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Facilitating engagement with the FDA to allow shaping paediatric development programmes 1st industry stakeholder platform on research and development support (EMA, London)



Presented by Irmgard Eichler on 25 April 2017 Senior Scientific Officer EMA Paediatric Medicines Office



An agency of the European Union



Overview



Common commentary How to facilitate discussions with EMA and FDA to shape paediatric development programmes
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Experience with paediatric cluster How do regulators address global development in paediatric medicines? Topics discussed 08/2007- 03/2017 Paediatric Cluster N=576



General topics 138



438
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•



We talk to each other frequently



•



EMA/FDA Paediatric Cluster



•



Monthly 2-3 hour teleconferences to discuss products/general issues



•



More than one approach may be possible, but unnecessary studies are to be avoided



•



Understand rationale when scientific approaches differ



•



Aim for harmonization to the extent possible



Products



Experience with paediatric cluster Topics discussed at paediatric cluster T-conferences Product specific discussions: Waiver Quality, Non-clinical General discussions: Paediatric overall development Endpoints Adult study results - Paediatric study results Indication Extrapolation Population , Age groups Meetings/workshops Study design, Sample size Joint publications Dose, Endpoints Safety Regulatory action Extrapolation Timelines Long-term follow-up 4



Differences EU / USA (EU Paediatric Regulation / BPCA-PREA-FDASIA) US BPCA



US PREA



EU



Optional



Mandatory



Mandatory (optional for off-patent)



Written Request



Paediatric Study Plan



Paediatric Investigation Plan



Waiver



N/A



3 grounds



3 grounds



Timing



anytime adequate information available



End of phase 2



> End of phase 1



Reward



6-month exclusivity



-



Main: 6-month SPC extension (patent)



Included



Excluded



Included



FDA



FDA



EMA (not EC) Opinion: Paed. Committee



not limited to adult indication



= adult indication



Derived from adult indication



Normally in global fee



Normally in global fee



Free for paediatrics



Development Instrument



Orphan products Decision Scope of paed. development Scientific advice
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Differences / similarities EU / USA



EU - US strategic meeting on the future of paediatric medicine 09/2016 •



Representatives from the EC, EMA, FDA



•



Discussion focused on how to harmonize and further streamline global paediatric product development Envisioned goal for the next few years: Aim for a convergent and harmonised paediatric development programme for each medicine



•



•



Early proactive collaboration



•



Joint outreach programmes to identify high priority needs and to facilitate related research and development



•



Collaboration with all stakeholders to bring experts, researchers and industry together



•



Organisation of joint initiatives to bring stakeholders together



•



Paediatric Cluster to serve as key forum for continued discussion and resolution of scientific issues among regulators



through 7



http://www.ema.europa.eu/docs/en_GB/document_library/Report/2016/12/WC500218004.pdf



Common commentary •



Tool to inform sponsors of products discussed at Paed Cluster



•



Issue(s) for discussion identified (e.g. study design, timing)



•



One or more discussions of the issues may be needed



•



Discussion points, identifying similarities and/or differences in FDA’s and EMA’s approach, are summarized and approved by FDA and EMA



•



Approved 1-2 page common commentary document sent to sponsor for information



•



Comments sent are NOT binding on either Agency (i.e. they do NOT constitute regulatory advice)- but hopefully helpful 8



Common commentaries Between October 2012- February 2017: N=25 – – – – – – –
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10 Oncology 9 GI 2 Cardiology 1 Neurology 1 Inborn error metabolism 1 Dermatology 1 Antimicrobial



FDA/EMA common commentary: Impact on paed cancer drug development G. Reaman, R. Herold et al; Pediatric Blood & Cancer, 2016



•



36 month period evaluated:



•



46 scientific discussions of 26 distinct oncology products:







Global collaborative studies recommended in many cases



•



Focus on







All Common Commentaries directly influenced decisions PIPs, PSPs, and WRs







Initial CC resulted in parallel scientific advice in some cases



•



• 10



toxicity; non-clinical data vs. adult patient experience and suggested monitoring plans, eligible patient populations and planned indication, study design



CCs issued for 8 oncology products



How to facilitate discussions with EMA and FDA to shape paediatric development programmes • Possibility to pilot an interaction with EMA and FDA on paediatric development programmes to further support global alignment



• Using the paediatric cluster T-conferences as platform • Output as non-binding common commentary providing recommendations for streamlined PIP/PSP/PPSP addressing children’s needs and regulatory requirements



• In case needed, option for trilateral discussions with the applicant and both agencies at the same time (not routinely)
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Would this approach be considered helpful by developers?



Thank you for your attention Any questions



Back-up slides
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Presentation title (to edit, click Insert > Header & Footer)



PSP template



Similar!



*
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(EMA PIP)



PIP template



























[image: pdf-1876\public-engagement-on-facilitating-access-to-antiviral ...]
pdf-1876\public-engagement-on-facilitating-access-to-antiviral ...












[image: Engagement with PowToons.pdf]
Engagement with PowToons.pdf












[image: Paramesh Banerji Life Sciences Submission to FDA - docket No FDA ...]
Paramesh Banerji Life Sciences Submission to FDA - docket No FDA ...












[image: Paramesh Banerji Life Sciences Submission to FDA - docket No FDA ...]
Paramesh Banerji Life Sciences Submission to FDA - docket No FDA ...












[image: Guide to Building Brand Engagement With Display - Kantar Millward ...]
Guide to Building Brand Engagement With Display - Kantar Millward ...












[image: Guide to Building Brand Engagement With Display - Kantar Millward ...]
Guide to Building Brand Engagement With Display - Kantar Millward ...












[image: Guide to Building Brand Engagement With Display - Kantar Millward ...]
Guide to Building Brand Engagement With Display - Kantar Millward ...












[image: Medical Product Communications That Are Consistent With the FDA ...]
Medical Product Communications That Are Consistent With the FDA ...












[image: Sheet Metal Shaping Made Easy With The Latest Technology.pdf ...]
Sheet Metal Shaping Made Easy With The Latest Technology.pdf ...












[image: Supporting Presentation to the treatment.pdf]
Supporting Presentation to the treatment.pdf












[image: Embedding Edit Distance to Allow Private Keyword Search in Cloud ...]
Embedding Edit Distance to Allow Private Keyword Search in Cloud ...












[image: Using Active Learning to Allow Activity Recognition on ...]
Using Active Learning to Allow Activity Recognition on ...












[image: Evangelical Engagement with Contemporary American Culture]
Evangelical Engagement with Contemporary American Culture












[image: Twinrix - FDA]
Twinrix - FDA















Presentation - Facilitating engagement with the FDA to allow shaping ...






Apr 25, 2017 - Overview. 2. Common commentary. How to facilitate discussions with EMA and FDA to shape paediatric development programmes ... 






 Download PDF 



















 450KB Sizes
 1 Downloads
 161 Views








 Report























Recommend Documents







[image: alt]





pdf-1876\public-engagement-on-facilitating-access-to-antiviral ... 

... the apps below to open or edit this item. pdf-1876\public-engagement-on-facilitating-access-to ... influenza-pandemic-workshop-series-summary-by-fo.pdf.














[image: alt]





Engagement with PowToons.pdf 

Download. Connect more apps... Try one of the apps below to open or edit this item. Engagement with PowToons.pdf. Engagement with PowToons.pdf. Open.














[image: alt]





Paramesh Banerji Life Sciences Submission to FDA - docket No FDA ... 

... to the FDA by Paramesh Banerji Life Sciences Group. Page 3 of 36. Paramesh Banerji Life Sciences Submission to FDA - docket No FDA-2015-N-0540.pdf.














[image: alt]





Paramesh Banerji Life Sciences Submission to FDA - docket No FDA ... 

There was a problem previewing this document. Retrying... Download. Connect more apps... Try one of the apps below to open or edit this item. Paramesh Banerji Life Sciences Submission to FDA - docket No FDA-2015-N-0540.pdf. Paramesh Banerji Life Scie














[image: alt]





Guide to Building Brand Engagement With Display - Kantar Millward ... 

within social-media properties, pure â€œbrandâ€� buyers have trouble deriving ... sites. Two groups are sampled simultaneously and their responses compared. All .... For all formats, greater frequencies improve Aided Brand Awareness. Pe rce n ta.














[image: alt]





Guide to Building Brand Engagement With Display - Kantar Millward ... 

Overall Branding Impact for Online Display Ads. Using data from Dynamic Logic's MarketNorms, this report shares to what extent each ad format, on average, will help achieve a campaign's branding goals. Dynamic Logic uses a control-exposed method that














[image: alt]





Guide to Building Brand Engagement With Display - Kantar Millward ... 

matters. â€œThere is a huge variation between best and worst online campaigns ... within social-media properties, pure â€œbrandâ€� buyers have trouble deriving .... 10. Source: Dynamic Logic MarketNormsÂ®, 2008-2010. Fixed frequency level of 1 for ..














[image: alt]





Medical Product Communications That Are Consistent With the FDA ... 

potential for harm to health relative to the information reflected in the FDA- required labeling, this indicates that the communication is not consistent with the.














[image: alt]





Sheet Metal Shaping Made Easy With The Latest Technology.pdf ... 

Sheet Metal Shaping Made Easy With The Latest Technology.pdf. Sheet Metal Shaping Made Easy With The Latest Technology.pdf. Open. Extract. Open with.














[image: alt]





Supporting Presentation to the treatment.pdf 

The majority of the short film is based within a school, so for this we. will be using Ilkley Grammar School as our school, almost purely for. easy access and little ...














[image: alt]





Embedding Edit Distance to Allow Private Keyword Search in Cloud ... 

need to a priori define the set of words which are considered as acceptable for ... able Encryption scheme for edit distance by adapting the model from [7]. ... The context is Cloud Computing where users can either store or retrieve data from the ...














[image: alt]





Using Active Learning to Allow Activity Recognition on ... 

Obtaining labeled data requires much effort therefore poses challenges on the large scale deployment of activity recognition systems. Active learning can be a ...














[image: alt]





Evangelical Engagement with Contemporary American Culture 

This project uses an exegesis of contemporary culture to highlight strengths and weaknesses of one-on-one evangelism in contemporary American culture. The cultural understandings then will inform a discussion on the message and means of evangelism, r














[image: alt]





Twinrix - FDA 

Do not mix TWINRIX with any other vaccine or product in the same syringe or vial. (7.1) .... Syncope (fainting) can occur in association with administration of injectable vaccines, including. 49. TWINRIX. Syncope can be ..... presented in Table 3; ge


























×
Report Presentation - Facilitating engagement with the FDA to allow shaping ...





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.
















