during the two and one-half months of use.

I initialed and dated each original copy a— residence, and stated that the originals would be returned after
photocopies were made. The original documents were mailed (First Class) on January 04, 1999.

During our interview stated that the product was available from a kiosk vendor at th
Her response to the question of purchasing fro instead of locally, she replied that the cost was less i
The internet information obtained from states in part: " *** CLICK HERE to order Metabolife TM for

$34.95 + shipping *** "),

IR h:d provided a labeled empty bottle of "Metabolife 356" to me on December 30, 1998. 1 called |
on January 04, 1999 to ask her permission to keep the bottle and the label, because the label needed to be removed
bottle to obtain accurate photocopies (Exhibit 6, 3-pages). She gave permission for me to keep the empty container

and label.

Issues noted afier reviewing documents and labeling collected are as follows:

1. Internet literature has a potential disclaimer that states, "Note: These questions and answers were developed solely
by an independent Metabolife distributor” (Exhibit 7, page 17 of 18).

2. Ingredient listings differ in minor ingredients on the actual product label collected at patient's residence (Exhibit 6,
page 1 of 3), the Internet literature (Exhibit 7, page 11 of 18), and pamphlet from the kiosk at the mall (Exhibit 8,
page 1 of 4). The differences were as follows:

e Bovine complex not listed on the internet literature
Lecithin listed tenth of eightcen on the actual label, listed fifieenth of seventeen on the internet literature
and tenth of sixteen on the pamphiet from the kiosk.

e Nettles and Gota or Gotu Kola are listed in the order reported on the actual label and on the internet
literature. These two ingredients are not listed on the pamphlet from the kiosk. The same exists for the
listings of "Other Ingredients”.

The first nine ingredients are the same and are listed in the same order on the label, literature, and pamphlet.

1visited the |l nd the iosk vendor of "Metabolife 356™. 1 did not introduce myself or identify that I'm a Food
and Drug Administration, Investigator. The product was price at $49.95 for one bottle or $42.95 for two bottles (each bottle
contained 90 tablets). The vendor showed a sample of 6-8 tablets, which were oval, center scored, flat edged, brownish/tan
in color, approximately 3/4 of an inch in length and 1/4 inch in width,

I asked the vendor for "Metabolife 356" literature, and was informed by the vendor that all the literature was on the kiosk.
Afier briefly reading the pamphlet (Exhibit 8, one page printed on both sides and folded in half, 4-pages), I asked the vendor
how to use the product/get started, and what would be the maximum I should take, his responses were as follows:
e In the momning take one tablet and then eat thirty minutes later.
e At noon take perhaps 1/2 a tablet and then eat thirty minutes later.
¢ Evaluate the effects of this dosage on your activity level and on your appetite.
¢ If results are not achieved (increased activity and/or reduced appetite) increase the dosage by 1/2 tablet until activity
level and appetite effects are acceptable to you.
e Too high a dosage will be noticed initially with jitters or nervousness - similar to the experience of consuming too
much coffee.
e He recommended that 1 do not exceed four tablets per day, and did not recommend taking before the evening meal.

On January 08, 1999, 1 presented my credentials to and interviewed Dr. regarding the
hﬁ'talization and use of "Metabolife 356" bi his ﬁ'en The interview was conducted at the-

Page3 of 3 C00008




Questions asked and the response by Dr.
How long has Mrs. 0! been a patient of yours?
s After examining the fiie stated
1958, and that he first saw her as a patient in November

are as follows:

has been a patient of the clinic since

Did | consult with you prior to using "Metabolife 356"?
¢ No she did not, but this is not unusual for individuals using dietary products.

During the hospitalization di
e No she did not.

How or by whom were you advised of ﬁuse of "Metabolife 356"7
e I was advised of the use later and not with a handwritien note on the patient's discharge report.

The discharge report (refer to Exhibit 3, page 3 of 48) shows the date of 10/19 and the statement,
"Late-found she was on an "Herbal med.". Dr.[Jjfirecalls the mention of "Metabolife 356" was
voluntary on the part of || BB 2nd occurred during the scheduled follow-up visit in
October.

mention the prior use of "Metabolife 356"?

Have you ever treated Mrs JJJj for the same type of problem from November 1987 to the recent hospitalization?
e No I have not.

I ! -ccd itoms in her diet just before the iflness (i.e., soy milk, soy cheese, and sprouted grain
bread). Would these dietary changes impact on the patient's condition at the time of hospitalization?
s No, I do not sce the dietary change as causative, but rather coincidental to the hospitalization of

Did you prescribe any medications to address the "acute Pancreatitis” of | NN
*  No, medication is needed for this condition.

Liver enzyme (AST) activity was obscrved on a follow-up visit and did you considered this a "chain reaction” as a
result of the previous activity in the pancreas?
e  Yes, the liver enzyme was moderately elevated in October but normal in December. The laboratory
reported values as follows: October-56 and December-27.

m stated that she did not feel good when discharged, but laboratory results were acceptable and she
was re . Was this an accurate description of her condition?

e Yes, I would not expect the patient to be frec of pain or discomfort at the time of discharge, and the
Amylase enzyme level was reduced from 1296 to 186.

What is a healthy individual's normal range for Amylase?

e The normat level of Amylase is 17 to 130F level was 186 at the time of discharge,
and 61 at the initial follow-up visit in October.

How did you determine the other medications used by especially the "Minocycline/antibiotic)?
¢  Mrs|JJ is being treated by a dermatologist at th facility downtown. The patient's
records are centrally filed and both doctors have access to her file.

How would you describe || B bea!th since the last visit in December, 1998.
e  Her health is back to normal.

Dr_ reported the adverse event to medWatch on October 30, 1998. He was concerned about the drug/herbal
product interaction that could produce "acute Pancreatitis in his patient. He stated that || N EEEBB 2d taken the
antibiotic for a longer period of time than the "Metabolife 356", and that the "acute Pancreatitis” problem should have
occurred earlier if the antibiotic were the causative agent.
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I stopped at the clinic's administrative office and identified myself to Ms and

ested the medical records onlj I (January 12, 1996 to the present). The time period was suggest Dr.
E as the earlier records will illustrate the patient's long time use of antibiotics without any adverse reaction.

I scheduled a second visit with on January 09, 1999, to obtain her signature on the medical records release
forms. 1 requested that Mrs, IR sien and date both tho
and the FDA form (Rev. 11/85), Authorization for Medical Records Disclosure-Minnesota.

I picked up photocopies of these requested medical records on January 15, 1999 (Exhibit 5, 23-pages).

After my visit with Dr.

Exhibits:
1. Adverse Event Questionnaire 3-pages.

2. Medical records release form for the hospital{ G A thorization for Medical Records Disclosure-
dated 12-30-98, (3-pages one a carbon copy and two photocopies of the original). The original was given to
¢ Medical Records Department of [ NN

3. Medical records released by | o~ I (o Scpember 12, 1998 to September 15, 1998.

4. Medical records release forms for the doctorjj I 2s follows:
e  Authorization for Medical Records Disclosure-Minnesota (page 1 of 3).
e A copy of the same (page 2 of 3).

«  Acopy of |
(page 3 of 3).

5. Medical records released by thej N o~ M, from January 12, 1996 to present (23-pages).

6. "Metabolife 356" labeling from empty bottle collected from|j N c<sidence as follows:
e  Actual label (page 1 of 3).
»  Photocopy with code dating handwritten (page 2 of 3).
o Photocopy enlargement for ease in reading label information (page 3 of 3).

7. Internet information” used to select and order "Metabolife 356" (9-pages photocopied front and back
so the exhibit contains 13-pages).

8. Literature collected at the "Metabolife 356" kiosk at the_(4-pages).
Attachments:
1. MedWatch Adverse event report 13187 dated 10/30/98 (2-pages).

e MedWatch form dated 10/30/98 (page 1 of 2).

¢ Notes of Telephone Conversation dated 12/17/98 (page 2 of 2).

2. Copy of memo from Chief, Domestic Programs Branch, HFS-636 to Complaint Coordinator, MIN, dated December 22,
1998, identified with CFSAN Project # 13187 (2-pages).

=

Minneapolis District Office
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