

	[image: ]
	Projekt P2:
CIS
	Datum:

	JAZMP-SPL-IN-0057-2017
	
	

	
 Avtor: JAZMP
	
Program projektov: Digitalna preobrazba JAZMP
	
Stran/Strani:1/26



[bookmark: InsertPoglavje4][bookmark: _Toc514423167][bookmark: _Toc514577857][bookmark: _Toc514615994][bookmark: _Toc514622583][bookmark: _Toc514631693][bookmark: _GoBack]





Technical Specifications for Invitation to Tender

Tender Reference No. 

For
Agency for Medicinal Products and 
Medical Devices of the Republic of Slovenia – JAZMP - Central Information System – CIS

Slovenčeva ulica 22, 1000 Ljubljana Slovenia

Tel. +386 (0)8 2000 500,	Fax +386 (0)8 2000 510
E-mail: info@jazmp.si	http://www.jazmp.si/


Confidentiality
The recipient of this document shall treat this Invitation To Tender (ITT), the contents of this document and any information appertaining to the subjects herein contained and obtained during the tender process as strictly confidential. Such information must not be disclosed to any party not directly involved in responding to this ITT. JAZMP and invited parties agree to treat all information provided in relation to this document as strictly confidential and to limit circulation of the information only to authorised persons in the JAZMP.


[bookmark: page2][bookmark: page3][image: ]
Agency for Medicinal Products and 
Medical Devices of the Republic of Slovenia



Technical Specifications for Invitation to Tender

No. JN0618

Central Information System – CIS

This document contains the Technical Specifications for the Invitation to
Tender no. JN0618 for the provision of Central Information System.



Contents
1	Introduction	4
1.1	Business analysis	4
2	Context	5
2.1	Organisation overview	5
2.2	Project scope and objectives	8
2.3	Activities Overview	8
2.3.1	Categorisation of Activities	8
2.4	Output volumes for 2017	11
2.5	Case type examples	12
2.6	Existing IT environment	16
2.7	Solution scope and objectives	19
2.8	Key Standards	25
3	Requirements for tenderers	26
3.1	JAZMP regulatory processes	26
3.2	Integration requirements	26
3.2.1	European system integration	26
3.2.2	Integration with the JAZMP solutions	27
3.3	Solution descripton	27
3.4	Demostration requirement	27



[bookmark: _Toc514672882][bookmark: _Toc514674967][bookmark: _Toc514675205][bookmark: _Toc514677275][bookmark: _Toc514677993][bookmark: _Toc514753618][bookmark: _Toc514760769][bookmark: _Toc514843143][bookmark: _Toc514846545][bookmark: _Toc514852261][bookmark: _Toc514854249][bookmark: _Toc514874481][bookmark: _Toc518630931]Introduction  
JAZMP invites tenderers to submit a response to this invitation to tender (ITT) for the JAZMP Central Information System solution – CIS. 
[bookmark: _Hlk518387806]CIS is required to be a core support system for the regulatory procedures defined by national and European regulations with comprehensive functionalities of flexible document management, Case management, Workflow management and business intelligence. This document provides a list of procedures that are to be part of the offered solution as templates capturing the industry knowledge. With understanding that adjustments will be necessary, we are looking for a complete offering that will enable short-term implementation as well as allow enough flexibility to follow current and future needs. Review of predefined template provided by the tenderers in the table under section 3.1.  JAZMP regulatory processes associated with the priority will give us guidance to select the tenderers through the competitive dialogue. 
We are looking for a long-term partnership with the CIS provider expecting software, full-scale implementation, including integrations with other EMRN and JAZMP IT systems, support and the best practice knowledge transfer. Section 3.2 Integration requirements and 3.3. Solution Description are to provide us with the understanding of the conceptual and functional view of the offered solution.  Available integrations and readiness to engage in integrating our IT solutions with CIS is to give us the understanding of tenderers approach to facilitate the standard a non-standard requirement. 
This tender consists of three phases. During the first phase, JAZMP will attempt to gather up to three qualified tenderers. This will be accomplished by defining exclusive conditions of application and by a scoring system, which will be utilized to assess, how many of the Agency’s processes the solution currently covers.  During the next phase, (competitive dialogue), tenderers will be provided with the list of functional requirements and a set of demonstration scenarios with a goal to gain the solution that is functionally fit and accepted by the users. The parties can discuss all aspects of the solution in this document and the draft of the Contract in this phase. After the conclusions of the separate dialogues, JAZMP will prepare the final documentation with the invitation to final bids. Overall, JAZMP will assess final offers based on functional requirements fulfilment and price, as stated in the invitation to final bids. 
We expect potential tenderers to provide a flexible, future-proof and fully integrated solution as well as to possess in-depth knowledge of processes and systems within the EMRN. 
[bookmark: _Toc514423168][bookmark: _Toc514577858][bookmark: _Toc514615995][bookmark: _Toc514622584][bookmark: _Toc514631694][bookmark: _Toc514672883][bookmark: _Toc514674968][bookmark: _Toc514675206][bookmark: _Toc514677276][bookmark: _Toc514677994][bookmark: _Toc514753619][bookmark: _Toc514760770][bookmark: _Toc514843144][bookmark: _Toc514846546][bookmark: _Toc514852262][bookmark: _Toc514854250][bookmark: _Toc514874482][bookmark: _Toc518630932]Business analysis
Central Information System project has been recognized as strategic project that has to secure and improve a business efficiency by providing the user-friendly integrated solution, specific to the medicinal products and medical devices regulatory needs. JAZMP is looking for a solution that will fill the gap recognized in the existing information technology support. 
Conducted Feasibility study has shown that National Competent Authorities (NCAs) in EU are addressing the comparable needs in variety of approaches. Common point of the agencies is a need to apply EU regulations. Reviewed solutions revealed the difference in technology approach addressing the regulative processes and integrations with European and National Systems.  
JAZMP goal is to utilize the forward technology approach to secure adaptability in the future. Central Information System is expected as an off–the-shelf cloud solution offer with incorporated industry knowledge that allows integrations and customizations. 
[bookmark: _Toc514423169][bookmark: _Toc514577859][bookmark: _Toc514615996][bookmark: _Toc514622585][bookmark: _Toc514631695][bookmark: _Toc514672884][bookmark: _Toc514674969][bookmark: _Toc514675207][bookmark: _Toc514677277][bookmark: _Toc514677995][bookmark: _Toc514753620][bookmark: _Toc514760771][bookmark: _Toc514843145][bookmark: _Toc514846547][bookmark: _Toc514852263][bookmark: _Toc514854251][bookmark: _Toc514874483][bookmark: _Toc518630933]Context 
[bookmark: _Toc514423170][bookmark: _Toc514577860][bookmark: _Toc514615997][bookmark: _Toc514622586][bookmark: _Toc514631696][bookmark: _Toc514672885][bookmark: _Toc514674970][bookmark: _Toc514675208][bookmark: _Toc514677278][bookmark: _Toc514677996][bookmark: _Toc514760772][bookmark: _Toc514843146][bookmark: _Toc514846548][bookmark: _Toc514852264][bookmark: _Toc514854252][bookmark: _Toc514874484][bookmark: _Toc518630934][bookmark: _Toc514753621]Organisation overview
The Agency for Medicinal Products and Medical Devices of the Republic of Slovenia (hereinafter agency, JAZMP) is a statutory body established on 1 January 2007 by merge of the Agency of the Republic of Slovenia for Medicines and Medical Devices (ARSZMP) and the Institute for Pharmacy and Drug Research, Ljubljana (ZAF).
[bookmark: _Hlk510690929]The mission of the Agency for Medicinal Products and Medical Devices of the Republic of Slovenia is 'to protect and enhance public and animal health through the regulation of medicines, medical devices and blood, cells and tissue'.
JAZMP is responsible for the authorisation of human and veterinary medicines, of clinical trials using human or veterinary medicines, of manufacturers and wholesalers of medicines, blood establishments, and tissue and cell establishments. JAZMP are responsible for approving the Notified Body for medical devices, and the approval of clinical investigations using medical devices. Adverse reactions to medicines (including veterinary medicines) and adverse incidents associated with medical devices are monitored and risks to the patients or user are managed by the organisation. JAZMP is national competent authority for the regulation of controlled illicit drugs and precursor chemicals. JAZMP is authorised to issue authorisation for the procurement of tissues and cells for therapeutic purposes, and to monitor the implementation of the provisions of legislation. JAZMP also carries out enforcement activities in regard to the regulations for which it has responsibility.  
Slovenian agency’s stakeholders are similarly diverse, including patients and the general public, healthcare professionals, government and public sector and industry.


JAZMP organisational diagram: 
[image: ]

The diagram shows an overview of the interlacing of the professional fields and activities that are carried out in JAZMP.

The JAZMP Strategy 2017-2021 highlights five most important strategic objectives of the JAZMP leadership and one of them is to establish a project office to manage strategic projects and implement the "Program for the Digital Transformation of the Agency". Called project means one of the steps of digitizing JAZMP.
[bookmark: _Toc514622630]
Key Activities:
· Licensing of medicines;
· Managing approved manufacturing sites for final products, active substances and intermediates
· Monitor the quality of medicines by conducting inspections at sites of manufacturers and distributors of medicines;
· Monitoring of reported side-effects of medicines, medical devices;
· Pharmacovigilance;
· Investigation of potential breaches of regulations, with prosecution if required;
· Pricing of medicinal products according to the price regulations, monitoring presence of the products on the market, monitoring sales and consumption of medicinal products
· Participation in the Health Technology Assessment activities on national, EU-regional and full EU-level
· Regulation of medical devices in Slovenia, including vigilance;
· Implementation of EU and national legislation relating to blood, blood components, tissues and cells.
[bookmark: _Toc514622631]Value Propositions:
· Protect and enhance public and animal health through the regulation of medicines, medical devices and ;
· Provision of a timely, professional and quality service to all stakeholders; and,
· Provision of open and transparent processes.
[bookmark: _Toc514622632]Customer Segments:
· Manufacturers of medicines, medical devices;
· Distributors of medicines, medical devices;
· Members of the public who consume medicines or use medical devices;
· Animal keepers and owners who use and administer veterinary medicines;
· Healthcare professionals, who prescribe, supply and administer medicines, medical devices;
· Persons responsible for sponsoring clinical trials and clinical investigations in patients and volunteers;
· Applicants and holders of licences for medicines, controlled drugs, manufacturers, wholesalers, blood establishments and tissue establishments; and,
· Industry associations of companies involved in medicines, medical devices.
[bookmark: _Toc514622633]Key Partnerships:
· Local institutions that confers functions on the JAZMP;
· JAZMP’s partners in the European medicines and medical device regulatory networks;
· Other international medicines, medical devices and  regulatory bodies;

[bookmark: _Toc514423171][bookmark: _Toc514577861][bookmark: _Toc514615998][bookmark: _Toc514622587][bookmark: _Toc514631697][bookmark: _Toc514672886][bookmark: _Toc514674971][bookmark: _Toc514675209][bookmark: _Toc514677279][bookmark: _Toc514677997][bookmark: _Toc514753622][bookmark: _Toc514760773][bookmark: _Toc514843147][bookmark: _Toc514846549][bookmark: _Toc514852265][bookmark: _Toc514854253][bookmark: _Toc514874485][bookmark: _Toc518630935]Project scope and objectives  
The JAZMP is seeking a comprehensive solution that incorporates regulatory knowledge, workflow and reporting capabilities for medicinal products and medical devices. 
The JAZMP’s key objectives are to: 
· Implement a comprehensive CIS solution to address the current and future regulatory needs of the organisation. 
· Improve the JAZMP’s data architecture in line with EU and International standards and best practice; 
· Deliver improved knowledge management / decision support capability; 
· Introduce a new case management solution focussed on the organisational needs. 
· Identify and deliver potential organisational efficiencies through the implementation of enhanced technologies
Within the implementation of CIS is planned, to streamline and digitalise our internal processes and communication with external partners. Moving towards a paper-less organisation should be supported by this solution. Additionally archiving and connectivity between different regulatory platforms should be simplified.
CIS solutions must also take account of the requirements for workforce mobility and growing requirements for remote (off-site) working. In addition, they must take account of the need for flexibility to support legislative changes impacting the JAZMP’s role.

[bookmark: _Toc379283415][bookmark: _Toc514423172][bookmark: _Toc514577862][bookmark: _Toc514615999][bookmark: _Toc514622588][bookmark: _Toc514631698][bookmark: _Toc514672887][bookmark: _Toc514674972][bookmark: _Toc514675210][bookmark: _Toc514677280][bookmark: _Toc514677998][bookmark: _Toc514753623][bookmark: _Toc514760774][bookmark: _Toc514843148][bookmark: _Toc514846550][bookmark: _Toc514852266][bookmark: _Toc514854254][bookmark: _Toc514874486][bookmark: _Toc518630936]Activities Overview
[bookmark: _Toc514423173][bookmark: _Toc514577863][bookmark: _Toc514672888][bookmark: _Toc514674973][bookmark: _Toc514675211][bookmark: _Toc514677281][bookmark: _Toc514677999][bookmark: _Toc514622589][bookmark: _Toc514631699][bookmark: _Toc514753624][bookmark: _Toc514760775][bookmark: _Toc514843149][bookmark: _Toc514846551][bookmark: _Toc514852267][bookmark: _Toc514854255][bookmark: _Toc514874487][bookmark: _Toc518630937][bookmark: _Toc514616000]Categorisation of Activities
JAZMP agency regulates human medicinal products, veterinary medicinal products, blood/tissues/cells and medical devices under national and European legislation. 
Regulatory activity results in a marketing authorisation and maintaining its lifecycle while in parallel performing monitoring and inspection. 
Monitoring, inspection and medicinal products pricing are regulated by national regulations. 
Authorisation and assessment activities are regulated by national and international legislation. 
· Authorisation: The assessment and authorisation/licensing of human medicinal products, veterinary medicinal products and medical devices. 

· Assessment encompass the evaluation of documentation. Assessment is performed in majority of processes.

· Monitoring: Safety monitoring and surveillance. Compliance and vigilance activities are categorised as monitoring activities.

· [bookmark: _Hlk512242949]Inspection: Inspections both planned and unplanned, of sites associated with human and veterinary medicinal products and devices, clinical trials and evaluations, animal testing, and blood or tissue or organ establishments.

·   Medicinal product pricing evaluates the cost (expressed in monetary terms) and effects (expressed in terms of monetary value, efficacy or enhanced quality of life) of a pharmaceutical product. In addition, presence of medicinal products on the national market (launches, supply disruptions temporary or permanent cessations of supply), and sales and consumption data are monitored.
  
[bookmark: _Toc514423174][bookmark: _Toc514577864][bookmark: _Toc514616001][bookmark: _Toc514622590]Authorisation and assessment  
Authorisation and assessment activities are core of the agency’s procedures regulated by national and European regulation. The activities are presented in a generic workflow that is initiated with the submission process. The high-level visualisation below represents the general phases[footnoteRef:2] for the accomplishment of the workflow.  [2:  Depending on the procedure, some phases can be omitted.] 

Update 
Of the databases
Validation
Start
End
Administrative change
Assessment
Decision making


Start:  
Process is initiated by the submission phase where authorised applicant submits an application or by virtue of office. Application request can be submitted electronically over European portal for application submission – CESP or electronically or on paper directly to the JAZMP.
 
Validation:
Validation of the received application has two aspects: 
· technical validation 
· content validation 
Assessment: 
Evaluation of documentation (e.g. quality, preclinical, clinical assessment, clinical trials and others).

Decision making: 
Finalization of procedure (e.g. issuing of formal decisions).
 
Update of the Databases: 
Push of regulated product data to relevant national and EU databases/telematics systems using manual input and/or API.


[bookmark: _Toc514423179][bookmark: _Toc514577869][bookmark: _Toc514616006][bookmark: _Toc514622595][bookmark: _Toc514631701][bookmark: _Toc514672890][bookmark: _Toc514674975][bookmark: _Toc514675213][bookmark: _Toc514677283][bookmark: _Toc514678001][bookmark: _Toc514753626][bookmark: _Hlk509830850]

[bookmark: _Toc514760777][bookmark: _Toc514843151][bookmark: _Toc514846553][bookmark: _Toc514852269][bookmark: _Toc514854257][bookmark: _Toc514874489][bookmark: _Toc518630938]Output volumes for 2017
The number of users and output volumes for 2017 are outlined below.  Please note that these figures are round numbers. These figures can be used as an indication of the volume of case activity that the integrated CIS shall have to report.  
	Users
	Total number 
	170

	
	Managers 
	20

	
	End users 
	150, of those:

	
	Human Medicinal Products Regulation Division
	60

	
	Regulation Division for Human Medicinal Products with Special Authorization
	10

	
	Veterinary Medicinal Products Regulation Division
	10

	
	Medical Devices Division
	10

	
	Quality assessment, PHV, CT, Pharmacoeconimics and HTA
	20

	
	Other: inspection, regulation of activities and administrative services
	40

	Documents 
	Yearly amount  
	60.000

	
	Size 
	30GB (excluding CTD documentation)

	Storage 
	Size 
	350 GB (excluding CTD documentation)

	Cases 
	Yearly cases
	12.000

	
	archived cases (total amount)
	80.000






[bookmark: _Toc379283416][bookmark: _Toc514423180][bookmark: _Toc514577870][bookmark: _Toc514616007][bookmark: _Toc514622596][bookmark: _Toc514631702][bookmark: _Toc514672891][bookmark: _Toc514674976][bookmark: _Toc514675214][bookmark: _Toc514677284][bookmark: _Toc514678002][bookmark: _Toc514753627]

[bookmark: _Toc518630939][bookmark: _Toc514760778][bookmark: _Toc514843152][bookmark: _Toc514846554][bookmark: _Toc514852270][bookmark: _Toc514854258][bookmark: _Toc514874490]Case type examples 
In the following text examples of activities are presented, referring to some of procedures in the table above.
2.5.1. Medicinal products 
A large proportion of the JAZMP resources relate to the regulation of human and veterinary medicinal products. Relevant case types include new product authorisations, variations to authorisations, renewals of authorisations and transfers of authorisations between entities. Such cases often extend over many months and the dossiers of information supplied by applicants are extensive. These cases often also require co-operation with other European regulatory agencies, adding to the complexity of cases. 
[bookmark: _Toc514423182][bookmark: _Toc514577872][bookmark: _Toc514616009][bookmark: _Toc514622598]New Product Authorisation
Before a new medicine can be placed on the Slovenian market, it must be firstly assessed and authorised by the JAZMP or the European Medicines Agency. The decision on whether a medicine is authorised centrally in Europe or at a national level (MRP, DCP procedures included), is generally dependent on the type of product in question and/or the choice of the marketing authorisation holder.
When a company seeks approval from the JAZMP for a new medicine, it submits a dossier that includes critical summary reports, details of the product information, such as the leaflet and label, as well as quality, safety and efficacy data. A JAZMP assessment team of medical practitioners, pharmacists and other scientists will then review the dossier to establish if the medicine’s benefits, including animal and public health where relevant, outweigh its known risks.
[bookmark: _Toc514423183][bookmark: _Toc514577873][bookmark: _Toc514616010][bookmark: _Toc514622599]Variation of Authorisation
After a medicine has been authorised, the terms of the marketing authorisation may subsequently be varied. Examples of variations include the addition of a new indication or potential side effect, or updates to the company’s manufacturing or contact details.
[bookmark: _Toc514423184][bookmark: _Toc514577874][bookmark: _Toc514616011][bookmark: _Toc514622600]Renewal of Authorisation
New marketing authorisations are valid for five years from the date of first issue. For the authorisation to remain valid, it must be renewed at the end of this five-year period. Following this renewal, the authorisation remains valid for an indefinite period unless a further renewal is deemed necessary by the JAZMP on safety grounds.
[bookmark: _Toc514423185][bookmark: _Toc514577875][bookmark: _Toc514616012][bookmark: _Toc514622601]Transfer of Authorisation.
Holders of Marketing Authorisations may transfer these to another entity, typically to reflect changes in product ownership.
[bookmark: _Toc514423186][bookmark: _Toc514577876][bookmark: _Toc514616013][bookmark: _Toc514622602]

European Cooperation
A key determinant of the complexity of authorisation case types is the level of cooperation required with the European Medicines Agency and other competent Authorities in EU states. For each case type (new authorisation, variation etc.) different levels of co-operation are required depending on the application type:
[bookmark: _Toc514423188][bookmark: _Toc514577878][bookmark: _Toc514616015][bookmark: _Toc514622604]Mutual Recognition Procedure (MRP)
The Mutual Recognition Procedure is used to authorise products in more than one EU Member State. The MRP is used to register in more than one EU Member State where the medicinal product in question has already received a Marketing Authorisation (MA) in any EU Member State at the time of application.
[bookmark: _Toc514423189][bookmark: _Toc514577879][bookmark: _Toc514616016][bookmark: _Toc514622605]Decentralised Procedure (DCP)
The Decentralised Procedure (DCP) is a procedure for obtaining medicinal product marketing authorization, which is started simultaneously in the reference member state and in the concerned member state. The DCP is used to obtain marketing authorisation in several Member States where, at the time of application, the medicinal product in question has not yet received a Marketing Authorisation in any EU Member State. 
Both MRP and DCP applications involve the input of a number of national European competent authorities with one country acting as the Reference Member State (RMS) while the other countries involved are known as Concerned Member States (CMS). 
The key difference between the MRP and the DCP is that the CMSs in a DCP are involved at the onset of the procedure as opposed to waiting for approval in the RMS before an application is made in the CMS.
The RMS will lead the assessment process, issuing timetables and managing the case progression in accordance with those time lines. Consultations with and contributions from the CMS are managed by the RMS as part of this process. 
[bookmark: _Toc514423190][bookmark: _Toc514577880][bookmark: _Toc514616017][bookmark: _Toc514622606]Centralised Procedure
In order to obtain a Community Authorisation, an application is made to the European Medicines Agency (EMA). The application is scientifically evaluated by the Committee for Human Medicinal Products (CHMP) or the Committee for Medicinal Products for Veterinary Use (CVMP). A MA granted under the Centralised process is valid for the entire EU market. Under this procedure, the EMA appoints competent authorities from two different EU Member States to assess the application and these are known as the Rapporteur and Co-Rapporteur. The EMA issues the timetables and manages the case progression. The Rapporteur and Co-Rapporteur co-ordinate the EMA's assessment of the medicinal product and prepare draft reports. Once the draft reports are prepared they are sent to the CHMP or CVMP, whose comments or objections are communicated to the applicant. The rapporteur is the privileged interlocutor of the applicant and continues to play this role, even after the marketing authorisation has been granted.
National Authorisations
If an applicant wishes to obtain a product license in Slovenia only, an application can be made to the JAZMP for a National Authorisation.

2.5.2. Medical devices
JAZMP acts as a competent authority for medical devices of the Republic of Slovenia and performs regulatory and surveillance functions in the entire field of medical devices on the Slovenian market according to the current legislation.
The main processes identified in the field of medical devices are:
· Registering economic operators
· Registering medical devices
· Vigilance of medical devices 
· Clinical investigations of medical devices and performance evaluation studies
· Appointing and assessing work of notified bodies 
· Inspection of medical devices
· Expert counselling
Due to the new EU Medical devices regulation (MDR/IVDR), important changes to national legislation and in the surveillance of medical devices is envisioned. The new IT solution has to be ready for implementation of requirements of national legislation and for the interaction with the new version of European IT System Eudamed. The table shows the link between the identified processes on medical devices in JAZMP and Eudamed electronic systems mentioned in MDR/IVDR.
	Business process/activity
	EUDAMED

	Registering economic operators
	the electronic system on registration of economic operators

	Registering medical devices
Issuing Certificate of free sale 
	the electronic system for registration of devices
the UDI-database

	Vigilance of medical devices 
	the electronic system on vigilance and post-market surveillance

	Clinical investigations of medical devices and performance evaluation studies
	the electronic system on clinical investigations

	Appointing notified bodies (NB) and assessing work of NB
	the electronic system on notified bodies and on certificates referred

	Inspection of medical devices
	the electronic system on market surveillance

	Expert counselling
	



Registering economic operators 
In the process of registering economic operators, JAZMP has to approve the registration process for the manufactures, importers and authorized representatives, distributors, specialised stores retailing medical devices and manufacturers, who produce personalized medical devices with a registered office in the Republic of Slovenia. JAZMP maintains registers of all these economic operators.
For registering manufactures, importers and authorized representatives the interaction with Eudamed is needed (assigning SRS number).
Registering medical devices
JAZMP maintains register of medical devices whereof the manufacturer or his authorised representative has a registered office in the Republic of Slovenia.
Vigilance of medical devices 
JAZMP monitors and resolves vigilance of medical devices.
The majority of the vigilance notifications will be received through Eudamed, others (notifications from medical professionals and users) should be provided via web-based form. Work (resolution) of vigilance cases should be automated including the exchange of data with Eudamed, search and statistical reports.
Clinical investigations of medical devices and performance evaluation studies
Notification from sponsors will be received thru Eudamed. Special requirements of procedures for coordinated clinical investigations of medical devices and performance evaluation studies. Work (resolution) of application should be automated including the exchange of data with Eudamed, search and statistical reports.
Appointing and assessing work of notified bodies 
JAZMP is responsible to appoint notified bodies (NB) in Slovenia and to monitor the performance of NB with following changes to designations and notifications of NB. The monitoring reports will be published in Eudamed. NB is registered in NANDO IT system.
Inspection of medical devices
JAZMP supervises manufacturers or their authorised representatives, and wholesale and retail suppliers of medical devices if they meet the conditions for performing this activity in accordance with current legislation, supervise medical devices put in the market (perform appropriate checks on the conformity characteristics and performance of devices including, where appropriate, a review of documentation and physical or laboratory checks on the basis of adequate samples and also in particular, take account of established principles regarding risk assessment and risk management, vigilance data and complaints). JAZMP also performs other types of control with the purpose of protecting public health and assuring the safety of medical devices in the Republic of Slovenia.
Reports about inspections should be published in Eudamed.
Expert counselling
Expert counselling is provided to clients regarding the delimitation and classification of medical devices, and instructions for use or labelling.

[bookmark: _Toc379283418][bookmark: _Toc514616020][bookmark: _Toc514423193][bookmark: _Toc514577883][bookmark: _Toc514622610][bookmark: _Toc514631706][bookmark: _Toc514672895][bookmark: _Toc514674980][bookmark: _Toc514675218][bookmark: _Toc514677288][bookmark: _Toc514678006][bookmark: _Toc514753631][bookmark: _Toc514760782][bookmark: _Toc514843156][bookmark: _Toc514846558][bookmark: _Toc514852274][bookmark: _Toc514854262][bookmark: _Toc514874494][bookmark: _Toc518630940]Existing IT environment
JAZMP currently maintains 30 virtual and eight physical servers, 4 of the latter are clustered into two failover clusters. Due to the umbrella MS Enterprise Agreement for public administration, the agency predominantly utilizes Microsoft-based solutions. Server operating systems are mostly Windows server 2012 R2 with a growing share of Windows Server 2016. On the side of client operating systems, transition from Windows 7 to Windows 10 is completing. There are about 150 workstations used at the agency, about half of which are laptops, with the share of laptops increasing in the past few years. 
Main infrastructure solutions currently include:
· MS Exchange 2013 
· MS SQL Server 2014
· MS Sharepoint 2016
· MS Hyper-V.
Currently, the agency is beginning a project of phased transition to MS M365 E3 package of solutions, part of which will be a transition to Exchange online and SharePoint online and Azure-based storage for backup solution recovery points. This is due for completion by Q4 2018, with subsequent phases of new solutions introductions following. SCCM and SCOM have recently been implemented and SCVM is planned to be implemented in the second half of 2018. 
Other enterprise solutions of note at the agency are as follows:
· Sophos XG firewall, Sophos Central suite including endpoint protection, web filtering, full disk encryption and Mobile device management and Sophos Email security appliance. Encryption and MDM are being considered for replacement by Azure mobility suite.
· Arcserve UDP for backup and restore
· Symantec enterprise vault for e-mail archiving.
Scheme below represents the current state of information business solutions at JAZMP.

[image: ]


Following is a brief description of business solutions:
· SAOP iCenter is an accounting system for medium enterprises (http://www.icenter.si/)
· Zaslon Telecom EPP (Electronic Office Operations) is a complete documentary system that, due to its compliance with the Slovenian regulations (General Administrative Procedure Act, Decree on the document management by the public administration bodies, etc.), enables simple and transparent management of official and other documents. (http://www.zaslon-telecom.si/produkti/epp/)
· AJPES ePRS, The Slovenian Business Register, is a central database containing information about all business entities involved in a profit or non-profit activity having their principal place of business located on the territory of the Republic of Slovenia, as well as information on their subsidiaries and other divisions of business entities performing business activities in the territory of the Republic of Slovenia. Primary source of information on Slovenian companies. (https://www.ajpes.si/Registers/Slovenian_Business_Register)
· CBZ, Central Database of Medicinal Products, national registry of medicinal products maintained jointly by JAZMP and The Health Insurance Institute of Slovenia. Data feed and feedback loop for eventual control of data (http://www.cbz.si) are established.
· Sigyn MP Pricing, medicinal product pricing solution, maintained jointly by JAZMP and The Health Insurance Institute of Slovenia, accessible only in private network of health care institutions (need for integration not yet determined)
· CTS, Central tracking system, a system shared by EMRN NCAs and maintained by Bfarm. CTS enables Authorities to track state of applications and to collaborate in scope of MRP/DCP marketing authorization applications. 
· Register 2010: A Silverlight based application, residing on RDM based data model for maintaining reference data and several registries, including medicinal product, medical devices and organization data. The project has been abandoned before completion and the application is currently only used for maintenance of reference data and organizations master data.
· Register zdravil: A legacy suite of applications, used for maintenance of medicinal product data.
· Lorenz docuBridge: A suite of solutions, used to manage electronic CTD and NTA documentation. The suite comprises of a review system, technical validation system and a automatic application management system.
It is anticipated that implementation of the CIS solution will substitute the following solutions:  
· Register 2010
· Register zdravil
The scheme below represents planned final state of information business solutions at JAZMP, according to the Program for the Digital Transformation of the Agency. Currently, JAZMP is implementing the following systems:
· E-Delivery
· Inspection information system
· HR system
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[bookmark: _Toc514874495][bookmark: _Toc518630941][bookmark: _Toc514423194][bookmark: _Toc514577884][bookmark: _Toc514616021][bookmark: _Toc514622611][bookmark: _Toc514631707][bookmark: _Toc514672896][bookmark: _Toc514674981][bookmark: _Toc514675219][bookmark: _Toc514677289][bookmark: _Toc514678007][bookmark: _Toc514753632][bookmark: _Toc514760783][bookmark: _Toc514843157][bookmark: _Toc514846559][bookmark: _Toc514852275][bookmark: _Toc514854263]Solution scope and objectives 
JAZMP handles substantial number of cases each year, cases may remain open for several years, dependent on complexity and regulatory issues.
The JAZMP has also identified the requirements to improve existing data architecture in line with EU and international standards (ISO IdMP) and to implement a comprehensive data reporting approach.  
International standards for the exchange of data also play an important role in delivering on the organisations public health and EU regulatory requirements. In this regard, the legacy product database (product/substance database) must be replaced taking account of the new standards for medicinal product information.   
This section outlines the JAZMP’s requirements in relation to the scope of the solution.


Solution scope:
· to provide functionality for the regulatory approval activities for the following divisions:  
· Human Medicinal Product Regulation Division 
· Regulation Division for Human Medicinal Products with Special Authorisation 
· Veterinary Medicinal Products Regulation Division 
· Medical Devices Division 
· to have the ability of customizing the solution for the: 
· Assessment performed by the following division 
· Division for Preclinical and Clinical Assessment of Medicinal Products and Clinical Trials
· Division for Quality Assessment of Medicinal Products
· Veterinary Medicinal Products Regulation Division
· Pharmacovigilance Division
· Monitoring performed by the following division
· Pharmacovigilance Division 
· Medical Devices Division
· Veterinary Medicinal Products Regulation Division
·  Pharmaceutical Inspection Division (blood, cells and tissue) vigilance
· Inspection performed by the following division:
· Pharmaceutical Inspection Division 
· Medicinal Products pricing performed by the following division 
· Division for Pharmacoeconomics, Market Monitoring and HTA


[image: ]
It is expected that integration with the European systems is already integral part of the solution. Specification of the integration with the Slovenian systems (right side of Picture) will be prepared together with the selected provider. It is important that the integration with the National Central database of Medicinal Products and the document system (EPP) is made as soon as possible. 
System Architecture
[bookmark: _Hlk517439240]Tenderers are expected to offer solution in a cloud, based on Software as a Service (SaaS) concept. Currently, JAZMP is beginning a project of phased transition to MS M365 E3 package of solutions, part of which will be usage of Microsoft Azure Cloud services. Though the cloud service provider is of less importance in SaaS concept, Azure Cloud services might be preferred.
In Scope Systems
Submission
· Solution should provide to the JAZMP business partners support for an on-line application submission 
Case management for managing applications and related workflows 
· Transparent, and timely processed cases in a controlled and ad-hock workflow 
· Integration with MS Office 
· Integration with relevant EU systems
Database
· Reference data management
· Master data management
· Registers of legal entities and products
Reporting
· Reports on efficacy  
· Reporting to the stakeholders 

Document management and long-term archiving

Slovenian public institutions are bound with The Act on the Protection of Documentary and Archival Materials and Archives - ZVDAGA. It is a legislation that regulates the document lifecycle.  Although the intention of CIS is not to be the archiving solution it will have to cater the needs of legalisation compliance. JAZMP is using EPP - accredited solution for document management, the integration between EPP and CIS will require a technical as well as regulatory approach that will provide JAZMP a long term document management and archiving capability. 


Integration interfaces
The following lists the key interfaces to people, processes, technology and business areas that the project will need to consider / manage:
European system integration 
	SPOR
	Substance, Product, Organisation and Referential master data 

	CESP 
	European portal for application submission

	eAF[footnoteRef:3] [3:  At the time of writing of the RTF, EAF is considered a stand-alone project. JAZMP is aware of plans for future EAF and CESSP integrations and will consider the exact integration method of the datasets provided by either the EAF or CESSP delivery packages at appropriate time. It is imperative, however, that data provided in the EAF in any form is automatically parsed and transferred to CIS.] 

	Electronic Application Form

	CTS
	Communication & tracking system

	CR 
	Common Repository

	PSUR Repository
	Periodic Safety Update Report Repository

	EudraPharm VET
	Vet medicinal products database

	Eudamed 
	European databank for Medical Devices

	EudraVigilance VET 
	Report and evaluation adverse reactions

	Eudra GMP 
	Good Manufacturing Practice



JAZMP internal system integrations 
	SAOP iCenter (accounting software)
	Accounting software system for medium and large enterprises (http://www.icenter.si/)

	Zaslon Telecom EPP (Electronic Office Operations)

	EPP is a complete documentary system that, due to its compliance with the Slovenian regulations (General Administrative Procedure Act, Decree on the document management by the public administration bodies, etc.), enables simple and transparent management of official and other documents. (http://www.zaslon-telecom.si/produkti/epp/)

	AJPES ePRS, 

	The Slovenian Business Register, is a central database containing information about all business entities involved in a profit or non-profit activity having their principal place of business located on the territory of the Republic of Slovenia, as well as information on their subsidiaries and other divisions of business entities performing business activities in the territory of the Republic of Slovenia. Primary source of information on Slovenian companies. (https://www.ajpes.si/Registers/Slovenian_Business_Register)

	CBZ, Central Database of Medicinal Products

	CBZ is national registry of medicinal products maintained jointly by JAZMP and The Health Insurance Institute of Slovenia. Feed and feedback loop for eventual control of data (http://www.cbz.si)

	Sigyn MP Pricing

	Sigyn MP Pricing medicinal product pricing solution, maintained jointly by JAZMP and The Health Insurance Institute of Slovenia, accessible only in private network of health care institutions (need and extent for integration not yet determined)

	Lorenz docuBridge 
	Lorenz docuBridge: A suite of solutions, used to manage electronic CTD and NTA documentation. The suite comprises of a review system (docuBridge), technical validation system (eValidator) and a automatic application management system (Automator).







[bookmark: _Toc379283410][bookmark: _Toc514423210][bookmark: _Toc514577900][bookmark: _Toc514616037][bookmark: _Toc514622629][bookmark: _Toc514631712][bookmark: _Toc514672901][bookmark: _Toc514674986][bookmark: _Toc514675224][bookmark: _Toc514677294][bookmark: _Toc514678012][bookmark: _Toc514753637][bookmark: _Toc514760788][bookmark: _Toc514843162][bookmark: _Toc514846564][bookmark: _Toc514852276][bookmark: _Toc514854264][bookmark: _Toc514874496][bookmark: _Toc518630942][bookmark: _Hlk509836019]Key Standards
The data structures employed by the CIS are required to be compatible with a number of emerging standards.  
Required standards include:
	Standard name
	Details

	ISO IDMP (Identification of medicinal products)
	IDMP (Identification of Medicinal Product) standard terminology developed by ISO to support the unique identification of medicinal products. It encompasses data elements and structures for unique identification and exchange of regulated medicinal product information.

	MDM SPOR 
	EMA is delivering four SPOR data management services for the centralised management of master data that comply with the ISO IDMP standards. The aim is to facilitate the reliable exchange of medicinal product information in a robust and consistent manner.

	WHO International Non-Proprietary Names (INNs) 
	International Non-Proprietary Names (INNs) from World Health Organisation (WHO) facilitate the identification of pharmaceutical substances or active pharmaceutical ingredients. Each INN is a unique name that is globally recognized and is public property. A non-proprietary name is also known as a generic name.

	EDQM Standard Terms
	The Standard Terms database contains terms and definitions to describe pharmaceutical dose forms, routes and methods of administration, containers, closures, administration devices and units of presentation.

	Electronic Common Technical Document (eCTD)
	The eCTD is defined as an interface for industry to agency transfer of regulatory information while at the same time taking into consideration the facilitation of the creation, review, lifecycle management and archival of the electronic submission.

	Anatomical Therapeutic Chemical (ATC) Classification system
	This is a WHO classification system which divides active substances into different groups according to the organ or system on which they act and their therapeutic, pharmacological and chemical properties.
It is a tool for exchanging and comparing data on drug use in human medicine at international, national or local levels.

	Anatomical Therapeutic Chemical Classification system for veterinary products (ATCvet)
	The ATCvet system for classification of veterinary medicines is based on the same overall principles as the ATC system for substances used in human medicine.
The ATCvet system is a tool for exchanging and comparing data on drug use in veterinary medicine at international, national or local levels.



[bookmark: _Toc514852277]
[bookmark: _Toc514854265][bookmark: _Toc514874497][bookmark: _Toc518630943]Requirements for tenderers
Please complete all sections below, indicating capability to deliver the functionality.

[bookmark: _Toc514423205][bookmark: _Toc514577895][bookmark: _Toc514616032][bookmark: _Toc514622624][bookmark: _Toc514631710][bookmark: _Toc514852278][bookmark: _Toc514854266][bookmark: _Toc514874498][bookmark: _Toc518630944]JAZMP regulatory processes 
Please complete the requirements in the Appendix A in all sections in the tables, indicating with:
· “T”-  template available 
· [bookmark: _Hlk518021159]“C”-  customization needed  
· [bookmark: _Toc514423215][bookmark: _Toc514577905][bookmark: _Toc514616042][bookmark: _Toc514622634][bookmark: _Toc514631713][bookmark: _Toc514672902][bookmark: _Toc514674987][bookmark: _Toc514675225][bookmark: _Toc514677295][bookmark: _Toc514678013][bookmark: _Toc514753638][bookmark: _Toc514760789][bookmark: _Toc514843163][bookmark: _Toc514846565][bookmark: _Toc514852279][bookmark: _Toc514854267][bookmark: _Toc514874499]“N”-   Not available  
[bookmark: _Toc518630945]Integration requirements
Please complete table by stating the solution provides the integration with the European system. 
· “Y”-  Yes, the integration is included in the solution  
· “N”-  No the integration is not included in the solution 
·  Under comment please provide the information you would like to add to the request

[bookmark: _Toc514672903][bookmark: _Toc514674988][bookmark: _Toc514675226][bookmark: _Toc514677296][bookmark: _Toc514678014][bookmark: _Toc514753639][bookmark: _Toc514760790][bookmark: _Toc514843164][bookmark: _Toc514846566][bookmark: _Toc514852280][bookmark: _Toc514854268][bookmark: _Toc514874500][bookmark: _Toc518630946]European system integration

	No.
	European system
	Out of the box 
	Comment 

	1. 
	SPOR
	
	

	2. 
	CESP 
	
	

	3. 
	eAF[footnoteRef:4] [4:  At the time of writing of the RTF, EAF is considered a stand-alone project. JAZMP is aware of plans for future EAF and CESSP integrations and will consider the exact integration method of the datasets provided by either the EAF or CESSP delivery packages at appropriate time. It is imperative, however, that data provided in the EAF in any form is automatically parsed and transferred to CIS.] 

	
	

	4. 
	CTS
	
	

	5. 
	CR 
	
	

	6. 
	PSUR Repository
	
	

	7. 
	EudraPharm VET
	
	

	8. 
	Eudamed
	
	

	9. 
	EudraVigilance 
	
	

	10. 
	Eudra GMP 
	
	


[bookmark: _Toc514672904][bookmark: _Toc514674989][bookmark: _Toc514675227][bookmark: _Toc514677297][bookmark: _Toc514678015][bookmark: _Toc514753640][bookmark: _Toc514760791][bookmark: _Toc514843165][bookmark: _Toc514846567][bookmark: _Toc514852281][bookmark: _Toc514854269][bookmark: _Hlk507680429]
[bookmark: _Toc514874501][bookmark: _Toc518630947]Integration with the JAZMP solutions 
Please complete table by confirming readiness to address the specific integration requirement.  
· “Y”-  Yes, an offer to carry out the services will be provided upon addition technical specification is shared 
· “N”-  No 

	No.
	JAZMP solution
	Customized integration  
	Comment 

	11. 
	SAOP iCenter (Accounting Software)
	
	

	12. 
	Zaslon Telecom EPP (Electronic Office Operations)
	
	

	13. 
	AJPES ePRS
	
	

	14. 
	CBZ, Central Database of Medicinal Products
	
	

	15. 
	Sigyn MP Pricing
	
	

	16. 
	LORENZ Automator Dosser Document Repository
	
	


[bookmark: _Toc514622716][bookmark: _Toc514631795][bookmark: _Toc514672914][bookmark: _Toc514674999][bookmark: _Toc514675237][bookmark: _Toc514677307][bookmark: _Toc514678025][bookmark: _Toc514753650][bookmark: _Toc514760801][bookmark: _Toc514843175][bookmark: _Toc514846577]

[bookmark: _Toc514852282][bookmark: _Toc514854270][bookmark: _Toc514874502][bookmark: _Toc518630948]Solution descripton 
[bookmark: _Hlk517439190]Tenderers are required to provide a solution documentation reflecting the architecture, functionality and possible additions to bid. 
[bookmark: _Toc518630949]Demostration requirement 
During the competitive dialogue tenderers will be required to demonstrate the offered solution. Although each sector will provide a scenario requirement, it is expected the demonstration is adjusted to the readiness of the solution. Preferably the demonstration is a life usage of the proposed solution, however the explanation of what cannot be demonstrated would be accepted.
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