[FDA 225-04-8004]

Memorandum of Understanding Between the Food and Drug Admmlstratlon

Department of Health and Human Servuces of the Umted TStates of Amerlca S

and Swissmedic of the Swiss Confederatlon Regardmg Exchange of

Medical Devices |
AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.
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SUMMARY: The Food and Drug Admmlstratlon (F DA) is prov1d1ng notlce of a

memorandum of understandlng (MOU) between the Food and Drug

R

Administration, Department of Health and Human Servmes ‘of the Umted n

States of America and Swissmedic of the Swiss Confederatlon The purpose T

t

of this MOU is to further enhance and strengthen commumcatlon and ex1st1ng
public health promotion and protectlon cooperatlve act1v1t1es related to the LV
regulation of human or animal pharmaceutical produets andjhuman medég?l% :
devices in Switzerland and the Unit,ed‘Stateds of Ameﬁea. .
DATES: The agreement became effective September 22, 2003 | .
FOR FURTHER INFORMATION CONTACT: Naoml Kawm Ofﬁce of InternatlonaI
Programs (HFG-1), Food and Drug Admlnlstratwn 5600 Flshers Lane
Rockville, MD 20857, 301-827-0590. { ; o

SUPPLEMENTARY INFORMATION: In accordance w1th 21 CFR 20 108(c) Whlcb

states that all wntten agreements and MOUs between FDA and others shall
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be published in the Federal Register, the agency is pubhshmg néﬁée ofithié
MOU. - '

]
Dated: / ,?\(//5?/ t3
December 18, 2003.
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Jeffrey Ahuren, o
Assistant Commissioner for Policy.

[INSERT MOU]
[FR Doc. 0377777 Filed 77—?7-03; 8:45 am]
BILLING ‘CODE 4160-01-S %

CERTIF L7OD™ L TRLE B A

COBY ©'F THE ORIGINAL

»

e



fo s

5 £ g “‘L"‘.’!f“ﬂ" B

MEMORANDUMot:nnDERmnm e

- BETWEEN THE .
_-._FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HOM VICE!

~ OF THE UNITED STATES OF A

AND

: SWISSMEDIC e B P RRE
- OF THE SWISS CONFEDERATTON o
REGARDING

EXCHANGE OF INFORMATION ‘ABOUT PHAR (@ BUCTS FOR
'HUMAN AND ANIMAL USE, AND MﬁDfCAL ﬁEVICES

e o e g e

-PREAMBLE o S }!‘ -
The Food and Drug Administration (FDA), of the Umted States Department of HeaIth and Human V
Services (HHS) and Swissmedic (coIlectlver “the Part1c1pants") recognize the 1mportance of timely
communication between U.S. and Swiss govemmental “authorities. Th se commuriications are
especially important on matters elatmg to the safety, quality, and e efficacy of: (a) pharmaceutlcal

products for human use gmcludmg‘ active pharmaceutrcal mgredxents and finished dosage products and
biological products, such as vaccines and blood products); (b) pharmaceutlcal products for animal use
(not including biological products for: animals because FDA/HHS an medic do not have V
oversight authority for such products in the Unlted States of Ame a or SwrtzerIand respectwely) and
(c) medical devices for human use. TheT Partlcrpants share a’mutual hlgh regard for the critical role of
one another's regulatory systems in the review and approval of these products for marketmg To that
end, the Participants to this Memorandum of Und rstanding (MOU) intend to estabhsh mechanisms by
which the exchange of documents and/or mformatxon between staﬁ‘s durmg ‘the review and evaluation
of investigational and marketing apphcatlon d'the post-marketmg survelllance of these products
would be famhtated as agreeﬁ to by the Part1c1pants
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This MOU is intended to further enhance and strengthen commumcatlon and exrstmg pubhc
health promotlon and protectron cooperatlve activities related to the regulatron of human or
animal pharmaceutical products and human medncal dev es m Swrtzerland and the Umted States
of America. ‘ ‘ :




II.

" D. Informatton contamed m or re ate ‘to

F. Informatron on facrhtres regrstered or authorised in each Pamcrpant's country

i

SCOPE

" The products covered under this MOU mclude'(as} defined in the Preamble)

gt e b

]Jproducts for; ammal use;
evelop specific procedures for

- pharmaceutical products for hum n use; pha
and, medical devices. The’ Vammpants intend

_the exchange of regu]atory (mcludmg enforcement) and public health information

related to these products. The types of mformatron that may be shared mclude
but are not Irmlted to, the following:”

¢

A Drafts of pendmg laws, regulatrons gurdance docu m ;ints procedures and “
other technical documents available to the mdmdixal Partrcrpants that are

related to such phannaceutxcal and medzcafdévrc r‘oducts,.

B. Post—marketmg data and mformatron fl rnpact on the pubhc |
‘health, such as phannacovrgrlance data or mforma on about 1mpendmg

regulatoryactlons e R P

C. Informatxon on quaIrty defects or product recalls of hurnan or ammyal
pharmaceutical products or medical d n by the"?DA/H S'to have
been manufactured or distributed in Switzerl d,’and products known by

wassmedrc to have been manufactured ord strfbuted in the ﬁmted States of
Amenca.‘ 1

apphcatxons for human or ammaI pharmaceutrcal products or medical devices,

mcludmg the various discipline reviews. ’i“hrsw Iso includes mfonqatxon*on
maximum residue levels of animal drugs in tissues of ammals mtende | for

human consumptton o SRR .

E. Inspectlon reports and product sample testr ults such as those descn\ ing the
conformity of a human or animal pharmaceutxcal product or medical device,
or a facility that manufactures these products thh apphcable regulatory
requu'ements B L o

that then market product to the other Partrcxpant' s country

G. Information related to 1mport refusals for reaSOns i‘éfated:to the safety,
quality, or mtegnty of the shxpment
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Such information shall not be used for PUfPOSeS other th 1an those env1saged by thts o

MOU k , E M T ' P A L '"- t\v‘.':“v‘
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IV.

* provision of this MOU restricts eit
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CONFIDENTIALITY ~~ " o

Informatron exchanged under thls MOU may melude non-pubhc mformatron exempt
from public disclosure under the laws and regulations of Switzerl:

of America. Information that is not appropnate for pubhc dxssemmatlon will be shared
according to the procedures and policies of the Pamcrpants as permrtted by therr S
respective laws. FDA/HHS and Swissmedic ar ]

without the consent of the owner of t_he information. With regard to any other types of
non-public inf ' "hat may ‘be provi ic by FDA/hHS or to
FDA/HHS by Swi ”s”fnedxcf , such transmissions W1ﬁ:be made in accordance with the

1a dmg info li
is of the kind covered by the obhgatlon of professmnal' secrecy in Switzerland and »
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mformatron aﬁﬁvd actlvmes covered by 18 U S”C M§w§b in the Unif

SOURCE OF FUNDING

,
ey
R AT

of appropnated ﬁmds perso Any exchange of information or

R T T

other activity under this MOU'is to be performed in a-ccordance\(wuh applfcable laws and

reégulations.

DURATION

v

continues in effect for a penod of ten { IO) years unles(swmodrf““ ied by mutual

consent of the Pamclpants or terminated earlier by either amcrpant upona 30
calendar-day wntten notrﬁcatron to the other P”artxcrpant.

Cooperatron under this MOU commences upon srgna‘tur’ of the Pamerpants and

?.,,;4..1

After the first year of operatxon the Pamcrpants may jomtly evaluate the MOU Perxodxc .

reviews may be conducted as deemed ne ssary by the Partlclpants The MOU may 'be
extended for addrtxona] lO-year periods, w) periodic reviews as needed and agreed to by

the Participants. L aw e e |

Thxs MOU does not modrfy exrstmg cooperatlve actrvmes nor does it prec!ude entermg
into separate arrangements for specxal programs that can be handled m efﬁcrently and
expedrtrously by specral arrangements

Nothmg in this MOU i is 1 1 the ect the :
Participant to conduct rts regulatory responsrbrlltres a programs Tn”addmon, no
ither Participant from conducting its '

own inspection of ‘pharmacentic: or medical device manufacturing facility within the

jurisdictional 1 boundanes of the other country when needed to meet the needs of its own
pharmaceutrcal or medlcal devrce regulatory program i
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Signed in New York in duphcate thls twenty-second day of September 2003 in the nghsffw e
language. - e

FOR THE U, s DEPARFIIF
ZZ
TITLE:
3

FOR THE SWISS AGENCY FOR THERAPEUTIC PRO UCTS” s”Wmstic OFTHE
SWISS CONFEDERATION ‘ ' e




