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DEPARTMENT OF HEALTH AND HUMAN SERVICEé

Food and Drug Admmlstratlon

[FDA 225-04-8003]

Memorandum of Understandmg Between the Food;a:jnd »Dl;rfin‘g“Admlnlstratlon .
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and the Health Products and and Rm ch H a!t..Canadaof /{

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Admlnlstratron rs provrdlng notlce of a

memorandum of understandrng (MOU) between the Food and Drug |

Administration (FDA), Department of Health and Human Servrces of the :

United States of Amerlca and the Health Products and Food Branch Healtl

Canada of Canada. The purpose of this MOU is to enhance and strengthen the
s

exchange of information and existing pubhc health proteotlon cooperative %

activities related to the regulatlon of the specrfled therapeutlc products

DATES: The agreement became effectlve November 18, 2003
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FOR FURTHER INFORMATION CONTACT: Beverly Corey, Ofﬁce of Internatlonal -

\; - N ’ -
et .

Programs ( HFG-1), Food and Drug Adrmmstratmn 5600 Flshers Lane
Rockville, MD 20857, 301-827-0855.
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SUPPLEMENTARY INFORMATION: Tn acoordanoezwlith 21 CFR 20.108(c), which

states that all written agreements and MOUs between FDA and others shall o

be published in the F ederal Regrster the agency is pubhshmg notlce of this |
MOU.
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BETWEEN THE U
.. FOOD AND DRUG ADM STRATION “ o
DEPARTMENT OF HEALTH 1 ERVICES

OF THE UNITED STATES OF AMERICA

HEALTH PRODUCTS AND FOOD BRANCH
' ' 'HEALTH CANADA T :
OF CANADA | g

REGARDING SHARING AND .
EXCHANGE OF INFORMATION ABOUT THERAPEUTIC PRODUETS

PREAMBLE

1 .
S :

The Food and Drug Admlmstratxon (USFDA) Department of Health and Human
Services of the United States of America-and the Health Products and Food Brahch
(HPFB), Health Canada of Canada (collecnvely “the Pamcxpants M) reconge the
importance ¢ of timely and effectwe communication and col!aboratxon between U S.and
Canadian govemmental authorities. These commumcatzons are’ especxally 1mportant on
matters relating to the safety, quality, and efﬁcacy of therapeutlc products. Therapeutic
products are defined as: pharmaceutical products for human and anjmal use (mciudmg
active pharmaceutxcal ingredients, finished dosages and radlopharmaceuncal products)
biological products for human use (including gene, cell blood, tissue, and organ, theraples
and products intended for transplantation or transfusion; vaccines; xenografts); and
medical devices for human and animal use. The Pammpants share a mutual high 'regard
for the critical role of one another's regulatory systems in the review and approval of these
products. To that end, the Participants to this Memorandum of Understandmg (MOU)
intend to establish mechanisms by which the sharing and exchange of documents{and/or :
information between staffs relating to the review and evaluation of mvesngatxonal and
marketing apphcatlons establishment comphance and post- marketmg survenllanee of
these products would be facilitated as decided to by the Pamc(pants -
g
L PURPOSE

This MOU 1S mtended to enhance and strengthen the exchange of mformatlon and

existing public health protectlon coopetative activities related to the regulatlon of

the specified therapeutic products. = P N
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SCOPE

As deﬁned in the Preamble, this MOU covers therapeut;c products The y

Partxclpants intend to develop specrﬁc procedures for the sharing and exchange of
regulatory, emergency manageérient, and publlc health mformatlon related to these

products. The types of information that may be shared mclude ‘but are not limited

to, the following: [
l

{

A. Drafts of pending laws regulatlons guxdance documents polxcres procedures
and other technical documents avatlable to the 1nd1v1dual Parttcrpants that are

respons1bzlny VP SR L
B. Post-marketing data and mformatron that could have an 1mpact on the public
health, such as phannacovxgrlance data or information about rmpendmg
’ regulatory actions including proposed market wrthdrawals and product recalls
C. Information on quallty defects or product recalls of therapeutrc products
known by the USFDA to have been manufactured or distributed in Canada
and products known by Canada HPFB to have been’ manufactured or!
dlstnbuted in the Umted States ?
D. Informatzon contamed in cllmcal tnals or related to marketmg or .
mvestxgatronal applrcatrons for therapeutxc products mcludmg the vanous
discipline reviews. This also mcludes information on maximum re51due levels
of animal drugs in tissues of ammals intended for human conSUmptlon

F. Inspection reports and product sample test results such as those descnbmg the
conformity of therapeutic products, or of a fac1l1ty that manufactures ‘
distributes, wholesales, tests, or imports these products with appllcabl
regulatory requirements.

Et\ lnformatlon related to orphan drug desrgnatlons -
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G. Information on facnlmes reglstered or authonzed in each Pamclpant s country

that then market product to the other Participant’s country, including fac1lmes
that only export their products.
H. Information related to import refusals for reasons related to the safety, quality,
or integrity of the shipment. ;
i

i

I. Information on activities that feature major public involvement.

t
J. Information on technology (e g mformatron systems database systems and
other related computer applications) that support the evaluatlon/rewew‘of the
safety, quality, and efﬁcacy of therapeutlc products
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K Informatlon reiated to en forcement activities and product mveshganons An
~area to be looked at in this regard relates to cross-border i issues, mcludmg

internet pharmames ‘finished pharmaceutical controlled substances and
counterfeit drugs

Such information should not be used for purposes other than those env:saged by this
MOQOU. )

3
0. CONFIDENTIALITY |
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Information exchanged under this MOU may 1nclude non- pubhc 1nfonnat10n exempt
from public disclosure under the laws and regulations of the United States and
Canada. Information that is not appropriate for pubhc dlssemmatton is only to be
shared accordmg to the procedures and pohcxes of the Partrcxpants as petrmtted by
these respective laws. Neither the USFDA nor Canada HPFB may dwulge trade
secret information ‘without the consent of the owner. With regard to any nox- public
information that may be provided to Canada HPFB by USFDA or to the USFDA by
Canada HPFB such transmlsswns are to be made in accordance with the specxﬁc
signed cont' dentlahty commxtments and other requxre ¢ nts of hhe Partmpants

IV. SOURCE OF FUNDING . . / L , o
Each Participant to this MOU recogmzes the other s reSponsrbxhty to fund and carry {
out its own activities subject to, and to the extent made possible, by the avallabrhty
of appropnated funds, persorirel, and other resources. Any sharing or exchange of
information or other activity under this MOU is to be performed in accordance with
applicable laws and regulations. S S
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V. DURATION AND PROCESS U P I

Cooperation under this MOU commerices upon sngnature of the Pamclpants apd o
continues in effect for a penod of ten (10) years. After an initial period of operahon

of one year, the Participants 1ntend to )omﬂy review the MOU and make
adjustments as necessary. ‘

R
The MOU may be modified by mutual consent of the Pamcrpants or termmated
earlier by either Participant upon a 30-day written notification to the other
Partwtpant The MOU may be extended for additional 10-year penods with
periodic reviews as needed and as decided by the Partxctpants in the mtenm
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The Participants should establish a mechamsm for regular bxlateral meetmgs for |
the development of plans for j Joint work. o
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This MOU &oés nptimpdify ¢kisting cooperative(ac‘tivitiqs nor does it p
entering into separate arrangements for special programs that can be ha

efﬁc;ie»ﬁtliy and expeditiously by special arrangements.

Nothing in this MO

either Participant to carry out its regulatory responsibilities

T L w ‘

addition, no provision of this MOU restricts either Partici
own inspection of a therapeutic product manufacturing fa

jurisdictional boundaries of the o
own regulatory programs. =

Signed at ngagva, Canada on this/\ei
English language.

FOR THE FOOD AND DRUG ADMINISTRATION T

OF THE UNITED STATES OF AMERICA

Mark B. McClelian, M.5., Ph.D."
Commissioner of Food and Drugs

DEPARTMENT ¢ F HEALTH AND HUMAN SERVICES

HEALTHCANADA
OF CANADA e

Diane C. Gorman, P
Assistant Deputy Minister

FOR THE HEALTH PRODUCTS AND FOOD BRANCIT
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