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SUMMARY: The Food and Drug Administration is providing notice of a 1 “, “1 1 ,,.’ .-,,,^, r.. . ,__ ‘.3-c ,*-v ‘. j ,, , ‘,,b.. .I a:* 5 ” C‘ 1 *, 
memorzndum of understanding (MOU) between the- Food and,Drug 
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,. .,_ 
Administration (FDA), Department of Health and I-&mqq,:+er&es of the ,_“. “. .;” _ , 

,/,. _,,. /b- L /(‘I 
United States of An&i& aqd,the fiealth Prsdkti and Food BI3~~~h,~~,&~ . ‘.‘,’ 1’ 

I 
“. ..I*..*. .., . ,‘__I” .I”. Canada of Canada. The purpose of this MQU is tb”&hance a& &engt&& [he ’ /.” “?, .< l-. I1 + , 

_ I exchange of information and existing public health protection cooperative i, ,” ._ 

“,.,_ ,.‘I 
states that all written‘agreements and MOUs between I?$& ,and &~s .&ail : 
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be published in the Federal Register i%e agency is publishing notice of this 1 .’ ~ ~~j_.. _’ :.; .I .s. 5 
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Commissioner for Policy. 
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The Food a;ld‘dn;g”Ah;r;inistration (USFDA), Department of Health and Human . _..‘, _ ,(( i .-I : 
Services of ‘the United States of Amerjca%ad the He@h.,Products and Food Bra&h 
(HPFB),‘Health~$na&~ofCanada (collectively”ihe Participants”) recogmze thg 
importance of timely and e.ffective communic‘ation and,+collabo&ion between U(S. and 
Canadian govemmental authorities. These qornmuni$ions aree$pecially impor@? on 
matters. relat:ing to the safety, quality, and efficacy of therapeutic products, Therapeutic 
products are,defined as: pharmaceutical products for human $%i~?nimal use (including 
active pharmaceutical ingredients, finished dosages and radiopharmaceutical products); 
biological products for human use (including gene, cell, blood, &sue, and organitherapies 
and products intended for transplantation or transfusion; va&ine!$; x&Y?grafts); and 
medical devices for human and, animal use. The Participanti share a,.mutual high regard 
for the critical role of &,another’s regulatory systems inthe review and approv<$of these 
products. To that end, the Participants to this Memprandur+ of Understanding (M?U) 
intend to establish mechanjs”ms>by which the sh&ing and exchange”of docurn~~ets’;an~d/or : . 
information between staffs relating to the review and evaluation of investigattona/ and 
marketing applications, establishment.compliance, and post-market&‘&rveillan~e of .,, -i( i 
these products would be facilitated as deeidedto by&k Participants. _,,. . ‘i -’ 
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ThisMOuis &&hed’to%hance Andy strengthen the exchange of information and 
existing public health proteciion’c~~peraiive activities related to the regu&on of’ - 
the specified therapeutic products. 
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\:, *,.,* .I , I l., _,, )S ‘~, ., -, 
Asidefined in the Preamble, thi,s, MOU covers’~therapeutic products: The 
Particip&-rts intent to develop specific procedures for the sharing and exchange of I. ,I, ̂ _‘ .-: ,/ ‘-(“‘zI cJ<:. ,” 
regulatory, emergency m;nanagefieiit,~ and‘ pubhchealth information relajed to these 
products. The types of information that may’be shared i,!ua,,~i;~~-~r~;l6;i;m;ted 
to, 
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the following: I / / “” .. 
,_ 9: ., : ._‘;. i. ,i*: ,.., 

Drafts of pend.ing ‘laws, regulations, guidance documents, policies,, procedures, 
and other. tech.t$caJ.dccuments available to the individual P%ticipa,nks that are .,.I .i ,‘. related to such therapeutic products for which the Pahtcipants have 
responsibility. ’ 
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7 ̂., _ _ j ,: - ~1 
Post-marketing data’snd\jn&t&t~on that’could have an impact on tie public 
health, such as pharmacovigilance data or info&ation.about impending 
regulatory actions including proposed market,,~jth&$al”s a& prod$t,recal,ls. j. ” SL I.) “_” . . . . _ i.*,, , . j -, ,- (_ ‘, .” 
Information on quality defects 0; Product recall-s of therapeutic prod& ts 
known by the USFDA to have been m&ufactEred or-$i$ributed in C)anada, 7.q . -:. 
and‘“pro&cts known’ by Canada F&FB to have,been mrnufactured or! dist.buted. in the u;ited g-t;s.;“*--‘“:--* I “.‘,,*,: _>__l__ 

,‘ i, “) __ _ \” ,.. ^ -. .- .. ‘,:_ 1, .:. ,^ _ *~ ).(‘.(’ 
Infor&tlon contained ‘in clinical’t&ls or related to m&&i& or 

‘. _ ..\.,, ,_:, _./ -;,. fr \\ :; 
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investigational applications for therapeutic products’~‘inciuding the <aGous ” _ .,I,; ,W”. ,“. 
, 

discipline reviews. T&“&o ii%$&$ inf@n&“ion’on maximum re&$te levels 
of animal driigs‘in ti&ues of animals intended for human consumption. L “. j., _“’ _” * ;:_ / .‘- -^ 
l$formation re1atedit.o $-ph& drug designations. 1’ ’ 

,’ I_’ __ :-,i,: ____ ~ ;,. .-.(. ^_/.’ . I- .i-. ,a\-.’ ,j/ ,’ jl_. , / , . 
Inspection reports and product sample test results such as those describing the _, .._i”, /, __ 
conformity of therapeutic products, or of a facility-that manufactures, i 
distributes, who&ales, tests, or imports these products, with applicable 
regulatory requirements. i , ‘_ ; ,- j. 
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Information on facilities register:4 or autho.&ze$in each:Ilarticipant’s’country 

“’ 

that then market product to the other Participant’s country including facilities ‘.1 
that only export their products. 

,__, 1 ,\ ._ : .:, 

Information related to import refusals for reasons related to the safety, quality, 
or integrity of the shipment. I , .’ / . 
information on activities that feature major public involvement. 1: ,; / _ : _.I..’ 
Information on technology (e:g: n&o&&ion systems, database systems and >. r/., ” .*,_gi IS‘ 
other related computer applicatiorts) that support the evaluationireviewjofthe 
safety, quality, and. efficacy of therapeutic products. ’ /* _’ 1 



Such information should not be used for purposes other than those, envisaged bk this 
MOU. ‘ j “. -’ “, “. _,, 1 ~ 
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I.nfor-mation exchanged under thts MOU may include non-public information exekpt 
from public disclosure under the laws and regulations of the United St,ates and 
Canada. Information that is not approp-riate for pubSii;dis$&n&ion is onl$ to be ’ 
shared according to the procedures and ‘policies otthe Participants as per-m&ted by 
these respective laws. Neither the USFDA nor Can&& H’FB~ay.divulge’;;ade 
secret inform?tion.without the consent of the own&: $ith regard to any no&public 

information that may be provided to Canada HPFB.by U$,FD,A or to’the USFDA by 
Canada~~P~~.,‘~.~~~;~rans~issi?.~s-are to be made in accordance with the sp&cii-;c 

“Z’ : signed confidentiality commitments and other req;lirementsdf’ih’~‘Pa~l~~paets. 
_. ,,, ,-‘ .- 

” ,,;: _;,.I ;>..“i.h:‘,<. ,-.,-,‘.:3 ,.li ‘;j, :,&. .-.\$+i;~- : 1. l’. 
‘; ’ j_ : . :i .“? , 

_, 

*j 
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Each Participant to this MOiJ reco~gnizes the other’s responsibility to fund and carry 

‘\ 

out its own act&ities subject to, and,t,o~the~extent made possible, by the avail’ib‘iiity 
of appropriated funds, persor@iel, and other resources. Any sharing or exchange of 
information or other activity under this MOU is to be.p&-formed: in accordan$e’with 
applicable laws and regulations. r. q 
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DURATIbN AND PRb&S ’ .’ 
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Cooperation under this MOU commence‘s tip6n’signature ofthe Participants ahd -._ 
continues in effect for a period of ten (10) years. After an initial pe;iod of ope&ion 

,_ _ 

of one year, the P&-ticipants intend to jointly review the MOU and make- 
adjustments as necessary. ” ” 
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The M0l.f may be modif;ed by mutual consent of the Participants or terr+nate$, 
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earlier by either Participant upon a 3@4tiy written notific&&‘to &other 
8: i 

Participant, .‘The MQU may be extended. for additio~nn! IQ-year periods, with i 
an 

periodic reviews as needed and ai decided by the’F&-ti$p&s’ in the’ifitegm. ” ’ 
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The Participants should establish a~~me&&sm for regular bilateral meetings for 
the development of plans for’joint work. j,,.., ~>: ’ .<b .I_ i I^ ., ., ,,,;,-*:3- .* L, 
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This  M O U  d o e s  n ? t P F o d i fy ~Xkt ing  C o o p e r a tive’activi t ie ior  d o e s  it prec lude  I 
e n ter ing  $ 0  s e p a r a te  a r r a n g e m e n ts fo r  spec ia l  p r o g r a m s  th a t c a n  b e  h a n + .d  m o r e  
e ff icieutly a n d  expedi t ious iy  by  spec ia l  arrangements .  ,, ,+ : ‘, ,l,,( _ .‘, .’ 
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N o th i n g  in  th is  IvlO u  is i n tended  to  d im in ish  or  o therw ise  a ffect  th e  a u th !!rity o f 
e i ther  P a r t ic ipant to ._carry  o u t its regu la tory  rekpons ib i f ines  a n d  p r o g r a m s ! In  
a d d i t& -( n o  prov is ion  o f thk  I$ ~ U ”% $ $ ‘&  e i  the i  $ jat i ic lpakt  f rom cond ic t ing  its 
o w n  inspect ion  o f a  th e r a p e u tic p r o d u c t m a n u fac tur ing faci l i ty wi th in th e : 

+ ,- ,- , jur isd ic t ional  b o u n d a r i e s  o fth e  o the r  c o u n try w h e n  n e e d e d  & :‘m e e t’th e  n e e d s  o f its 
o w n r e g u 2 a toryprogiat i .s .  ” :‘ . . . . . .-s- _  .,* is-. “‘. 

._ j_  S i g n e d  a t O tta w a , C a n a d a  o n  th is  e i g h te e n th  d a y  o f N o v e m b e r  2 0 0 3  in  dup l ica te  in’th e  _ _  ,._lI  ,,ir 
E n g l i s h i a n g u a g e . . * , ,, r ,. i im: _  ,..‘/ ,~  .-, _  

-I ;y “‘. 

,_  ’ ‘. .*‘- ,_ \ ‘” . ..I. _ . ii,. . 

Ass is tant  D e p u ty M in,ister 

, /  3  
i 

_  
. 


