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1. Changes since last revision This WIN has been updated to reflect the new link to access the File Maker license keys database.



2. Records The decision and reason to reject an EPITT access application is saved in the folder “EPITT applications rejected”: Cabinets/03. Pharmacovigilance/PhV - Human/3.1 Data collection management/03 EPITT/02 EPITT Documentation and Users Support/Helpdesk Support for EPITT/EPITT applications rejected



3. Instructions This WIN refers to SOP/H/3341 – EPITT User Registration and Management. It provides instructions on how to log into EPITT through the File Maker licences database, review the number of licences pertaining to a National Competent Authority (NCA) and grant or not an additional licence in accordance with a request for EPITT account.
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This WIN is divided into 3 chapters: 1. Logging into “File Maker license keys database” 2. Searching for the Member State to which the applicant belongs 3. Assessing the eligibility for an EPITT account



1. Logging in to “File Maker license keys database”: 1.a. To log into the database use the following link: fmp://fmapps3.emea.eu.int/FM%20License%20keys_v4.fmp12 Enter user name and password provided by the EPITT Business Team. Note: if the password for EPITT is different from that used to access the File Maker licenses database, the system may prompt to enter both, one at a time. However, if the same password is used for both databases, it will only have to be entered once.



2. Searching for the Member State to which the user belongs: 2.a. Click on the button ‘FIND’ on the left hand side to clear the screen (Image 1).



Image 1 Note: Always click on ‘FIND’ to clear the screen before selecting a country from the drop down list. If this step is omitted, the users and the related countries will be mixed up.



2.b. Select the country of the user using the drop down list ‘Country’ (Image 2).
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Image 2



2.c. Click on Enter in order to display the names and number of users from the country selected (Image 3).



Image 3



3. Assessing the eligibility for an EPITT account Access to EPITT can be granted to applicants working in the scientific departments dealing with medicinal products for human use of the NCAs. Up to 10 File Maker licenses can be provided by the EMA to each NCAs. After that, the NCAs should arrange for their own licenses to be installed on the computers of their staff members who require access to EPITT.



Work instructions – PUBLIC WIN/H/3367, 12-OCT-16



Page 3/3



























[image: Registration form - European Medicines Agency]
Registration form - European Medicines Agency












[image: Registration form - European Medicines Agency]
Registration form - European Medicines Agency












[image: EudraVigilance - EVWEB User Manual - European Medicines Agency]
EudraVigilance - EVWEB User Manual - European Medicines Agency












[image: Registration form - European Medicines Agency - Europa EU]
Registration form - European Medicines Agency - Europa EU












[image: Work instructions for EPITT user registration and management ...]
Work instructions for EPITT user registration and management ...












[image: EudraVigilance - EVWEB User Manual - European Medicines Agency]
EudraVigilance - EVWEB User Manual - European Medicines Agency












[image: Notice - European Medicines Agency]
Notice - European Medicines Agency












[image: Report - European Medicines Agency]
Report - European Medicines Agency












[image: EU Telematics Management Board - European Medicines Agency]
EU Telematics Management Board - European Medicines Agency












[image: CVMP Risk Management Strategy - European Medicines Agency]
CVMP Risk Management Strategy - European Medicines Agency












[image: SPOR data management services - European Medicines Agency]
SPOR data management services - European Medicines Agency












[image: CVMP Risk Management Strategy - European Medicines Agency]
CVMP Risk Management Strategy - European Medicines Agency












[image: IRIS Quick Guide to Registration - European Medicines Agency]
IRIS Quick Guide to Registration - European Medicines Agency












[image: Human Medicines Highlights Newsletter - European Medicines Agency]
Human Medicines Highlights Newsletter - European Medicines Agency












[image: Veterinary medicines highlights 2016 - European Medicines Agency]
Veterinary medicines highlights 2016 - European Medicines Agency












[image: Human Medicines Highlights Newsletter - European Medicines Agency]
Human Medicines Highlights Newsletter - European Medicines Agency












[image: Human Medicines Highlights Newsletter - European Medicines Agency]
Human Medicines Highlights Newsletter - European Medicines Agency












[image: Agenda - European Medicines Agency - europa.eu]
Agenda - European Medicines Agency - europa.eu












[image: Finasteride - European Medicines Agency - europa.eu]
Finasteride - European Medicines Agency - europa.eu












[image: Agenda - European Medicines Agency - europa.eu]
Agenda - European Medicines Agency - europa.eu












[image: Meeting and training organisation - European Medicines Agency]
Meeting and training organisation - European Medicines Agency












[image: and academia - European Medicines Agency - Europa EU]
and academia - European Medicines Agency - Europa EU












[image: EudraVigilance User Manual - European Medicines Agency - Europa EU]
EudraVigilance User Manual - European Medicines Agency - Europa EU












[image: user-guide external users - European Medicines Agency - Europa EU]
user-guide external users - European Medicines Agency - Europa EU















EPITT user registration and management - European Medicines Agency






Title: EPITT user registration and management â€“ Assessment of eligibility for an EPITT ... Business Team administrators in the Surveillance and Epidemiology Service ... The decision and reason to reject an EPITT access application is saved in ... 






 Download PDF 



















 191KB Sizes
 28 Downloads
 351 Views








 Report























Recommend Documents







[image: alt]





Registration form - European Medicines Agency 

Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark of Apple Inc.














[image: alt]





Registration form - European Medicines Agency 

Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark of Apple Inc.














[image: alt]





EudraVigilance - EVWEB User Manual - European Medicines Agency 

Feb 19, 2018 - and healthcare organisations), by standardising the data elements for the transmission of ICSRs. It should be ..... Session Time Out. The EVWEB tool allows a maximum period of inactivity of 25 minutes before a user is automatically log














[image: alt]





Registration form - European Medicines Agency - Europa EU 

Phone number: Date: 30 Churchill Place â—‹ Canary Wharf â—‹ London E14 5EU â—‹ United Kingdom. Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 ...














[image: alt]





Work instructions for EPITT user registration and management ... 

... as the EPITT Application Form in the DREAM subfolder dedicated to the new .... Can you please create a recent copy of EPITT in the File Maker Dev. server ...














[image: alt]





EudraVigilance - EVWEB User Manual - European Medicines Agency 

3 days ago - EudraVigilance (EV) is the European data-processing network and database management system for ... In addition EudraVigilance supports the Clinical Trials Directive 2001/20/EC and regulation EU ...... The Workspace screen acts as a tempo














[image: alt]





Notice - European Medicines Agency 

Apr 28, 2017 - 2. The United Kingdom will then become a 'third country'. 3. Preparing for the withdrawal is therefore not just a matter for EU and national authorities, but also for private parties. In view of the considerable uncertainties, in parti














[image: alt]





Report - European Medicines Agency 

May 30, 2017 - Pharmaceutical companies are invited to present their pre-clinical data pertaining to ... patients per year, as many questions about the best use of ALK ... of knowledge and evidence to support the planning and regulatory.














[image: alt]





EU Telematics Management Board - European Medicines Agency 

EU Telematics Management Board - European Medicines Agencyfeedproxy.google.com/~r/EmaUpdates/~3/UOZtMxO1_G4/open_document.jsp














[image: alt]





CVMP Risk Management Strategy - European Medicines Agency 

Feb 16, 2017 - Scientific data exist that demonstrate replication competent RD114 ... A risk assessment consists of the identification of hazards and the analysis and evaluation of risks ...... interpretation of a positive signal maybe equivocal.














[image: alt]





SPOR data management services - European Medicines Agency 

6 July 2017. EMA/551661/2016 version 2 .... SPOR data management services - high level changes. EMA/551661/2016. Page 2/6 ... Lists plus new Lists).














[image: alt]





CVMP Risk Management Strategy - European Medicines Agency 

Feb 16, 2017 - An agency of the European Union. Telephone +44 ... European Medicines Agency, 2017. ...... Jin-Hoi Kim, Jae-Wook Oh, Kunho Seo. Virology ...














[image: alt]





IRIS Quick Guide to Registration - European Medicines Agency 

Jun 21, 2018 - Send a question via our website www.ema.europa.eu/contact ..... who has been granted an â€œOrphan Industry User Adminâ€� role, whose job it will ...














[image: alt]





Human Medicines Highlights Newsletter - European Medicines Agency 

Mar 8, 2018 - Treatment of uterine fibroids. Haematology. New medicines authorised. â€¢ Adynovi (rurioctocog alfa pegol). Treatment and prevention of bleeding in patients with haemophilia A. New information on authorised medicines. â€¢ Feraccru (ferr














[image: alt]





Veterinary medicines highlights 2016 - European Medicines Agency 

Jan 26, 2017 - is an antiparasitic medicine that treats the Varroa mite infestation in honey-bee colonies, which is considered to be the most significant parasitic ...














[image: alt]





Human Medicines Highlights Newsletter - European Medicines Agency 

Treatment of cystine crystal deposits in the eye. New information on authorised medicines. Lucentis (ranibizumab) - change in indication. Treatment of visual ...














[image: alt]





Human Medicines Highlights Newsletter - European Medicines Agency 

The new EudraVigilance system and the electronic reporting of individual case ... the ISO/ICH E2B(R3) format: hands-on training course - October 2017 ... granted a conditional marketing authorisation on the basis of less complete clinical data ...














[image: alt]





Agenda - European Medicines Agency - europa.eu 

4 days ago - EMA/CAT/426129/2018. Page 2/17. Table of contents. 1. Introduction. 5. 1.1. Welcome and declarations of interest of members, alternates and ...














[image: alt]





Finasteride - European Medicines Agency - europa.eu 

Apr 25, 2018 - Page 2/8. Product Name (in authorisation country). MRP/DCP. Authorisation number. National Authorisation Number. MAH of product in the.














[image: alt]





Agenda - European Medicines Agency - europa.eu 

Sep 8, 2016 - 3-year report on Pharmacovigilance activities. Helen Lee, European Commission. â€¢. Scanning the horizon for 2016 â€“ 2018. Peter Arlett, EMA.














[image: alt]





Meeting and training organisation - European Medicines Agency 

Sep 16, 2016 - 1. We have a question related to offering a discount if an event is delivered via webinar. Can you please advise if the Agency is planning to ...














[image: alt]





and academia - European Medicines Agency - Europa EU 

Aug 1, 2016 - call from academics to the regulators for supporting independent research (i.e. ... Page 3/5. In this context, the European Medicines Agency has ...














[image: alt]





EudraVigilance User Manual - European Medicines Agency - Europa EU 

Jan 22, 2018 - There is information on this item available but it has not been provided by the sender due to security, ...... EudraVigilance Web application. HCP.














[image: alt]





user-guide external users - European Medicines Agency - Europa EU 

Jan 9, 2018 - Administration. Jobs@EMA User-guide. Welcome to the 'Jobs@EMA' portal. We are very pleased for your interest in our vacancies. Below you will find some useful information to navigate through the .... and information on it (personal info


























×
Report EPITT user registration and management - European Medicines Agency





Your name




Email




Reason
-Select Reason-
Pornographic
Defamatory
Illegal/Unlawful
Spam
Other Terms Of Service Violation
File a copyright complaint





Description















Close
Save changes















×
Sign In






Email




Password







 Remember Password 
Forgot Password?




Sign In



















Information

	About Us
	Privacy Policy
	Terms and Service
	Copyright
	Contact Us





Follow us

	

 Facebook


	

 Twitter


	

 Google Plus







Newsletter























Copyright © 2024 P.PDFKUL.COM. All rights reserved.
















