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Standard Template for Submission of

New Medicine Horizon Scan by Manufacturers

A key objective for health system planners is to have reasonable advance notice of the possible availability of new medicines. This template is intended to be completed by pharmaceutical companies and then submitted to the CPU, NCCP (cancer medicines only) and the NCPE. The completed document is intended to enable the HSE and NCPE to have an understanding of the lists of products for which pricing and / or reimbursement applications are expected to be made within the following 18 months.
Pharmaceutical companies should complete as many of the data fields as possible. Certain fields are conditional (i.e. only required if other fields are completed (or in some cases not completed)). It is understood that certain information may not be available or will be indicative / provisional at the initial time of submission. Completion of the form (or acceptance of the form by the HSE) cannot be construed as a commercial offer or acceptance of any such offer. Neither can it be construed as an application for pricing and /or reimbursement or an indication of acceptance of an application for pricing and / or reimbursement.
To simplify data entry, it is acceptable for detailed information to be provided in a table format in an appendix (e.g. information in relation to clinical trials or budget impact). Pharmaceutical companies are asked to incorporate the listed data inputs as row or column headers in such tables.
All commercially confidential information should be clearly designated as same.

The HSE would intend to use submitted information as part of its budgetary and service planning processes, including those of the Primary Care Reimbursement Service. To that end, details of products expected to be launched in 2014 should be notified by mid-September 2013.
The completed form should be sent by email to the following:

cpu@hse.ie
oncologydrugs@cancercontrol.ie
info@ncpe.ie.
Please format the email subject headers as follows:

“GenericName – Company Name- dd/mm/yy - Horizon Scan”

	Product Description

	Manufacturer
	

	Branded Name
	

	Generic Name
	

	Synonyms
	

	ATC
	

	Drug Class
	

	New Class (yes / no)
	

	Mode of action
	

	New Chemical Entity (yes / no)
	

	Presentation
	

	Route of administration
	

	Description (strength, pharmaceutical form)
	

	Regulatory Information

	Orphan drug status in EU (yes / no)
	

	   Date granted in EU
	

	Current EU stage of development
	

	Regulatory procedure
	

	EU reference member state
	

	Regulatory dossier submitted (yes / no)
	

	Estimated regulatory submission date
	

	Estimated CHMP opinion date
	

	Estimated market authorisation date
	

	Estimated product launch date
	

	Estimated NCPE rapid review date
	

	Is the medicine available on a compassionate basis pre-market authorisation (other than clinical trial)?
	

	Development in the US
	

	FDA response letter issued (yes / no)
	

	   Date response letter issued
	

	FDA fast tracked (yes / no)
	

	FDA orphan drug status (yes / no)
	

	Clinical Information

	Proposed indication(s)
	

	Identified sub groups
	

	Proposed place in therapy
	

	Stage of disease
	

	Paediatric (yes / no)
	

	Proposed dose
	

	Proposed dosing regimen
	

	Disease state
	

	Personalised medicine (yes /no)
	

	Detail any companion diagnostic tests
	

	Current treatment options
	

	Likely comparators
	

	Who is the originating company?
	

	Is the drug being co-marketed?
	

	   Co-marketing company
	

	Are there plans for regulatory submission for further indications?
	

	Clinical Trials Information


	Study name
	

	Study code(s)
	

	Is trial published on Clinicaltrials.gov?
	

	Trial phase description
	

	Trial start date
	

	Trial countries description
	

	Irish site details
	

	Patient population
	

	Study design
	

	Primary objective
	

	Primary outcomes
	

	Secondary outcomes
	

	Anticipated date of completion
	

	Anticipated date of publication
	

	Publications
	

	Cost and Budgetary Information

	Proposed average dose
	

	Place in therapy
	

	Estimated length of treatment
	

	Drug cost per presentation pack
	

	Drug cost range (per patient per year or per patient per episode if less than one year)
	

	Impact on patients and carers
	

	Is the medicine likely to have a significant service impact? 
	

	Irish patient population
	

	Estimated eligible patient population
	

	Estimated uptake years 1 to 5
	

	Expected medicine acquisition costs per annum years 1 to 5 (gross acquisition costs of this medicine)
	

	Expected net incremental medicine costs (or savings) per annum years 1 to 5 
	

	Net budget impact per annum years 1 to 5 (claimed offsets should be clearly detailed)
	








Drug Name: _______________________________








Date of Submission to CPU: __________________








Date of Submission to NCCP: _________________








Date of Submission to NCPE: _______________
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