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OMBUDSPERSON’S REPORT 
Complaint No. 933/2019
Versus  

Ministry of Health 
Regarding issuance of the Administrative Instruction on Procedures for Licensing of Public Health Institutions, as well as the development of procedures for licensing of public health Institutions
Addressed to: 
Mrs. Dafina Gexha Bunjaku, Acting Minister 
Ministry of Health 
Str.  “Zagrebi”, No. 60. 

10000 Prishtinë

Prishtinë, 4 October 2021
The Purpose of the Report 
1. The purpose of this Report is to draw attention of the Ministry of Health (MoH), regarding the legal obligation of issuing an Administrative Instruction on Licensing Procedures of Public Health Institutions. 

2. Also, this Report aims to draw attention of the MoH for implementation of Article 42 of Law no. 04 / L-125 on Health, which deals with the licensing and accreditation of public and private health institutions. 
Legal and constitutional base 
3. According to Article 135, paragraph 3, of the Constitution of Republic of Kosovo: “The Ombudsperson is eligible to make recommendations and propose actions when violations of human rights and freedoms by the public administration and other state authorities are observed.”
4. Also, according to Law no. 05 / L-019 on Ombudsperson, with the responsibilities defined by Article 16, paragraph 1, and Article 18, paragraphs 1, 2, 4, 5, 6 and 8. 

By delivering this Report to the responsible institutions, the Ombudsperson aims to fulfill the above-mentioned constitutional and legal responsibilities. 

Description of the Case 
The facts, evidence and information on the possession of the Ombudsperson, provided to him by the complainant and gathered from the investigation conducted, are summarized as follows:

5. The Ombudsperson, based on Article 16, paragraph 1, of Law no. 05 / L-019 on Ombudsperson, on 21 November 2019 has received a complaint against the Ministry of Health, filed by Mr. Besim Kodra - Head of the Association for the Protection of Patients' Rights. 
6. The complainant claims that according to the obligations set out in Law No. 04 / L-125 on Health, all health institutions, regardless of ownership (public or private) and regardless of level, are required to be licensed, in order to have the right to provide health services. The complainant bases this claim on Article 42 [Licensing and Accreditation], which stipulates: “All healthcare institutions can begin work after being licensed by the Ministry or by a body authorized by it, in compliance with the sub-legal act issued by the Ministry defining the specific working conditions regarding: space, professional staff, and medical equipment.”
7. Regarding this issue, the Ombudsperson, on July 21 and September 14, 2020, sent a letter to the Minister of MoH and requested information regarding the licensing of public health institutions. Also, the Ombudsperson has requested information on whether the MoH plans to issue an Administrative Instruction regarding the procedures for licensing public health Institutions. 
8. On 9 October 2020, the MoH responded and notified that in terms of public health Institutions, the MoH - municipal assemblies establish health institutions for all three levels of health care. 
9. The MoH further informed that based on the experiences of other countries in the region, this practice has been applied also in these countries and they do not have special licensing, because this means that in order to obtain a permit to establish a public institution, these institutions must meet the standards before starting to provide health services, while the previously established institutions are all managed and supervised by the relevant bodies. 
Legal instruments applicable in Kosovo 
10. Constitution of Republic of Kosovo, in Article 51 [Health and Social Protection] stipulates:  
1. “Healthcare and social insurance are regulated by law.”

11. Law No. 04/L-125 on Health defines:

· Article 1 [Purpose of the Law] determines: “This law has the aim of establishing legal grounds for the protection and the improvement of the health of the citizens of the Republic of Kosovo through health promotion, preventive activities and provision of comprehensive and quality healthcare services.”
· Article 3 [Definitions] determines:
Subparagraph 1.14: “Accreditation- the procedure of official recognition, by an authorized body from the Ministry, of a competence of a health institution for assessment of conformity with standards and technical rules in order to perform a health activity for which it has been licensed.”

Subparagraph 1.15: “Licensing – the procedure for grating the licence to the professional or health institution that deals with health activities in Kosovo and is authorized to practice health activity in accordance with the applicable law in Kosovo.”
· Article 42 [Licensing and Accreditation] stipulates: 
“1. All healthcare institutions can begin work after being licensed by the Ministry or by a body authorized by it, in compliance with the sub-legal act issued by the Ministry defining the specific working conditions regarding: space, professional staff, and medical equipment. 

2. Licensing of healthcare institutions shall be implemented in compliance with the plans, normative and standards set by the Ministry. 

3. Upon application for a license, the healthcare institution should deposit the act of establishment of the healthcare institution for which the Ministry has given its consent. 

4. The body authorized by the Ministry makes the accreditation of healthcare institutions in accordance with the respective sub-legal act.

 5. Accredited healthcare institutions have priority in contracting their services with the HFA. 

6. In municipalities with enhanced competencies in provision of secondary health care licensing of these institutions shall be done in accordance with the respective legislation on local self-government and Article 20 of this law.”
Case analyses 
12. The Ombudsperson, taking into account the circumstances stated above, considers that the Constitution of the Republic of Kosovo, in Chapter II [Fundamental Rights and Freedoms], has determined that health care is regulated by law. 
13. On this basis, Law no. 04 / L-125 on Health has been adopted, which aims to provide a legal basis for maintaining and promoting the health of the citizens of the Republic of Kosovo through promotion of health, preventive activities and the provision of comprehensive and quality health care services.
14. The Ombudsperson emphasizes that this law is in the normative spirit of the Constitution, respectively in accordance with Article 51.
15. Also, the Ombudsperson notes that this law has given a clear meaning to the terms "accreditation" and "licensing", which are highlighted in this report. Furthermore, the Ombudsperson draws attention to Article 42 of this law, which clearly stipulates that health institutions (without distinction) can provide health services only after licensing, in accordance with the sub-legal act.
16. According to this understanding it is observed that the liability of issuing of an Administrative Instruction has derived from the legal provisions, which would regulate the procedures and the responsible body for licensing health Institutions. Furthermore, Article 100 of the Law stipulates: “The Government and the Ministry within one (1) year from the entry into force of this Law shall issue sub-legal acts, foreseen by this Law”
17. From the answer with which the Ombudsperson has been served from the MoH, it is understood that the Administrative Instruction on the procedures for licensing public health institutions has not been issued, and it is also understood that public health institutions are not licensed according to the provisions of Article 42 of the Law on Health. 

18. Regarding this issue, the Ombudsperson, given the legal definition of the term licensing, has noted that the term "licensing" means the procedure for granting permission to a health professional or health institution to be engaged in health activities in Kosovo and that is authorized to exercise health activity in accordance with applicable law in Kosovo.
19. From the above the Ombudsperson emphasizes that verification of health workers is possible through the licensing process as well as verification of the infrastructure of the health facility where the health services are provided. Thus, increase of the general standard in the provision of health services by the public health institution is enabled through this process.   
20. The Ombudsperson notes that the MoH applies this process towards private health institutions, but fail to apply it to public health institutions, so it makes difference to these institutions even though such a thing is not defined by the law, because the law has not make distinction between health institutions that need to be accredited and licensed. 
21. Given the given fact, the Ombudsperson similarly draws a parallel to the accreditation process of educational institutions. Public and private educational institutions are accredited by the Kosovo Accreditation Agency, for a certain period, institutions which must meet the criteria set out in laws and other relevant acts. This process results in increasing the standard of these institutions both in terms of staff, as well as meeting the technical criteria of the facilities of these institutions. 
22. The Ombudsperson notes that in the Republic of Kosovo there is a practice of accreditation and licensing of institutions that provide services to the citizens of the Republic of Kosovo and considers that such a practice is necessary to be followed by the MoH, because such a thing is legal obligation under Article 42 of the Law on Health. 

23. The Ombudsperson further notes that according to Article 42 of the Law on Health, the MoH is obliged to have a sub-legal acts on licensing procedures for health institutions. From the communication accomplished with the MoH, the Ombudsperson has noticed that the MoH has issued an Administrative Instruction on the procedures for licensing private health institutions, but has not issued such an Instruction for public health institutions. 
24. The Ombudsperson notes that the MoH has not fully implemented the obligation deriving from Article 42 of the Law on Health, according to which there must be a legal basis for licensing and accreditation of health institutions, without distinction. Therefore, the Ombudsperson considers it necessary for the MoH to take urgent actions to issue an Administrative Instruction on the procedures for licensing public health institutions. 
25. From what has been emphasized above, the Ombudsperson considers that with the licensing of all health institutions the standard of providing health services will be enhanced and, as a result, the citizens of the Republic of Kosovo will receive health services at the appropriate level, according to criteria and legal determinations and other local and international acts. 
26. Finally, the Ombudsperson considers that the lack of Administrative Instruction on licensing procedures for public health institutions, as well as the failure of full implementation of Article 42 of the Law on Health, impact directly on the standards of health service providing in public health institutions. 

27. Therefore, given the above, the Ombudsperson considers that the MoH should take concrete steps towards issuing Administrative Instructions on licensing procedures for public health institutions, as well as implementation of licensing procedures of public health institutions as defined in Article 42 of the Law on Health.  
28. The Ombudsperson considers that the implementation of normative acts directly affects the rule of law, respectively legal security. The legal certainty in this given case means that the law must be applied in practice. 
 The practical implementation of the law is made also by issuance of sublegal acts, which the government and the MoH have been obliged to issue within one year from the day the law has entered force. The Law on Health was published in the Official Gazette on 7 May 2013.
29. Therefore, given the circumstances outlined above, the Ombudsperson 
RECOMMENDS 
The Ministry of Health: 

· To issue the Administrative Instruction on Procedures for Licensing of Public Health Institutions, according to the obligations deriving from Article 42 of Law no. 04 / L-125 on Health, in order to develop as soon as possible the procedures for licensing public health institutions, according to the provisions of Article 42 of the Law.
Pursuant  to Article 132, paragraph 3, of the Constitution of Republic of Kosovo  (“Every organ, institution or other authority exercising legitimate power of the Republic of Kosovo is bound to respond to the requests of the Ombudsperson and shall submit all requested documentation and information in conformity with the law”) and Article 28 of the Law No.05/L-019 on Ombudsperson, (“Authorities to which the Ombudsperson has addressed recommendation, request or proposal for undertaking concrete actions … must respond within thirty (30) days. The answer should contain written reasoning regarding actions undertaken about the issue in question”), You are kindly asked to inform us on steps to be undertaken regarding this issue. 

Warmly submitted,

Naim Qelaj

Ombudsperson

Copy:

Mr. Habit Hajredini, Director
Office of Good Governance 
� EUROPEAN COMMISSION FOR DEMOCRACY THROUGH LAW (VENICE COMMISSION)


REPORT ON THE RULE OF LAW Adopted by the Venice Commission at its 86th plenary session(Venice, 25-26 March 2011) (51).
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