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artSCRIP 
WORLD PHARMACEUTICAL NEWS 

scnonews com Apnl9th 2010 No 349I . 

EMA recommends recall of some 
generic clopidogrel 
The EMA has recommended a precautionary 
recall of clopidogrel-containing medicines 

made by Acino Pharma. citing quality 
concerns. 

The CI!MP has recommended that all 

batches of eight centrally authorised generic 
clopidogrel-contanung medicines be recalled 

following the inspection of the Glochern 
Industries factory in Visakhapatnam, India. 
The committee was "not reassured about the 

quality of medicines made with clopldogrel 
from this manufacturing site': 

The concerned medicines, which are 

marketed in 18 countries by Acino and 
other generics companies, are Clopidogrel 
Al Pharma, Clopidogrel Acino. Clopidogrel 

Acino Pharrna, Clopidogrel Acino Pharma 
Gmbl], Clopidogrel Hexal, Clopidogrcl 

Ratiopharm, Clopidogrel Ratiopharrn 
Gmbll and Clopidogrel Sandoz. 

No concerns with these drugs have been 

raised by doctors, pharmacists or pal ients, 

but the CUMP is recommending action on a 

precautionary measure. 

The conuruttee has also recommended 

that the Glochem Vrsakhapatnam 

m,mt::LH:lurJn.gsite be removed from the 
lis! of sites allowed to supply clopidogrel to 

Ad!'1(i for their generic medicines. 

Acino said in a statement that it and its 

marketing partners consider a withdrawal 
of these clopidogrel products "neither 
necessary nor purposeful". It noted that 
although the inspection observed deviations 

from GMP standards, no deficiencies of 

product quality were detected. Acino said 

it had existing alternative suppliers of the 
active ingredient and expected to restore 
delivery readiness shortly, 

Nevertheless, it admitted that the 
development could have a financial impact. 
"Should individual country authorities, which 

arc free in their decision, request a recall of 
the cloptdogrel products concerned based on 
the Cm,l? or Ell commission decision, the 

temporary supply shortage and the possible 
write-down of exlsting and returned goods 

could result in a negative extraordinary item 
in the current financial veal'.This would in all 
likelihood haw i\ significant negative impact 

on the annual result 2010:' 
A recall of these products would corue as 

good news to other Companies who make 

branded and generic clopidogrcl, such as 
Sano!l· Aventis and Bristol-Myers Squibb, 
whose Plnvrx is one of the top selling drugs 

worldwide. 
asner,mullardiiHnfonna .COI11 
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SCRIP 
WORLD PHARMACEUTICAL NEWS 

Apnl 9th 2010 No 3491 
scnpnews.com 

Europe's regulator attacked for rsecrecy" over 
drug data 
There are new calls for the European 

Medicines Agency (EMA) to provide 

greater transparency about the evidence 

it uses to make decisions about drug 

approvals, The EMA has strongly defended 

itself in response, saying its hands are tied 

by legislation regarding commercially 

confidential clinical trial data. 

The attack comes from Silvio Garattini, 

director of the Italian not-for-profit 

research body, the Mario Negri Institute for 

Pharmacological Research, et al in an article 

published on 30 March on brnj.corn (EMf 

20 1O;340:cl578). 

Transparency of the 
system is also 
"to overcome 

several dysfunctions in the 
drug industry'S behaviour" 

Professor Garattini has long voiced 
concerns about the lack of transparency 

with the drug regulatory system, with one 

industry source telling Scrip that he is a 

"serial critic" (see also Professor Garattlni's 

article in Scrip's sister publication, RAJ 
Pharma, 26 February 2009). He also has 

insider knowledge about the agency as he 

has been a member of the EMA's scientific 
committee, the CHMP, in past years. 

Professor Garattini says that changes are 

urgently needed to end what he says is the 
"secrecy" surrounding the approval of new 

drugs in Europe so that dossiers can be 

evaluated by the scientific community and 

help independent bodies define the risk/ 

benefit profile of new drugs before they 

are marketed. 
Ending the secrecy would boost the 

EMA's credibility and show patients' health 
has priority over pharrnas interests; the 

EMA's mow this year from the European 
Commission's DG Enterprise and Industry 

to DG Sanco (Health and Consumer Policy) 

"presents an opportunity to introduce more 

openness";he says. 
Transparency of the regulatory system 

is also required "to overcome several 
dysfunctions in the drug industry's 

behaviour" and "cast light on deviations 

from trial protocols': he says. It would also 
enable clinicians and patient organisations 

to obtain information on which to base 

constructive criticism, establishing public 

confidence and improving research in the 

industry itself. 

Garattini'swish list 
At the moment, the E,\'IA releases four 

documents when a new drug is approved: 
a prcss release, a summary of product 

characteristics (SmPC), the patient leaflet, 

and the European Public Assessment 
Report (EPAR). "Except for the press 

release, all these documents are written in 
close collaboration with the manufacturer;' 

Professor Garattini says. 

He wants to see the following information 
published to clarify how final decisions 
are made: the SmPC should say when a 

drug has a majority vote and contain drug 
comparative effectiveness data; the EPAR 
should give reasons for the minority's 

opposition as well include the preliminary 

report on the drug by the rapporteurs 
(two members of CllMP) and industry's 

comments. 

EMA's response 
EMA spokesperson Martin Harvey 

Allchurch told Scrip that this was really a 

"political" level debate as the agency was tied 
by EU and international law as to how much 

commercially confidential data it is allowed 
to provide. "[Garattini] has made these 
comments before. He is not the lone voice in 

the desert ... His discussions operate beyond 
our remit:' 

He says the EMA has held a number 

of consultations on how it can improve 

transparency (in 2000, 2003 and in June 

2009) and hopes to launch a patient-friendly 
website this year; he admits that it has not 
"kept up with the US FDA website", 

Mr Harvey said the agency had put 

"transparency on the table" and wishes 
to assess the comments to its 2009 
consultation, but had been "overtaken" by 
the HI N1 pandemic last year. 

In particular, Mr Harvey criticises 

Professor Garattinis call for the SmPC 
to contain information on whether a product 
has a majority vote. "That may be useful 

in a scientific discussion, but it is not 

necessarily important to the average doctor. 
How can you prescribe products based on 

conflicting views [between majority and 
minority views11" 

As for the rapporteur's report for the 

CIIi\llp, Mr Harvey says this is pre-decisional: 

"It represents the view of only one person:' 

EMAversus FDA 
To patients, the US FDA may appear a more 
transparent entity, especially as it operates 
under the Freedom of Information Act. The 
EMA, however, obeys similar legislation in 
Community Regulations (Ie, ECfl049/2001 

OIl public access to documents). As for 

clinical trial data, "as much as we can 
publish, we will publish" Mr Harvey says. 

"we publish assessments reports lEPARs] 

for approved, withdrawn and refused 
products, but the FDA does not necessarily 

do that systematically." 
In 2009, the EMA received 4,290 general 

requests tor information, of which 108 were 

formal requests. The majority of these came 
from industry and academia, similar to 
what happens with the FDA, however, the 

complexity of these requests have increased 
compared to previous years. 

The EMA's website seems popular too 
with around 700,000 visits per month, but 

the agency admits that this peak could be 

the result of the HINI pandemic. 
"All regulated bodies need to be tested. 

People are targeting us rather than [others] 

... it is a political level debate. No-one gives 
clinical trial data;' Mr Harvey says. 

However, there are moves to put more 

clinical trial data in the public domain 
through EudraC'I, the database that registers 

all clinical trials performed in the EU. A 
new version ofEudraCT (number eight) 

is to be released this year, which will make 
public protocol-related data at the time 
of a trial's authorisation (scripnews.corn, 
9 December 2009) 

There are numerous trial databases and 
registries around the world; for example, 

the World Health Organization has set up 
the International Clinical Trials Registry 
Platform. 

At the recent Drug Information 
Association's 2211d Annual EuroMeeting, 
delegates heard that there was a desperate 

need to standardise the increasingly 
differing transparency requirements around 

the world for clinical trials (scripnews.com, 
22 March 2010). There are multiple clinical 
trial registries, with multiple formats and 

requirements, one expert said. 
elizabeth.sukkarjamforrna.corn 
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