CMDh

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

London, 30 July 2014
Doc. Ref.: EMA/CMDh/462354/2014

To: Marketing Authorisation Holders (MAHS) / Applicants

Dear Madam/Sir,

Subject: Bioequivalence studies conducted at GVK Biosciences Private Limited (GVK Bio),
Swarna Jayanthi commercial complex, Ameerpet, Hyderabad 500 038, India (new name since 15
July 2014: Clinogent)

A GCP inspection by the ANSM (Agency for Medicines and Health Products Safety, France), has
raised serious concerns regarding the GCP compliance of the conduct of the clinical part of
bioequivalence trials at GVK Bio, Hyderabad, India in the period July 2008 - 2014.

Member States are undertaking a process to identify all medicinal product dossiers, both approved or
pending approval, that include studies conducted at the above mentioned facility followed by a
benefit-risk-assessment taking into account the findings of the GCP inspection.

As part of this process, all MAHSs and Applicants are requested to provide information on whether the
clinical part of a pivotal bioequivalence study in any of their dossiers was conducted at the CRO GVK
Bio Hyderabad, India in the defined period. Please note that the enquiry is specific to the clinical
facility at the above address and it does not concern the bioanalytical facility as the same site.

The following information should be provided to the RMS for MRP/DCP products or to the National
Competent Authority for national only products using the provided template:

o The product / active substance and trade name (or proposed trade name where applicable)

o Mutual Recognition or Decentralised Procedure number (including additional numbers if it is
a variation or line extension etc.) and/or national marketing authorisation number

o Marketing authorisation status as of the time of the reply

o Marketing status as of the time of the reply

o The protocol number/study number(s) as used by GVK Bio

o The full protocol title

o The response should cover clinical activities that GVK Bio conducted in Hyderabad, India
from July 2008 onwards till the present.

o In case the MAH/Applicant identifies studies conducted from July 2008 onwards till the

present at the aforementioned GVK Bio Hyderabad facility in any of their dossiers submitted
to National Competent Authorities they are requested to provide information on the
importance of these studies for the dossier and on the potential impact on the evidence of
bioequivalence mitigated by other information in the dossier.

If the clinical facility of the CRO is not involved in any of their dossiers, no action is required.
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Please send your responses (by using the provided template) to the contact points appended to this
letter with the subject: GVK Bio/Name of the product/Name of the Marketing authorisation
holder or Applicant, no later than the 8" of September 2014.

Looking forward to hearing from you soon.
Yours faithfully,
Signature on file

Dr. Peter Bachmann
Chair of CMDh
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Austria
Belgium
Bulgaria
Croatia
Czech Republic
Cyprus
Denmark
Estonia
Finland
France
Germany
Greece
Hungary
Iceland
Ireland

Italy

Latvia
Lithuania
Luxembourg
Malta
Netherlands
Norway
Poland
Portugal
Romania
Slovakia
Slovenia
Spain
Sweden

United Kingdom

CONTACT POINTS

jascha.hoernisch@ages.at

sophie.colyn@fagg.be

lyudmil.antonov@bda.bg

sabina.uzeirbegovic@halmed.hr

pavla.rakusanova@sukl.cz

ptriantafyllis@phs.moh.gov.cy
GOD-afdelingspostkasse@dkma.dk

margit.plakso@ravimiamet.ee

anne.kauppinen@fimea.fi

gener@ansm.sante.fr

susanne.winterscheid@bfarm.de

avoulgari@eof.gr

foldi.agota@qyemszi.hu

e@ima.is

nicole.kavanagh@hpra.ie

s.petraglia@aifa.gov.it

monta.emersone@zva.gov.lv

zydrunasmartinenas@vvkt.lt

jacqueline.genoux-hames@mes.etat.lu

helen.vella@gov.mt

p.schoondermark@cbg-meb.nl

inger.heggebo@noma.no

monika.stasiewicz@urpl.gov.pl

marta.marcelino@infarmed.pt

ada.georgescu@anm.ro

maria.pollakova@sukl.sk

sabina.zalar@jazmp.si

maoarciav@aemps.es

christer.backman@mpa.se

informationservices@mbhra.gsi.gov.uk
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