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INVESTIGATIONS OPERATIONS MANUAL
~ ~

A RIS ¥ - Adverse Event Questionnairé

Complaint Number: ] 5%1" < Investigator:

EXHIBIT 910-D

Consumer Information

. Initial Report Source: DORA Consumer Injury
Date of Report: ©2/9%/99 =
MM/DD/YY )RfTelephone DCorrespondence OMedWatch
DUSP OPQRS OPoison Control. DCDC
Name: Gender: BF oM Age: 22
N
Race: O1-White 02-Black 0O3-Asian/Pacific Islander D4-Native American  05-Hispanic
08-Other 09-Unknown
Information on Adverse Event
Date of Adverse Event: £ Feb 99 Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office): home
aYes PNo

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

Describe the adverse event (including symptoms and the time lapse from using product to onset of symptoms):
Ferel dectih ok aygvox. |3 wKs gestction

How long did the symptoms last? () [A
Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it

taken, etc.). Tookl 2-3Cepsacs \Perdcj ok " WlegiC tlerb! Ser abost 3 wontlg . jeaodf prensjrf
pe o 3TV . S&o‘;(kd Wy Hes Tinkon hoe prghancy dest weg pcgiha(’ n eorly Dec .98,

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:
Al50 05mg a Gensens Fabled , dtscantinvedat same diwe . .
Did event abate after use of suspected produ;)t stopped or dose reduced: OYes ONo OUnknown N (A
Did symptoms reoccur after reintroduction of suspected product: OYes ONo DOUnknown MBNot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes ONo OUnknown )ENot

Applicable

Medical Information

Was a health care provider seen?; RYes ONo

Give health care provider's name, address and telephone number:
see Wed Watch forn

Occupation of Health Care Provider: MD OOsteopath ONaturopath ONurse dPharmacist
OOther (specify)

What medical tests were performed and what were the results? — co 274 0B visd, vt feiel heawd boc
detectdlon D gpter — UVhvasduwk excmn confirmed Setel doeth | perheps several weeks ear\fer.

What was the medical diagnosis? {ci~\ Dec«~ih L o
What treatment(s) was given (e.g., drugs, other)? - D4C ¢ mcedye done v ek )

Were there any preexisting condition(s)/treatment(s)? — W
(If YES, list them including allergies, and chronic diseases): OYes ONo

T fcrmahn cbtcined tn o flepnone 17 fervicw Gzt (L7 Svmer

3-2-99

mp

390
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medWatch Report #13345
o Follow-Up Adverse Report

b \
Thomas S. Donaldson 03-19-99 .M Exhibit 910D (1/98)

Exhibit 7 Pageoy ufoi ITSO
Adverse Event Questionnaire :

Complaint Number: 133 4‘§ '
Investigator: mDMHS S. Dony ALDSON

- District MITN Phone # 64 2. /234 -4\00 BXT (82

Consumer Information

Date of Report: o4 -08 - 99
MM/DD/YY

Initial Report Source: __ ORA Consumer Injury __Telephone __ Correspondence. X MedWatch
___USP ___PQRS __ Poison Control ___CDC ___ Other (specify):

v oM A 22
Race:Z-Black 3-Asian/Pacific Islander 4-Native American 5-Hispanic
8-Other

9-Unknown

Information on Adverse Event

Date of Adverse Event: ©2 -0z _C)C)— D“ DxHeROSTS OF
—"\““N"N oY wWasConerpmen byLirASOND T

Previous Adverse Effects to Product Type: Yes No + . or R L,?RQDL)CTSG.
.g{ homeyestaurant, office):The following information relates to

the consumers' use of the product. MRS \s Pfﬂmscwn?cs WU YWo TouNG GJILD(ZQ\I
Awories ArHome (6CToser-D ) MBNOFRCTORING HourDay WRsh ™S,

Describe the adverse event (including symptoms and the time lapse from using product to onset of
symptoms) ﬂ,hbe\:g o SYMPTOMS ; DW\C oF{NeRrsyY Q’CQQS"FPN( W
NSTANT 1; NG of NAD3ER WITHe DT 6eTTRN 6 TECK_, ESE Symptom s

VOSRé ent Wetd e MD?REC,NAK) 4V

EMBRYoNTC PEMISE N Doyt NEN%TRM L\I\)é:af-S Ds BePopTHd

on RhDIoLoCﬂ?CHLCbnSL)LTPr&& , PREE (40?22)
P et thepe BseD b*o\—92 \7—-°Zu204 ) Ohvs es—vxmprcsb E: 50 DS us&seb-la 02-c2-94
%onw lons % the symptoms last’ v oe v .’CEEB:R INes RP’\ iEcd CopaRs =D

)
Gwe St cxrcum;taancég 5}7 expo(sﬁr()e (i ?how rnf}zh was taken how was the product tgken, how often was it
taken, etc). MAGTC RERB”  3ChpspLes Pes2 Doy (zBRspermerd \ L) SRPOCT WS

R DALY Fpom 16— PI-93 1 (2 -02ok 0A -G9 (ConNSDRMED VAR Cpps oL ES ). THE
':S?S%x.w s—rptpw?s—g@hqoﬁvmn MENT 6?9\5~rm== ZBorTLes cgb%ﬁé @RP[ "

PORMASED INLY F6 ARD DSED OASToRLY INTILORTBER | -
List all Mcdlcanon(s) Dletary Supplement(s) Food(s), and other product(s) used at the time of the event:

SPRERATRLNTTAMNS T\ m&m—r/o»/ \2- 14— 9 Yo 02-01-99
“MAGTC RGRB " B’CN?SDLGS%‘*/ W0 -61-39 — (2~02020H-9

CarageErG " ~A-6CHPsL W-22-98 T 12-c22e04-08 q(igws—rmmhr ?mméﬂ‘ré)
Did event abate aftcr use of suspecte product stopped or dose reduced: Yes No Unkn

N/

Did symptoms reoccur after reintroduction of suspected product: Yes No Unknown \N/A

Did symptoms reoccur after usmg other products with the same ingredients: Yes N Unknown N/A E 0?3 "
LTS, Am% et !!&suﬂ\@ i\»\%\x STNCE \7.-01;.204.‘93

Complamt # \35&5
Page 1 of 3 000003




' medwatch Report #13345
- ~ Follow-Up Adverse Report =
Thomas $. Donaldson 03-19-99 1M Exhibit 910D (1/98)

Exhibit 77 page oz,ofggjéD

Medical Information

Was a health care provider seen?No

Other (specify)

What medical tests were performed and what were the resuits?
DRENE SPE'CXW\-SA 12-22-98 W(GRosrToe
Wl‘fa)x{' \;Xi‘s{tg: r;}eiallgamxagrﬁsi's?
BMBRONTC DEMTSE At %mmméb( S MeENSTROAWEeDS, oz-o 2-99
What treatment(s) was giégn %%),Cdru s, other)? .
%WME@@ To (OND DT Lgﬁ;uﬂ RNDCORETTRGE o) 07 03 -0
3550

\x\e)%?hgr‘é'Zny P 5}'{'{5‘8@&3 g]ﬁs}.’wq’(wz' “"’39/ P23 —oz-2y

(If YES, list them including allergies, and chronic diseases): Yes No

DM A DorING EL@MW%E\(SQHOOC{%INOT%BL ENIS SaneE
Product Category

1. Adverse event attributed to:
Medical Food (under medical supervision)
__ Infant Formula

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)

Other Product Problems

2. Foreign Object
(specify):

3. Other (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):

mharc HERR DreT RUSTORMLLA wivt( HROMT LY AT ol NDE
Mhete er P0.BOX 23504 &KLA. (11, OK 13(23 ,
PIRETIENS e Use: The Dp To 3TAps 0 LeS DLy, TWO SKHE Mo NTNG
ONE BT Loney Tome: Somm

—_— NG & Tres Trepp et Gontirmas RATORAL VHRSTS ¢
ﬁ%@;—c agﬁmnc, op WANE A OMeR Metaeh %omplaint # (B34S
PRoBLEM S, S THe Povsc s o HIEHITH RepcrrTyoneR  Fage2of3 000604
PERE USTNG TR¥s PrRopbeT,



medWatch Report #13345
»~ Follow-Up Adverse Report

™
T 7 Thomas S. Danaldson 03-19-99 T o
Eahibit 7 pages Ofp Eg, +JM Exhibit 910D (1/98)
List product ingredients (if ingredients are suspected to be present, but not verified, list as suspectc:d):cacwg Le'?mpé
CHPSOLE ONTRIGS Trom LABe
MA-DALNG (EPHERA Syens s 3oomMmg ASSWTEL —

S TARDARD EXTRACT 2% Eﬁﬂw% Diehorps No PPy S§5 1

oLty NOT BLTRACT(Co 5 ==
__ Check h?g i ingredient‘ﬁ ?re Lo%ﬁ 200mMy (ospzrss SM% e '"\Eis_g}f__\(—/

-, If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate
category below:

-Aspartame Color Additive (please specify)
-Monosodium Glutamate

-Sulfite

Ma RpONG (5ThdmRD BYTRACT 8 %, ERPUEDRANLKALSEDS 300 W
-Other Cu ROMTINM PreOlIndTE 200 meqy 3

-Unknown

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

No
Unknown PuoToCopy AN LODED of IAGTC REBAGIISBIT 5) P \STseRy; (BIHSBTT 9)
Product Sample AvailableNo Unknown

Outcome Attributed to Adverse Event: i
WUTRA SOLRD CLTNT 4 Wosrs TR depisB T G, prees \4&&:\:'12)

(If yes, include pertinent medical records) gospyta_REZoRDS DAC [PRTvoloc(EYREBST 3) ©
Death: YCS@ IDTIENTS DINGWESTS emBRYONTIC DEMISE \ PavTanT s YReENPICY
Life-Threatening: YesQNo) P TIen T s = HeauTay

Hospitalizatior¢ Yes;No (if YES, indicate if initial or prolonged) AT PATLENT /mo.mmgd((' VEETThGe
ON Oz 0=

Required intervention to prevent permanent impairment/damage: Yes@

Did the adverse event result in a congenital anomaly: Yes

L% Chmeugpy Sruedsss So g

GCOBR/ND (cowmm .
CuroMadm ProclansTte 2oo meq D o e Adminiseaion
K p 20 wm 4
AWMETS LWIRLow 20 wW Thomas S. Donaldson
QPS-_R OLm% ’Z o m Investigator
Licorrce 720 yv|
mm GINS BNG oo W\% Minseapolis District Office Phone: (612) 334-4100 ext. 182
'FD-—"\'( 20 W\ zﬁem;f:n&ﬂ;io 1 Fax: (612) 334-4134
. M CAPOiLS.,
DAsTepapLos 2o wmc R —
ASHUO A5 ARIDHA 20 wmay
Complaint # (53‘4‘5‘

Page 3 of 3 000005
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"~ Notes on Telephone Conversation
Clinical Research and Review Staff

Date _ | Mewxh? 1997 Phone No.

Name L o- IINIEGNGNGNGNGNGNGGEE - - Fax No.

Attieton |
T

FDA s fichad J. Colve A, mo |

Representatives ™

Question/Sublect | F/u  of 42ms 3395

Discussion -~ | 7 _ s wy 0/! ve £/ of thk Sed et

rwponct  She filed on 2Ft99 ([ Fejfl domise @ D wils aprol

CL“C Ho/b ID»C}’ p/") F:O/mdlc.z [ﬂ?a}«/g/a,:}( " /;u(,rr_mg/ (;‘//-vr /hj (p//(’»;A’\.?‘

S he os wed o contecf th potent to see £ Forther by

me tound be e)kQJ fC]OV(//f/‘J The suoplement yse. JThe stafd she

had_Ehe S{ﬁ'ﬂlemnj‘ botHle in ber medice! ofFce e £o he—

lin Es//aw'ﬂ.

b;‘ t o 'payLﬂCo’ffj, Sho wouid cell me bec ke M?j o/ Fomorrod)

Follow up

3-/-99

000006
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D

Notes on Telephone Conversation
Clinical Research and Review Staff

Da‘f@i o 2 Mar 99 Phone No. -

Affllatlon € onsumer

ochard T CalveA, my

Address

Representatlves' b

Q“estlon/SUbJECt Produvct vsc 1nformedor vre Akms &= 1233YS

D:scussmn | Afjer Dr. Mrs hoficreg checkedd Fp S

that 1t woud be o/<<x~1 3 phend Mn. -fO obtem fucthor informetron

on Ak cdveac e vent mmwﬂ-z/ with vse ot ‘Meyc He-$! v R besen vsims

Megic Hecty Foblls [2-3 perdey . as por instrahons on le bbl) and a Conseny Ju ble]

for we iy ht foss and enery -y in o Sl of1598. 4pp¢pf Jec.l, 1958 sho /PormJ

<he e presneat /,ﬁ ¢ home prspeng ﬁ'y/ ard Avaotnad prodict-use, oy Frsf 08
(Feb 2,1795)

Vot /JOn ‘7’) wis Unevmffll ahd con F/rm«al a_prgnere . At borrext vicd , no Fefel heat

heat coad be olﬂif('fr/z\ Daﬂwbrl,ahd an v Mvesourd €xem the Seme dc) confrrmad thed

the feius had 0\1‘((11‘ prbbcb[&, ceversl ceeks earlier. 4 DI C !OyO{("&/c/rC ewes dope €A

nes bdoy, Mrs. _;‘ogzrrc/ a_copy of w5 ot ey 1T tves comprle fod
mﬁ-fmf;rﬂw, t wovkl be oleey f\r FOA inspeckis fo obteug The po. /5 from D"-

Follow up T el need o 5,/pal( fo Dr Lo Love abort cubotbo

wWe cony rleate ¢! Linseel Summerics  or other Vc’pa/ﬁ 7‘0 O Svisrers.

w&mq 05 wnaied on

e “W\ W\*C\l\ ?nY'\ .

Signe: 4&1»@(//@;% Date: 272 95

000007
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‘-/é DEPARTMENT OF HEALTH AND HUMAN
e

Memorandum

Date April 08, 1999
From Thomas S. Donaldson, CSO

Subject Follow-Up to Adverse Report: Center for Food Safety and Applied Nutrition (CFSAN Project #13345)

To Anthony P. Duran, SCSO

On March 10, 1999, I received assignment number 91953 regarding Adverse Event Follow-up (Attachment 1). The
assignment included an attached copy of the facsimile transmittal from the Center for Food Safety and Applied Nutrition to
Dirk Mouw, MIN-DO Consumer Complaint Coordinator dated March 4, 1999 (Attachment 2).

A memorandum was sent from Chief Domestic Branch, HFS-636 dated March 4, 1999 regarding CFSAN Project # 13345
and included a copy of the medWatch report dated 2-2-99 (Attachment 3).

On March 12, I telephoned Dr._MD at the We discussed the

need to collect records and to conduct interviews. DrJJJJilstated that the clinic would prepare the initial release notice to
both Medical Records Departments. Dr. requested time to advise her patient and would return my call later the same
day. Dr I called back and stated that the patient preferred to be nterviewed at the clinic and that Friday was acceptable
and the the doctor released the patient information as follows: Name_l'elephone:ﬁ

I telephoned_on March 16 and made an appointment to interview at 3:00 PM on March 19.

The personal interviews and the collection of medical records were completed on March 19. Product labeling was collected
on the same day using the photocopier at the Both bottles were brought to the clinic by|jj
I 21 cach bottle contains an unused portion of capsules.

I 5 t!cphoned on April 02 to verify her use of "Magic Herb", "Ginseng" and prenatal vitamins.

DD s telephoned on April 05 to correct two concerns in the I o s

follows:
o  The date on Dr. || |} }EEEEII notc should be changed from 02-13-97 to 02-13-98.
e  The narrative on the report dated 12-22-98 regarding prenatal vitamins should be changed from "left from previous
pregnancy” to "remaining vitamins from prescription issued on 02-13-98".

Supervisor review and comment:

Tp: B Wallace, HFS -63¢

;' . .DW) grsoe L
FA&Z%/ /4? ;b0 WW/”WWVW

LV -
AacCAnthony P. Duran, SCSO
Minneapolis District Office '7! -/ -2 7

Wi’;‘”?/é , Lot 000093
/&%.’ Fs-463




1 A‘_;‘ ﬁ

I picked-up the patient's medical records at th_ en route to the medical
clinic i:m_MD had the] | sc1.d 2 " Consent for Release of
Information” to the regarding the treatment of| | I E xhibit 1, including the FAX
transmittal sheet). T met|Jfbf the Medical Records department (hospital policy does not permit the release of an
employees last name). [ presented my credentials and she handed me an envelope containing [N rccords. [
informed that my interview with | Nl ov1d include her signature on the FDA release form for the same
hospital records, and that a copy of the FDA release form would be mailed to the hospital Medical Records department
(Exhibit 2). The copy was mailed to the hospital on March 22. The records were for the treatment of || o~

February 03, 1999 (Exhibit 3, 3-pages). The each page from the envelope was identified on the reverse side as follows: FDA
03-18-99 TSD 01 of 03 - 03 of 03. The original hospital copies were not available for identification

I presented my credentials and business card to the receptionist/medical assistant of the _ She
handed me an envelope. The envelope contained a copy of thell N r<!c2sc form dated March 16, 1999
(Exhibit 4) and twelve pages of medical records forj I E2ch page was identified on the reverse side as
follows: FDA 03-18-99 TSD 01 of 12A - 12 of 12A. At the completion of the interview, Dr i dentified twelve pages
from NN (i that should be copied for the investigation. The additional records were identified on the
reverse side as follows: FDA 03-18-99 TSD 01 of 12B - 12 of 12B. Upon further review, the twenty-four (24) pages did not
include a laboratory report confirming the pregnancy. The laboratory report was in|J | | N fic and 2 copy was
included and identified on the reverse side as follows: FDA 03-18-99 TSD 01 of 01C. The original records were identified in
the same manner. Upon completion of the identification procedure, I realized that the date was wrong.

All records identification was done with the wrong date. The actual date was 03-19-99. My records identification dating
error was noted before leaving th* The error was reported toJJjjj an employee that assisted with
the records collection. JIll] stated that she would place a note in the file regarding the dating error. I did not correct and
initial the original records in the patient's clinic file for the reasons as follows:

e Record collections were completed in one day March 19, 1999.

e A member of the clinic staff was advised of the error.

signed the FDA AUTHORIZATION FOR MEDICAL RECORDS DISCLOSURE-MINNESOTA issued
to th dated 03-19-99 (Exhibit 5).

The Investigator copy of each record was corrected and initialed. The records are included with this memorandum except for
three (3) records as follows: 07 of 12A, 08 of 12 B and 12 of 12B (Exhibit 6, 22-pages).

On Friday March 19, credentials were shown to Dr |} Il 1D for the purpose of discussing the medWatch
report filed February 02, 1999 regarding the clinic's patient||| |  JEEEEEE The interview was conducted at the

Dr is a graduate of the
from September 1996 to the present.

In response to how long“ has been a patient of the clinic, Dr.Jjexamined the file and stated that

(maiden nam first visited the clinic in July of 1991. The visit was for abdominal pain and upper

She has maintained a full time practice at the

respiratory cough.

How would you describc N - st and present health? Dr [l stated that | G- s
normal, and that the file indicates only minor medical issues. The patient is not on any prescription medications. Her past
medical history includes an asthmatic condition when she was in sixth grade with no problems since.

When was the pregnancy listed in the medWatch report confirmed by the ?
A specimen was collected and tested hCG positive on December 22, 1999 and was informed the same
day (Exhibit 6, page 13 of 22)..

initial OB examination and assessment was conducted by Dr |} } EEEEMD on January 04, 1999
(Exhibit 6, page 06 of 22-Dr Il notes and Exhibit 6, page 18 of 22-assessment form date 01-04-99).

Drj MD conducted the second OB examination on February 02, 1999, and during this examination the
I < tion the use of two herbal products (Exhibit 6, page 05 of 22-Dr. JJlllll notes). A 1998/1999
calendar notes the specific sequence of events as reported on the documents collected (Attachment 4).

0000902

20f6




™ ™

Have you ever treated Mrs. for the same type of problem? No I have not, and her clinic file documents two normal

deliveries as follows: Dr.L a baby boymand Dr, a baby boy
r A copy of the pregnancy assessment form for each birth 1s included as follows:
(Exhibit 6, page 16 of 22), and_Exhibit 6, page 17 of 22).

Was the most recent pregnancy planned? The clinic records indicate tha received her last shot of Depo
Provera on November 01, 1996, and qu stated that each shot gives the patient three (3) months protection. ||

did express the desire to have another child during her clinic visit for a physical exam and pap smear on February
13, 1998. Dr_ notes and the office staff tabs on the same record are dated 2-13-97 (Exhibit 6, page 08 of
22). The date will be corrected in the clinic's file.

A member of the clinic medical staff advisedij | | QJEENIIII! the positive pregnancy test and that prenatal vitamins left
from previous pregnancy could be used on December 22, 1998 (Exhibit 6, page 07 of 22). D[l did not consider the
prenatal vitamins as clinically significant.

I telephoned Dr_MD on April 05, 1999 to verify observations listed in the two previous paragraphs. We
reviewed and agreed that the year was 98 not 97, and that the prenatal vitamins were from the February prescription written

by Dr. || 1D and not from the previous pregnancy.

A description of the events from February 02 to the present were as follows:
o D D stated that on February 02, 1999 she conducted an examination of the patient and that
she requested an Ultra-Sound be done to confirm the findings of her examination. The clinic conducted the Ultra-
Sound and the findings indicated an embryonic demise at approximately nine (9) menstrual weeks (refer to clinic
records Exhibit 6, page 14 of 22).

e The doctor, at the patient's request scheduled a Dilation and Curettage (D and C) procedure for the next day.

. Dr- reported the adverse event to medWatch on February 02, 1999. The patient's use of herbal products
(October/November 1998) could be a contributing be a factor in the fetal demise.

e On February 03, 1999 | > = trcated and released from th i RN

e A handwrittén note on the Surgical Pathology report NO_states "needs quantitative HCG's weekly until
"g" » (Exhibit 6, page 09 of 22). The same laboratory report states Beta hCG 823. Dr.| NN -t
that the result of a specimen drawn on February 21 was Beta hCG 51. I did not request a copy of this laboratory
report.

. Dr- noted a telephone conversation with Dr. Calvert of the Food and Drug Administration on March 01, 1999
(Exhibit 6, page 04 of 22).

was scheduled for a 3:00 PM interview at the_ This time was convenient for
Mrs ue to day care responsibilities for an additional child. She brought her youngest son--age 2) to the
interview. The clinic staff watched-during our interview.

How did you learn about the products?
o I - < that she was looking for a natural product to increase her energy level and that she
had felt lacking in energy since the birth of her second child. In July 1998, a food supplement store named

I 2 visited by Mrs%erb" was one product in the store that the owner stated

had worked for her, and that it may work fo

stated that "Ginseng" was recommended by a friend and that the owner of the store thought
that "Ginseng" could be taken along with "Magic Herb".

stated that she purchased both products from the NG ore in[ [ 1he store

was located in a mini mall area with several other businesses. I observed the|jj il store while waiting for my
lunch at the| The products purchased were as follows:

Magic Herb Diet Plus Formula with Chromium Picolinate / two (2) bottles of 90 capsules each. The first bottle was
purchased in July 1998 and the second bottle in October or November 1998. Mrs. il does not remember the
specific date of each purchase.
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Nature's Way, Wild Siberian Ginseng Root / one (1) bottle of 100 capsules. MrsE was not sure but thought
she purchased the "Ginseng" in November 1998. The capsules were taken during the last week of November and

the first week of December. | NI 25 surc of these weeks because it was the last two weeks that she
manufactured Holiday wreaths (Attachment 5 for manufacturing time period).

I 2 cd that the two products were used according to label directions and at the time of day as follows:

e "Magic Herb" two (2) capsules with breakfast usually one hour after awakening, and one (1) capsule with lunch
sometime between noon and 3:00 PM,

* "Ginseng" was usually taken at the same time as the "Magic Herb" and normally 2 capsules twice each day.

I st: < that on a few days she would take a third dose of "Ginseng", but she could not recall
specific dates.

A majority of the "Magic Herb" product was used from October 01, 1998 through December 02 or 04, 1998 on a daily basis.

During the stated time period the product was not used or the number of capsules taken were reduced by
but she could not recall specific days (i.e., expected usage 189 -195 capsules and the actual usage 143 capsules). The actua

consumption does not account for those capsules taken in July, August and/or September 1998. The label exhibit contains a
photocopy of the remaining capsules (Exhibit 8, page 08 of 08).

We discussed the use of "Ginseng" since only thirty-one (31) capsules were used. The "Ginseng" label exhibit includes a
photocopy of the remaining capsules (Exhibit 9, page 06 of 06). I asked Mrs. - to recall how the product was used so
that her daily consumption could be accurately assessed. She stated that it was a very busy time of the year, and the

determining factor was her energy level or how tired she was on a particular day. mtated that the last week
in November and the first week in December 1998 was the time period of taking an occasional third dose of "Ginseng". The
third dose was taken due to working lots of long hour days those two weeks (i.e., a long hour day included child care and
wreath manufacturing from 10:00 AM to 10:00 PM or 12:00 Midnight).

Were you taking other medications or prescription drugs at the time of the adverse condition?

e  Prenatal vitamins from a prescription dated February 13, 1998 were taken one per day starting on December 14.
e  Aspirin or Tylenol was taken on some days for backache.

A copy of a 1998/1999 calendar shows the specific time periods that the products were used by Shannon L. Gilbert, but the
daily usage was could not be accurately determined (Attachment 6).

Did you make any dietary changes during the use of "Magic Herb" and "Ginseng"?

Regular eating habits were maintained without changes.

_had the "Prenatal Vitamin" prescription filled and the prescription was available when I telephoned her at
home on April 02. Mrs. JJJJliread the label as follows: Prenatal Vitamins, bottle of one-hundred (100) tablets, a substitute

for Prenatal 1+1, dated 2-13-98 and to take one (1) per day.—stated that she started taking one vitamin
tablet a day on December 14, 1998 and continued until her clinic examination on February 02, 1999.

The Adverse Event Questionnaire is included with this memorandum (Exhibit 7)

Expiration dates / Lot numbers were as follows:
e Magic Herb no "open" expiration date, but separate print or hand stamp of a number 070989 immediately to the
right of the firm's address (Exhibit 8, page 04 of 08).

e  Ginseng has a lot number 806455 and "open" expiration date JUNE 2001 on the bottom of the bottle (Exhibit 9,
page 05 of 06).

The retail price of each product appeared printed on a sticker on the bottle cap as follows:
e  Magic Herb - 20.00 (Exhibit 8, page 07 of 08).
* Ginseng - § 8.34 (Exhibit 9, page 05 of 06).

The "Magic Herb" product contains Ginseng. "Magic Herb" contains 100 mg of Siberian Ginseng per capsule (Exhibit 6,
page 5 of 8). |- 2 busy day could consume 2, 760 mg of Ginseng using both products (i.e., "Magic Herb"
@ three (3) capsules per day or 3 X 100 = 300 mg and "Ginseng" @ six (6) capsules or 6 X 410 = 2460 mg). This level of
consumption was possible on some days during the last two weeks of manufacturing wreaths.
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Exhibits:

1. A copy of the CONSENT FOR RELEASE OF INFORMATION issued by the | | RN o ~ SEEEEN
for recent treatment of || datcd March 16, 1999 and a copy of the FAX
TRANSMITTAL SHEET (2-pages).

2. A copy of FDA AUTHORIZATION FOR MEDICAL RECORDS DISCLOSURE - MINNESOTA to the || S EEEIN
I tcd March 19, 1999 and signed by [ (1-page).

3. Medical records collected from the hospital Medical Records Department on March 19, 1999 three (3) pages as follows:

o Operative Report for| | I dated February 03, 1999 and sign by [ (»-2: ! of 3).

e Documentation for LIMITED PELVIC ULTRASOUND performed on | Fcbruary 03, 1999 with Dr.

_n attendance (page 2 of 3).

e Documentation for Surgical Pathology report identified as No || ] o - t<d February 03,
1999 (page 3 of 3).

4. A copy of the CONSENT FOR RELEASE OF INFORMATION issued by the | N EEEEEEE fo: the clinic's

records orjj I tcd March 16, 1999 (1-page).

A copy of the FDA AUTHORIZATION FOR MEDICAL RECORDS DISCLOSURE - MINNESOTA to thejj ]

I ited March 19, 1999 and signed by | R 022¢)-

6. Medical records collected from th_ used in the report are as follows:
e History and Physical record identified by MR NUMBERIEEN Preop on_repared by Dr..
I 1D dated February 02, 1999 (pages 1 and 2 of 22).

e  Operative Report dated February 03, 1999 signed b_tamped as received by the
clinic on February 08, 1999 (page 3 of 22).

e

e  Doctor and Staff notes:

D o< s on the call from Dr. Calvert at FDA dated March 01, 1999 (page 4 of 22).
Dri N 1 otcs on the OB examination, dated February 02, 1999 (page 5 of 22).

Dr. R 1otes on the initial OB examination, dated January 04, 1999 (page 6 of 22).

Nurse Practitioner advised patient that pregnancy test was positive on December 22, 1998 (page 7 of 22).
Dri o <5 physical examination and pap smear, dated February 13, 1997 (page 8 of 22).

e Laboratory Reports:
Report dated February 11, 1999 for sample IDml BETA HCG 823 H mIU/ml (page 9 of 22).
Report of Surgical Pathology identified as No dated February 03, 1999 on || NG
specimen labeled uterine contents (page 10 of 22).
Report of specimen collected on February 02, 1999 indicating WBC-high / Creatinine-low (page 11 of 22).
Report pap smear drawn on January 04, 1999 note at additional comments regarding wbc (page 12 of 22).
Report specimen collected December 22, 1998 to confirm pregnancy/Urine hCG positive (page 13 of 22).

s Ultrasound Reports:
Results of Radiological Consultation at the clinic on February 02, 1999 (page 14 of 22).
Results of Limited Pelvic Ultrasound at the||j|| | - F<cbruary 03, 1999 (page 15 of 22).

e Pregnancy assessment forms:

Date first child a bo 16 of 22)
Date second child a boy page 17 of 22).
Dated January 04, etal demise (page 18 of 22).
s A copy of the flowcharts from_ clinic file (pages 19, 20, 21 and 22 of 22).

7. Adverse Event Questionnaire (3-pages).
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8. Photocopy of the label on Mrs._partial bottle of "Magic Herb" retained at ] i -

photocopy of the capsules remaining in the bottle and of the top-cap / bottom-rigid white plastic bottle (8-pages).

9. Photocopy of the label on Mrs.-partial bottle of "Ginseng" retained at the_ with a

photocopy of the capsules remaining in the bottle and of the top-cap / bottom-rigid white plastic bottle 6-pages).

J

Attachments:
1. Assignment Control Form for Assignment Number 91953 dated March 09, 1999 (1-page).

2. medWatch Adverse event report 13345 dated 2-2-99 (1-page).
3. Copy of facsimile TRANSMITTAL from Center for Food Safety and Applied Nutrition to Dirk Mouw, MIN-DO,
Consumer Complaint Coordinator dated March 04, 1999 (page 1 of 3). Attached memorandum from Chief, Domestic

Programs Branch, HFS-636 to District Director, Director, Investigations Branch, and Complaint Coordinator, MIN,
dated March 04, 1999, CFSAN Project # 13345 (page 2 of 3 and page 3 of 3).

4. 1998/1999 calendar noting the medical events that occurred with_pregnancy (1-page).

5. 1998 calendar noting the weeks of manufacturing wreaths for the 1998 Holiday Season (1-page).

6. 1998/1999 calendar noting the time periods of taking "Magic Herb" and Ginseng" and "Prenatal Vitamins" (1-page).

Thomas S. Donaldson, CSO
Minneapotlis District Office
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