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Too much of iInformation
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ISDB: A bit of history

Doctors were not getting reliable
and independent information

1985 meeting in Madrid with the
help of WHO Euro

1986 International Society of
Drug Bulletins (ISDB) funded

Mutual support and help to create
new bulletins (Manual)

Andrew Herxheimer




International Society of Drug
Bulletins

ISDB ~80 drug bulletins in 41 countries
Readers mainly doctors and pharmacists
Inform about rational drug therapy
Comparative, comprehensive, unbiased
Independent from industry

Give a clear picture on benefit and harm



Countries with ISDB bulletins
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Why Is independent information

Important?




Why Is independent information

Important?




Good science and clear messages
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Many new drugs - little benefit
984 new drugs and indications 2000-2009

Not acceptable

139 Judgment

reserved
5%

A real advance

2%
__Offers an
Nothing new advantage
51% Possibly helpful 8%
21%
Presou®”

Prescrire Int 2010; 19: 92




New — but not better

Everolimus against
renal cell carcinoma

Significant prolongation of
progression free survival
to 4.9 month

Slower tumor progression
(1.9 to 4.9 month) but

no survival benefit
proven®

* EPAR for Afinitor, 29 May 2009,
Procedure No. EMEA/H/C/001038

Bei fortgeschrittenem Nierenzellkarzinom:

~ Signifikante Verlangerung des progressionsfreien Uberlebens auf 4,9 Monate.’
~ Oraler mTOR-TIOMS f grogenese-Wirkung.'-*
~ Gut beherrschbares Sicherheitsprofil.!
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New — but not better
Everolimus against
renal cell carcinoma

Bei fortgeschrittenem Nierenzellkarzinom:

Well manageable safety
profile

“Serious adverse events
WEre reported more

freq u e nt I y fO r pat | e ntS AFINITOR® - Jetzt weiterkommen nach TKI-Therapie®
receiving everolimus™* e
Everolimus 40.1% i
Placebo  22.6%* oo i R

* EPAR for Afinitor, 29 May 2009,
Procedure No. EMEA/H/C/001038
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Early warnings
Drugs which should not have
come to the market

Rosiglitazone (against diabetes) 2000-2010*

Lowers blood sugar but more heart attacks
* pbanned in the EU, still available in the US

Rimonabant (against obesity) 2006-2008*

Lowers weight a bit but suicides
* banned in the EU, never approved in the US




Selective publication ¢
A

FDA-Assessment of antidepresants:
Positive questionable  negative

51% _
(n=38) ] All studies used by FDA

32%

(n=24)
Basis:
74 studies on file at FDA
o 12) for 12 Antidepressants
Licensed 1987-2004

TURNER, E.H. et al.: NEJM 2008; 358: 252-60




Selective publication

FDA-Assessment of antidepresants:
Positive questionable  negative

51% .
(n = 38) D Published

11

B not published

32%
37 Basis:
74 studies on file at FDA
o 12) for 12 Antidepressants
Licensed 1987-2004

TURNER, E.H. et al.: NEJM 2008; 358: 252-60




Selective publication

FDA-Assessment of antidepresants:
Positive questionable  negative

73%
(n=37) ] Published

Basis:
74 studies on file at FDA

37

for 12 Antidepressants

(nlg%o) (nlg"go) Licensed 1987-2004

TURNER, E.H. et al.: NEJM 2008; 358: 252-60



Selective publication

FDA-Assessment of antidepresants:
Positive questionable  negative

73%
(n=37) ] Published, in accordance with FDA-
evaluation

(] Published, contradicting
FDA-evaluation

37 Basis:
74 studies on file at FDA

for 12 Antidepressants

(nlg%o) (nlg"go) Licensed 1987-2004

5
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TURNER, E.H. et al.: NEJM 2008; 358: 252-60




Selective publication

FDA-Assessment of antidepresants:
Positive questionable  negative

94%
(n=48) . ] Published, in accordance with FDA-
evaluation

(] Published, contradicting
FDA-evaluation

37 Basis:
74 studies on file at FDA

for 12 Antidepressants

(nf/?,) Licensed 1987-2004

3

TURNER, E.H. et al.: NEJM 2008; 358: 252-60




Selective publication

FDA-Assessment of antidepresants:
Positive questionable  negative

51% :
(n= 38) ] All studies used by FDA
32%
(n=24)
Basis:
74 studies on file at FDA
16% for 12 Antidepressants

(n=12) :
Licensed 1987-2004

TURNER, E.H. et al.: NEJM 2008; 358: 252-60




Information not only for doctors

Lay bulletin in Germany
Good Pills — Bad Pills

Cooperation among four
ISDB members

Model US ISDB member -

Worst Pills — Best Pills

Gute Pillen -
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Schlechte Pillen

# oder auch Medizin?

sssssssss

ddddddddddddddd

%  UMCKALOABO®
© Werbung verboten

.
*  ANGSTE
Was kann man tun?

., TAUCHEN

' Worauf ist zu achten?




Werbung - Aufgepasst!

Neutrale Information im Internet?

Onmeda zihlt nach eigenen Angaben mit zwei Millionen Nutzern im Monat zu den meistbesuchren Gesundheis-
informationen im Metz. Kiirzlich teilte Onmeda mit: ,Insbesondere beim sensiblen Thema Gesundheit sind fach-
lich fundierte, neutrale und akmelle Inhalte fiir den Nutzer von zentraler Bedeutung™.' Doch wie weit ist es mit der
Neutralitiit her ? Wir haben am Beispiel der umstrittenen HPV-Impfung ( GPSP 4/2007, 5. 3) einmal nachgeschaur.
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Onmeda Experte
Dr. Blaschke weid:
LEanz viel Infor-
mationen gibt es
auch unter: Tell
someone.de®

Ist Dr. Blaschke
wirklich nur ,ein
niedergelassener
Gynikologe?*
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Abbldung: wew.onmeda. de] Togrld am 7, 3.2000)
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e Inipfiarg schiliet vor eines infekticn m
humenen PaaBsmdren (HPY) der Tpen 18 und 18
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Dor. Bilaschiia

AbH Hurg,: werw onmich de =

Abblklung: www. tellsomenne. de [ Zugridl 7,5 2009)

Tatséchlich tourt Dr. Blaschke im Auftrag des Herstellers
durch Schulen und macht Werbung fir die HPY-Impfung.?
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Versteckie Werbung:
Lell someone” ist
eine Werbeseite des
Impstoff-Anbieters
Sanofi Pasteur MSD.

#

tell someone suggeriert, dass die
HPV-Impfung die meisten Krebsfélle
verhindern kann. Untersucht wurde
allerdings der Schutz vor Zellverinde-
rungen, die als Krebsvarstufen gelten.
Laut US-Zulassungsbehdrde wurden
aber nur 16,9% alfer schweren Zell-
verdnderungen verhindert — und das
auch nur, wenn die jungen Frauen sich
vorher noch nicht mit dem Virustyp 16
oder 18 angesteckt hatten
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Information Is not enough







DTCA In Europe?

First attempt to introduce it in the EU for
three diseases was stopped in 2003

2007 Consultation on the future of
pharmaceutical products in the EU

Network to protect patients re-established

2008 draft law allows DTCA (camouflaged
as “information provided by industry”)



EU DTCA continued

2009 majority in German parliament against
Many groups go public in the member states
Talking with MEPs

Talking with member states

2012 Feb. Federal Council in Germany
against

2012 June Council of EU ministers
unwilling to continue




Advocacy work

Improved conflict of interest policy at the
European Medicines Agency (EMA)

Public clinical trials register (EU)

Access to clinical trial data (EMA &
International)

Medical devices (benefit for patients not
tested Iin EU)




What 1s needed?

Raise awareness for independent
Information

Transparency for clinical trials
(register and outcomes)

Stricter criteria for drug licensing
(hard endpoints not surrogates)

Independent research (not only drugs)
Public priority setting for research




The larger picture
System fallure

Many new drugs are not useful or even
dangerous

Large advertising budgets make them
blockbusters

Suppression of scientific evidence
Harm to patients
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