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From: Hahn MartrnJ [MJHahn@HHLAWcom]
Sent:  Thursday, February 05, 2004 9:57 AM
To: Ellwood, Kathy

Subject: RE: Rotta Extension
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Many thanks. We will submit a letter wrthm the next day requestrng the agency for the use
of a truncated version of the health clalm petrtron You ‘can advise the Iawyers in OCC that
the issue will not be pressed by ‘this partlcular compahy ahd that they can focus therr

attention on other maters

Martin J. Hahn

Hogan & Hartson L.L.P.
555 13th Street NW
Washington, DC 20015
202/637-5926 (direct)
202/637-5910 (fax)

-----Qriginal Message-----

From: Ellwood, Kathy [mailto:Kathy. Ellwood@cfsan fda gdv]

Sent: Thursday, February 05, 2004 9:50 AM"
To: Hahn, Martin J.

Subject: RE: Rotta Extension

Martin,

You're correct.

Kathy

----- Qriginal Message----—

y‘,;

From: Hahn, Martin J. [mailto: MJHahn@HHLAW com] |

Sent: Thursday, February 05, 2004 9 19 AM’
To: Ellwood, Kathy
Subject: RE: Rotta Extension

Kathy:

Many thanks for the response. Please forgrve my persrstence on this issue, but

;.

| want to make certain that you are saying that FDA will focus on ‘whether the
data supports the "reduces the risk of OA " regardless of the model clarm o
proposed in our petition. | have advrsed the client that FDA Irkﬁely would take
that position, but | just want to make certarn that my understandrng is correct.

Many thanks.

Martin J. Hahn o
Hogan & Hartson L.L.P.

Looy P-I96 O

2/11/2004
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2/11/2004

555 13th StreetNW ¢

Washington, DC 20015 o *" e ;
202/637-5926 (direct) - o o
202/637-5910 (fax) ’ R R R

H

-----Qriginal Message-----
From: Ellwood, Kathy [mailto;Kathy. Eltwood@cfsan fda. gov]

Sent: Thursday, February 05, 2004 9: 15 AM
To: Hahn, Martin J. ,
Subject: RE: Rotta Extension

Martin,

B § ‘

We will see whether the data supports the clarm .redlices the risk of OA", Aot ary -
other claim, under the SSA standard. * R

Kathy
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-----Qriginal Message -----

" From: Hahn, Martin J. [mailto: MJHahn@HHLAW com]

Sent: Wednesday, February 04, ﬁ004 10: 00 AM
To: Eliwood, Kathy T
Subject: RE: Rotta Extension

4
ST O TSN
4
H

Kathy:

M, RS- S UL S

You asked whether our clrent would Fe wrlhng o amend the S

language of our proposed model! heaith claim. The client is willing
to'amend the language, prowded the agency treats ‘'similarly the
truncated model health claim and the original language for purposes
of its assessment of whether there is srgnlf' cant screntlflc agreement
(SSA) in support of the clarm V

By way of brief background we had proposed a model clarm;f»th\at we) N

believe accurately characterrzed the science and for which there is
significant scientific agreement " Unlike other diseases, the etiology
for osteoarthritis is less defined and we CGnSIdered it important to
characterize the manner in WhICh glucosamrne sulfate has been

~ shown to prevent osteoarthritis.. We believe there is SSA supporting

the ability of glucosamrne sulfate to reduce the risk of osteoarthntls ,
joint structure and related joint paln and limitation of function. While”
we also believe there is SSA supportrng the ability of glucosamrne
sulfate to reduce the risk o is, the studiés have pnmarrly
focused on the effect of gluc imine sutfate on Jomt structure Jorn
pain and limitation of function, T !

At

To the extent that FDA is w;lhng to treat srmltarly the truncated cIarmg

~ (i.e., dietary supplementation with glucosamine sulfate reduces the

risk of osteoarthritis) and the orrglna! proposed claim for purposes of
its SSA analysis, Rotta would be wrlhng to amend lts proposed

health clatm o ;
R R



Message

,.._.%W«_.‘MMM, st an

in the event that ’
the agency will treat Simllarly the truncated and orrgmal claim for
purposes of its SSA anaIyS|s wé will submit a letter’ requesting an
amendment of the model hea_lt’h/ctalm’ We also assume that sucha
' A ;ment“ that would“;f”

'Please feel free. to contact me vra phone or e mall
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Martin J. Hahn
Hogan&HartsonLLP D S
555 13th Street NW S UV UU S A et

Washington, DC 20015~ P
202/637-5926 (direct) ' ‘
202/637-5910 (fax)
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----- Original Message----- .
From: Ellwood, Kathy [mallto Kathy.E Iwood@g:fsan fda gov]
Sent: Monday, February 02, 2004 3:16 PM "
To: Hahn, Martin J.; Ellwodd, Kathy “
P V : « - Cc: Gibson, Jillian Clark .
= SRR reea ~Sub;|ec”f RE Rotta ExtenSIon

NI
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| Martin, e ’f NS
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| got the e-mail with the lett%ar affached grantmg the extenston on
Friday. Thank you. Is your client going to offer any new claim

language as we had dtscussed‘? :
' Vl\’t/ 3 ORI
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Kathy
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~-----Original Message---z-- O
From: Hahn, Martin ). Tmailto: MJHahn@HHLAW com]
Sent: Monday, February 02, 2004 8:20 AM ’

~ To: 'kathy.ellwood@fda.hhs.gov'

. Cc: Gibson, Jillian Clark )

Subject: Rotta Extensnon
Importance' ngh T ‘
o :? o
w% .

Kathy:

You should have réﬁ’ ‘ X n
signed letter that gr eek extension to review
, the Rotta health c!alm petition. My assustant is of the
o U , . office until nﬂoon?nd Ido not'seea copy ofthe

2/11/2004




Message

This electronic message transmission contalns 1nformat10n [ro

“please notify us by telephone (202- -637- 5600) or by

H trTTe e ' o
IR .. . 3 - o

~ not receive the Ietter please cept my apologles
because | did mtend for you to get it on Friday. If you -
did not receive the Ieﬁer | will see that you get a copy of
it when my aSS|stant retums to the offlce thls afternoon

vvns -
i i

Martln J Hahn i
Hogan & Hartson L L P :

N - 3 - K, Y4 '
felels] IOLh Strest N‘v"v’

'Washington, DC 20015
| 202/637-5926 (difect)
202/637 5910 (fax)"&

This electromc message trans‘mlssmn contams 1nformat10n from the

law firm of Hogan & Hartson L.L.P. which may be confidential or

privileged. The information 1S 1ntended 0 be for the use of the
 individual or entity nanied above. ycSu are not the intended

re01p1ent be aware that any disclosure, ‘copying, dlstrlbutlon or

use of the contents of thlS mformatmn 1s proh1b1ted

If you have received thls eIectromc transrmssmn m% error,
please notify us by telephone (202- -6 ’ 5600) or by
electronic mail (PostMaster@HHLAW COM) 1mmed1ately

This electronlc message transmlssmn co tains mformatmn from the

law firm of Hogan ‘& Hartson L L. Ii ‘which may be conﬁdent1al or
privileged. The information is mtended to be for the use of the =~
individual or entity named above. It you are not the intended
recipient, be aware that any disclosure, copying, distribution or

use of the contents of this 1nformat10n is prohlblted ”

If you have recelved thls electrenic transrmss;on mwerrlor
please notify us by telephone (202 63 -5600) or by
electronic mail (PostMaster@HﬁLAW CC)M) 1mmed1at§ly

This electronic message transmission contams 1nfo, e
law firm of Hogan & Hartson L.L.P. Whlch _may be confidential or

* privileged. The information is mtended to be for the use of the

individual or entity named above. If you are nof the 1ntended
recipient, be aware that any disclosure, copy1ng, distribution or
use of the contents of this information is proh1b1ted

z

If you have received this electronic transmlssmh in efror

electronic mail (PostMaster@HHLAW. COM) Immedlately.”“

law firm of Hogan & Hartson L.L.P. which may be conﬁdentlal or
privileged. The information is infended to be, for the use of the

2/11/2004
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individual or entity named above. I you are not the 1nt<:nd@cfg o

recipient, be aware that any disclosure, copying, dlstrlbutlon or
use of the contents of this 1nformat10n is prohlblted )
If you have received this electronic transmlsswn m error o
please notlfy us by telephone (202 -637- 5600) or by 5o
electromc miail (PostMaster@HHLAW COM) 1mmed1ately I

2/11/2004




