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ACTION: Notice.

participants concluded this exchange of letters on September 12 2003 Tx "e"e ‘/ o

letters express the mtentlons of F DA the European Commlssmn and EMEA o

to continue cooperatrve act1v1t1es to furthw engt

communication between the respectlve orgamzatlons and further enhande ‘

public health promotion andw proteetlorl 1h th? Earepe ar

States of America.’

DATES: The agreement became effective September 12, 2003. .

FOR FURTHER INFORMATION CONTACT: Mlchelle leoh European Commlssrdh o

H

A PR
Office of International Programs (HFG—I) Food and Drug Admrmstratmn 5600

Fishers Lane, Rockvﬂ]e, MD 20857 301—827——0908 i
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Unlon and the [tjn ed: Dl S



pubhshlng notlce of this exchange of letters. ,

Dated: S f/{ 0
December 18! 2003. o

W/

Jeffr%y/gh ?en,
Assistaht«Commlssioner for Policy.

[INSERT AGREEMENT]
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C DEPARTMENT OF HEALTH & HUMAN SERVICES

) ‘f’ﬁutfﬁc"’ijtea h Service

. (Food and Drugr Administration
_ Rockville MD 20857

- - September 12, 2003

Mr. Pau] Werssenberg S o Mr Thomaslonngren'

Director, Directorate F o Executive D1rector [
V. Lo L x P T m e S AOONT R N SR TR ~\='n: §~ R S T SN
Européan Comm1ss1on e European ‘Agency for the
i

ruedelaloi o , f ‘Evaluation of M’ef% nal Products’

B-1049 Brussels N 1
BELGIUM | \  Conary Whart !
/ ’ - o Tondon,E144HB™ :
UNITED KINGDOM ’

Dear Mr. Weissenberg and Mr. Lonn grén'i

The Food and Drug Administration (FDA) is pleased to cooperate wrth the uropean S
Commission (in its pharmaceutical regulation capacity) and The European Agency for
the Evaluatlon of Med1c1nal Products (EMEA) (collectlve}y “the Part1c1pants”) to

RO Sl I

quahty, and efficacy of pharmaceutical products mtended? or (a) hu;nan use (1ncfud1ng o
blologxca] products and orphan drugs) or (b) ammaf use Th1 T i1

applications and the post-marketmg surveillance of these products. We ip?é’cf“ttﬁé'
cooperative activity to further enhance and strengthen communlcatlon between our
respective organizations and further enhance public health T promotlon “and protection in
the European Union (EU) and the United States of America (U§A) This afrangement
should further the types of public health-related cooperatlve activities envrs{oned under
the Guidelines on Regulatory Cooperation and’ Transparency deve]oped by the EU and

the USA under the Transatlantlc Econoch Partnershlp ;’

The types of mformatlon that may be shared 1nclude but arewnot hmrted to i:he followmg? a

}

[ T

1. Drafts of pendmg laws regulatlons gu1dance documents, procedures
.. and other technical documents avarlable tot 1€ inc v1dua1"Part1c1pantS
related to pharmaceutlcal products (as deﬁned in the | prevnous i V L

= paragraph)
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age 2 - Mr. Paul we o .
Mr. Thomas Lonngren ‘ y

2. Post-marketing data and mformatton that cou ,h ve an xrnpaet on the

g el

" public health, such as pharmacowgt]ance data or information about
1mpendmg regulatory actions. B

products known by the FDA| to'have been mar
in the EU, and vice versa. o

4. Informatton contamed m or re]ated to

e

apphcatrons for human or amma] phannaceutlcal products as %vel] as
information related to orphan drug desrgnatlons “This also .
mcludes mfonmatmn on maximum’ resxdue Ievels in these appltcatrons

Agreement on Mutua] Recogmtronbetween the  th ﬁur pean
- Community, i 1nspectron reports and product samPIe test results
describing the compliance of a phannaceutr al product or
manufaeturmg fac:hty wnh regulatory requtrements

ial sites.

There aIso may be occasions when screntlﬁc expens from the Pamc1pants w:II visit each
other’s agencies and will have access to non- -public mformatron We have therefore
enclosed an example of the Visitor Commitiment Stafement that visitors frf‘m the EMEA
or the European Commission would be requrred to sxgn while \dsrtmg FDA if they areto
have access to non-pubhc information durmg the vi ders A v1sxtors ~
to the EMEA or the European Commission would sign a sumlar commitment if, during
their visit to the EMEA or the European’ Comnussron they are fo have accéss to non- -

pubhc information.

ional ¢ urangement on
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Page 3 - Mr. Paul Wetssenberg
" Mr. Thomas Lonngren

Some of the information identi
Con‘ftdentlaf commerctal formatron tradev secret mformatron personal pnvacy
mformatron law enforcement mformat]on or mtemal pre -decisional mformanon FDA
may only share these types of mfonnatlon as permrtted by USA laws an '

thetr officials or representattves under Artlele 4. l(a) of Regufahon ECY 1049/2001 o
1 e. The EMI%A and the -

mformatlon referred to'in the us Freedtom of Informatton Act 5 U S C é 552(b)(4) and
in Regulation (EC) No. 1049/2001. ~ :

t the conﬁdentlahty f the non-”
”’”?‘3}‘1 Act (FOIA) (5
(1) of the Federal

,a ); and other apphca_hle laws. Under thei' “
Commrssron with FDA is the type of “mfonnatio%h that” can be’ w1fhheld from public
 disclosure. FDA, therefore, in acc rdance with these tto ‘

i,

BT = i

do

such non pifhhc mformatroh provrﬂed to EDA by the EMEA or~ the European

-public

1nfonnatron or wntten conf rmatlon by the EM ”K or the European Commission that the: o

confldentlal commercral mform ition”” i

Freedom of Informatlon Act, g E?JwS“
1049/2001 '

information
) mernmg an

' one hand, and the EMEA and th ﬁuropean Commission, on the other hand.}'ﬂz y| )
pubhc mformatlon will be shared w1th the EMEA a opean éommlssmn under_

This cooperattve arrangement is not mtended to eo omise any of the Pamcrpants
abilities to carry out their responsrbilitieé ‘and is miot mtended to create any “kind of legal
obligation under international or other law on the part of th e USA, the P‘DA the
European Commlssron the EMEA or the European Umonw o l T




Mr. Thomas Lonn gren

Page 4 — Mr. Pan qu b?f: e

Thxs arrangement will commence 12 SeptemEer 7.003 for an mmal perlod of two years o

and remain in effect until 12 September 2005, dunpg whxeh time we w1]
its effectlveness on at Ieast an a\nnualfbasm and mzike > any . needed rev:s i0

e s R

ThlS Ietter. togeth_er W1th Vo

_-Jv

Commxssmn w11] constltut

Enclosure

together assess
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VISITOR COMMITMENT TO PRO
1, . ,a representatlve of
S S am on & offimal visit at the United Statés F’ood and Drug

Administration (FDA). Durmg ‘the course of my visit, ] tinderstand that T may havé access to non-
public information, including confidential commermal mformatlon trade secret mfo’rmataon and
internal non-public FDA” information. 1 agreeto protect “all non- pubhc mformatlon to whuch [ have

access in the following manner: . o \

Store the non-public inf or
s;

appropriate FDA officials:

—-—
I

S

i understand that 1 may be subject to cnmmal
auathorization.

SIGNATUREW‘ V

TYPED OR PRINTED NAME o
VISITOR:__ ',

WITNESSED (SIGNATURE) ~

! This document sahsﬁes‘th requxrements of Tltle 21 of the Codrgwgg Eegul;gl Regulatxons § 5089 ((DENC)

relating'to a forelgn scxentlsi visiting the Food and Drug Administration on the agency’s premlses as part of a joint
_Teview or, Iong-term COOperanvc !ramlng effort authonzcd under section 708 of the FederaI\Food/ Drug, and

Cosmetxc Act




European Agéncy forthe
Evaluatton of Medlcmal Products

European Commission

\ Dear Dr McClellan

| The Food and Drug Admrmstratxon (FDA) of the :
side ‘and European Commission’s Directorate Get “alH‘Enterprrse and the European Agency

for the Evaluation of Medicinal Products’ (EMEA)A (collectrvely “the [ artrcrpants”) on the
other side have recogmsed the need to further i rmprove their relatronshrp and in pamcular in
the Transatlantic Economigc Partnership Action Plan the need for increased co- operatron as a
means to address technical barners to trade in goods This view was later reflected in the

Guidelines on regulatory co- operatlon and transparency between the US Government and the

European Commission. In particular these Guic "lrnes u age the 1dent1ﬁcatron of areas

where regulatory co—operatron could be estabhshe . o oL

One of the specific aims mentroned in the gurdelmes is  to obtam om each other and
, mterested parties the benefit of the expertise, perspectrves and ideas for/ rnatr’ e approaches
to regulatron In addition the idea of hann ni tron of regulatory reqthrements ex novo is.

specrﬁcally hlghllghted

There is already consrderable experlence in the ﬁeld of regulatory co-o;geratron between the
FDA and European ‘Commission “administrations responsible for ' .regulation in the
pharmaceutical sector. To_date, this has been in the context of regulér bilateral meetings
between representaﬁves of DG Enterprtse (smce l989) and representatwes of the F DA

The success of exxstmg regulatory co- operatrve measures on’ harmomsatlon of teehmcal.
requirements and an agreement on a comMmo “format for the submissi gf certain regulatory
information to the respectrve pharmaceutrc ] regulatory uthorities has led to the desire from

both sides to increase the range of information that can be shared in the mterests of better 4

regulatory co- operatron

Mark B. McClellan M D Ph D
Commrssroner \
Food and Drug Administration o
5600 Fishers Lane, Rm 14-71
Rockville, MD 20857
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In thrs “context, and within the scope “of the gurdelmes on regulatory co- operatron the M
European Commission together with the EMEA and the "FDA see value in establrshmg an
arrangement to exchange more regulatory mformanon including advance drafts of legislation
and/or regulatory guidance documents as well as information related o the authorisation and
: supervrsron of medicinal products Because thJs type of mformatton may mclude mformatron

new’ and mnovatrve medi

improved performance an f ,the “best regulatory”

fety as a result of

expettise from both sides. This co- operatton shall not compromtse each ﬁM1c1pmt s ability to
“carry out its responsrblhttes and shall not create any “kind of legal oblrgatton on the part of the

FDA, the European Commrssron or the EMEA

and eff icacy of medrcmal products for human and veterlnary use “mcludmg orphan medicinal
products authonsed or under revrew both in the. US and in the European Umon (EU). Thrs is

products subject to evaluation or authorrsed under re as well as

medicinal products authorised at national level by the EU Member State
official European Community arbrtratton and referr:ls T

i

This cooperation activity will strengthen commumcatron between pubhc authoritles involved
in these acttvrtles and relnforce publrc health protect1 B ST e

‘The type of mformatron that may be shared mcludes, but is not hmrted to

. Al legrslatron and gurdance documents avarlable under the rules and

4 regulattons _governing. " “medicinal " products T Tthe T EU
; x/index.htm).” This also includes all posmon papers,

y other guidance documents either vrnijdraft,w finalised or

_ notes for guidance and :
released for consultanon

cornrmtments
| 3. Informatron on qualrty defect or product recalls for medrcr al ‘products knownﬁ -
“to the EMEA or to the European Commtssron to have been manufactured or
i

dlstrrbuted in the US

pubhc health mterest and maxrmum resrdue ltmrts

5 Wrthout prejudtce to arrangements set ‘out in the ramewor o
" Mutual Reco.qnttron Agreement ln partrcular its Sectorral Annex on Pharmaceutrcal

an Umon refers to

S that are subjectto




Good Manufacturmg Practices (GMP), MP In pectlon repir‘tév ndproductsample
results avai able to the EMEA or the,European Commrsszon R )

- 6. Good Clinical Practrces (GCP) mspectlons for specmc products and GCPA
Inspection reports avar]able to the EMEA or the European Commrssxon

7. Informatxon Technol gy systems su Ppo ng regulatory 'rocesses. R

At the EMEA the mformatton ‘may be shared wrth natxonal expert

nent from |

- ;the EU Member $tates, EEA countries, or EU candidate countries. These individuals will =~ ~

~be required to sign a confi dentiality undertakmg with the EMEA (form to be annexed)
This form will also be completed by each FDA staff member vrsmng the EMEA o

The Partrelpants reserve the right to hmrt the scope of the above 1nformat10n should 1ts
dissemination or exchange undermine specrf ic interests, mcIudmg commercral industrial
or professional secrecy, the protection of the individual and of ) prrvaey, the pubhc mterests
of the EU or the protection of the EMEA or the European Comm1ss1on s interests in the
confidentiality of its proceedmgs In some cases, exchange of information under this
arrangement may be subject to prxor authorlsatton from the companiés COncemed

Participants note that it is an essentral eIement 'of this mtematronal arrangement on
regulatory cooperation that conﬁdentlal 1nformatxon emanatmg frorn the other Pamerpant

will be treated as such

On each occasion where Lthere 1§ a request for dlsciosure to thlrd parties of non-public
information recerved ‘from EMEA or the European Commission, FI DA shall consult with
the EMEA or the European'Comrmssron Likewise, on each occasron “where there isa
request for disclosure of non-public information recelved from FDA the EMEA or the

European Comrmssron shall consult wrth the FDA.

The EMEA and the European “Cbmm1ss10n affirm that ,they have the authonty to protect
non-public information, lncludmg ‘confidential commercral information, provided to their
officials or representatives by the FDA, and will protect such’ mfornfgatron as information
not to be dlsclosed ‘under e 4.1(a) of Regulatron (EC) ‘No 1049/2001. The EMEA
and the European ‘Commission understand that the FDA considers it'crucial that this non-
pubhc information be protected from disclosure; otherwise, i ;cou djendanger the
international relations, between the Parttcrpants “The EMEA' and "the European
Comm1ssxon agree that “confidential ‘commercial _information” }ncludes information
"referred to in the US Freedom of Informatlon Act 5 US C § 552(b)(4) and in

’Regulatxon (EC) No. 1049/2001 -
K

Slmllarly, the FDA afﬁrms that it has the authorrty to protect non-pubhc mformatxon
including confidential commercial Informatxon ‘provided to its ofﬁcxals or representatives
by the EMEA or the European Commrssxon and will protect such information as
information not to be disclosed under the US Freedom of Informatlon Act. The FDA
understands that the EMEA and &the?European Commission consider it crucial that this
non-pubhc mform tion be protec ed*from disclosure; ‘otherwise, it could endanger the
international relations between the Partrcrpants The FDA agrees “that “confidential
commercial information”  includes i tion referred to in the US Freedom of

4 Informatron Act, 5 u. S C. § 552(b)(4) and in Regulatron (EC) No IC49/2001




We look forward to 1mplementmg this arrangement aTlow1ng for the sharmg of non- pubhcu

~information and to continuing cooperative activities to further enhgnce the relatxonshlp
between the FDA, the EMEA and the European Comm:ssxon the best mterests of

public and ammal health

Thomas Lonngren
‘Director, DG Enterprise o ' S Executive Director
European Commission A I .~ European’ Agency for the
EvaIuatxon of Medxclnal V
Products o
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Paul Weissenberg




