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INTRODUCTION. GENERALities:
OBJECTIVES AND tasks OF MEDICAL Care PROTOCOLS

Creation a system of standardization of medical care is being realized in accordance with the tasks provided by the item 4 of the ”National Plan of Health Care System development up to 2010“, approved by the Cabinet of Ministers of Ukraine regulation of 13 June 2007 № 815, orders of MoH of Ukraine of 25.06.2008 № 340 ”The Plan of Actions to Promote the Quality Management Concept in Health Care of Ukraine until 2010“, of 25.06.08 № 341 ”On Approval of the National Standardization Program of Health Care until 2010 “ and provides development and harmonious functioning of health technological instruments based on clinical guidelines.

Implementation of CG at the branch level provides creation of standards of medical care and unified clinical protocols of medical care, at the regional level — local protocol of medical care with clinical pathway. The basis for inclusion of any medical intervention to medico-technological document is whether it meets the requirements in the relevant (chosen as a prototype) clinical guidelines, developed on the basis of evidence-based medicine.
	Regulation of CG
	=>
	Regulation of SMC
	=>
	Regulation of 

UCPMC
	
	Regulation of 

LPMC and CPP


Tab.1 Scheme for consistent inclusion of interventions to medico-technological documents
According to the order of MoH of Ukraine and Academy of Medical Sciences of Ukraine № 102/18 of 19.03.2009 ”On approval of unified methodology for development of clinical guidelines, medical standards, unified clinical protocols of health care, local protocols of medical care (clinical patient pathway) based on evidence-based medicine (Part One)“ types and purposes of these documents have been specifically defined:
Unified clinical protocol of medical care (UCPMC) is a state-level regulation that is developed on the basis of CG with taking into account the possibilities of health care system (in the case of availability of SMD also according to it). It determines the provision of medical care step-by-step, its volume and outcomes in a particular disease and is approved by the Ministry of Health.

Local protocol of medical care (LPMC) is the regional-level regulation aimed at ensuring continuous, efficient and cost-effective medical care in certain diseases and other pathological conditions according to UCPMC, provides coordination and arrangement of timetables technologies and methods of care multi- (inter-) disciplinary content, regulates the registration of medical information and clinical audit; it is approved by head doctor of clinic. 
LPMC is developed on the basis of medical standards, UCPMC and clinical recommendations approved by MoH. In the absence of approved by MoH medical-technological documents on the subject of interest, the hospital administration may decide to develop LPMC and CPP independently with the mandatory agreement an approval of the territorial administrative body of health care. After approval, this document is valid only for use in a particular medical institution. To the work on the development of LPMC specialists of higher educational institutions and research institutes could be involved. 

Clinical pathway – this document is a part of local protocol of medical care, which represents an algorithm of patient pathway within the structural units of medical institutions involved in providing medical care in a particular condition or disease. 
The protocols of medical care (PMC) — these are regulatory and technical documents intended for doctors, nurses and organizers of health care system. PMC primarily regulate the organization of medical care, the implementation of SMC in the management of a particular patient. These documents are not a list of medical services or calculation of the treatment cost, but they can be used for justification of clinical and economic estimate.

Tasks of SMC/PMPC:

1. Provision of quality, efficiency and equal access to medical care for the patients on the basis of evidence-based medicine according to the approved SMC; determination of unified requirements for the prevention, diagnosis, treatment and rehabilitation of patients according to CG developed on the principles of evidence-based medicine. 
2. substantiation of staffing and equipment of health institutions to provide medical care in a particular disease/condition (availability of specialists, equipment and other resources).

3. Defining of indicators of care quality for performing of monitoring and clinical audit in the health institution.
CHAPTER 1.

UnifIED clinical protocol OF MEDICAL CARE 

European practice shows that on the basis of CG and SMC health institutions develop PMC to ensure implementation of CG and the achievement of SMC quality criteria. In order to avoid duplication of SMC and UCPMC topics and to avoid inconsistency in use of effective interventions by different health care professionals, the decision to develop a package of medico-technological documents on specific medical problem (condition, nosology, syndrome) is made centrally at the level of Ministry of Health (see also Part 1, Chapter 2). All interested specialists in the development of this topic should be involved to the multidisciplinary team of the developers. SMC and UCPMC are being developed not according with the profile of medical specialty, but in accordance with the disease, syndrome or condition of the patient, that’s why a multidisciplinary groups of developers with mandatory involvement of professional associations should be created (see also part 1, chapter 3.1). 

National health system starts the transition from the use of expert methods to broad implementation of the principles and methods of evidence-based medicine, but the range of well-informed professionals in this area is limited. Taking into consideration the implications of the tendency to over-regulation and the large size of the country (27 administrative areas), some features of interaction of state bodies and local governance, as well as some features of mentality, a unified clinical protocol care (UCPMC) is developed and adopted at the level of MoH of Ukraine. At the level of health care institutions estimation of provision of medical care according to UCPMC is conducted and the next step is the development of LPMC.

The basis for creation a UCPMC is CG and approved SMC (see Part 1). Development of UCPMC is carried out by the same multidisciplinary workgroup that has been adjusted CG and developed SMC during three months after its approval. 

The main feature of UCPMC is taking into account the local peculiarities of medical care, traditions of clinical practice and economic situation in the country (resource supply, etc.).

After submission to the national centre of the development and monitoring of compliance with medical standards of the Ukrainian Institute of Strategic Studies of MoH of Ukraine (NCDMS) the project UCPMC has been considered for a month, at the same time the project has been represented on the websites of MoH of Ukraine and NCDMS for public discussion. Simultaneously NCDMS of MoH of Ukraine organizes testing of UCPMC.

As a result of testing and public discussion UCPMC draft is amended. In a positive decision of NCDMS MoH of Ukraine concerning the expediency of further implementation the project is submitted to the MoH of Ukraine for approval.

Approved UCPMC is a basis for the development of LPMC in territorial medical associations and individual hospitals. 

UCPMC should contain the following main parts:

— Passport part of protocol (diagnosis, classification codes (ICD-10 and others), the purpose of the protocol, persons for whom it is designed, dates of the development and next review, developers, reviewers, discussion and approval, abbreviations, briefly epidemiology).
— General part (management of particular condition with taking into account the SMC quality criteria for the levels of care and type of health institution).

— Methods of diagnosis, treatment, preparation for discharge from the hospital, rehabilitation, prevention, medical postoperative follow-up (algorithms, schedules, tables, terms of realization, algorithms of aid according to CG, SMC)

— Resource support (personnel, equipment, medicines and other material and technical resources).

— Indicators of medical care quality.

Internal structure of main parts of UCPMC must meet the examples of UCPMC stated below according to the level and type of medical care. Information in UCPMC must be presented in a brief form, preferably in the form of tables, charts and graphs.

UCPMC contains mandatory requirements and recommendations which should be included to LPMC and must be realized Equipment that is included to the PMC, should be included to the State Register of Medical equipment and goods of medical use. 

Medicines specified in PMC by the international nonproprietary name should be recommended by the current release of the State formulary of Medicines. clinical situations and conditions that anticipate prescription of medicines not included into the State Formulary of medicines, but available in the State Register of medicines, are outlined in the protocols.

UCPMC is developed on the certain form (see form 1).

Adverse events occurred during pharmacotherapy are being registered in accordance with the order of MoH № 898 of 27.12.2006, ”On approval of the supervision of adverse events of medicines approved for medical use,“ and it is recorded in the medical documentation.
Form 1

Protocol Name 

Introduction

List of abbreviations used in the protocol

A.1 Passport part

	A.1.1 Diagnosis

 Definition of diagnosis (nosology and/or syndrome)

A.1.2 Codes of condition or disease (ICD-10 and other classifications) 
A.1.3 For whom the protocol is intended (potential users)

A.1.4 The objective of the protocol

A.1.5 Date of elaboration of the protocol

A.1.6 Date of the protocol review (due to the review of CG, SMC, change of resource supplies)

A.1.7 List and contact details of persons who participated in elaboration of the protocol.

Reviewers 
Protocol contemplated and approved :

NCDMS — date
Ministry of Health of Ukraine — date

A.1.8 Brief epidemiological information — general prevalence of disease, prevalence among certain population groups (sex-age etc., risk factors, prognosis).

A.1.9. Epidemic information (briefly for infectious diseases information should be given as for the sources of the disease, its transmission, seasonality, etc.)


A.2 General Part
(Management of patient’s health with taking into account the criteria of medical care quality for particular level of medical care)

It includes brief description of the peculiarities of medical care and indicators for monitoring the quality of care. If necessary, the general part can include description of long-term and palliative care. In UCPMC, designed to management of emergency conditions, it should be noted compulsory steps: emergency medical care, emergency care station; ambulance, emergency hospitalization, profile of department of emergency hospitalization.

A.2.1 For institutions that provide primary health care
	Statement of the protocol 
(list all requirements for the management of relevant disease in the frames of primary health care)
	Grounding

(Link to CG and SMC designed on the topic
	Necessary actions 
(specify organizational requirements  for management of relevant condition necessary for the units of initial contact.
Note whether these requirements are mandatory or desirable. The requirements are not to be described in details, just give the full list of them, with reference to table, graph, diagram)



	1. Primary prevention


	Specify briefly the reason for the procedure (eg, primary prevention)
(On the basis of confirmed data, with reference to CG, SMD)
	

	2. Diagnosis


	
	Compulsory and desirable methods of diagnosis
— Peculiarities of anamnesis collection 
– Physical examination
— Laboratory and instrumental methods of examination 

— Differential diagnostics etc.

	3. Methods of the treatment
3.1. Non-medicamentous 
3.2. medicamentous, etc.
3.3 Secondary prevention
	
	Compulsory and desirable  methods of treatment and prevention 



	4. Further follow-up including clinical examination for chronic conditions, 
recommendations for food, mode of work, physical activity and recreation of patients
	
	.


Note: The inclusion of other appropriate sections in the chapter is possible when necessary
A.2.2 For institutions that provide secondary ambulatory care
	Statement of the Protocol (list all the requirements to the organisation of management of relevant disease on the out-patient basis)
	Grounding
(Link to CG and SMC designed on the topic
	Necessary actions 

(specify organizational requirements as for management of relevant condition necessary for out-patient specialised units.
Note whether these requirements are obligatory or desirable. The requirements are not to be described in details, just give the full list of them, with reference to table, graph, diagram)

	1. Primary prevention


	Specify briefly the reason for the intervention with reference on CG and SMC (eg, primary prevention, diagnostic intervention etc.)

	

	2. Diagnosis 
	
	Compulsory and desirable methods of diagnosis

	3 Out-patient treatment including rehabilitation and prevention 
	
	Compulsory and desirable methods of the treatment, rehabilitation and prevention

	4. Preventive  follow-up including recommendations on food, mode of work, physical activity and sanatorium-and-spa treatment 
	
	Compulsory and desirable methods




Note: The inclusion of other appropriate sections in the chapter is possible when necessary
A.2.3 For institutions that provide secondary inpatient care 
	Statement of the protocol 
(list all the requirements to the organisation of management of relevant disease on the inpatient basis)
	Grounding
(Link to CG and SMC designed on the topic
	Necessary actions 

(specify organizational requirements as for management of relevant condition necessary for in-patient specialised units.Note whether these requirements are obligatory or desirable. The requirements are not to be described in details, just give the full list of them, with reference to the  table, graph, diagram)

	1. Prehospital step
	Specify briefly the reason for the intervention (based on reliable data and sources of reference)
	Compulsory and desirable requirements to management of prehospital step

	2. Hospitalisation
	
	Criteria of hospitalisation:

Physicians of basic profile

Physicians of specialised profile

	3. Diagnostics
	
	Compulsory and desirable methods of diagnostics

— Peculiarities of anamnesis collection 
– Physical examination
— Laboratory and instrumental methods of examination 

— Differential diagnostics etc.

	4 treatment 
	
	Compulsory and desirable methods of the treatment

	5. Discarge from the hospital with recommendations for posthospital period
	
	Compulsory and desirable measures. Criteria of discharge from the hospital.

	6. Rehabilitation
	
	Compulsory and desirable interventions (therapeutic, preventive including recommendations as for food, mode of work, physical activity and sanatorium-and-spa treatment


Note: The inclusion of other appropriate sections in the chapter is possible when necessary
A.3 Steps of diagnostics and treatment 
(In the form of charts, algorithms, tables, containing information on time caring out the procedure or intervention) 
A.3.1. General algorithm of diagnostics and differential diagnostics 
A.3.2. algorithm of the treatment 
A.3.3. Scheme of medication 
A.3.4. The algorithm of discharge from the hospital 
A.3.5. Algorithm of rehabilitation 
A.3.6. Algorithms of primary, secondary and tertiary prevention 

A4 Resource supply of realisation of protocol 

A.4.1. Requirements for institutions that provide primary health care 
A.4.1.1 human resources (list of personnel and of requirements for them) 
A.4.1.2 material support

A.4.2. Requirements for institutions that provide secondary medical care
A.4.2.1 human resources (skill requirements) 
A.4.2.2 material support

A.5 Indicators of medical care quality 
(for evaluation of efficacy of steps of therapeutic and diagnostic process)

	Indicators
	Threshold value
	Technique of measuring (calculation)
	Measures of effect

	
	
	
	


Note: The representation of indicators may vary according to the CG and SMC. The list includes indicators of estimation of the structure, process and outcome of medical care in a particular case. 
In preparing UCPMC the indicators should correspond to the list represented in CG and SMC on the topic 
B. Bibliography (adjusted CG, SMC, current orders of MoH of Ukraine, etc.) 
C. Appendices 
Appendix 1. Clinical classification 
Appendix 2. Definitions used in the protocol 
Appendix 3. Instruction for the patients
Appendix 4. Forms for monitoring the implementation of local protocols in health facilities 
Appendix 5. The form of informed consent for medical care (standardized form approved by the MoH) 
Appendix 6. Annex to medical card of ambulatory patient (f.025 / o), hospital patient (f.003 / o). 
Appendix 7. Other
CHAPTER 2.

TESTING AND implementation of unifIED clinical protocols OF MEDICAL CARE

Testing and monitoring of UCPMC is conducted in accordance with the requirements identified for testing of SMC (see Part I, Chapter 9). 
In particular, UCPMC testing is conducted in medical institutions of different levels of care not less than in three regions with involvement of cases that allow obtaining representative data.

protocol of testing should include:

1. Description of the patients (sex-age structure, distribution on residence, diagnosis, social status, benefit status); 
2. Analysis of medical technologies use in patients regulated by UCPMC; 
3. List and number of relevant deviations from UCPMC, steps of medical care, where deviation occurred;

4. The frequency of achievement of results on each step of UCPMC (indicators of the quality of medical care). Comparison with the results in groups of patients where is UCPMC are not used.

5. Defining the causes of UCPMC failure.

6. Recommendations NCDMS on rational implementation of UCPMC in Ukraine. 

Implementation, dissemination and realization of UCPMC is monitored and evaluated by NCDMS MoH of Ukraine. List of data collected routinely, is created by NCDMS with participation of information structures, including Centre of Medical Statistics MoH of Ukraine, and contains mainly indicators of achieved results. The responsibility for selective and profound control of use and compliance with UCPMC is entrusted on regional Health Department. 

CHAPTER 3

Local protocol OF MEDICAL CARE
and Patient PATHWAY

LPMC is a document intended for organization of UCPMC realization. Local protocols are developed in each health institution for those groups of patients, who are supposed to receive medical care under the license. 
LPMC should be created by a group of leading experts, which is appointed by order of the head of health care institution, coordinated with Ministry of Health of the Autonomous Republic of Crimea, regional, municipal Departments of Kyiv and Sevastopol (the principal Department) of Health and approved in health care institutions during 3 months from the approval of UCPMC at the level of MoH of Ukraine. 
LPMC contains sections describing types of medical care in accordance with UCPMC adjusted to the capabilities of health institutions and requires additions of internal instructions for medical personnel of health institution on the development and use of clinical protocols. Changes in internal structure of main parts of local protocol is possible only if the treatment differs from the method described in UCPMC (emergency, surgery), clinical, clinical and economic and other reasons for the differences are given in a written form (see Form 2).

LPMC gives information regarding the implementation of mandatory measures with exact mentioning of the unit, position of a doctor or nursing staff responsible for performing the event or intervention, contact details for urgent communication, performance evaluation indicators. Control over the completeness and adequacy of UCPMC representation in local protocol is realized by the Ministry of Health of the Crimea, administrations (principal department) of regional health, Kyiv and Sevastopol municipal administrations.

During the development of LPMC workgroup must take into account the available resources of health institutions (material and technical basis, personnel, etc.) and all regional medical association. If necessary, public health authority at the regional level provides the interaction of health institutions to provide medical care in the amount and terms specified in the relevant UCPMC. 
During preparation for approval LPMC is reviewed and coordinated with the Ministry of Health of the Autonomous Republic of Crimea, administrations (principal administrations) regional, Kyiv and Sevastopol municipal state administrations. 
LPMC should be monitored as for the possibility of realiztion, effectiveness, impact on health of the target population that can be possible only in implementation of information technologies.
separate document of patient clinical pathway should be added to LPMC Unlike LPMD in ”Patient’s clinical pathway“ algorithm of patient travel to identified places of contact with doctors and other medical staff (in health care institutions, units, consulting rooms) during delivering medical care. 

Clinical patient pathway is developed randomly and is specific for a particular health institution, regional medical association. 
Form 2 list of requirements for development of local clinical care protocol 
	Statement of LPMC
	Necessary actions under UCPMC
	Terms of realization 
	Executors(healthcare institution, a structural unit of the institution, full name and patronymic, telephone)
	Indicators of quality of medical care

	
	In accordance with UCPMC
	
	Threshold value according to UCPMC

	Organization of medical care 
	Organizational requirements to management of the patient 
	Terms on the given nosology form
	
	

	Diagnostics
	1.Compulsory methods

2. Additional (when need is grounded)
	Terms of primary diagnostics and further control studies
	
	

	Treatment
	
	Terms on the given nosology on the basis of evidence-based medicine at all levels of treatment
	 
	

	Recommendations on discharge from the hospital (no item in ambulatory treatment)
	
	Terms of further treatment, diagnostic control, follow-up (dispensary register)
	
	

	Rehabilitation
	
	Terms of further treatment, prophylactic medical examination, diagnostic control
	
	

	Prevention
	
	Terms 
	
	


