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3$$% KDV UHSULQWHG WKH &RGH RI $GYHUWLVLQJ $FFHSWDQFH�
7KH µQHZ ORRN¶ FRGH ERRN LQFRUSRUDWHV WKH QHZ 3$$%
ORJR XQYHLOHG LQ ����� 7KH $SULO ��� ���� YHUVLRQ RI
WKH &RGH FDSWXUHV DOO RI WKH UHYLVLRQV WR WKH &RGH SDVVHG
E\ WKH 3$$% PHPEHUV VLQFH -XO\ ����� &RSLHV FDQ EH
SXUFKDVHG IURP WKH 3$$% RIILFH IRU ����� HDFK�
$OWHUQDWLYHO\� \RX FDQ GRZQORDG WKH HQWLUH WH[W RI WKH
&RGH IURP WKH 3$$%:HE�VLWH�

�*HQHUDO�0HHWLQJ
7KH QH[W 3$$% *HQHUDO 0HHWLQJ RI 'LUHFWRUV ZLOO EH KHOG
)ULGD\� 1RYHPEHU ��� ���� DW WKH &ROOHJH RI )DPLO\
3K\VLFLDQV LQ 0LVVLVVDXJD� 2QWDULR IURP � D�P� WR � S�P�

0LVXVH�RI�(GXFDWLRQDO�,QIRUPDWLRQ
6RPH SKDUPDFHXWLFDO UHSUHVHQWDWLYHV KDYH EHHQ XVLQJ
JRYHUQPHQW UHSRUWV DQG QHZVOHWWHUV LQ D PLVOHDGLQJ
PDQQHU WR SUHVHQW XQIDLU DWWDFNV RQ FRPSHWLWRUV¶
SURGXFWV� 3$$% KDV UHFHLYHG SHUPLVVLRQ IURP +HDOWK
&DQDGD WR TXRWH WKH IROORZLQJ IURP D OHWWHU WR WKH 3$$%
&RPPLVVLRQHU�

³7KH 7KHUDSHXWLF 3URGXFWV 3URJUDPPH �733� KDV EHHQ
PDGH DZDUH RI FHUWDLQ SUDFWLFHV E\ SKDUPDFHXWLFDO

VSRQVRUV UHJDUGLQJ WKH LQDSSURSULDWH GLVVHPLQDWLRQ E\
VDOHV UHSUHVHQWDWLYHV RI HGXFDWLRQDO GUXJ LQIRUPDWLRQ
WR SK\VLFLDQV� 7KH VLWXDWLRQ LQYROYHG WKH GLVWULEXWLRQ RI
D 733 SXEOLFDWLRQ E\ SKDUPDFHXWLFDO VDOHV
UHSUHVHQWDWLYHV IRU DGYHUWLVLQJ SXUSRVHV LQ DQ
XQGHVLUDEOH PDQQHU� 7KH LQIRUPDWLRQ ZDV SUHVHQWHG
RXW RI FRQWH[W� LQ VXFK D ZD\ DV WR GLVFUHGLW D SDUWLFXODU
GUXJ� WKXV OHDGLQJ WR LQDSSURSULDWH SURPRWLRQV RI WKH
FRPSHWLWRUV¶ GUXJ SURGXFWV�

$Q\ VFLHQWLILF LQIRUPDWLRQ SUHVHQWHG E\ SKDUPDFHXWLFDO
VDOHV UHSUHVHQWDWLYHV PXVW EH JLYHQ LQ WKH ULJKW
SHUVSHFWLYH DV QRW WR EH PLVOHDGLQJ� :KHQ SDUWLDO
LQIRUPDWLRQ LV JLYHQ� WKH ZKROH LVVXH LV QRW WDNHQ LQWR
FRQVLGHUDWLRQ� DQG LV HVSHFLDOO\ GDQJHURXV ZKHQ LW
FRQFHUQV WKH ULVNV DQG EHQHILWV RI GUXJV�

)RFXVLQJ RQO\ RQ RQH DVSHFW DQG DYRLGLQJ D EDODQFHG
UHSUHVHQWDWLRQ LV D PLVOHDGLQJ DQG GHFHSWLYH SUDFWLFH�
7KLV SUDFWLFH UHIOHFWV SRRUO\ RQ WKH FRPSDQ\ DQG GRHV
QRW GLVSOD\ KLJK SURIHVVLRQDO DQG HWKLFDO VWDQGDUGV�

7R WUHDW� SURFHVV� VHOO RU DGYHUWLVH DQ\ GUXJ LQ D
PDQQHU WKDW LV IDOVH� PLVOHDGLQJ RU GHFHSWLYH YLRODWHV
SURYLVLRQV LQ WKH )RRG DQG 'UXJV $FW DQG 5HJXODWLRQV�
7KH 733 JUDQWV SHUPLVVLRQ IRU UHSURGXFLQJ PDWHULDO
SURWHFWHG E\ &URZQ FRS\ULJKW WR IDFLOLWDWH WKH
GLVVHPLQDWLRQ RI LPSRUWDQW GUXJ VDIHW\ LQIRUPDWLRQ�
+RZHYHU WKLV SHUPLVVLRQ ZRXOG QRW EH JUDQWHG LI WKH
LQWHQGHG UHSURGXFWLRQ ZRXOG EH�
�� XVHG LQ DQ XQGLJQLILHG FRQWH[W�
�� FRQVLGHUHG DV DQ XQIDLU RU PLVOHDGLQJ VHOHFWLRQ�
�� XVHG IRU DGYHUWLVLQJ SXUSRVHV LQ DQ XQGHVLUDEOH

PDQQHU�
�� XVHG LQ D FRQWH[W WKDW PD\ SUHMXGLFH RU KDUP D

WKLUG SDUW\� RU
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�� FRQVLGHUHG LQDSSURSULDWH E\ WKH LQVWLWXWLRQ LQ
TXHVWLRQ IRU OHJDO RU RWKHU VSHFLILDEOH UHDVRQV�

3$$%¶V &RGH RI $GYHUWLVLQJ $FFHSWDQFH DQG WKH &RGH RI
0DUNHWLQJ 3UDFWLFHV �5[	'� DOVR KDYH SURYLVLRQV IRU
HWKLFDO VDOHV DFWLYLWLHV RI GUXJ SURGXFWV�

733 HQFRXUDJHV SKDUPDFHXWLFDO VSRQVRUV WR UHIUDLQ
IURP XVLQJ VXFK LQDSSURSULDWH SUDFWLFHV DQG WR
FRQVLGHU DQ HWKLFDO FRGH RI FRQGXFW ZKHQ GHVLJQLQJ
PDUNHWLQJ VWUDWHJLHV� 7KLV PDWWHU LV EURXJKW WR 3$$%¶V
DWWHQWLRQ WR LQFUHDVH DZDUHQHVV RI VXFK LQDSSURSULDWH
SUDFWLVHV�´

'7&5[�$GYLVRU\�6HUYLFH
:H UHPLQG \RX WKDW 3$$% ZLOO JLYH DQ DGYLVRU\ RSLQLRQ
RQ VSHFLILF SURMHFWV WKDW LQYROYH LQIRUPDWLRQ GLUHFWHG DW
WKH JHQHUDO SXEOLF� &XUUHQWO\� FRPSDQLHV FDQQRW
DGYHUWLVH SUHVFULSWLRQ GUXJV RU WUHDWPHQWV RI VFKHGXOH $
GLVHDVHV WR WKH JHQHUDO SXEOLF� :H FDQ DVVLVW \RX LQ
LQWHUSUHWLQJ +HDOWK &DQDGD JXLGHOLQHV RQ ZKDW LV
DGYHUWLVLQJ DQG ZKDW LV QRW FRQVLGHUHG WR EH DGYHUWLVLQJ�
3$$% ZLOO FKDUJH LWV UHJXODU UHYLHZ IHH IRU ZULWWHQ
RSLQLRQV�

)DLU�%DODQFH�*XLGDQFH
3$$% KDV SXEOLVKHG DQG GLVWULEXWHG VHYHUDO QRWLFHV
DERXW WKH UHTXLUHPHQWV RI 3$$% &RGH VHFWLRQV ���� ���
DQG ���� :H WKDQN DGYHUWLVHUV IRU WKHLU FRRSHUDWLRQ ZLWK
WKH 3$$% UHYLHZHUV DQG WKHLU XQGHUVWDQGLQJ WKDW WKH
3$$% UHTXLUHPHQW IRU EDODQFHG LQIRUPDWLRQ LV
FRQVLVWHQW ZLWK WKH UHTXLUHPHQW LQ IHGHUDO ODZ� +HDOWK
&DQDGD KDV EHHQ PRQLWRULQJ GUXJ DGYHUWLVLQJ IRU WKDW
UHTXLUHPHQW DQG KDV VHQW VSHFLILF FRPSODLQWV DQG D
UHTXHVW IRU DFWLRQ E\ 3$$%� $V D JHQHUDO GLUHFWLRQ� W\SH
VL]H IRU WKH LQGLFDWLRQV DQG OLPLWDWLRQV VWDWHPHQW DQG
WKH VDIHW\ LQIRUPDWLRQ VKRXOG EH SURSRUWLRQDO WR WKDW
XVHG IRU WKH PDLQ ERG\ FRS\� JHQHUDOO\ DW OHDVW KDOI WKH
VL]H� 7KLV LQIRUPDWLRQ VKRXOG KDYH JRRG FRQWUDVW DQG EH
SODFHG DERYH WKH UHIHUHQFHV� IRRWQRWHV� ORJR� FRPSDQ\
QDPH DQG WUDGHPDUN VR WKDW LW ORRNV OLNH SDUW RI WKH
LPSRUWDQW PHVVDJH GLUHFWHG DW WKH UHDGHU�

7XUQDURXQG�WLPH�/DSVH
'XULQJ WKH SHULRG RI WKH ODVW ZHHN RI $XJXVW WR WKH WKLUG
ZHHN RI 6HSWHPEHU 3$$% IHOO EHKLQG LWV WHQ GD\
WXUQDURXQG WR ILUVW UHYLHZ VWDQGDUG RQ ��� RI WKH ���
DGYHUWLVLQJ�SURPRWLRQ V\VWHPV VXEPLWWHG IRU
SUHFOHDUDQFH UHYLHZ� 7KH FRPELQDWLRQ RI D ODUJH YROXPH
SOXV OHVV H[SHULHQFHG UHYLHZHUV WKDQ SUHYLRXV \HDUV ZDV
WKH PDLQ UHDVRQ IRU WKH IDLOXUH WR PHHW WKH VWDQGDUG RQ
DOO VXEPLVVLRQV� &RQWULEXWLQJ WR WKH VORZGRZQ ZDV WKH
FRQVLGHUDEOH QXPEHU RI QHZ SURGXFW ODXQFKHV DQG ODUJH
GHWDLOLQJ SLHFHV� $OVR� WKH UHYLHZHUV VSHQW FRQVLGHUDEOH
WLPH HQFRXUDJLQJ UHOXFWDQW DGYHUWLVHUV WR LPSURYH WKHLU
SUHVHQWDWLRQV RI WKH LQGLFDWLRQ� OLPLWDWLRQV DQG VDIHW\
LQIRUPDWLRQ� 7KLV KHOSHG WR UHGXFH WKHLU SURGXFWLYLW\�
7KH &RPPLVVLRQHU DSRORJL]HV IRU WKH GHOD\ WR WKRVH
DGYHUWLVHUV ZKR VXEPLWWHG WKHLU VXEPLVVLRQV LQ JRRG

IDLWK� FRPSOHWH ZLWK OD\RXW� H[SHFWLQJ D WXUQDURXQG LQ
OHVV WKDQ WHQ ZRUNLQJ GD\V�

5HYLHZ�$FWLYLW\

'XULQJ WKH SHULRG RI -XO\ � WR 6HSWHPEHU ��� ����� WKH
WRWDO QXPEHU RI VXEPLVVLRQV UHYLHZHG ZDV ���� ZLWK
6HSWHPEHU EHLQJ WKH KHDYLHVW PRQWK DW ���� 7KLV
FRPSDUHG WR ��� GXULQJ WKH VDPH SHULRG RI �����

7KH SURSRUWLRQ RI DGYHUWLVLQJ YHKLFOHV WKDW ZHUH
VXEPLWWHG IRU UHYLHZ VKRZV D KHDY\ ZRUNORDG RULHQWHG
WRZDUGV GHWDLO DLG DFWLYLW\ ������ 6R IDU LQ ����� WKH
WRWDO QXPEHU RI VXEPLVVLRQV UHYLHZHG ZDV ����
FRPSDUHG WR WKH ���� WRWDO RI ���� IRU WKH VDPH SHULRG�

'XULQJ ����� ��� RI WKH VXEPLVVLRQV ZHUH JLYHQ D ILUVW
UHYLHZ UHVSRQVH LQ ILYH GD\V RU OHVV DQG ��� ZHUH JLYHQ
D ILUVW UHYLHZ UHVSRQVH LQ �� GD\V RU OHVV� 'XULQJ WKH
VDPH SHULRG LQ ����� ��� ZHUH UHYLHZHG LQ � GD\V RU OHVV
DQG ���� LQ WHQ GD\V� 7KLV GHFUHDVH IURP WKH SUHYLRXV
WUHQG UHVXOWHG IURP KDYLQJ WKUHH H[SHULHQFHG UHYLHZHUV
IRU WKH WKLUG TXDUWHU DQG IURP WKH QHHG WR WUDLQ WZR QHZ
UHYLHZHUV� 3$$% ORVW VHYHQ \HDUV RI UHYLHZLQJ
H[SHULHQFH ZKHQ WZR SHRSOH OHIW GXULQJ WKH VHFRQG
TXDUWHU� $OVR� WKH 5HYLHZHUV VSHQW FRQVLGHUDEOH WLPH
HQFRXUDJLQJ DGYHUWLVHUV WR FRPSO\ ZLWK WKH IDLU EDODQFH
JXLGDQFH DQG WR DYRLG PLVOHDGLQJ FODVV FODLPV�

6KDUH RI DGV ZLWK ILUVW UHYLHZ LQ �� � GD\V
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&RPSODLQWV DJDLQVW $GYHUWLVLQJ�3URPRWLRQ 6\VWHPV
�$36� PD\ EH ORGJHG E\� KHDOWK SURIHVVLRQDOV� KHDOWK
FDUH RUJDQL]DWLRQV� SKDUPDFHXWLFDO FRPSDQLHV� IHGHUDO
DQG SURYLQFLDO UHJXODWRU\ ERGLHV DQG GUXJ SD\HU
RUJDQL]DWLRQV�

&RGH 6HFWLRQ � FRQWDLQV D JXLGH IRU WKH UHVROXWLRQ RI
FRPSODLQWV DJDLQVW SKDUPDFHXWLFDO DGYHUWLVLQJ WKDW LV
VXEMHFW WR UHYLHZ E\ WKH 3$$%� 2UJDQL]DWLRQV DUH
HQFRXUDJHG WR DFW LQ WKH VSLULW RI WKH &RGH WR VHHN
UHVROXWLRQ DQG DELGH E\ WKRVH WHUPV� HYHQ LQ VSHFLILF
VLWXDWLRQV WKDW DUH QRW GLUHFWO\ DQWLFLSDWHG LQ VHFWLRQ ��

7KHUH DUH WKUHH GLIIHUHQW OHYHOV RI 3$$% DGPLQLVWUDWLYH
UHVSRQVH� ,Q 6WDJH 21(� WKH FRPSODLQW LV VHQW GLUHFWO\
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WR WKH DGYHUWLVHU E\ WKH FRPSODLQDQW RU WR WKH
DGYHUWLVHU YLD WKH 3$$% &RPPLVVLRQHU� 7KH
DGYHUWLVHUV UHVSRQGV LQ ZULWLQJ WR WKH FRPSODLQDQW�
7KH FRPSODLQDQW WKHQ KDV WKUHH RSWLRQV� FRQWLQXH
GLVFXVVLRQ ZLWK WKH DGYHUWLVHU� SRVVLEO\ E\ ZULWLQJ
DQRWKHU OHWWHU QDUURZLQJ WKH SRLQWV RI GLVSXWH� DFFHSW
WKH DGYHUWLVHU¶V UHVSRQVH� RU FRQFOXGH WKDW IXUWKHU
LQWHUFRPSDQ\ GLDORJXH ZLOO QRW EH SURGXFWLYH DQG
WKHUHIRUH VHHN UHYLHZ E\ WKH 3$$% &RPPLVVLRQHU LQ
6WDJH 7:2� (LWKHU WKH FRPSODLQDQW RU DGYHUWLVHU KDV
WKH ULJKW WR DSSHDO WKH &RPPLVVLRQHU¶V UHDVVHVVPHQW
UXOLQJ WR D 6WDJH 7KUHH LQGHSHQGHQW 5HYLHZ 3DQHO
PDGH XS RI WKUHH TXDOLILHG LQGLYLGXDOV VHOHFWHG E\ WKH
&RPPLVVLRQHU IURP LQGLYLGXDOV QDPHG E\ QDWLRQDO
RUJDQL]DWLRQV�

3$$%�&203/$,17�5(3257

Period: July 1 to September 30, 2000

'XULQJ WKH SHULRG RI -XO\ � WR 6HSWHPEHU ��� ����� WKH
3$$% &RPPLVVLRQHU SURFHVVHG VL[ ��� 6WDJH �

FRPSODLQWV� 7KLV QXPEHU EULQJV WKH WRWDO IRU ���� WR
��� 3$$% UHYLHZHG ��� DGYHUWLVLQJ SLHFHV GXULQJ WKH
VDPH SHULRG DQG WKH \HDU�WR�GDWH UHYLHZ WRWDO LV �����

2I WKH � FRPSODLQWV� � ZHUH JHQHUDWHG IURP DGYHUWLVLQJ
WKDW KDG EHHQ SUHYLRXVO\ 3$$%�UHYLHZHG� 2QH
FRPSODLQW ZDV UHMHFWHG� 7KH RWKHU � UHVXOWHG LQ
ZLWKGUDZDO RI 3$$%¶V SUHYLRXV DFFHSWDQFH� 2I WKRVH
IRXU� WKH UHYHUVDO RI WKH 3$$% DFFHSWDQFH ZDV EDVHG RQ
QHZ LQIRUPDWLRQ VLQFH WKH WLPH RI DSSURYDO RI WKH $36�
2QH FRPSODLQW ZDV VHQW WR +HDOWK &DQDGD IRU
LQYHVWLJDWLRQ EHFDXVH LW ZDV QRW FOHDU WR 3$$% WKDW WKH
DOOHJHG PLVOHDGLQJ DGYHUWLVLQJ ZDV FUHDWHG DQG
GLVWULEXWHG E\ D SKDUPDFHXWLFDO FRPSDQ\�

,Q DGGLWLRQ� 3$$% KDV FRQWLQXHG WR UHJXODUO\ PRQLWRU

MRXUQDOV� WKH ,QWHUQHW� DQG UHFHLYH GLUHFW�PDLO�GHWDLO DLG
PDWHULDOV FROOHFWHG E\ KHDOWK SURIHVVLRQDOV DV SDUW RI LWV
PRQLWRULQJ SURJUDP� :KHQ &RGH YLRODWLRQV DUH
GLVFRYHUHG� 3$$% VHQGV D OHWWHU WR WKH DGYHUWLVHU VHHNLQJ
WKHLU FRRSHUDWLRQ WR PHHW WKH UHTXLUHPHQWV RI WKH &RGH�
:KHQ DSSURSULDWH� 3$$% ZLOO QRWLI\ WKH DGYHUWLVHUV
WUDGH DVVRFLDWLRQ DQG�RU +HDOWK &DQDGD IRU WKHLU
DVVHVVPHQW RI DGGLWLRQDO SHQDOWLHV� 3$$% VHQW � QRWLFH
RI YLRODWLRQ OHWWHUV LQ WKH WKLUG TXDUWHU�

67$*(�7:2�'(&,6,216

1.
ADVERTISER : Wyeth-Ayerst

COMPLAINANT : ICN (referred by Health Canada)

SUBJECT: c00-40 Shoppers Drug Mart Newsletter

PRECLEARANCE : No

ALLEGATIONS : Violations of several provisions of
section 5 because of unfair and unsubstantiated
comparative claims regarding therapeutic equivalence.

PAAB DECISION : Refer back to Health Canada for
investigation of potential violations of Food & Drugs
Act.  Claims in that newsletter would be rejected by
PAAB but the Wyeth-Ayerst sponsorship or
involvement with the pharmacy was not clearly stated.
Therefore, it was not clear that the material fell within
the PAAB mandate.

2.
ADVERTISER : Schering

COMPLAINANT : Glaxo Wellcome

SUBJECT: c00-32 Nasonex Detail Material

PRECLEARANCE : yes

ALLEGATIONS : The value for the intranasal
bioavailability of Flonase (fluticasone) of 1.8% shown
in the data  presentation is misleading because new
information contradicts that value (5.5, 5.10).

PAAB DECISION : Sustained. The Flonase product
monograph does not state a value for intranasal
bioavailability.  The claim was accepted by PAAB
based on the 1995 evidence presented by Schering.
Glaxo presented two scientific papers that have
emerged in recent years that appear to contradict the
original data (s3.2).  Also, the comparative
bioavailability has no proven clinical relevance (s5.4).
Therefore, the claim is no longer acceptable.  Also, the
PAAB acceptance period had expired.

PENALTY : Schering to immediately cease distribution
of any advertising that contains the comparative claim
to Flonase intranasal bioavailability.  Schering acted in
good faith by distributing the original claim based on
PAAB approval.

OUTCOME : Schering complied with the decision.

3.
ADVERTISER : Lundbeck

COMPLAINANT : Smithline Beecham

SUBJECT: c00-41 Celexa  Detail material

PRECLEARANCE : Yes
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ALLEGATIONS : The claim “Celexa has been shown
not to interact with drugs such as :… TCAs, beta-
blockers, digoxin, …” is not within the limitations of
the Product monograph (s3.1)

PAAB DECISION : Partially Sustained.  The claim was
first approved at the time of launch of Celexa.  I agreed
with the Lundbeck argument that the headline “low
potential for drug interactions” did not state that no
interactions occurred.  PAAB does not keep old
versions of product monographs and therefore, a
monograph change may occurred with respect to the
listed interactions.  Although interactions with
metoprolol and digoxin are listed in the product
monograph they are not considered to be significant
enough to affect therapy.  However, there is a
significant interaction with respect to the TCAs
imipramine and desipramine (s3.1) and a note of
caution is called for (s2.4). The Lundbeck argument
that a footnote disclaimer directs the reader to the
product monograph for more information is ruled as
insufficient to avoid being misleading.

PENALTY : Immediate withdrawal of PAAB
acceptance and Lundbeck to cease distributing the APS
with the subject interaction claims.

OUTCOME :  Lundbeck agreed with the decision.

4.
ADVERTISER : Servier

COMPLAINANT : Merck Frosst

SUBJECT: c00-42 Coversyl Detail Material

PRECLEARANCE : Yes

ALLEGATIONS : Chart showing comparative costs of
drug therapy did not include once daily dosing and cost
for Vasotec.  Once daily as an approved dosing
schedule in the product monograph.  Servier had agreed
to make the change in their next cycle of advertising but
Merck frosst asked for immediate withdrawal of the
material.

PAAB DECISION : Sustained.  To be complete and
fair, the once daily cost for Vasotec should be shown
with the twice daily cost. The chart had appeared in
advertising for almost three years.  Therefore I
considered that adding a sticker stating Vasotec once
daily with a cost would be sufficient to reduce the cost
and disruption to Servier.

PENALTY : Withdrawal of PAAB acceptance pending
administration of a sticker with the Vasotec once daily
cost information on APS that had current PAAB
approval.  Material would be created in January.
OUTCOME : Servier agreed to the decision.  However,
the Commissioner  rejected their action plan which
allowed 35 days for creation of the one line sticker.
The Commissioner notes that companies have printed
multi-page detail aids the day after PAAB acceptance.
The Commissioner suggested two weeks.

5.
ADVERTISER : Bristol-Myers Squibb

COMPLAINANT : Merck Frosst

SUBJECT: c00-43 Avalide Detail Material

PRECLEARANCE : yes

ALLEGATIONS : The claim “Demonstrated greater
efficacy than Cozaar + HCTZ” is misleading because it
is based on a study that does not compare like doses
(s5.2).

PAAB DECISION : Sustained.  The claim contravenes
section 5.2 which states comparisons should be drawn
between drugs under the same conditions of use (e.g
maximum vs maximum doses).  This did not occur in
the Oparil study.

PENALTY : Withdrawal of PAAB clearance and
cessation of distribution of the APS containing the
claim.
OUTCOME : Bristol-Myers Squibb/Sanofi-Synthelabo
agreed to cease distribution.

6.
ADVERTISER : Merck Frosst

COMPLAINANT : Bristol-Myers Squibb / Sanofi-
 Synthelabo

SUBJECT:  c00-38 Cozaar/Hyzaar Detail aids
containing claims based on a meta-analysis

PRECLEARANCE : Yes

ALLEGATIONS :. Violations of s5.2 and s5.7 because
of use of meta-analysis to support a comparative claim.
Also allege Conlin meta-analysis methodology is biased
and is not appropriate to compare agents in a widely
varying patient population.
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PAAB DECISION :  Rejected.  s5.10 allows use of
peer-reviewed published meta-analysis to support
comparative claims.  The author explains why the
weighting was appropriate to correct for the size of the
different studies and also why it is an appropriate
method for hypertensive studies.

PAAB:  need more info?
PAAB is an independent review agency whose primary
role is to ensure that advertising of prescription drugs is
accurate, balanced and evidence-based.   The scope of
the PAAB Code currently includes advertising of
prescription and OTC products to health professionals, in
all media.

Key activities of PAAB include:

x Maintaining the Code of Advertising Acceptance,
which is approved by representatives of member
organizations

x Preclearing advertising prior to publication, to ensure
claims meet Code standards.  The scope of the Code
currently includes advertising of prescription and
OTC drug products to health professionals, in all
media.  PAAB also reviews veterinary medicine
journal advertising using separate guidelines

x Training, adjudicating complaints, administering
penalties, reporting of infractions, and other activities
to encourage compliance.

For information or if you have comments:
Pharmaceutical Advertising Advisory Board
375 Kingston Road, Suite 200
Pickering, Ont.  L1V 1A3
Tel:  (905) 509-2275   fax: (905) 509-2486
e-mail: chepesiu@netcom.ca

The PAAB Code of Advertising Acceptance and PAAB
Supplementary Guidelines are available from the
PAAB office or at  www.paab.ca

You can find these key Health Canada documents at
http://www.hc-sc.gc.ca/hpb- dgps/therapeut/htmleng
/policy.html

x Distinction of Advertising and Other Activities

x Overview of Drug Advertising

x PAAB and Drugs Directorate Roles and Consultation
re Advertising Review


