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[bookmark: _Toc337466288]Introduction
Pursuant to Decree #01-254/o of the Minister of Labor, Health and Social Affairs of Georgia a working group was established to develop e-health modules. The group studied the functional  of relevant e-health modules and determined their compliance with the current business procedures.

Among the recommendations developed by the working group we should stress general principles that are crucial for introduction and implementation of the e-health system and specific recommendations for certain modules.  


[bookmark: _Toc337466289]I. General Principles
1. A by-law will be drafted to ensure implementation of the e-health system. It will determine and regulate general aspects of all HMIS modules such as: 
· Essence of the e-health system – the purpose and components of the system.
· Peculiarities of system functioning and management – determination of standards for system management and security and relevant responsibilities.
· [bookmark: _GoBack]Users – general rights and responsibilities of system users.
· Information security – aspects of information security. Issues related to publicity of information need to be regulated that will ensure protection of user data (personal data, commercial confidentiality, etc.).
· Electronic documents – replacement of paper documents with electronic versions pursuant to the effective law. Introduction of the electronic system that ensures centralized registration will prevent the use of paper documents of strict registration such as: different types of licenses, certificates, permits, etc.
· Digital and electronic signatures – introduction of electronic and digital signatures in accordance with the effective law to ensure proper functioning of the healthcare information systems.
· Principle of unified source of information – it means that the system will receive information automatically from other competent information systems. The information will be saved in the system in not-editable format. Only the system providing the information will be responsible for its accuracy. E.g.,  the information on legal entities (name, identification code, etc.) received from the Register of Entrepreneurs will be saved in the system unchanged. If required, changes will be made to the system of the Register of Entrepreneurs that is the unique responsible source responsible for registration of the information.  After the change made to the register automatic synchronization between the systems will take place.
The above-mentioned general principles can be defined more pricisely according to specific peculiarities of the e-health system.

Legal side:
The above-mentioned issues can be regulated and stipulated by one statutory act. It will facilitate codification, though the entire regulatory subordinate legislation regulating the healthcare field, including the statutory acts that were not discussed in the previous document (due to the fact that the recommendations did not require amendments to these acts), should be revised. Almost all legislative acts need to be amended, e.g.:   
· Decree #108/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of the Procedure of Processing In-patient Medical Records in Healthcare Facilities as of March 19, 2009; 
· Decree #198 of the Minister of Labor, Health and Social Affairs of Georgia on Rules of Medical Record Keeping in Healthcare Facilities as of July 17, 2002 (according to the Code); according to “Sakanonmdeblo Macne” it can be found as Decree #198/n of the Minister of Labor, Health and Social Affairs of Georgia on the Rules of Medical Record Keeping ??? as of July 5, 2002 , etc.

2. We should highlight the following issues included in the general recommendations: interaction and overlap (duplicated and parallel procedures) between e-health modules and electronic document-flow system (Doc flow) in the MoHLSA. Two problem solving approaches have been recommended: 
a) technical solution – establish relations between the two systems that will ensure data exchange and synchronization;
b) legal solution – relevant regulations will separate document-flow procedures so that a document (act) registered in e-health modules will not need to be registered additionally in the Doc flow.
Priority is given to the first option, though if it does not work we will have to develop general legislative regulations to avoid parallel and duplicated procedures.  

Legal side:
Amendments should be made at the level of subordinate legislation: 
- Resolution #64 of the Government of Georgia on Approval of Minimum Standards for eDocument in Treasury (Budget) Offices as of February 21, 2012;
- Decree #01-8/o of the Minister of Labor, Health and Social Affairs of Georgia on Introduction of Electronic Document-Flow System and Use of Electronic Signature in the Ministry of Labor, Health and Social Affairs of Georgia and its Affiliated Bodies as of January 10, 2012.


[bookmark: _Toc337466290]II.  Specific Recommendations for Modules 
1. [bookmark: _Toc337466291]Pharmacy Module (Pharmacy Database, Drug Registry)
[bookmark: _Toc337466292]a) Pharmacy Registration  
Functional of the Pharmacy Module – the Pharmacy Registration represents one register that combines data concerning pharmaceutical companies and the countrywide pharmacy network. It includes complete data concerning permits and notifications for every pharmacy.  Information systems within and beyond e-health system will use the information to identify/validate pharmacies and their network.
The User/Access Level Management Module defines user roles for the use of register of pharmacies, system access levels and levels of information exchange and search.  Please, find below a list of roles:
1. Technical Administrator – his/her responsibility is to ensure proper functioning of web portal and database respective to the register of pharmacies and also web services, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information  - the user  enters (or corrects registered data of) pharmacies and their network.  His/her responsibility is also to fill out all the necessary details of pharmaceutical companies and affiliated pharmacies, such as name, identification number, registration and physical address, etc.   
3. Inspector – the user who regularly inspects a pharmaceutical company or affiliated pharmacies.  Correspondingly, he/she has all tools and access levels for inspection of pharmaceutical companies/pharmacies and registration of the results.
4. Analyst – the user who can generate analytical and summary reports using tools included in the analyst interface and based on information collected within the frameworks of the module. E.g., the analyst will easily receive information on any affiliated pharmacy subject to permit, group pharmacies by geographic criteria and make different kinds of analysis using flexible filters.
5.  Viewer – any individual or interested person can access the register of pharmacies i.e. obtain/view public information concerning pharmaceutical facilities and their networks. He/she just needs to visit the pharmacy portal.



· Recommendations for pharmacy registration sub-module:
1. Information on the register of pharmacies and pharmaceuticals can be found on the official website of the State Regulation Agency for Medical Activities (Rama.Moh.gov.ge). Due to the fact that the module is a part of more refined and multifunctional system (data entry, processing and systematization is much more simplified process in the system), it was considered reasonable to post the above-mentioned data on the e-health portal.

Legal side:
Changing portal requires technical, not legislative changes.  

2. The issue of dispensing drugs by hospital pharmacies instead of police stations was put on the agenda in order to improve palliative patient access to narcotic drugs.  Due to the fact that the concept – “hospital pharmacy” is not stipulated under effective laws this information is missing in the register of pharmacies.  In order to eradicate this flaw before starting pharmaceutical activity it is recommended to add a column – “Pharamcy on the Territory of Hospital”, “Hospital Pharmacy”-  in the application form.   It is a technical change though it will significantly improve access to statistical data.

Legal side:
Dispensing narcotic drugs by hospital pharmacy:  we should define what we mean by a hospital pharmacy. It can be regulated at the level of subordinate legislation: 
· Resolution #176 of the Government of Georgia on Approval of Regulations of Clinical Study of Pharmacological Agents, Pharmaceutical Production, Authorized Pharmacy and Terms and Conditions for Issuing Import or Export Permits for Medicines Subject to Special Control as of October 14, 2005;
· Decree #01-20/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Forms of Permit Certificates for Clinical Study of Pharmacological Agents, Pharmaceutical Production and Authorized Pharmacy as of April 11, 2012;
· Decree #157/n of the Minister of Labor, health and Social Affairs of Georgia on Approval of Instruction for Provision of Palliative Care to Persons with Chronic Incurable Diseases as of July 10, 2008.

3. Due to different classification of pharmaceutical facilities caused by amendments made to the Law of Georgia on Licensces and Permits in different time periods the following types of facilities are aggregated in the pharmacy database: pharmaceutical database,  pharmaceutical production, 1st group pharmacy, 2nd group pharmacy, 3rd group pharmacy, branch of pharmacy, pharmacy station, authorized pharmacy, specialized point of sale and retail point of sale. The typological variety complicates the systematization process. In order to ensure proper functioning of the information systems and better registration of pharmaceutical facilities, it is recommended to compare all the above-mentioned facilities with the ones envisaged by effective laws, particularly with authorized pharmacy, specialized point of sale and retail point of sale and determine compliance among them. A statutory act should be drafted that will  stipulate compliance of the typology of the above-mentioned pharmacies with the functioning ones.

Legal side:
The law regulated this issue. The topics which were left unregulated may be specified by the notification procedure
· Decree #338/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of the Form and Procedure for Sending Notification of Commencement and Completion of Wholesale and Retail by the Seller of Pharmaceuticals to the State Regulation Agency for Medical Activities as of October 20, 2009.

4. The Law of Georgia on Licenses and Permits envisages issuing permits for an unlimited time period. Due to this fact there are such facilities in the pharmacy database that actually do not function. In order to ensure proper functioning of the information system those who have received pharmacy permits up to now should be registered. There are the following options to resolve this issue:   
a) Make it mandatory for all pharmacies to go through the standard authorization procedure on a special website within the time limit.
Disadvantages of the method:
· The authorization does not guarantee actual functioning of the pharmacy.
· The authorization will be only voluntary due to the fact that permits are issued for an unlimited time period and the law does not impose any additional responsibilities on permit holders. In order to make the authorization mandatory additional regulations should be adopted. 

Advantages of the method:
· It is cost-effective 
· It is doable with limited time
b) Ensure that on-site inspections of pharamcies are conducted by authorized personnel. 
Disadvantages of the method:
· It is not cost-effective (it requires many expenses)
· It a prolonged process
Advantages of the method:
· It ensures maximum accuracy
c) Compare the information with the data of the tax authorities. Those pharmacies will be considered as operating if annual financial declarations submitted by them show that they have implemented economic activities. 
Disadvantages of the method:
· It requires additional regulations for determining access levels to taxpayer information
· Zero balance in the financial declaration does not definitely mean that the pharmacy is not functioning (it may happen very seldom)  
Advantages of the method:
· It is cost-effective 
· It is doable with limited time
· It ensures near maximum accuracy
The above-mentioned methods can be used in combination to achieve the objective. If the revision reveals pharmacies that are not functioning, passive status will be assigned to them, though we have to determine the legal consequences of assigning such status.
  
Legal side:
The change can be reflected on the amendment to permit conditions: 
- Resolution #385 of the Government of Georgia on Approval of Regulations on Terms and Conditions for Issuing Medical Activity Licenses and Hospital Permits as of December 17, 2010;
- This issue can be regulated as a result of consultations with the tax authority, through access to its databases. The issues such as what type of information we want to receive and in what format can be legally regulated. 


[bookmark: _Toc337466293]b) National Drug Registry 
      The drug registry aggregates the information on registration date, dosage, manufacturer, packaging and labelling and other important details of pharmaceuticals registered in Georgia.  Information on changes to registered products and imported pharmaceuticals is entered in chronological order. This registry is an important source for identification of pharmaceuticals and checking other important details of the products.  
      The module ensures real-time data exchange within the healthcare management information system and with other information systems.  Due to this fact it is important to have relations with the customs control bodies. It will ensure real-time data receipt while implementing customs procedures for importing pharmaceuticals. 
The User/Access Level Management Module defines user roles for the use of drug registry.  Please, find below a list of roles:
1. Technical Administrator – his/her responsibility is to ensure proper functioning of web portal and database respective to the drug registry and also web services, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information - the user has full access to enter corresponding information into the database of the register. It means that the user registers (or makes changes to registered data) new drugs (or drugs in the market) in the drug database. Detailed data concerning each drug (identification number is automatically generated, its manufacturer, pharmacological and therapeutic group, form, dosage, method of administration, etc. are entered) is entered into the registry. All historical changes are registered in chronological order. 
3. Analyst – the user who can generate analytical and summary reports using tools included in the analyst interface and based on information collected within the frameworks of the module. E.g., the analyst will easily obtain data on drugs and their details and find  information on changes made to drug registration details using flexible filters.
4. Viewer – any individual or interested person can access the drug registry i.e. obtain/view public information concerning all drugs. He/she just needs to visit the drug registry portal.
5. Services – Both, internal and external information systems will have access (in view mode) to the drug database. When there is a sanctioned demand (i.e. the party requesting access to the information has signed up for service role) the drug registry will allow access to the information through corresponding web services (e.g. very often drugs are identified and found through web services).  

· Recommendations for the National Drug registry sub-module:
1. It is very crucial to introduce, implement and administer National Drug Code (NDC).  It is unique product identifier  that consists of two segments. The first segment of NDC totally coincides with the drug registration number that will be  automatically generated by the system (unlike current procedures). The second segment identifies series (information on the number of series and validity period) that will facilitate batch search in the distribution network.   
The second segment (series) of NDC changes. In case of import it is registered in the system by the Customs Department (automatic procedure) after the batch of drugs is allowed to the territory of Georgia. 
As for locally manufactured pharmaceuticals, we need additional regulations that will impose the responsibility on local manufacturers to assign serial numbers to all batches and post them on the web portal following standard procedures. 

Legal side:
Option 1. In case of import the above-mentioned can be ensured by the Revenue Service that should be envisaged under the relevant Government act. 
· Resolution of the Government of Georgia on Activities to Ensure Finding of Pharmaceuticals  as of October 22, 2009
For local manufacturers the responsibility may be included in the permit conditions.
· Resolution #176 of the Government of Georgia on Approval of Regulations of Clinical Study of Pharmacological Agents, Pharmaceutical Production, Authorized Pharmacy and Terms and Conditions for Issuing Import or Export Permits for Medicines Subject to Special Control as of October 14, 2005;
Option 2. Penalties for violating this norm should be stipulated under the Law of Georgia on Drugs and Pharmaceutical Activity and Administrative Code.  
2. Data of the departmental drug registry needs to be reviewed  due to the fact that users are often interested in receiving data on a manufacturing company, pharmaceutical products group, etc. It should be noted that such amendments may not be compatible with the law that will make it difficult to make changes. 
Legal side:
· Amendments should be made to the Law on Drugs and Pharmaceutical Activity;
· Decree #328/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Procedure and Format of Keeping Departmental Drug Registry as of October 13, 2009;
· Decree #269/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Forms of Registration Certificates for Drugs, Registration Certificates and Permit Certificates for Clinical Study of Pharmacological Agents as of October 16, 2006 should be revised.

3. The issue of uploading drug annotations and make them public was put on the agenda.  The regulatory body should be able to correct technical flaws in translations. It also refers to the recognition regime. Electronic (digital) annotations should be presented.  It is recommended to determine responsibility for correction of annotations made by the State Regulation Agency for Medical Activities under the statutory act to which these types of amendments will be made.   

Legal side:
   The issue can be regulated by the Decree of the Minister, e.g.:
· Decree #325/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Procedure for Presenting Drug Annotation in Case of Initial Introduction of Pharmaceuticals under the Recognition and National Regimes of State Registration of Drugs on the Georgian Market and Also Differently Packed and Labelled  Drugs Already Allowed at the Georgian Market as of October 13, 2009;
· [bookmark: part_11]Decree #01-64/n of the Minister of Labor, Health and Social Affairs of Georgia on Establishment of LLPL State Regulation Agency for Medical Activities and its Charter as of December 28, 2011. 


2. [bookmark: _Toc337466294]Portal for Healthcare Facilities and Pharmacies
The portal for healthcare facilities and pharmacies is a public website where any citizen or interested person can find data concerning healthcare providers, medical services, service fees, drugs in the pharmacy network and their prices. Pharmacies and healthcare providers will be able to post information on drugs, services, medical staff and different services on the so called Cloud. This source will provide all interested parties with detailed information.
Please, find below a list of roles for this module: 
1. Technical Administrator – his/her responsibility is to ensure proper functioning of website and databases corresponding to information portal and also web services, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information – the healthcare information portal includes sub-roles related to posting different types of information. 
(a) Pharmaceutical companies will have access to the portal to post information on pharmaceutical companies, their networks, drugs in the network and drug prices.
(b) Healthcare facilities will have access to the portal to post information on medical companies, healthcare facilities network, medical services provided by them (with service fees) and staff (doctors and nurses). 
3. Analyst – the user can generate analytical and summary reports using tools included in the analyst interface and based on information collected within the frameworks of the module. E.g., the analyst will easily obtain data on geographic distribution of different profile healthcare facilities using flexible filters. Statistical reports will be generated on certified and practicing physicians. Important statistical data will also be obtained in the pharmaceutical area; e.g., data on drug supply in the country for the moment; it is also possible to track price decrease or increase, etc. 
4. Viewer – any individual or interested person who visits the portal can be considered as a viewer. The viewer can obtain detailed and aggregated information on healthcare facilities (including head offices), medical services provided by them, their staff, pharmacies (including pharmaceutical companies) and drugs (including prices) through the portal. 
5. Services – all the operations determined under the role of “User Responsible for Entering Information” are performed as services. The parties involved in the healthcare portal can automatize the process of posting information on the portal through services. Different information systems will have access (in view mode) to information on healthcare facilities, medical staff and pharmacies (including relevant medicines).

· Recommendations for to the portal for healthcare facilities and pharmacies:
1. It is recommended to post information on pharmaceutical companies, their pharmacy networks, drugs in the network and their prices, healthcare providers, services provided by them, medical staff (doctors and nurses) on the portal, though the facilities, frequency of posting and volume of the information should be determined.
2. We have to decide how we will treat the healthcare providers (e.g. therapeutic facilities, dental care providers, etc.) which are beyond regulation now. The law may envisage a new regulation mechanism – “registration” that will ensure a complete picture of healtchare providers in the country.  
3. All authorized persons must be responsible for timely posting of information and accuracy and reliability of the data registered by them.  The bodies that will supervise fulfillment of commitments taken by the authorized persons and the form of supervision should be determined. 
4. It is recommended to determine whether only urban service providers or also rural doctors will assume the responsibility. If the responsibility for posting the informaiton will be related to financial responsibility the issue should be resolved step by step taking into account difficulty to introduce and implement the electronic system in rural areas.  

Legal side:
Legislative changes should be made to: 
- Law on Drugs and Pharmaceutical Activity 
- Law on Health Care 
- Administrative Code
Governmental Resolutions and Decrees of the Minister: 
- Resolution #385 of the Government of Georgia on Approval of Regulations on Terms and Conditions for Issuing Medical Activity Licenses and Hospital Permits as of December 17, 2010;
- Resolution #176 of the Government of Georgia on Approval of Regulations of Clinical Study of Pharmacological Agents, Pharmaceutical Production, Authorized Pharmacy and Terms and Conditions for Issuing Import or Export Permits for Medicines Subject to Special Control as of October 14, 2005;
- Decree #269/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Forms of Registration Certificates for Drugs, Registration Certificates and Permit Certificates for Clinical Study of Pharmacological Agents as of October 16, 2006; 
- Decree #01-20/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Forms of Permit Certificates for Clinical Study of Pharmacological Agents, Pharmaceutical Production and Authorized Pharmacy as of April 11, 2012;
- Joint Decree #01-12/n #82 of the Minister of Labor, Health and Social Affairs of Georgia  and the Minister of Finance of Georgia as of March 14, 2012;
- Decree on Approval of Forms of Import and Export Permit Certificates for Medicines Subject to Special Control, Preliminary Agreement and Procedures for Issuing Them;
-  Decree #420/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Forms of Permit Certificate for In-patient Facilities and Attachment to Permit Certificate as of December 21, 2010;
- Decree #01-51/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of the Procedure of the Exercise of Selective Control over Implementation of Licensing and Permitting Requirements and Technical Regulations for Medical Activities Associated with High Risk as of November 9, 2011;
- Decree #387/n of the Minister of Labor, Health and Social Affairs of Georgia on Determination of Sanitation and Hygiene/ Technical Conditions of Pharmacy and (Specialized Point of Sale) and Retail Point of Sale as of November 24, 2009; 
- Decree #121/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of the Procedure for the Use of Forms of Strict Registration by the Ministry of Labor, Health and Social Affairs of Georgia, Agencies Within the Jurisdiction of the Ministry and Legal Entities of Public Law Under Its Control and Recording and Reporting as of April 26, 2006;
- Decree #669 of the Minister of Finance of Georgia on Approval of the List of Forms of Strict Registration, Procedure for Registration of Forms of Strict Registration  and the Form of Registration Book of Forms of Strict Registration as of August 2, 2005.   

3. [bookmark: _Toc337466295]E-prescribing System
The E-Prescribing Module represents the common information system of prescriptions issued by service providers envisaged under the law. It allows prescription monitoring according to patients, doctors in charge and pharmacies. 
Please, find below a list of roles for this module: 
1. Technical Administrator – his/her responsibility is to ensure proper functioning of website and databases corresponding to e-prescribing and also web services, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information – the e-prescribing includes sub-roles related to posting different types of information. 
(a) Role of doctor – one of the duties of a doctor is to administer (prescribe) medicine to the patient related to diagnosis and also give the right to the pharmacist to change the prescription. The prescription form 1 is sent to the user who has the role of a chief doctor.
(b) Role of chief doctor (or other head) – one of the duties of a chief doctor is to revise and approve the sent prescription. The prescription form 1 must be approved by the chief doctor.
(c) Role of pharmacist – one of the duties of a pharmacist is to dispense prescription (approved prescription, if applicable) medicines after identification of the patient.  The user can change the prescription if this right is granted by the doctor who has administered the drug. If required, the flexible pharmacist interface will enable the pharmacist to dispense some prescription drugs in order the patient could get other drugs in another pharmacy. 
3. Analyst – the user can generate analytical and summary reports using tools included in the analyst interface and based on information collected within the frameworks of the module. E.g., the analyst will easily obtain statistics of prescription using flexible filters at the following levels: the doctor or facility that prescribed the medicine and also the pharmacy dispensing the medicine. 
4. Viewer – any individual or interested person (patient) who can view, search and print his/her own prescription history after authorization.
5. Services – all the operations under the role of person responsible for e-prescribing are performed as electronic services. The parties involved in the system can automatize the operations under their roles. 
· Recommendations for E-prescription Module:
1. The current forms of prescription should be modified together with introduction of E-Prescribing Module. One of the ways of modification is to enter data of the trustee (patient’s parent/guardian) into the prescription form. This change could facilitate the prescription flow. 

     Legal side:
 Legislative changes should be made in order to resolve the above-mentioned issue. It is                 recommended to make amendments to the following decrees of the Minister of Labor, Health and Social Affairs of Georgia:
· Decree #01-34/n on Approval of Prescription Drug List as of June 15, 2011;
· Decree #01-9/n on Approval of Prescription Instructions and Sample Prescription (Form #3) as of March 11, 2011;
· Decree #465/o on Approval of Prescription Forms for Substances Subject to Special Control, Drugs Made from These Substance, Combined Medicines That Contain the Substances, Temporal Rules for Their Administration and Prescription as of November 29, 1999;
·  Decree #53/n on Approval of the List of Drugs Covered by Health Insurance  Plans and Format of  Prescription   Under the Government-funded Health Insurance Programs as of February 26, 2010;
· Decree  #221/n on Approval of the Form of Document That Proves Dispensing of Narcotic Drugs by the Pharmacy and the Dispensing Procedure as of September 30, 2003.
· 

[bookmark: _Toc337466296]4-5.  Regulation Modules (Licensing/Permits and Certification) 
The purposes of the Regulation Module (Licensing/Permits and Certification) are to register and control healthcare facilities (their unions/networks) and medical staff (doctors and middle-level medical personnel in the future). The register will be created with the help of this module where detailed information on healthcare providers and affiliated facilities (such as licenses for healthcare facilities, permits, notifications, issue dates, geographic distribution, etc.)  will be aggregated.   The Regulation Module (Certification) will enable users to receive information on potential, active and passive medical staff, their certificates and specialties. The regulation modules will provide comprehensive information on existing healthcare facilities and medical personnel. 
The module will also ensure chronological registration of historical changes to data related to healthcare facilities and doctors.
Please, find below a list of roles for the regulation modules: 
1. Technical Administrator – his/her responsibility is to ensure proper functioning of website and databases corresponding to modules of the Regulation Agency and also web services, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information - the user has full access to enter information into the database of registers. It means that the user registers (or makes changes to the data concerning) new (or existing) healthcare facilities and medical staff in the relevant database. 
3. Analyst – the user who can generate analytical and summary reports using tools included in the analyst interface and based on collected information. E.g., the analyst will easily obtain data on geographic distribution of healthcare facilities and statistical reports will be simply generated on certified practicing physicians according to different profiles, etc.
4. Viewer – any individual or interested person can access the regulation modules i.e. obtain/view public information concerning doctors and healthcare facilities registered in Georgia. He/she just needs to visit the relevant portal.
5. Services – Both, internal and external information systems will have access (in view mode) to information on healthcare facilities and doctors. Healthcare facilities will be identified and necessary (public) information will be obtained under this role, etc.  


· Recommendations for Certification Module:
1. The central registration system does not require the use of certificates as documents of strict registration.
2. We have to choose between hard copies or soft copies of certificates. The soft copy will be sent to the certificate holder who will be able to print it out any time.   

Legal side:
Replacing hard copies of certificates with electronic certificates will require the amendments to the following laws and decrees:
· The Law on Medical Activities (pursuant to this law a certificate is a document of strict registration, etc.);
· Decree #312/n of the Minister of Labor, health and Social Affairs of Georgia on Approval of the Form of Sub-specialty Certificate  - Document Confirming the Right to Independent Medical Activity in Sub-specialty as of December 31, 2008;
· Decree #310/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of the Form of State Certificate as of December 31, 2008;
· Decree #389/n of the Minister of Labor, health and Social Affairs of Georgia on Approval of the Form of Provisional Medical Activity Certificate for Foreign Specialists; 
· Decree #669 of the Minister of Finance of Georgia on Approval of the List of Forms of Strict Registration, Procedure for Registration of Forms of Strict Registration  and the Form of Registration Book of Forms of Strict Registration as of August 2, 2005
· [bookmark: OLE_LINK2][bookmark: OLE_LINK3]Decree #311/n of the Minister of Labor, health and Social Affairs of Georgia on Approval of the Form of State Post-diploma Certificate (Certificate of Professional Training), Certificate of Integrated Residency and Post-diploma Education (Professional Training) Alternative to Residency as of December 31, 2008;
· Decree #122/n of the Minister of Labor, Health and Social Affairs of Georgia on Establishment of Professional Development Council under the Ministry of Labor, health and Social Affairs of Georgia and Approval of Its Charter as of May 16, 2008 should be revised.


· Recommendations for the Licensing Module:
1. We have to decide whether the healthcare (out-patient care) providers will be registered that are beyond regulation today.
2. It is recommended to determine the form of provision of information on internal medicine services (e.g.: cardiologic, neurologic, angiological, etc.) and surgical services (e.g.: cardio surgical,    traumatologic/orthopedic, plastic, thoracoabdominal, etc.) rendered by persons who have permits for hospital facilities. It will provide us with the information on all services rendered countrywide that represents important data for the healthcare system. (Pursuant to the effective law there are 14 permits for inpatient activities). 
3. We should decide if we need to ensure compliance of typology of healthcare facilities with the international nomenclature.
Implementation of the above-mentioned recommendations requires legislative changes that will ensure coverage of all healthcare facilities countrywide. The system will benefit from it in terms of statistics, systematization, service planning and proper implementation of referral.  Such changes will facilitate proper functioning of the system.

Legal side:
Amendments should be made to:
· Law on Health Care;
· Administrative Code;
· Law on Control of Entrepreneurial Activity (if medical activity associated with high risk does not include out-patient care;
· Resolution of the Government of Georgia (#359, November 22, 2010) on Approval of Technical Regulations for Medical Activities Associated with High Risk;
·    Resolution #385 of the Governmet of Georgia on Approval of Regulations on Terms and Conditions for Issuing Medical Activity Licenses and Hospital Permits as of December 17, 2010;
· Decree of the Minister of Labor, Health and Social Affairs of Georgia (#398/n, December 7, 2010) on Approval of the Form and Rule of  Mandatory Notification for Providers Rendering Medical Services Associated with High Risk in Out-patient/Daytime In-patient Settings  and the Procedure for Keeping  Register”;
· Decree #01-51/n of the Minister of Labor, Health and Social Affairs of Georgia on Approval of the Procedure of the Exercise of Selective Control over Implementation of Licensing and Permitting Requirements and Technical Regulations for Medical Activities Associated with High Risk as of November 9, 2011;
· Decree #01-21 of the Minister of Labor, Health and Social Affairs of Georgia on Approval of the Form and Design of Informational Banner with Rights Granted to Beneficiaries Covered by Government-funded and Municipal Health Insurance Programs to Be Hanged in High Visible Locations in Relevant Healthcare Facilities Places That as of April 23, 2012.

Case Registration Module
The Case Registration Module represents a part of the Healthcare Management Informaiton System (HMIS). The purpose of the module is to ensure electronic registration of medical cases as a result of which interested parties react accordingly.  
The module ensures registration of two types of cases:  
1. Registration of all in-patient cases at the national level that will enable taxpayers (government and non-governmental structures) timely react to the case, i.e. conduct inspection or other types of examination. Moreover, this module will enable hospitals to submit electronic reports on in-patient cases (right now hard copy reports are submitted) and ensure monitoring of hospital load. 
2. Reporting cases subject to notification will enable the public health network to react to cases timely in order to reduce the risk of further disease dissemination and perform epidemiological supervision function. Today this function is performed by phone calls, hard copies or electronically.  
Please, find below a list of roles for this module: 
1. Technical Administrator – his/her responsibility is to ensure proper functioning of the system and database, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information - the user who enters information related to medical cases into the system. 
3. Inspector – the user who registers case monitoring results. 
4. Analyst – the user who can generate analytical and summary reports using tools included in the analyst interface and based on information collected within the frameworks of the module. 
5. Viewer – the person who can view the data stored in the system in non-editable mode. 
6. Services – all the operations determined under the role of “User Responsible for Entering Information” are performed as electronic services. The parties involved in the system can automatize operations under their roles. 




· Recommendations for the Case Registration Module:
1. Amendments should be made to Resolution #385 of the Government of Georgia on Approval of Regulations on Terms and Conditions for Issuing Medical Activity Licenses and Hospital Permits as of December 17, 2010 in order to improve hospital case registration. 


7. [bookmark: _Toc337466297]Beneficiary Registration Module
The purposes of the Beneficiary Registration Module is to register and manage beneficiaries in the healthcare system. The module ensures distribution of beneficiaries i.e. formation of contingency for primary and other healthcare providers. The principle of service provision is continuous patient surveillance (e.g. psychiatric out-patient care).   The Beneficiary Registration Module  facilitates administration of government-funded programs, prevents duplication of beneficiaries and ensures generation of analytic reports within the scope of PHC.   The module is especially crucial for monitoring the immunization program as it ensures continuous registration of the contingency (children aged 0-14 years) subject to immunization in order to monitor immunizations.  Due to the fact that the module enables users to prevent duplication of beneficiaries it also excludes duplication of per capita  payments i.e. prevents double financing for payers. 
Please, find below a list of roles for this module: 
1. Technical Administrator – his/her responsibility is to ensure proper functioning of the system and database, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information - the user who registers beneficiaries in the system or edits data concerning the registered beneficiaries. 
3. Analyst – the user who can generate analytical and summary reports using tools included in the analyst interface and based on informationcollected within the frameworks of the module. 
4. Viewer – the person who can view the data stored in the system in non-editable mode. 
6. Services – all the operations determined under the role of “User Responsible for Entering Information” are performed as electronic services. The parties involved in the system can automatize operations under their roles. 


· Recommendations for the Beneficiary Registration Module:
Due to the importance of the module it is recommended to make electronic beneficiary registration mandatory for primary healthcare providers acting under Governmental Resolutions #165, 218 and 177. This responsibility should be envisaged under amendments to Governmental Resolutions 165, 218 and 177. 

     8. Mediation Module
The Mediation Module is a  part of the HMIS that increases awareness of the beneficiaries covered by government-funded health insurance and healthcare programs and people who are not insured or covered under corporate insurance and regulates cases. Within the program the Mediation Service will connect three parties involved in the process through the hotline and software tools: (1) policy holder/beneficiary/patient; (2) insurance company and (3) healthcare provider/pharmacy.
 
The purpose of the Mediation Module is to regulate the process of registration of problems, responsibilities and other issues of parties involved in health insurance and healthcare, make the information flow more accurate and clear under government-funded health insurance programs, ensure timely reaction, maximally eradicate inaccuracies and reduce time wasting. 

The module ensures case/application management, regulation and effective process monitoring. The program also gives feedback and responds to the needs for analysis and statistical observation.      
The module has the following key objectives:
1. Register cases/applications
1. Administer and manage cases/applications
1. Simple and flexible reaction system
1. Simple feedback mechanisms 
1. Statistical observation and analysis
1. Reporting system

The program includes the following main components: 
a) Case registered by the hotline 
Hotline operators answer calls and register cases. Callers are identified by personal numbers. Operators provide callers with necessary information and complete the process. If the operator cannot solve the problem he/she readdresses the caller to the Mediation Service.
b) Cases/claims reviewed by the Mediation Service  
The Mediation Service discusses the case and obtains additional information for stakeholders (insurance company, healthcare facility, natural person), if needed.
c) Cases regulated by the Mediation Service
The case is analyzed based on the information, claim proceeding starts, dispute is resolved pursuant to the Administrative Code and the citizen is provided with an administrative answer.

The Healthcare Mediation Service is the portal administrator-user – case registration, review/regulation, decision, preparing recommendation/order, statistics/analysis.

Users:
1. MoLHSA (hotline, monitor)  - registers cases, provides the applicant with information within the competence, readdresses cases to the Mediation Service, provides the applicant with information on the case registered in the program.
1. Insurance company/healthcare facility/pharmacy/rural doctor – answers questions put by the Mediation Service, provides evidences, provides counterclaim,  view and analyzes the entire case register.  
1. Pharmacies – answer questions put by the Mediation Service, provide evidences, provides counterclaim, view and analyze the entire case register.  
1. Rural doctor - answers questions put by the Mediation Service, provides evidences, provides counterclaim, views and analyzes the entire case register.  

· The following legislative and administrative issues need to be regulated:
1. Can the Mediation Servcie start administrative proceeding based on the case received by telephone call? 
1. Is the information provided by stakeholders (insurance company, healthcare provider) through program interface valid and can the electronic answer provided by them through the program serve as the basis for starting administrative proceeding?
1. Responsibility of stakeholders to get involved in the program needs to be regulated.
1. If the claim is submitted electronically the issue of starting claim proceeding needs to be regulated. 
1. The format for submitting claim documents should be determined.
1. The system should ensure provision of hard copy of the conclusion and its validation.
1. The system should provide protection mechanisms in relation to the conclusion. 
Legal side:
1. Recommendations for the Mediation Module (inlcuding issues of starting mediation process based on phone calls, validity of e-mail correspondence, storing and  storage period of information received by phone calls, etc.) will be legally reflected in the general provisions for moving from paper to electronic document (please, see the chapter – General Principles). The following relevant legislative changes should be made:   
1. Resolution #80 of the Government of Georgia on Establishment of LEPL Healthcare Mediation Service and Approval of Its Charter as of February 29, 2012;
1. Decree #0-18/n of the Minister of Labor, Health and Social Affairs of Georgia on Implementation of Healthcare Mediation Activities as of April 4, 2012;
1.  Decree #10-6/o of the Minister of Labor, Health and Social Affairs of Georgia on Approval of Regulations for Healthcare Mediation Process as of June 20, 2012.
1. Obligation of insurance companies to get involved in the services requires amendments to the law (due to the fact that the responsibility will be imposed not only on the insurance companies involved in the programs). Presumably, amendments should be made to the Law on Insurance where the above-mentioned responsibility will be added as a license condition. 


8. [bookmark: _Toc337466298]E-Service Introduction Scheme – Electronic Application Module
This module ensures submission of different types of electronic applications. It will be universal and serve all e-health modules. It means that natural persons or legal entities will be able to submit electronic applications for licenses, certificates, permits, etc. through this module. The module will enable applicants to track application proceeding and receive answers electronically.  
The working group has determined a list of the applications covered by the module. The list is not complete and flexibility of the system will ensure integration of other types of applications. 
Please, find below a list of applications:
1. Licensing of medical activities
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
2. Notification of approval of fulfillment of licensing conditions by branch 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
3. Hospital permit 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
4. Notification of approval of fulfillment of permit conditions by branch 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
5. Activities subject to notification 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
6. Licensing of educational activities for children deprived of parental care and with limited abilities
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
7. Notification of approval of fulfillment of licensing conditions by branch 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
8. Healthcare facilities accreditation 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
9. Certification for medical staff
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). It is a matter of principle for representatives of the State Regulation Agency to present original diplomas to avoid falsification.  
10.  Form of notification of start of sale
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
11. Permit for authorized pharmacy 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
12. Pharmaceutical activity permit
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
13. Import/export permit for medicines subject to special control 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
14. Replacing responsible persons
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
15. Transfer of permit 
· Applications must be submitted electronically 
· All documents, except the previously issued permit that shall be surrendered pursuant to the law, (document of strict registration) can be submitted electronically (scanned copied can be submitted).  After introduction of the new Regulation Module there will be no need to submit permits issued through this module. 
16. Revoking permit 
· Applications must be submitted electronically 
· All documents, except the previously issued permit that shall be surrendered pursuant to the law, (document of strict registration) can be submitted electronically (scanned copied can be submitted).  After introduction of the new Regulation Module there will be no need to submit permits issued through this module. 
17. Changes to name, address and legal form
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
18. Clinical trial permit
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
19. National drug registration 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
20. National drug re-registration 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
21. Registration of first-order and second-order changes 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
22. Registration in recognition regime 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
23. Parallel import
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
24. A natural person wants to take narcotic drugs for personal use out of the territory of Georgia
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
25. A person who has a relevant permit demands a preliminary agreement on import of narcotic or psychotropic drugs  
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). A hard copy of requested agreement will be provided based on characteristics of current procedures.   
26. Monthly drug data (pharmaceuticals that belong to the first group) related to flow of pharmaceuticals subject to control
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
27. Receipt of information according to approved departmental statistics forms 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
28. Registration of desinfection, desinsection, derasitation chemicals or making changes to registered data
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
29. Provision of information on specific characteristics of vaccines used in accordance with the National Immunization Calendar 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
30. Information on the number of cases of disease or disease prevalence (the data not included in Statistics reference Book) 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
31. Demand for diagnostic strains 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
32. Demand for healthy laboratory animals 
· Applications must be submitted electronically 
· All documents can be submitted electronically (scanned copied can be submitted). 
33. Application forms include different types of requests, applications, explanations related to govenrment-funded programs, resolutions, government-subsidized health insurance programs, etc. received by the ministry on a daily basis. The module will ensure submission of such types of applications electronically. Electronically received applications will go to through the cycle similar to paper documents in the document-flow system. Answers generated by the document-flow system will be sent to the E-service Module that will provide responses electronically. 

If electronic submission (scanning) of the above-mentioned applications takes too much effort, it should be allowed to submit hard copies of the documents though it is mandatory to fill out application forms and send attachments electronically.

Please, find below a list of roles for this module: 
1. Technical Administrator – his/her responsibility is to ensure proper functioning of the system and database, eradicate technical flaws and automatize  and control creation of reserve copies corresponding to the database.
2. User Responsible for Entering Information – there are two types of sub-roles:
(a) Applicant – a natural person or a legal entity who submits an electronic application 
(b) User (representative of the healthcare facility that is an addressee) - who enters information on application proceeding into the system. This procedure will often be implemented automatically through integration with a special module. 
3. Analyst – the user who is entitled to receive different types of statistics reports. 
4. Viewer – the person who has this right can view the data stored in the system in non-editable mode. 

· Recommendations for the E-service Module:
1. Legal basis should be determined for electronic submission of all the above-mentioned applications.
2. It should be clearly defined what procedure means that an answer is received by the searcher. It is very crucial in terms of appealing or controlling such deadlines. The working group recommended to consider opening of a message generated by the module as receiving (reading) an answer (you can find the similar analogue in the electronic system of the Revenue Service).

      Legal side:
1. General legal basis for the E-Service Module has been created by the Administrative Code though this module requires amendments to the following laws: 
· Law on Drugs and Pharmaceutical Activity 
· Law on Medical Activities.
2. General rules of electronic administration will regulate the issue of data submission. It will be clearly defined what can be considered as “receiving information” . There are  precedents in tax and procedural laws.
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