


i A. Mo71tgoZYli,'.n' 

(542 . th-poiuxo Road . , Suite i 14 
I,ak~:. Worth., FL 3346'7 

Augusfi 23, 2005 

Bundesinstitut fur Arzrzeirnittel und Medizinprodukte 
A.ttn : Unit 71, Herrn Norbert Paesohke 
VIA FACSIMILE : 49-~(0)228a207 - 5207 

Dear Herr Peesohke : 

Please reference our telephone conversation earlier today, 

1 am eSsembling date from multiple sources to propose to the U .S . Food 
and Drug Administration (FDA) that the compound benfotiamin can 
reasonably be expected to be safe for human consumption. 

If under the provisions of the U.S . Dietary Supplement Health and 
Education Act of 1994 (DS1~lEA 1994) the FDA determines that 
benfotiamin cars reasonably be expected to be safe, 1 will be able to 
distribute benfotiamin as a dietary supplement in the United States . 

Benfotiemin is distributed in Germany under the trade name MilgarrDma ; in 
tablets of 50mgo, 10Dmg . and 15amg ., by Woerwag Pharma, Gmbhl, of 
Baeblingen. The chemical name for benfotiamine is : S-benzoylthiamine--
0-monophosphate . The molecular formula and structure is depicted 
below: 

White crystals or cr"iiirae pcw6 
FORMULA: CioK23NtOoPS MOLECULAR FORMULk 466.45 

MELTING POINT. about 20 ; 



Losx~~s A: Niontgomery 
6542 Hypolizxo Road, Suite 1 14 

Lake Worth, FL 33467 

The following information, if available, would be very useful to me : 

1 . The date benfotiarnin began to be distributed in Germany. 

2 . The typical daily dose for benfotiamln . 

3. The highest daily dose avail ablelrecommended for benfoi:iamin . 

4 . The gross number of doses sold annualiy in Germany. 

5 . Any adverse effects!events reported which could be associated with 
the use of benfotiarnin . 

. The number of adverse effects/events as a percent of total users of 
benfotaamin . 

7 . An assessment by your institute as to the safety of benfcstiamin for 
human use. 

8 . Any open source clinical data regarding the safety of benfotiamcn 
you may be aware of and can supply or direct me t~~. 

i of course would be pleased to reimburse your expenses for providing any 
or all of the requested information . 

Don't hesitate to contact me if you require further explanation or 
clarification . 

Mit V9eILr1 Dank im VoraUs, 



Federal institute for Drugs 
and Medical Davicas 

Kurt-Geotp-KieginRer-fJlee3 = R-f"37738GrF 

Main t'3f11c® end Malllng Address: 
Kur-f3ee(g-PCiesirrQer-Allee 0 

Louis A. ivlorxtgomery r~~s317s Bonn 
6542 1-Iypoluxo Road, Suite 114 

rgtepnone ; t45-1888-207-0 
+49-228-20?-30 

Lake Worth; Fl. 33467 TetegaY : +-49-j 888-207-5207 
+49-228-207s207 

atnalt posts telheg bfarm.de 

Fax, 001-5616410838 

Your reference and lgher of bur reference fP~uaoe ywoty i~ your wvb) Telephoile+ : +49-1886-307'- 60nn 

August 23, 2005 715-381 i-110:~11105 3796 Sep. 22, 2005 

Request far information on berr£otiarnine-containing drugs in Germany 

Dear Mr Montgomery, 

ilerewiEh i would like to .answer your request concerning t.he marketing situation and other aspects 

tDf benfotiamin+w-containing drugs in Gcrrtrany, k'lease apologize our delayed response - my attempt 

to respond to you via 1ou355 ~h(~aol .com has obviously failed. 

ad Q1 : 
1978 

ad Q20 
The ~Eypical daily benfotiamine-dose depends on respectivc! indications and varies between different 

drugs (the below mentioned example represents typical dose recommendations) : 
Prevention of Vitarrdin 31-deffi.:iency : .9-2 :c 50 rag drag"/week 

. Treatment of Vitamin i31 deficiency : i-3 x 50 rng dragc,eltlay 
e Treatment of polyneuropaPh,y (caused by Vitarnin B 1 deficiency) : tap to 4t?0 mg/day (first. 

three weeks), afterwards up to 150 mg/day 

$d Gt3a 
400 mg benfotiaznine (a»teral dosage forms)/day = highest dailydose of a marketed drug 

900 mg benfotiamine (enterai dosage forms)/'day = highest daily dose of a non-marketed but 

authorised drugs . 

ad Q4: 
This question cannot be answered exactly, since no respective data are available to, us . 

T ~~s sts~ 
uoJ ay7 6r} a 9b : t : SC7Uc 



~f' t4~ .~ ! 3', iLlh~;3rl 

The distribution of benfotiarttirte-conta,inirtg drtags in Ciertacasty is rostncted to pharmacies . A 

inedical prescription is not compulsory . Based on prescription data only, for exam. pie, in 2002, a 

total of 2,4 million defined daily dosages of one benfotiwnine-containing drug (rnilg,an-inta rzzono(D) 

have been prescribed in Germany. 

ad Q5 ; 
Within the 13fArivl-database (spontaneous reports from Ges`rsany ; reporting source : 1-ICps only) the 

following numbers of reports rleseribirtn adverse reactions (ADRs) observed in association with use 

ol' benfotiantinc-coatainirrg dmgs Lave been identified (the reports wer;; not diffcrentiated with 

regard to the causal relationship between the drug and the reported ADR,)~ 

Number of ADR-reports within the HfArN7-database mentioning association with use of 

Benfotcantliae-containing drugs: 
014 "°'°" Reetfcytiaanine-containing araoraotherapeutics : n = 

1Benfotiaanine-containing combination drugs: n = 92 

ad Q6- - 
No reporting rates can be calculated since no cxact exposition data are available to its . 

ad Q7: 
With regard to benfotiamine routine plaarmacovigilaslce has been 

performed using data frorr 

different sources (spontaneous ADR reports, periodic safety update reports, scientific literature); in 

doing so, no safety signals pertaici'rng benfotiarnine-containing drugs have been identified . 

ad Q$ : 
Respectively, the following l-ion-lepages may he of intcrest to you . 
http :/lraww.clirticaltrials .govl 
bttp :l/vsu,w.centervvatcfi .c°.otn% 
bttp :i/controlledtriais.com/ 

We hope this information is of use to you . In case of I'6rther questions, 
contact me. 

Yours sincerely 
(on behalf of the BLkrM) 

r~t`5 SCSc ~f~~ F;GC: ~h+ 

se don't hesitate to 

Iaa sQOf-,~J 



?Recea-ve:il ' :OGQ4-:2005 8:r57 : : - ?a~."x+xt;~~ :~ : :: :~3FNFi37.I:l~4iN~ ..Nl:T= ̀ TN 

a4-DKT-2005 15 :05 B=fARh1 PET 7 -4-49 22e 207 3515 S .011/ lI 

yon Jorg Seetreck 

An *. lou135b@h0;tmaii .corn 

Datum: 2&©9,2005 0919:171 
benfiotiamine__13fArM 

Dear Mr Mrantgorne 

with regard to the questions outlined in your last mail, 
please find riere Ehe fnllrv:ng answers : 

the number of ADR reports mention~:d in my letter 
represent the total rium'oer rat of reports received 

the BfArM since 1978 . 

The second part of your"question 2" relates to the types 
of AC7Rs (hypersensitivity, atc) which have 

been received in association with use of benfotlaminr~ . Please find attached a table of ail reports 

describing cases in which henfotimaine was applied 
in the form of a mcxnotherapeu ;ic 6,n = 18 [and not 

28 as falsely described in my previous letter))
. Of these, the most important ones are those in which 

benfotiamine was considered by the reporter as 
"suspected" or "interacting" drug - these cases are 

indicated in the column "role" by the ietters �iy" or ~~i~~ . 

Hoping to be of assistance . 
Yours sincerely 

Jorg Seebeck 

,1t5rg Seebeck MD 
Dept, of PharmacovigilancelBfArM 
Kurt-Georg-Kiesinger-Allee 3 
(J-53175 Bonn 
iel: ++49-228-247-379c3 
Fax: +4 49-228-207-3515 
Email: seebeck@bfarrn,de 
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