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This document is accompanied by an electronic copy on diskette for your convenience. Please return a copy of the diskette with the original, signed hard-copy of the document to

GAVI Secretariat; c/o UNICEF; Palais des Nations; 1211 Geneva 10; Switzerland.

Enquiries please to: Dr Tore Godal, tgodal@unicef.org or representatives of a GAVI partner agency.  All documents and attachments must be submitted in English or French.

Executive Summary

Synopsis of the proposal including the specific requests for support from one or both sub-accounts - immunization services and/or new and under-used vaccines. The figures essential for the calculation of award amounts should be presented here, including: baseline data, current DTP3 coverage and targets for increased coverage, requested number of doses of vaccine(s) and their presentations (drawn from the tables in this form). Summarise also the nature of ICC participation in developing this proposal.
The Government of Ukraine hereby applies for support from the “New and Underused Vaccines” sub-account of the GAVI Global Fund for Children’s Vaccines. 

Objectives of support

The objectives of the requested support are to: 

· enable Ukraine’s steady access to hepatitis B vaccine for infants’ full immunization, i.e. with three doses during the first year of life, over 2001-05, until procurement of hepatitis B vaccine is turned over completely to national funding sources;

· ensure safe injection of new vaccines by means of accessing auto-disable syringes and safety boxes. 

Eligibility of support

Ukraine’s eligibility for the requested support is determined by its per capita GDP of $850 (1998), population size of 49,456,000 (2000), DTP3 coverage rate of 97% (1999), and the government’s determination to maintain this rate in the range of 95+% (see “Objective 1” of the Multi-Year Plan). 

Parameters of support

Requested support with hepatitis B vaccine is described by the following parameters (see Table 5.1 for full calculations):



2001 (estimated 6 months)
2002
2003
2004
2005


Presentations
1 dose 

vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials


Suggested product mix
30%
70%
30%
70%
30%
70%
30%
70%
30%
70%

C
Estimated wastage rate in percentage
5%
25%
5%
20%
5%
15%
5%
15%
5%
15%

D
Wastage factor [ = 100 / (100-C) ]
1.053
1.333
1.053
1.250
1.053
1.176
1.053
1.176
1.053
1.176

E
Buffer stock factor for vaccines
1.25

1.125

1.00

1.00

1.00


F
Total vaccine doses needed 
210,587
622,402
412,910
1,144,105
394,336
1,028,368
406,188
1,059,274
418,039
1,090,181

G
Percentage of vaccine requested from the fund 
100%
100%
80%
60%
40%

H
No. of doses requested from the Fund [ = F x G / 100 ]
210,587
622,402
412,910
1,144,105
315,469
822,694
243,713
635,564
167,216
436,072

ICC participation in preparing this proposal

This Proposal was prepared by the Main Sanitary Epidemiological Administration of the Ministry of Health (MOH) of Ukraine with the guidance from, and active participation of the ICC members. 

Two meetings of the ICC were called to discuss draft Proposal at various stages of its preparation. 

Ongoing discussions have been held between MOH, UNICEF/Ukraine, and PATH/CVP to ensure that the Proposal fully reflects the National Immunization Program (NIP) of Ukraine agenda and meets all GAVI requirements. 
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1. Immunization-related fact sheet

Table 1 : Basic facts (1998 or most recent; specify dates of data provided)



Population, 1.1.2000, persons1)
49 456 000 


GNP per capita3)
US$ 850

Surviving infants*), persons
381 800 


Infant mortality rate, 19991) 
12.8/ 1000

Percentage of GDP allocated to Health2)
5.6% 
Percentage of Government expenditure for Health Care4), 
10.9% (1999) 

* Surviving infants = Infants surviving the first 12 months of life

Sources:

1) Социально-економiчне становише Украïни за 1999 рiк. Державний комiтет статистики Украïни, Киïв, 2000 [Socioeconomic Status of Ukraine in 1999. The State Statistics Committee of Ukraine, Kyiv, 2000] 

2) WHO World Health Report 2000. WHO/Geneva, 2000

3) Entering the 21st Century. World Development Report 1999/2000. The World Bank, NY: Oxford University Press, 2000

4) Government expenditure as percent of budget outlays [Фiнанси Украïни за 1999 рiк Державний комiтет статистики Украïни, Киïв, 2000: 9 [Socioeconomic Status of Ukraine in 1999. The State Statistics Committee of Ukraine, Kyiv, 2000: 9]. For 2000, the share is an estimated 12.0 percent [Мiнiстр охорони здоров’я звiтує перед Верховною Радою. «Морион», 2000(45):4]. Government expenditure on health, accounts for 75.5% of the national health spending, according to a recently published WHO estimate [See: WHO World Health Report 2000. WHO/Geneva, 2000: 195]. 

Table 2: Immunization coverage and disease burden trends as per annual reporting to WHO/UNICEF

Trends of immunization coverage  

by 12 months of age, Percent


Vaccine preventable disease burden



Vaccine
Reported (1)
Survey (2)   *)
Disease
Reported cases
Reported deaths


1998
1999
1998
Age group
1999
Age group

1998
1999
1998
1999

BCG
96.8
99.0




Tuberculosis
27763
27118
7850
9931

DTP
DTP1
na
na




Diphtheria
706
375
22
16


DTP3
98.1
97.0




Pertussis
1763
1179
2
1


[  (  DTP1 - DTP3 )   /   DTP1 ]   x  100
na
na










OPV3
98.0
95.0




Polio**)
2
8
1
1

Measles
93.9
97.1




Measles
5107
1389
2


TT2+ 

Pregnant Women
N/A
N/A




NN Tetanus
N/A
N/A
N/A
N/A

Hib 
N/A
N/A




Hib
na
na
na
na

Yellow Fever
N/A
N/A




Yellow fever
N/A
N/A
N/A
N/A

hepB  
0.6
1.1




Hepatitis B seroprevalence (if available)
na
na
na
na

Legend: na – not available; N/A – not applicable

*) Officially reported coverage rates have been accepted by an international multi-agency assessment team in September 2000

**) Vaccine associated

(1) The source of these reports is : Отчет о контингентах детей и подростков, которые привиты против инфекционных заболеваний. Утверждено Приказом Госкомстата Украины от 1 сентября 1999 г. за №298 [Report on the contingent of children and adolescents immunized against communicable diseases. Adopted by the Decree of the State Committee on Statistics of September 1st, 1999 #298]
(2) These data are collected from the following surveys : N/A
Summary of health system development status:

Health status1)
· Infant mortality rate declined from 15.7 to 12.8 per 1,000 live births in 1985-90, grew to 14.3 by 1996 and returned to 12.8 in 1998-99. 

· The official reported life expectancy at birth fell from 70.5 years in 1989/90 down to 66.9 years in 1995/96 and grew to 68.1 years in 1997/98.

· Although the disease incidence patterns suggest that the trough of the health crisis may have been passed in mid-90’s, it would be premature to interpret them as a turnaround in the health care situation in Ukraine. Disease prevalence rates continued their growth after 1995 in most disease classes. 
Health care delivery and financing
Both the funding and provision of services are, largely, in the hands of the government in the health care sector of Ukraine. 

Over 90 percent of health care providers in Ukraine report to the national MoH, either directly or through regional health authorities. The MoH provider network consisted in 1999 of 22,700 outpatient facilities and 3,146 hospitals. The outpatient sector is represented mainly by outpatient departments of hospitals, standalone policlinics (multi-specialty outpatient centers located, predominantly, in urban areas), rural physician ambulatories, and rural health posts called feldsher-midwife posts (FAP, by their traditional local acronym) and staffed by feldshers, i.e. mid-level health professionals with skills in primary care and obstetrics.

Health care budgets are formed, predominantly, at the regional level, i.e. from general revenue of the oblast budgets. 

Non-government sector is limited to big cities and accounts for a relatively minor share of health financing and service provision. Private clinics are still few and are not a significant source of infant immunization services. 

User fees have been ruled unconstitutional except in such officially established areas as: (1) pharmaceuticals prescribed in the outpatient setting, except TB and HIV drugs, medications against malignant neoplasms, and some other drugs dispensed free of charge; (2) eyeglasses; and (3) since the 90’s, many dental services. WHO estimates that out-of-pocket payments account for ¼ of Ukraine’s spending on health2). 

Structural change

In response to the acute shortage of funds, the health authorities of Ukraine have reduced hospital bed capacity by 31 percent or 217,000 beds over 1985-983). This major change has partially resolved an important structural bias by shifting resources from the hospital to the primary care. The sharp decline in hospital bed capacity was accompanied by a symmetric 30-percent increase in the capacity of ambulatory facilities, as measured by the number of visits that facilities can accommodate per work shift. The number of physicians in the health care sector grew by 8 percent during this period while the number of mid-level health personnel slightly declined. 

Further reforms may be needed to eliminate the still redundant hospital beds, close out the least utilized facilities, increase the volume and quality of services by upgrading clinical skills in the system, providing incentives for productivity to medical profession, and creating a more participatory environment for patients.
Sources:

1) Социально-економiчне становише Украïни за 1999 рiк. Державний комiтет статистики Украïни, Киïв, 2000 [Socioeconomic Status of Ukraine in 1999. The State Statistics Committee of Ukraine, Kyiv, 2000]: 344, 346, 472, 474
2) WHO World Health Report 2000. WHO/Geneva, 2000: 195

3) Социально-економiчне становише Украïни за 1999 рiк
Supporting documents:  (only copies of relevant pages are attached)
· Overall government health policies and strategies 
Document # 1

· Structure of the government health services and how it relates to immunization services (with an organisational chart)

Document # 2

· Ongoing or planned health reforms (e.g. decentralisation, integration of functions, changes in financing) and their impact on immunization services. 


Document # 3

· Government policies and practices on private sector participation, as it relates to immunization services. 


Document # 4

2. Profile of the Inter Agency Co-ordinating Committee (ICC) 

Various agencies and partners (including NGOs and Research Institutions) that are supporting immunization services in the country, are co-ordinated and organised through an inter-agency co-ordinating mechanism which is referred to in this document as ICC. (Guidelines on Country Proposal # 4.1.)
· Name of the ICC: Interagency Co-ordinating Council for Immunization Issues

· Date of constitution of the current ICC: June 24th, 2000 

· Organisational structure (e.g., sub-committee, stand alone): Stand alone. Chairperson – 1st Deputy Health Minister, Two Deputy Chairmen; Executive Secretary; Members (see below). 

· Frequency of meetings:   Quarterly. 

· Composition :

Function


Title / Organization
Name

Chair


MoH, First Deputy Minister of Health, Chief State Sanitary Physician of Ukraine 
Bobyliova Olga O.


Secretary


MoH, Leading Specialist,  Dept. of Prevention of Infectious Diseases, Main Sanitary and Epidemiological Administration
Aronova Maria M.

Members
· First Deputy Chief State Sanitary Physician of Ukraine, Head, Main Sanitary and Epidemiological Administration, MoH Ukraine, Deputy Chairman of the Committee 

· Deputy Chairman of the Committee, Deputy Chief State Sanitary Doctor of Ukraine, Head, Dept. of Prevention of Infectious Diseases,  MoH Ukraine 

· Deputy Special Representative of UNICEF in the Russian Federation, Ukraine and Belarus 

· Head, WHO Bureau for Coordination and Liaison with Ukraine

· Representative of the World Bank in Ukraine

· Senior Health Advisor, US Agency for International Development  

· Senior Program Officer with the Gates CVP Program at PATH 

· Deputy Chairman, National Committee of the Red Cross Society of Ukraine,

· Director, L.V. Gromashevsky Kyiv Research Institute of Epidemiology and Infectious Diseases, 

· Head, Department of Accounting and Reporting, Main Department of the Economy, MoH Ukraine

· Deputy Head, Dept. of Prevention of Infectious Diseases, Head, Dept. of Organization of Epidemiological Surveillance and Immunoprevention MoH Ukraine

· Chief, Dept. of Pediatric and Maternal Care, MoH Ukraine,

· Head, Department of Budget Programs for Health Care and Social  Insurance of Population, Ministry of Finance
· Head, Department of Human Development, Ministry of the Economy


Berezhnov Sergei P. 

Muharskaya L.M.


Alexanjan M. 

Subbotin Yuriy V. 

Fadeeva O.G.


Eliot Pearlman


David Mercer


Khabarova A.M. 

Selnikova O.P. 

Luzan V.I. 

Padchenko A.G. 

Moiseyenko R.O.


Dydenko S.O.


Vytrenko Y.N.




· Functional relationships of the ICC with other institutions in health sector : 
The ICC is set up under the auspices of the MOH with the overall purpose of providing comprehensive institutional support for the NIP of Ukraine. The ICC coordinates activities in the areas of NIP design and implementation, enables in-depth review and assessment of immunization policy and activities, and effective use of international assistance for NIP. The ICC will function as a mechanism of consensus building and coordination among the stakeholders in NIP, including WHO and other international organizations concerned with health and represented in Ukraine. 

The ICC has broad and diverse membership base. Apart from the State Sanitary-Epidemiological Service of Ukraine, it includes health-related NGOs, such as the Ukrainian Health  Promotion Association, and Red Cross/Ukraine; biomedical R&D institutions, e.g., the Kyiv Research Institute of Epidemiology and Infectious Diseases; health care delivery system, e.g. the MoH Department of Maternity and Children’s Care; federal agencies in charge of health financing and resource allocation, i.e. Ministry of the Economy and Finance Ministry; international and bilateral donor and implementing agencies, e.g., WHO, UNICEF, World Bank, USAID, PATH.

· Major functions and responsibilities of the ICC: 

· Facilitate development and implementation of a five-year strategic plan of immunoprevention; 

· Strengthen awareness of, and provide advocacy for the national immunization agenda as part of health sector reforms;

· Enable a decision-making and organizational framework for international assistance with children’s immunization;

· Endorse international best practices in the vaccine and immunization area;

· Promote concepts and tools of equity and efficiency in the national program of immunization;

· Increase commitment of the government to immunization financing;

· Contribute to modernization of cold chain and other immunization infrastructure

· Three major strategies to enhance ICC’s role and functions in the next 12 months: 

· Set up ICC task forces, including as follows: (1) financing; (2) inter-regional coordination; (3) coordination of international assistance; (4) monitoring and evaluation.

· Strengthen ICC membership base by inviting representatives of regional SES and immunization services, and more international donors.

· Broaden authority of ICC, e.g., by agreeing that ICC recommendations will be used as a decision-making resource by ICC member entities. 

· Three main indicators (in addition to DTP3 coverage) that are chosen by the ICC to monitor implementation of this proposal:

· Children’s population coverage with hepatitis B-3 vaccine at 12 months of age: national average coverage rate compared with a year-specific target; inter- and intra-regional variation of coverage (i.e. among oblasts and rayons);

· Availability of basic cold chain equipment at immunization posts: percent immunization posts with functioning refrigerators;

· Safe immunization: nationwide and regional average scores based on a multi-variable rating system to be developed for sample-based monitoring of immunization services.

Attached are the supporting documents :

· ICC’s workplan of next 12 months


Document #5

· Terms of reference of the ICC


Document #6

· Minutes of the three most recent ICC meetings or of any other meetings in which partners participated that concerned improving and expanding the national immunization program 


Document #7

3. Immunization services assessment

Reference is made to the most recent assessments of the immunization system that have been completed within the three years prior to the submission of this proposal. (Guidelines on Country Proposal # 4.2.) 

· Assessments, reviews and studies of immunization services for current reference :

Title of the assessment
Main participating agencies
Dates

“Assessment of Immunization Services of Ukraine” 
MoH, CVP at PATH, UNICEF, USAID, FBA
September 2000

“The National Program of Immunization of Ukraine: An Assessment of Performance, Financing, and Resource Allocation Options”
Abt Associates, Inc., CVP at PATH
February – August, 2000

· The three major strengths identified in the assessments:

1. Maintained high coverage rates on EPI vaccines despite the economic crisis 

2. Succesful polio eradication and AFP surveillance

3. Developed and achieved high level of implementation of the Health Management Information System (HMIS) for immunoprevention.

· The three major problems identified in the assessments :

1. Sub-optimal supply of vaccines: excessive decentralisation has led to price-inefficient and uncoordinated procurement, unpredictable quality of vaccines, stock-outs, and misplaced priorities.

2. Compromised safety of vaccines: insufficient and unreliable cold chain equipment, and vaccine transportation and storage practices.

3. Unsafe immunization: unresolved issues of immunization waste disposal, poor injection techniques, and inadequate handling of reconstituted vaccines.

· The three major recommendations in the assessments:

1. Rationalize vaccine procurement, supply and distribution.

2. Conduct a comprehensive study of the cold chain and, based on the findings, recommend and implement measures that would preserve effectiveness of vaccines during transportation, storage and handling.

3. Develop and implement a strategy and action plan for improvement of injection safety and safe waste disposal, including in-service training of NIP personnel.  

· Attached is a  complete copy (with an executive summary) of :

· the most recent assessment report on the status of immunization services


Document  #8



· Components or areas of immunization services that are yet to be reviewed (or studied). 

Title of the assessment
Month/Year

Cold chain in-depth
2001

Burden of disease study for Hib
2001-03

4. Multi-Year Immunization Plan

Based upon the recommendations of the assessment of immunization services, the Government has developed (or updated) the multi-year immunization plan or adjusted the health sector plan. (Guidelines on Country Proposal # 4.3)
Attached is a complete copy (with executive summary) of  the Multi-Year Immunization Plan or of the relevant pages of the health sector plan. 
Document #10

Table 3 : Vaccination schedule with traditional and new vaccines (add/correct/fill in as appropriate)

AGE
Visit
Traditional antigens
New vaccines (specify presentation)

     Birth
1
BCG



hep B-1



1 month
2






hep B-2



3 months


OPV1
DTP1


Hib-11)


4 months
3

OPV2
DTP2


Hib-21)


5 months
4



OPV3
DTP3

hep B-3
Hib-31)


  6 months









12-15 months
5



Measles, mumps, rubella

Hib-41)


18 months
6

OPV4
DTP4





1) The need for Hib will be confirmed on the basis of the Hib burden of disease study planned in Ukraine for 2001-03.

Table 4.1 : Baseline and annual targets


Baseline
Targets, except as otherwise indicated


1999
2000
2001
2002
2003
2004
2005

Number of births1)
386,750
387,500
400,300
413,100
425,900
438,700
451,500

Number of infant's deaths
4,950
4,960
5,124
5,288
5,452
5,615
5,779

Surviving infants
381,800
382,540
395,176
407,812
420,448
433,085
445,721

Drop out rate [(DTP1-DTP3) / DTP1] x 100
na
1.0
1.0
1.0
1.0
1.0
1.0

Children vaccinated with DPT3*
370,346
371,064
383,321
395,578
407,835
420,092
432,349

Children vaccinated with Hep B 2)
4,200
13,389
177,829
387,422
416,244
428,754
441,264

Children vaccinated with Hib  
0
0
0
0
0
na
na

Children vaccinated with Measles**
370,727
363,413
391,224
403,734
416,244
428,754
441,264

Children vaccinated with yellow fever
N/A
N/A
N/A
N/A
N/A
N/A
N/A

* While vaccinations with combination vaccines phase in, those with DTP3 only are expected to phase out

**Only complete if applying for yellow fever vaccine

1) Projection by the Institute of the Economy of the Ukraine Academy of Sciences

2) Coverage rate in 2001 is based on the assumption that hepatitis B vaccine becomes available starting on July 1st, 2001

· Summary of major action points and timeframe for improving immunization coverage:

1. Assessment of major factors contributing to incomplete coverage.

2. Improve vaccine supply by means of ‘re-centralisation’ of financing, procurement and distribution of vaccines: 

· Develop new policies and procedures for the national and regional authorities in a perspective of re-centralisation

· Set up a competitive procurement mechanism at the national level

3. Capacity building:

· Management training of SES personnel and chief doctors of provider facilities 

4. Ensure steady access to vaccines at the regional and local levels by enabling full implementation and sustainable use of HMIS-based inventory and flow control of vaccines:

· Modify HMIS to reflect recent changes in the National Immunization Schedule

and strengthen use of HMIS as a decision-making tool

5. Reduce contraindication rates in line with WHO recommendations: 

· Implement immunization guidelines as set forth in the newly adopted National Immunization Schedule (November 2000)

6. Optimise delivery of immunization services:

· Design a more flexible approach to facility-based and outreach immunization 

· Better scheduling of immunization sessions.

7. Social mobilization:

· Focused work with low compliance population groups

8. Monitoring for coverage rates and immunization provider performance:

· Sustainable use of respective HMIS modules

· Ad hoc sample-based surveys and data verification.

9. Strengthen performance incentives:

· Pilot test innovative provider payment mechanisms, e.g., prospective capitation with the elements of fee-for-service in the primary care sector. 
· Summary of the major action points and timeframe for reduction of vaccines wastage rate : 

1. Optimal product mix: Smaller vial sizes will be introduced, wherever appropriate, e.g. in sparsely populated rural areas and where tangible cost gains may be expected. In 2001, financial and operations analyses will be performed to determine the optimal product mix for various immunization settings. 

2. Better planning of immunization sessions, e.g., designated days for specific immunizations. In 2001, existing schedules of immunization sessions will be reviewed on a sample of provider facilities and improvements will be recommended.

3. Outreach services: Localities with the population below certain size will be covered with immunizations by outreach crews. In 2001-03, immunization catchment area of select health care facilities will be increased to include small villages, based on the feasibility study and simulations in three pilot oblasts. 

4. Improved cold chain, rational distribution, and refresher training, in order to reduce wastage due to exposure to heat and freezing, and non-compliance with expiry dates. In 2001-02, Ukraine will conduct a comprehensive survey of cold chain equipment, vaccine transportation and storage patterns, and will formulate the national need for cold chain investment and optimisation. In 2001-02, a layman’s manual will be produced to remind health personnel of the basic rules of vaccine storage and handling.

5. Target low compliance oblasts, i.e. those with  the highest wastage rates, with customised action plans. 
6. More aggressive open vial policy: complete development of the national policies and guidelines; promote the use of VVM-equipped vaccines.

Table 4.2 : Estimate of annual DTP wastage rates*)

1999
2000
2001
2002
2003
2004
2005

DTP wastage rate 

na
12%
10%
8%
7%
6%
5%

*) Based on predominant use of 1-2-dose ampoules

· Summary of the safe immunization plan (Guidelines on Country Proposal # 3.):                                                             
See Objective 6 of Document 10 “Multi-Year Immunization Plan”.

Vaccine quality assurance:

· Ascertain opportunity and investment needs for upgrading national manufacturer(s) of vaccines to GMP rules

· Cold chain modernisation: assessment of need and resource requirements; increase buy-in from the national and regional governments; examine off-budget and international options for financing

· Cold chain monitoring and control: design of guidelines and capacity building

Safe injection:

· Issue a government ordinance on safe immunization policy. 

· Ensure compliance with injection safety

· Tighten control over sources and use of injection devices

· Secure a sufficient stock of disposable or AD syringes for all providers of immunization services

· Reduce and gradually eliminate the purchasing of syringes by parents 

· Conduct a feasibility study to compare alternative options for provision of AD syringes

Waste disposal:

· Provide safety boxes for immunization posts for AD syringes disposal

· Conduct pilot testing of alternative systems and technologies for waste destruction

· Enforce stricter control over disposal of syringes and needles.

Attached is a copy of the Plan to achieve Safe Injections (including plans for transition to auto-destruct syringes) and Safe Management of Sharps Waste or of the relevant pages of the health plan. 
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· Constraints and planning for Polio Eradication Initiative (Guidelines on Country Proposal # 2.):

In 2000, Ukraine experienced brief stock-outs of OPV in 5 out of 27 regions. Reportedly, annual coverage rates were not affected. 

At present, a documentation set is being prepared by the MoH for the WHO certification of Ukraine as a polio-free country.

5.New and under-used vaccines

Summary of those aspects of the multi-year immunization plan that refer to the introduction of new and under-used vaccines (Guidelines on Country Proposal # 4.4.).

·  (if new or under-used vaccines have been already introduced)

Lessons learnt about storage capacity, staff training, cold chain, logistics, drop out rate, wastage rate etc…in relation to the current experience with new and under-used vaccines :
· Required number of doses and presentations of requested, first preference, new and under-used vaccines

· (For each one of the requested, first preference new and under-used vaccine, please use provided formulas; see guidelines # 5.2) 
Ukraine is requesting a mix of 30 percent single-dose ampoules and 70 percent of 10-dose vials of hepatitis B vaccine, and is projecting introduction of this vaccine on  July 1st, 2001. 

(Text continues on the next page)

Table 5.1. Estimated number of doses  of  monovalent recombinant hepatitis B vaccine, one- and 10-dose presentations



2001
2002
2003
2004
2005


Number of births
400,300

413,100

425,900

438,700

451,500



Number of infant's deaths
5,124

5,288

5,452

5,615

5,779



Surviving infants
395,176

407,812

420,448

433,085

445,721



Estimated vaccination coverage rate 
45%

95%

99%

99%

99%


A
Target number of children to receive new vaccine
177,829

387,422

416,244

428,754

441,264


B
# of doses per vaccinated child
3

3

3

3

3




1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials


Suggested product mix
30%
70%
30%
70%
30%
70%
30%
70%
30%
70%

C
Estimated wastage rate in percentage
5%
25%
5%
20%
5%
15%
5%
15%
5%
15%

D
Wastage factor [ = 100 / (100-C) ]
1.053
1.333
1.053
1.250
1.053
1.176
1.053
1.176
1.053
1.176

E
Buffer stock factor for vaccines
1.25

1.125

1.00

1.00

1.00


F
Total vaccine doses needed [= A x B x D x E]
210,587
622,402
412,910
1,144,105
394,336
1,028,368
406,188
1,059,274
418,039
1,090,181

G
Percentage of vaccine requested from the fund (%)
100%
100%
80%
60%
40%

H
No. of doses requested from the Fund [ = F x G / 100 ]
210,587
622,402
412,910
1,144,105
315,469
822,694
243,713
635,564
167,216
436,072

I
No. of doses per vial
1
10
1
10
1
10
1
10
1
10

J
AD syringes (incl 5% wastage) [= AxBxEx1.053xG/100]
210,587
491,370
412,910
963,457
315,469
736,095
243,713
568,663
167,216
390,170

L
Reconstitution syringes [= H / I ]
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

M
Total number of syringes requested from the Fund  [=J+L]
210,587
491,370
412,910
963,457
315,469
736,095
243,713
568,663
167,216
390,170

N
Total safety boxes requested from the fund [= M/100]
2,106
4,914
4,129
9,635
3,155
7,361
2,437
5,687
1,672
3,902


Total safety boxes requested from the fund [= M/100*1.5]*)
3,159
7,371
6,194
14,452
4,732
11,041
3,656
8,530
2,508
5,853

*) In this line the requested number of safety boxes is increased by 1.5 compared to the previous line. This responds to the ICC concern that a greater number of safety boxes will be needed in order to meet the demand of immunization posts located in sparsely populated rural areas. (see Section 5 “Additional comments and recommendations from the ICC”).
The following footnotes are part of the Proposal template:

*Target estimates should be adjusted if a phased or mid-year introduction is intended. If targets for hep B and Hib differ from DTP3, explanation of the difference should be provided.

1)  The country would aim for a maximum wastage rates of 25% is set for the first year with a plan to gradually reduce it to 15% by the third year. For vaccine in single or two-dose vials the maximum wastage allowance is 5%. No maximum limits have been set for yellow fever vaccine in multi-dose vials.

2) The buffer stock for vaccines is normally set at 25%. This is calculated by using a buffer stock factor of 1.25 that is applied only with the first stock of doses required to introduce the vaccination in any given geographic area. In case the introduction of the new vaccines is done in annual phases, the factor of 1.25 is applied only to the difference in numbers of annual targets of children. The factor is 1 for other following years. If these vaccine wastage rates cannot be achieved immediately, the proposal has to provide a rationale for a higher rate in Section 6, and plan for wastage reduction should be included.

3) A maximum wastage rate of AD syringes of 5% (= AD syringes wastage factor of 1.053) is applied to the total number of vaccine doses required, excluding the wastage of vaccines. 

4) Only for lyophilized vaccines : Yellow Fever and DTP-hepB-Hib 

 (Add any other table 5.3, 5.4…as necessary to calculate required doses of different vaccines in different presentations)
· Summary of the action points that address possible implications for storage capacity, staff training, cold chain, logistics, drop out rate, wastage rate etc… in the Plan for Introduction of New and Under-used Vaccines:

Storage capacity/Cold chain 
The national and regional authorities of Ukraine will work to upgrade storage facilities and equipment in order to accommodate new vaccines: 

· Re-centralised financing of vaccines and immunization will permit increased allocations to cold chain equipment. 

· The MoH will encourage the Government of Ukraine (GOU) to include support for immunization infrastructure as a separate line-item on the outlay side of the national budget, starting in fiscal year 2002. 

· The MoH will propose to the MoF new mechanisms of financing of the national program of immunization (NIP) infrastructure

· A 2000 census of cold chain equipment was conducted in the oblasts. In 2001, the census data will be aggregated at the national level, and analysed in order to present a national assessment of need for equipment. Based on this assessment, a request for additional financing will be submitted to the government. 

· The GoU will explore opportunities for international assistance with an earmark for storage modernisation. Appropriate consultations will be conducted in 2001 with the GAVI partners and/or other donors and lenders.
Staff training

· In 2001, a curriculum and teaching materials on hepatitis B immunization will be developed and produced for a series of training seminars for oblast and local level paediatricians and immunization managers.

· UNICEF-based training for EPI managers will be accessed

· A standard one-session training will be provided to all immunization posts on safe immunization. It will  cover safe injection techniques, handling vaccine reconstitution, and the use of AD syringes that are expected to be bundled with vaccines supplied on the Global Fund’s money. 

· Immunization personnel will be introduced to the new equipment and techniques of waste disposal, e.g., using safety boxes to be provided with new vaccines.

Drop-out rates

· Securing uninterrupted supply of the hepatitis B vaccine for all providers of immunization services.

· Guidelines for hepatitis B immunization will be adjusted for compliance with WHO-recommended contraindication standards.

· Social mobilisation campaign will be conducted in 2001, using mass media to raise parent awareness of the importance of complete immunization against hepatitis B.

· Health providers will be instructed to provide second and third immunizations against hepatitis B to non-resident children, upon parents’ request and based on the information contained in patient immunization cards. Other follow-through rules will be tightened, e.g., local and regional SES reporting will include more detailed information about the factors contributing to incomplete immunization. 

· HMIS-based monitoring and prompt response.

Wastage rates

The action points referring to wastage rate reduction will include: 

· Optimisation of the product mix, e.g. adjustment of vaccine presentations to rural and urban immunization settings 

· Better planning of immunization sessions 

· Delivery of immunization services in small villages by outreach crews 

· Improved cold chain and better distribution of vaccines 

· Refresher training on vaccine handling 

· Focused work with low compliance regions 

· Development of the national guidelines for open vial policy. 

For a more detailed description of the aforementioned items, please see Objective 7 in Document 10 “Multi-Year  Immunization Plan”. 

A gradual transition to multivalent vaccines, including new antigens (DTP+hepatitis B; DTP+hepatitis B+Hib) will also contribute to reduced wastage rates. Such transition is likely to take place after 2005.

· Required number of doses and presentations of requested, second preference, new and under-used vaccines (please use provided formulas) 

See Tables 5.1 for hepatitis B.

· Assessment of burden of relevant diseases (if available) :

Disease
Title of the assessment
Date
Results

hepatitis B




Hib
Burden of Disease Study planned. Draft study protocol is under review. 
2001-03
Expected by the end of 2003






· Attached is the plan of action for vaccinations with new or under-used vaccines (if already contained within the national, multi-year plan, indicate page and paragraphs)
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6.Strategic directions to mobilise additional resources for immunization

· Summary of strategies that the Government intends to pursue to increase the resources for immunization of children, (Guidelines on Country Proposal # 4.3, 4.4, 5.) and that will be converted in a comprehensive «Resource Mobilisation Plan» by the time of the mid-term Review (Guidelines on Country Proposal # 6.1.):

Estimated need for additional funding

Additional resources will be needed to avoid a financing gap in NIP. Potential financing gap (FG) is defined as the expected increase in NIP national and regional expenditures beyond their current levels. FG will be stipulated by an increased expenditure on vaccines and capacity building as well as higher levels of reimbursement of the currently existing but underfunded costs, e.g., energy, equipment maintenance and repair, per diem, and depreciation. 

The medium-term assessment of FG is based on the following assumptions: (1) hepatitis B vaccine is introduced; (2) Funding of NIP infrastructural needs is increased concomitantly with the increased volume and diversity of vaccines and immunization services; (3) no international support is provided or it is phased over to the national sources of NIP financing. 

Based on the aforementioned assumptions, FG may grow up to 1/3 of the NIP funding need over the next five years. However, this does not take into account the expected savings from decline in vaccine prices and economies of scale achieved by re-centralization.

Strategies of increased and sustainable funding 

The following strategies will allow the governments of Ukraine to close FG:

· GOU and regional governments will make a commitment to keeping allocations to NIP  unchanged from the current levels. This prerequisite for a sustainable NIP financing will be secured by re-centralization of the vaccine procurement that was adopted in Ukraine in November 2000. 

· To help GOU maintain its committment to NIP funding, and to make the level of such funding less vulnerable to changing budgetary priorities, an opportunity for earmarked allocations is being examined. Those may be tied to a specific revenue basis, e.g., revenue from excise tax on alcohol and tobacco, or proceeds from fines and sanctions. Based on the study of the Ukraine fiscal system, both of the proposed bases were found large and robust enough to generate the relatively small amount of resources necessary for covering the projected gap in NIP budget. In December 2000, the Supreme Rada (Parliament) of Ukraine recommended the allocation of 1/9 of proceeds from privatization of public assets to maternal and children’s care. 

· Additional funds would be freed from the health care sector, e.g. through cost savings from the elimination of unoccupied beds and by means of other structural changes in provider networks. 

· Alternative funding mechanisms will be explored, too. The NIP authorities are ready to tap into new resources as those may become available for the health care sector in the near future. If a national health insurance program is adopted in Ukraine, it may raise additional funds through an earmarked payroll tax. Primary care, in particular maternity and children’s services, is likely to be a priority target for reimbursement under mandatory health insurance. 

· Fund-raising campaigns may be conducted by the national and regional health authorities and, with their encouragement, by NGOs among private business community and Ukrainian Diaspora in the West. The collaborative endeavor of the GOU and GAVI/GF  will be promoted to the potential donors, and the origins, size and evolution of the financing gap in the NIP of Ukraine will be more clearly explained. 

· Cost recovery should be mentioned for the sake of comprehensive approach to NIP financing. An estimated 10 percent of immunization supplies is provided by consumers. Broadening user charges in NIP can not be proposed as a consistent policy for the years to come, given that the overwhelming majority of Ukraine’s population is poor. Children’s immunization should continue to be viewed as the basic social entitlement of the population of Ukraine. 

· GoU will implement a range of strategies aimed to raise cost efficiency of vaccine procurement and immunization in Ukraine. These will include elimination of small contracts and transition to procurement from reputable suppliers under high-volume contracts and/or by using international procurement vehicles, such as UNICEF. Product mix will be optimized for each agent, enabling a trade-off between unit price per antigen, vaccine presentation mix, and vaccine combination. In many cases a two-tier approach will be applied, whereby one-two dose presentations will continue to be purchased from existing sources for rural immunization settings, while large-size vials at UNICEF prices could be introduced in towns and cities, particularly, for school-based immunization posts.

· Tables of expenditure for 1999 and resource needs detailing the sources of funds are attached in Annex 1.


· List of current/projected financing mechanisms for immunization including agreements made with other agencies (i.e.: Vaccine Independence Initiative): (the relevant documents are attached)

Title
Partners


Decree of the President of Ukraine “On the Concept of the Development of People’s Health Protection in Ukraine”, N1313/2000, December 7th, 2000

Document #1

Decree of the Verkhovnaya Rada “On the Status of Health Financing in Ukraine and Urgent Measures for Its Improvement”, December 7th, 2000

Document #14

UNICEF training for EPI managers
UNICEF
N/A

PATH and CVP Contracts and Work Plans: financial and technical support of comprehensive NIP assessment, HMIS design and implementation, and Hib burden of disease study 
PATH
N/A

· Remarks on recurrent cost reduction strategies which contribute to financial sustainability, such as vaccine wastage reduction:

· Summary of support to immunization generated from the poverty reduction strategies (including the use of funds freed by debt relief), of which relevant pages are attached :
N/A

7.Summary of requests to GAVI/GFCV

With reference to all points presented above, the Government of Ukraine

· being eligible for support from the Global Alliance for Vaccines and Immunization (GAVI) and the Global Funds for Children’s Vaccines (The Fund), 

· considering that its DTP3 coverage for 1999 was 97%  corresponding to 370,346 children vaccinated with DTP3,

hereby requests the Alliance and its partners to contribute financial and technical assistance required to increase immunization of children.

Specifically, the Government does hereby apply to receive support from the Fund :

· IMMUNIZATION SERVICES SUB-ACCOUNT 
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To fund the immunization services in year 2001 according to the number of additional children that are targeted to be immunized with DTP3 as presented in table 4.1, namely ………………  ( number of children ). 

· (Only for countries seeking support from the Immunization Services sub-account) 

· Transfer of funds from the immunization services sub-account will be by:

Government

A Partner agency (specify name) 

     An independent third party


· Operational mechanism in place for safeguarding transparency, standards of accounting, long-term sustainability and empowerment of the government in using the funds (Guidelines on Country Proposal # 5.1.):


· NEW AND UNDER-USED VACCINES SUB-ACCOUNT (tick only one)           
To supply the following vaccines :  (fill in only what is being requested from the Fund in line with tables 5.1, 5.2…)

Table  6




Presentation*


Starting month and year 
Number of doses requested for first calendar  year
Vaccines will also be requested for following years as described in tables 5.1, 5.2…

hep B
(1) monovalent
July 2001
832,989



(2) 1-dose 30%; 10-dose 70%




Hib
(1)





(2)




yellow fever
(2)




* Insert types of presentation requested:
(1) 
Monovalent or combination

  

       



(2)
Number of doses per vial
· (Only for countries seeking support from New and Under-used Vaccines sub-account)

· Vaccines will be procured (tick only one) :  

                               By UNICEF 
· (If vaccines is procured by the Government)

Process and procedures of the National Regulatory Authority to control the purchase and delivery of vaccines into the country, including weaknesses, constraints and planned measures to improve the control system (Guidelines on Country Proposal # 5.2.):  

8.Additional comments and recommendations from the ICC 

1. The Ministry of the Economy would like complete clarity on the issue of national vaccine manufacturing in Ukraine. In no way should GF-funded supply of hepatitis B vaccine restrict the Ukraine’s plans for organizing the national production of hepatitis B antigen. It is, therefore, understood that Ukraine’s commitment to phasing out the GAVI/GF support implies that Ukraine will take over the supply of hepatitis B vaccine in a five-year perspective, in ways that the Government of Ukraine will deem appropriate. 

2. The Ministry of Finance expressed concern that its responsibility for the NIP sustainable funding should not be seen as an all-inclusive commitment. Instead, the Ministry would like to examine various options that would enable it to increase immunization financing.  

3. UNICEF suggested that the requested number of safety boxes (see Table 5.1) should be increased by 1.5 times. Ukraine has a large number of immunization posts. Many of them are located in sparsely populated rural areas where the number of immunizations is too small to provide for the full use of the safety boxes. Hence, a large part of the safety boxes will not be used at full. This, in turn, would lower the syringes-per-box ratio and will lead to an increased demand for safety boxes. The ICC agreed and the number of safety boxes requested in Table 5.1 was increased by 1.5 times.

4. The ICC members (Ministry of Economy, Ministry of Finance) supported the idea of setting up task forces under the ICC auspices, specifically, a task force on financing. The new entities will allow to broaden the circle of experts involved in the NIP policy assessment and decision making, and would be used for ongoing discussions and capacity building. The  Financing Task Force (FTF) would begin its activities by focusing on an in-depth study of the NIP resource base and on scenario building for medium and long-term projection of the NIP financing needs.

ANNEX 1

Statement of financing and of unmet needs for immunization (USD) 

Table 1

Ref.

#
Category / Line item
Central Govern-ment
Local Govern-ment
Private sector
Donor 1: UNICEF
Donor 2: USAID through PATH 
Donor 3: CVP at PATH
Donor 4: 

SKB
Total Expenditure in 1999

1.
Vaccines, AD syringes…


245000
2416849

62547



2724394

1.1
· Vaccines
245000
2416849

62547



2724394

1.2










2.
Equipment (cold chain, spare parts, sterilisation…)

43500


10000


53500

2.1
· Cold chain

43500





43500

2.2










3.
Other item immunization specific


14000
98200


44000
3000
2700
161900

3.1
· Transport
14000
85300





99300


· Social mobilization

2900





2900


· Training

2500




2700
5200

3.2
· Administrative overhead

7500





7500

Total expenditure in 1999


259000
2558549

62547
54000
3000
2700
3029794

Table 2

Budget for 1999 

(Fill in a similar table for subsequent years)  



Contributions committed by partners
Total projected needs  
Unmet needs

Ref.

#
Category / Line item
Central Govern-ment
Local Govern-ment
Private sector
Donor 11
Donor 2
Donor 3
Donor 

n.. 2



1.
Vaccines, AD syringes…


245000
2416849

62547



2724394
10720969

1.1
· Vaccines
245000
2416849

62547



2724394
10720969

1.2











2.
Equipment (cold chain, spare parts, sterilisation…)

43500








2.1
· Cold chain

43500






381136

2.2











3.
Other item immunization specific


14000
98200




2700

88100

3.1
· Transport
14000
85300






22500

3.2
· Social mobilization

2900






15100

3.3
· Training

2500




2700

19800

3.4
· Administrative overhead

7500






30700

Total commitment 


259000
2558549

62547


2700
2882794
11190205

1
If basket funding or a similar aggregated funding approach is used, please describe the total funding amounts, and/or detail partner contributions as fully as possible.

2 Please use the electronic version of the document and insert as many columns for partner contributions as are necessary for your submission

3 Please use the electronic version of the document to insert as many line items as necessary for your submission

ANNEX  2

Summary of documentation
 requested

Background information on Health System Development status

a) Overall government health policies and strategies 
Document #1 

b) Structure of the government health services at central, provincial and peripheral levels and how it relates to immunization services (with an organisational chart)

Document #2 

c) Ongoing or planned health reforms (e.g. decentralisation, integration of functions, changes in financing) as they impact immunization services


Document #3 

d) Government policies on private sector participation, as it relates to immunization services.
Document #4 

Profile of the Inter Agency Co-ordinating Committee (ICC)

e) ICC’s workplan of next 12 months
Document #5 

f) Terms of reference of the ICC 


Document #6 

g) Minutes of the three most recent ICC meetings or any meetings concerning the introduction of new or under-used vaccines


Document #7

Immunization Services Assessment

h) Most recent, national assessment report on the status of immunization services


Document  #8 

i) Summary of the recommendations of the assessment report with remarks on the status of implementation of each recommendation.


Document #9

Multi-Year Immunization Plan

j) Complete copy (with executive summary) of the Multi-Year Immunization Plan or of the relevant pages of the health sector plan.


Document #10

k) Action plan for the introduction of new or under-used vaccines into immunization services (if already contained within the national, multi-year plan, please indicate page and paragraphs)

l) Safe injections Plan


Document #11

Document #12

Unmet needs requiring additional resources

m) Tables of expenditure for 1999 and resource needs (Annex 1)
Document #13

n) Agreement made with other agencies as sustainability strategy (i.e.: VII)
Document #14 

o) The priority given to immunization in the poverty reduction strategies for the use of funds freed by debt relief (for countries targeted in the HIPC initiative)
Not applicable

ANNEXES

DOCUMENT 1. Matches the application form’s request for an ‘Overall government health policies and strategies’ document’
Excerpts,  Translated from Ukrainian
DECREE

OF THE PRESIDENT OF UKRAINE

On the Concept of the Development 

of Population’s Health Protection in Ukraine

7th December 2000

N 1313/2000

………………

2. State Policy in Health Care

The national health care policy attempts to achieve gains in the health status and quality of life of the citizens of Ukraine and contribute to preservation of  the genetic fund of the Ukrainian nation.

Application of this policy is geared to implementation of a series of macro- and sector-specific measures.

Macro-measures shall enable:

· Gradual increase in state allocations to the health care sector and improved effectiveness and efficiency in the use of available resources;

· Sanitary and epidemiological welfare of the population, re-orientation of health care towards substantial strengthening of disease prevention,  including prevention of infectious diseases and reduction of health risks associated with pollution and environmental adversities;

· Improvement in occupational safety and workplace hygiene, including prevention of work-related injuries and reduction of exposure to occupational hazards;

· Healthy lifestyles promotion, including health education, particularly, among children and adolescents; social mobilization against harmful behaviors; promotion of recreation, fitness, sports, and modern nutritional and dietary standards;

· Active demographic policy, including incentives for higher fertility; measures to reduce mortality; protection of reproductive health of  the population; as well as socioeconomic support for the youths, and protection of the disabled and the elderly;

· Comprehensive and sustainable physical and mental development of children, starting at birth; their balanced nutrition, improved living standards, upbringing, and education;

· Creation of a multi-prong system of health financing;

· Strengthening of the social and legal protection of health workers, pharmacists and patients;

· Setting out criteria for labor remuneration of health workers and pharmacists based on their skills,  performance, and labor conditions;

· Accelerated growth of medical and pharmaceutical industries, including manufacturing of medical equipment, pharmaceuticals and health supplies, at a competitive cost.

Sector-specific measures shall enable:

· Development of the special-purpose national health programs;

· Priority setting for the provision of health services, including identification of a basic benefit package with free and guaranteed access for all citizens through public and community facilities;

· Advancement of primary care and public hygiene to be provided by family practitioners;

· Structural change in the health care sector aimed to eliminate imbalances by level and type of care, and rationalize provision of ambulatory and hospital services;

· Improvement of health information through deployment of computerized data systems and reorganization of  clinical reporting;

· Introduction of a system of licensed standard testing in higher medical institutions, regardless of their status and affiliation, in order to bring about uniformity in the quality control of medical training;

· Accreditation of health providers, and licensing of physicians, health personnel, and pharmacists.

3. Reforming Economic Foundations of the Health Care Sector

………..……..

To secure further improvements in public health, the state shall retain control over the amount, quality and mechanisms of health care provision, and shall enable steady expansion of health financing through on-budget funding supplemented by other funding sources. 

………………

Allocations from the national and local budgets shall be the principal source of resources for publicly funded special-purpose health programs.

Health care providers of all forms of ownership shall strictly adhere to the nationally mandated standards in the health care sector and shall seek additional sources of funding in order to leverage their revenues.

4. Reorganization of Health Care Management 

Reorganization of health care management is a prominent area of health care reforms. 

The following entities shall be vested with the powers of, and responsibility for health care administration: 

The Ministry of Health of Ukraine shall remain the leading national government agency in charge of design and implementation of the national health policy, protecting the epidemiological welfare of the population, strengthening manufacturing and maintaining quality of medical products and health supplies;

……………………………………

Health care management shall be based on the devolution of authority over, and responsibility for the health sector performance to the regional health authorities.

At the same time, the administrative vertical shall be preserved in order to secure the implementation of the national health policy, and enforcement of national standards in the health care sector.

………………………

The state shall exercise a uniform health policy, and shall determine key standards of basic medical care.

………………………

The state shall be held responsible for protecting constitutional rights of the citizens in the health care area, and shall control quality of services provided by health care institutions regardless of their ownership status.

……………………….

To rationalize distribution of funds, optimize the use of human and material resources in the health care sector, and increase effectiveness of medical services within the framework of the state-community model, the primary, secondary and tertiary levels of services shall be clearly distinguished.

…………………………

Levels of care will be delimited, based on medical-technological standards of the provision of services. The state shall control compliance with the respective standards.

5. Promoting Healthy Lifestyles
Regulatory framework shall be reinforced to promote healthy lifestyles, strengthen prevention, and secure advancement toward better public health.

…………………………..

6. Optimization of Activities in Health Care Sector

……………………..

State policy with respect to maternal and children’s health, … shall be aimed to secure legal rights of women and children, improve access to public health and social care to the young families, protect work environment of women in reproductive age, enable favorable conditions for strengthening  physical and mental health, and social welfare of children and adolescents, expand their access to sports, recreation, and youth facilities; develop food industry for children, provide equal access of population to reproductive health and family planning services, genetic  health consultations, women’s care in pregnancy and childbirth.

………………………..
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I. THE HEALTH CARE SECTOR OF UKRAINE: FINANCING AND DELIVERY OF CARE 

1.1 Health Care Financing

The health care sector of Ukraine is a fully integrated health care system, i.e. both the funding and provision of services are in the hands of the government. Health care budgets are formed, predominantly, at the regional level, i.e. from general revenue of the oblast budgets. Federal funds account for 10 to 15 percent of the on-budget health spending on personal care, and cover the cost of services provided by the national-level clinics that report directly to the Ministry of Health (MoH). Federal expenditure is also involved in the epidemiological surveillance, disease prevention, medical training, biomedical R&D. Besides MoH, several other national government agencies, such as Defense Ministry, Interior Ministry, and Transportation Ministry operate their own provider facilities with the funding coming from the national budget as part of appropriations by the respective ministries. Large and, once financially powerful, enterprises, primarily, in heavy industries retain some of their company-based health care plans and medical centers, countering the general trend toward social divestiture. 

Table 1. Health Financing Profile of Ukraine, 1997

Health Expenditure
%
Per Capita Health Expenditure
US$

Total health expenditure as percent of GDP
 5.6
Total health expenditure at official exchange rate
54

Public expenditure as percent of total health expenditure
75.5
Out-of-pocket expenditure at official exchange rate
13

Private expenditure as percent of total health expenditure
24.5
Total expenditure in international dollars*)
128

Out-of-pocket expenditure as percent of total health expenditure
24.5
Public expenditure in international dollars
96

Tax-funded and other expenditure from general budget revenue as percent of public health expenditure
100.0
Out-of-pocket expenditure in international dollars
31

Public expenditure on health as percent of total public expenditure
9.6
*) ‘International dollars’ reflect purchasing power parity of the national currency based on price comparison in Ukraine and the US.

Source: [WHO, 2000: 195]

User fees have been ruled unconstitutional and continue to be paid under the counter. Illicit payments have always been a widespread phenomenon in the Soviet-type health care sectors and have become rampant in Ukraine as public health resources have dried up. WHO estimates that out-of-pocket payments account for ¼ of Ukraine’s spending on health [WHO, 2000: 195]. Cash and in-kind contributions by the patients are directed at unofficial subsidization of provider variable cost, i.e., drugs, food, and linens in the hospitals, and fees for physician and nursing services both in outpatient and inpatient facilities, particularly, surgical charges. 

Non-government sector is limited to big cities and accounts for a relatively minor share of health financing and service provision. Several hundreds of private insurance companies are licensed in Ukraine to underwrite health risks on a voluntary basis. Successful private employers and well-to-do individuals opt for private insurance to secure preferential access to quality services at the relatively modern public and, occasionally, non-public facilities. Private clinics are still few. Private initiative, reportedly, enters the health care market in dental care, gynecology, diagnostics and select other specialties where the demand for services is steady and startup costs are not altogether unbearable. Publicly employed physicians and private health operators collude to divert part of the patient flow into private facilities that function on a cost recovery basis. 

The only officially established areas of out-of-pocket payments in the health care sector, are as follows: (1) pharmaceuticals prescribed in the outpatient setting, except children’s vaccines, TB and other drugs dispensed free of charge under the National Immunization Program and other national public health programs; (2) eyeglasses; and (3) since the 90’s, most dental services except those delivered at the primary care level as part of the basic benefit package. 

The per capita health expenditure in Ukraine is US$54 (1997) estimated at the official UAH/US$ exchange rate, or $128 if adjusted for purchasing power parity (Table 1). The share of GDP spent on health care is 5.6 percent. Three quarters of the national health bill is covered from budget general revenue. 

1.2 Delivery of Care

Over 90 percent of health care providers in Ukraine report to the national MoH, either directly or through regional health authorities. The MoH provider network consisted in 1999 of 22,700 outpatient facilities and 3,146 hospitals. Types of outpatient and hospital care providers, and their utilization parameters are presented for 1997 in Table 2 (the hospital sector) and Table 3 (the outpatient sector). 

One quarter of hospital beds is concentrated in city & town (general) hospitals, another 25 percent in central (rural) district general hospitals; 10 percent in dispensaries, i.e. facilities for TB, STI and psychiatric patients. Admissions concentrate in central district hospitals (31.6 percent of the total), city and town general hospitals (30.1 percent), while the rest of the patient flow is spread more or less evenly among the other eight hospital types. The following areas of inefficiency may be highlighted in the hospital sector of Ukraine based on the numbers of Table 2 and circumstantial evidence from the field: 

· Rural hospitals have the lowest occupancy rate and, reportedly, are bypassed by the patients seeking quality care in non-emergency situations. 

· Specialty hospitals operate at low occupancy rate because of their limited ability to adjust for changing demand due to rigid partitioning of bed capacity by narrowly defined specialty.

· Dispensaries admit patients for long periods of time, which reflects an antiquated approach to TB and STI treatment. 

· Average length of stay remains high for short-term hospitals, reflecting low intensity of care due to lack of productivity incentives, technology, modern drugs and health supplies.

The outpatient sector is represented mainly by outpatient and day surgery departments of hospitals (see Table 3), standalone policlinics (multi-specialty outpatient centers located, predominantly, in urban areas), rural physician ambulatories, and rural health posts called feldsher-midwife posts (FAP, by their traditional local acronym) and staffed by feldshers, i.e. mid-level health professionals with skills in primary care and obstetrics. Some FAPs do not have medical personnel and are maintained for a visiting physician and a feldsher to perform periodic physical exams, immunizations, and emergency services. 

Despite the impressive number of physician ambulatories and health posts, rural areas lack access to outpatient care. FAPs and rural physician ambulatories are unable to benefit from the 

Table 2. Resource and Utilization Profile of the MoH/Ukraine Hospital Network, 1997

Provider Types
Facilities
Beds, 1,000
Beds per facility
Beds, Percent
Admissions, 1,000
Admissions, percent
Admission rate, per 100
Bed occupancy, days/year
Length of stay, days

HOSPITALS – Total
3211
472.5
147
100.0
9638
100.0
19.1



Oblast (General) hospitals
27
23.5
870
5.0
540.5
5.6

319.7
14.2

City and town (general) hospitals
625
122.0
195
25.8
2900
30.1

323.6
14.2

Specialty hospitals
134
19.2
143
4.1
265.0
2.7




Pediatric city hospitals
109
16.2
149
3.4
373.9
3.9

311.5
13.0

Central district hospitals
488
119.8
245
25.4
3042
31.6

307.3
12.9

District hospitals

10.5

2.2
252.2
2.6

300.3
14.2

Rural hospitals
1047
19.6
19
4.1
457.3
4.7

295.9
15.5

Psychiatric and narcology hospitals
87
48.4
556
10.2
457.3
2.5

332.5
63.3

Birth homes 
87
14.2
163
3.0
419.9
4.4




Dispensaries (TB, STI)
379
50.7
134
10.7
546.4
5.7




Source: [MoH, 1998: 689-730]

progress of medical technologies, are understaffed, lack funds to provide for the essentials, and are bypassed by patients who in most cases self-refer to a higher level of care.

Table 3. Outpatient Care Network in Ukraine under the MoH Jurisdiction, 1997

Provider Types
Number of Facilities
Provider Types
Number of Facilities

Outpatient – Total 
24,179
Standalone outpatient facilities:

Including outpatient departments in:
Policlinics and ambulatories
2,553

City and town hospitals
737
Dental policlinics
321

Oblast hospitals
27
Physician health posts
194

Central district hospitals
489
Emergency care stations (departments)
1,033

City pediatric hospitals
140
Of which standalone:
114

Rural hospitals
1046
Rural physician ambulatories
2,152

Birth homes
96
Feldsher-midwife posts
16,533

Dispensaries
501
Of which w/o medical personnel
259

Source: [MoH, 1998(3):689,703,704,707]
Addenda: Day admission centers 

         within outpatient facilities
1,934


         Outreach care centers   
2,341

At the same time, rural children’s immunization is still anchored in FAPs, the latter, thus, remaining the functional delivery base for, perhaps, the most important vertically structured public health program in the country.  

1.3 Adaptive Structural Change 

One way to summarize the experience of the 90’s, would be to conclude that the health care sector of Ukraine has been and remains in flux and, similar to other sectors of the national economy, is still searching for its post-Soviet identity. One reform initiative group has characterized the current health policy of GoU as ‘intolerable’ since it “keeps medical care accessible for 50 percent of the Ukrainians, partially accessible for another 30 percent, and completely inaccessible for the 20 percent” [Pulse, 1999: 14]. Important changes that have occurred in the 90’s may be characterized as an adaptive response to tightened financial constraints rather than conscious attempt to transform the national health care sector into a more efficient system. 

The collapse of public finance in early 90’s has immersed the already under-funded health care sector of Ukraine in a financial crisis. It continued through the 90’s and is in full swing at the present time. Per capita health expenditure from public sources declined by 3-3.5 times over the decade, as commonly estimated by MoH, regional health administrations, and chief doctors at the facility level. A more radical estimation is the sevenfold decline in the national health spending. “Two thirds of the financial flows underlying the provision of health services has drained into the shadow economy” [Pulse, 1999:13]. 

In response to the acute shortage of funds, the health authorities of Ukraine have reduced hospital bed capacity by 31 percent or 217,000 beds over 1990-98 (see Table 4). This major change has partially resolved an important structural distortion common of publicly funded health care systems, whereby health funding and provider resources tend to be skewed toward the hospital sector, leaving the primary care at a disadvantage. The sharp decline in hospital bed capacity was accompanied by a symmetric 30-percent increase in the capacity of ambulatory facilities, as measured by the number of visits that facilities can accommodate per work shift. The number of physicians in the health care sector grew by 8 percent while the number of mid-level health personnel slightly declined. 

Table 4. Provider Capacity in the Health Care Sector of Ukraine, 1985-98

Indicators
1985
1990
1995
1998
1990-98 Percent Change

Total Number

Physicians, 1,000 persons
210.6
227.2
230.2
227.0
7.8%

Mid-level health personnel, 1,000 persons
566.6
607.2
595.1
556.8
-1.7%

Hospital beds
668.9
700.3
638.9
483.5
-27.7%

Outpatient capacity, visits per work shift
755.6
894.9
965.5
965.6
27.8%

Per 10,000 Population

Physicians
41.3
44.0
45.1
45.5
10.2%

Mid-level health personnel
111.1
117.5
116.5
111.7
0.5%

Hospital beds
135.5
125.1
125.1
97.0
-28.4%

Outpatient capacity, visits per work shift
148.2
173.1
189.0
193.7
30.7%

Source: [GKS, 1999: 464-68]

The health care system of Ukraine has undergone an important structural shift toward the outpatient sector, assuming that the aforementioned statistics are correct and the reduced hospital bed capacity has translated into additional medical offices and facilities that provide outpatient care. The overall production base of the health sector has remained unchanged or even grew, judging by the number of employed medical staff. To maintain such an extensive base on the budget three times lower than 10 years ago, is hardly a viable undertaking. Further reforms may be needed to eliminate the still redundant hospital beds, close out the least utilized facilities, increase the volume and quality of services by upgrading clinical skills in the system, providing incentives for productivity to medical profession, and creating a more participatory environment for patients. As was stated by the aforementioned group of Ukraine-based health reformers, “the main objective at the present time is not preserving the health care sector [as such] but securing medical care for each citizen of Ukraine at an adequate level of quality and accessibility” [Pulse, 1999:14-15]. Streamlining the delivery network, increasing resource mobility, raising utilization   of expensive equipment, encouraging highly skilled doctors and health professionals to focus on their direct clinical functions, increasing volume and quality of cost-efficient ambulatory services, and downsizing relatively costly inpatient care, are among the reform strategies, rightly proposed by the reform-minded health policy analysts in Ukraine. 

1.4 Comparative Assessment of the Health Sector Performance

In the latest multi-criterial assessment of the health care systems of WHO 191 member states, Ukraine was ranked 130th on “overall health system performance” (Table 5). This is the measure that relates overall health system attainment to health system expenditure. Overall health system attainment (Ukraine’s rank is 60th), is the composite measure of achievement in the level of health (70th), the distribution of health (47th), the level of responsiveness (96th), distribution of responsiveness (63rd-64th), and fairness of financial contribution (140th-141st). Importantly for this study, the highest partial score was obtained by Ukraine on the distribution of health (47th). This variable of health system attainment is approximated by the index of equality of child survival measured by the distribution of expected survival time under the age of 5 years. Ukraine’s relatively high score on this item confirms that children’s health is the best secured line of health protection in the country. 

2. NIP REGULATIONS, INSTITUTIONS, AND STRATEGIES

2.1 Challenges of the 90’s

The health care system inherited by Ukraine from the Soviet Union functioned as a centrally controlled hierarchy of administrative/financing agencies and service delivery organizations. The rigidity of this system stemmed from command-and-control principles and methods that dominated the centrally planned economy and ideological compact of the Soviet society. The Soviet health care system attained its maturity in the 20’s and 30’s and was well suited, initially, to abate epidemics and, subsequently, to control the risks and prevent the return of communicable diseases. Communicable disease prevention was the main beneficiary in the centrally managed health care sector and continued to make the major contribution to the advancement of nation’s health as long as the main epidemiological risks stemmed from preventable infectious diseases. NIP benefited from such features of the Soviet health system as self-reliance on the national production of immunobiological substances, steady support of domestic R&D programs, general focus of professional values and mentality among health administrators and clinicians on public health; top-down allocation of funds, and price control; centralized procurement in the area where resource needs could be accurately predicted on the basis of historical utilization, straightforward demographic forecasting, and well defined delivery protocols; direct bottom-up accountability of providers for complete coverage of children’s population with mandated immunizations (net of children averted from immunizations due to medical contraindications); disciplined cooperation of the school system, communities and families with providers of immunization services.  

After the breakup of the Soviet Union, NIP was shaken to its basics. The collapse of budgetary financing at all fiscal levels in the early 90’s dealt the most severe blow to the system. The devolution of fiscal, budgeting and procurement powers from the central to the regional governments pushed NIP toward decentralization, thus, creating an enormous challenge for the system that used to draw its main strengths from being consistently centralized. Severe shortage of funding was exacerbated by the onset of unpredictability in the financial planning and management of vaccine procurement (VP) after prices were set free and central procurement lost its pivotal role in the national supply of vaccines. 

NIP, nevertheless, survived through the challenges of the early 90’s and proved to be the die-hard core of the Ukraine health care sector. The NIP regulatory base created in 1993-96 in response to the upsurge of vaccine preventable disease rates became an important sign of revival of the public governance in sovereign Ukraine. At the same time, NIP, the way the Program was reinstated in mid- to late 90’s, attained new properties reflecting the massive socioeconomic change of the post-Soviet era. The near- and long-term viability of NIP will depend on whether the old and the new features of the system will be blended into a synergetic whole. 

2.2 Institutional Lineup 

The NIP’s institutional core is formed by the State Sanitary-Epidemiological Service (SES) [Law, 1994:18]. SES includes institutions, organizations and other entities that carry out epidemiological surveillance and disease control. The following agencies operate their own SES: MoH, Defense Ministry, Interior Ministry, State Border Guard Committee, National Guard of Ukraine, and Security Service of Ukraine. 

MoH is designated to control and supervise enforcement of the national legislation, standards, criteria and requirements for protecting the epidemiological wellbeing of the entire population of Ukraine. 

The national SES (Chart 1) is directed by the Chief State Sanitary Physician of Ukraine (CSSPU), who combines this mandate with office of the First Deputy Health Minister of Ukraine. CSSPU is appointed and dismissed by the Cabinet of Ministers of Ukraine and reports directly to GoU on the epidemiological issues of ‘national concern’. CSSPU appoints Chief State Sanitary Physicians (CSSP) of the regions (oblasts, the Republic of Crimea, the Cities of Kyiv and Sevastopol), and CSSPs of the Water, Railroad and Air Transportation. The Ministers of Defense, the Interior, State Border Guard Committee, National Guard of Ukraine, and Security Service of Ukraine appoint their agency-specific CSSPs by approval of CSSPU. District and city CSSPs are appointed by regional CSSPs.

City and district SES report to the regional SESs. Regional SESs and agencies entitled to their own SES, report to MoH on the issues pertinent to the enforcement of the national sanitary-epidemiological policy and standards. 

Immunization services are provided by health care facilities of the MoH system and health facilities operated by other agencies. The same facilities manage immunization services on an outreach basis, i.e. at kindergartens, pre-school facilities and schools. The MoH guidelines explicitly prohibit immunizations at patients’ homes. 

State registration policies and procedures are developed, promoted and enforced by the State Department for Quality, Safety and Manufacturing Control of Pharmaceuticals and Medical Supplies. FDA/Ukraine reports to MoH and, within MoH, collaborates with the national SES on the key issues of national quality and safety control agenda. FDA/Ukraine also works with the State Committee for Standardization, Measurement and Certification to ensure that the national standards are up to date and compliant with international requirements. 

Application of immunobiological substances in the practice of medicine is overseen by MoH and must be compliant with the national and international standards and health care requirements [Law,1994:16]. 
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3. Reform of Economic Foundations of the Health Care System

Reform of economic foundations of the health care system shall be directed towards development of transparent financial and economic mechanisms for earmarked accumulation and targeted use of funds, which are necessary for full realization of constitutional rights of citizens for health care, medical assistance and medical insurance.

The sources of health care financing shall be the funds of the state and local budgets, funds  of compulsory state social medical insurance and voluntary medical insurance, money of accumulating funds of the territorial communities and charity foundations, beneficent contributions and donations of legal entities and separate persons, money, received for provision of paid medical services, as well as other sources, which are not prohibited by legislation.

Money from the state and local budgets, compulsory state social medical insurance will be a financial basis for provision of the population with generally accessible medical care within the specified organizational level of provision of medical services and a guaranteed volume of its supply with pharmaceuticals and technological products (hereinafter – basic standard of quality of generally accessible medical services).

Funds of the voluntary medical insurance and accumulated funds of the territorial communities will be directed for meeting individual needs of the population in medical services beyond the basic standard of quality of generally accessible health care.

Funds from the state and local budgets should be the main source of financing state targeted health care programs.

……………………

4. Reorganization of Management of Health Care Sector

…………………….

Envisaged is a development of the state-communal model of provision of medical services.

Territorial community will provide control over provision and financing of medical care beyond the basic standard of quality of generally accessible medical care, guaranteed by the state. Setting up funds, which would accumulate money for paying medical services, that will be provided by the communal health care settings, will become the basis for population’s participation in the distribution of funds and quality control of medical services.

State and communal model anticipates development of the two sectors of medical services: sector of generally accessible medical services and sector of additional opportunities in the health care.

Sector of generally accessible medical services will provide for protection, strengthening and restoration of health of population using technologies which are specified by the basic standard of quality of generally accessible medical services, supply of the most necessary medicinal products and medical supplies to population, 

hospital care. Generally accessible medical services, sufficient to meet a basic standard, will be provided within this sector to all categories of population for all kinds of diseases, traumas, during pregnancy and delivery.

Sector of additional opportunities will facilitate meeting the needs of citizens in health care through the use of technologies, level of which exceeds the generally accessible standards.

At the same time, the provision of medical services within the framework of the sector of additional opportunities will not replace the services to be provided within the sector of generally accessible medical services.

…………………………

For more rational distribution of funds, optimum use of material resources of the health care sector, increase of efficacy of medical services within the framework of the state-communal model, the primary, secondary and third levels of delivery of medical services will be clearly differentiated.

Medical services at the primary level will include preventive measures, ambulatory treatment and hospital care within the main specialties, at the secondary level -  specialized services, which are more complicated technologically, at the third level – high technology services and treatment of the most complicated and rare diseases.

At the same time, it is envisaged that the main share of medical services for population should be provided at the primary level.

Financial and economic mechanism of provision of medical services at the primary, secondary and third levels may vary significantly.

……………………………

5. Creation of Conditions for Healthy Lifestyle
……………………

Restriction of smoking and advertising of alcohol, tobacco and other substances, which are harmful to health will be  introduced is the system of social and economic stimulation of a healthy lifestyle.

Hygiene education of population will be transformed to the state system of continuous training to be performed at all stages of socialization of an individual.

Comprehensive introduction of preventive technologies requires serious changes in the operation of ambulatories and polyclinics. Family doctor – general practitioner – should become a key figure.

6. Optimization of Activities in Health Care Sector

Subject to reform are the structure, staff, logistic, information and analytical provision of activities of the state sanitary and epidemiological service with due account of medical and demographic trends and social, economic  and ecological peculiarities of regions.

Improvement of legal regulation of the activities of organs, institutions and organizations of sanitary-epidemiological service will increase effectiveness of the state disease surveillance.

Development of an optimal system of provision of curative and preventive services, providing for accessibility and quality of the main types of medical services according to basic standard of quality of generally accessible medical services, is being planned

For this purpose it is necessary to restructure the health sector on the basis of scientifically substantiated needs of the urban and rural population in various kinds of medical services, priority development of such services based on family medicine (general practice), as well as restructuring hospital and specialized care, putting a network of health care settings in order .

New technologies for preventive activities of FAPs will be developed, the forms of treatment, which substitute hospital care will be expanded, mobile types of specialized medical services in the countryside will be introduced, and the volume of the planned hospital and specialized care at the rayon health care settings will be increased.

The purpose of reforming the system of provision of hospital and specialized medical care is to:


put in order a network of specialized medical assistance;


provide on the basis of multichannel financing a functioning of the network of health care settings for delivery of free medical and social services to chronically ill persons, who require long-term treatment and care, disabled, and elderly persons, etc;


rationalize the use of hospital beds on the basis of improvement of the resource and regulatory base of health care settings, introduce modern resource-saving medical technologies, standards for diagnosis and treatment, differentiated depending on the level of curative-diagnostic process and the stage of delivery of medical care;


improve the quality of delivery of hospital and specialized medical care at health care settings of various forms of ownership.

Medical care, which substitutes stay at the hospital, will be developed through expansion of the network of economically effective organizational forms of medical care: day hospitals, hospitals at home, ambulatory surgery centers, etc; expansion of the range of such medical services and improvement of resource and regulatory base in conditions of reorganization of provision of primary medical care and its transfer to the grounds of general practitioner (family medicine); a wider use of the above forms for prevention and diagnosis of diseases, treatment and rehabilitation of patients.

……………………….

The conceptual fundamentals of reforming the services for protection of health of mothers and children envisage:


expansion of preventive, curative-diagnostic and rehabilitative measures aimed at improvement of health of women;


further development of services for family planning, safe maternity, medical-genetic counseling, introduction of multi-stage system of perinatal assistance;


development of medico-organizational technologies, which will facilitate the provision of the birth of healthy children, preservation and strengthening of their health, prevention of invalidity;


improvement of the structure of birth units and children’s settings, priority equipment with curative and diagnostic equipment, introduction into the operation of these institutions of flexible organizational systems, depending on the regional conditions, and the principle of reorganization of high-cost types of medical assistance.

Reform of the pharmaceutical branch envisages development and manufacture of new domestic medicinal products; provision of health care settings and population with quality medicinal products and medical supplies, improvement of material and technical base of the branch, substantial increase and renovation of the existing basic funds of health care, particularly, at the expense of optimization of resource provision, capital construction, modernization and replacement of morally outdated technical equipment, etc. 

In order to provide population with accessible and quality medicinal products, improvements should be made in:


mechanism of state registration of medicinal products and control of their quality;


mechanisms of state regulation of prices for medicinal products;


provision of the state and communal health care settings with reference books listing prescription and OTC medicinal products, registered in Ukraine, provision of  their implicit observance during prescription of medicinal products to the patients, etc.

……………………….

7. Innovative and Cadre Policy in Health Care Sector

In the process of reforming health care system the medical science is regarded as a motive power, which provides for a comprehensive substantiation of the need to restructure the sector, and identifies prognostic tendencies of population’s health and develops scientifically substantiated measures pertinent to its improvement.

Potential of medical science is composed of the research institutes, subordinated to the Ministry of Health of Ukraine and the Academy of Medical Sciences of Ukraine, as well as scientific units of higher medical and pharmaceutical training institutes and institutes of advanced training.

Updating of the innovative policy in order to increase efficacy of the use of scientific potential in health care sector envisages:


optimization and restructuring of the network, structure and main directions of activities of research institutions;


enhancement of the role of the Academy of Medical Sciences of Ukraine in introduction of the priority basic and applied research;


provision of solution of scientific and practical problems of health care through the formation of respective state, branch, inter-branch and regional programs;

introduction of multichannel financing of medical science at the expense of budget and non-budget funds, provision of their rational use for the priority financing of competitive scientific projects of basic and targeted character;


planning of scientific investigations at a competitive basis and their orientation towards obtaining concrete results, introduction of principles of independent expert evaluation of scientific projects and of their results, allocation of special grants for realization of projects, which had been chosen through competition;


provision of support of the recognized domestic scientific schools, increase of demands to training of scientific cadres, rational use of scientific and information resources;


activation of work aimed at ensuring the development of international cooperation in science and technology, which will facilitate increase of prestige of domestic medical science and its integration in the world community.

Reform of the cadre policy in health care sector should be directed towards:


improvement of the system of provision of the branch with cadres with due consideration of modern social and economic conditions and real needs;


provisions for making in due course the work order in the form of contract with managers of health care settings, and later on – with all health workers;


reorganization of the system of planning and distribution of cadre potential in correlation “doctor – health worker of the intermediate level” through the increase of the number of workers of the intermediate level;


reform of multi-graded medical and pharmaceutical education; education of specialists in new specialties: medical psychologist, clinical pharmacist, health care economist, health information specialist, medical equipment maintenance specialist,

health care manager; expansion of training of family doctors – general practitioners;


development of new state standards for higher medical and pharmaceutical education, educational-qualification characteristics of specialists, educational-professional programs and methods for unified evaluation of the level of knowledge of health and pharmaceutical workers;


improvement of the system of  education of medical nurses, development and realization of program of development of nursing, expansion of functions of medical nurses according to world experience, which will decrease the need of the state in doctors.

Translated from Ukrainian
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MINISTRY OF HEALTH OF UKRAINE
O R D E R 

31.10.2000                Kyiv     

№  276
On procedure for conducting preventive

 vaccinations in Ukraine 

In accordance  with Article 27 of Ukraine's Law "About Provision of Sanitary and Epidemiological Welfare of Population" and Articles 1 and 12  of the Law of Ukraine "About Protection of Population against Infectious Diseases" and to realize a decision of the Board of MoH Ukraine of 21.04.99 #6 "Situation with Vaccine-Preventable Diseases Morbidity of Ukraine's Population and Provision of Population with Immunobiological Preparations" and in order to provide epidemiological welfare of population of Ukraine and avert of  vaccine-preventable infections

I ORDER:

1. To approve:

1.1.
Immunization schedule in Ukraine (attached)

1.2.
Regulations for organization and conduct of preventive immunization (attached)

1.3. 
List of contraindications to vaccinations (attached)

1.4.
Terms of development of post-vaccination reactions and complications after vaccinations, that are made on endemic and enzootic territories and for epidemic indications (attached)

1.5.
Report form in case of an adverse reaction (complication) after use of immunobiological preparations (attached).

2. That the Minister of Health of the Autonomous Republic of Crimea, Chiefs of Health Departments of the Oblast and  Kyiv and Sebastopol City State Administrations, Chief State Sanitary Doctors of the Autonomous Republic of Crimea, oblasts, and cities of Kyiv and Sebastopol, on railroad, air and water transportation ensure meticulous conduct of vaccinations on the respected administrative territories according to the approved documents and their adequate recording in health care settings.

3. That Order of MoH Ukraine of 25.01.96 #14 "About approval of immunization schedule, List of contraindications to vaccinations, Main regulations for organization and conduct of vaccinations, Report form in case of adverse reaction (complication) after use of immunobiological preparations, List of possible complications and term of their occurrence after vaccinations, that require further investigation", which had been registered with the Ministry of Justice of Ukraine on 12.02.96 # 66/1091, becomes invalid.

4. Execution of this Order shall be supervised by Bobyljova O.O., Chief State Sanitary Doctor of Ukraine, First Deputy Minister of Health, Kartysh A.P., Deputy Minister of Health.

(Signature)

V.F. Moskalenko

Minister 








Approved








Order of the Ministry of Health








of Ukraine








Date: 31.10.2000 N276

IMMUNIZATION SCHEDULE IN UKRAINE

Immunization schedule includes three chapters: immunization by age, vaccinations that are made on endemic and enzootic territories and according to epidemiological indications, recommended vaccinations.

Chapter 1. Immunization by Age

     Age
                               Vaccinations against

1 day

Hep B2




3 days
Tuberculosis1





1 month






3 months

Hep B2
Diphtheria

pertussis

tetanus3
Poliomyelitis4


4 months


Diphtheria

pertussis

tetanus3
Poliomyelitis4


5 months

Hep B2
Diphtheria

pertussis

tetanus3
Poliomyelitis4


6 months






12-15 months




Measles, rubella,

mumps5

18 months


Diphtheria

pertussis

tetanus3
Poliomyelitis4


3 years



Poliomyelitis4


6 years


Diphtheria

tetanus3
Poliomyelitis4
Measles, rubella,

mumps5

7 years
Tuberculosis1





11 years


Diphtheria
tetanus3

Measles, rubella,

mumps5
(if no vaccination was made at 6 years)

14 years
Tuberculosis1

Diphtheria

tetanus3
Poliomyelitis4


15 years




Rubella (girls),

mumps (boys)5

18 years


Diphtheria

tetanus3



Adults

Hep B2
Diphtheria

tetanus3



1 – Booster doses at the age of 7 and 14 years are given to children with negative Mantoux test.

Administration of vaccination against tuberculosis with other parenteral manipulations during one day is not permitted.

   
Preterm children with body weight over 2,000 g and infants who were not vaccinated at the maternity house due to medical contraindications, are subject to vaccination with BCG-M vaccine.

   
Infants who were not vaccinated at the maternity house due to medical contraindications, are subject to compulsory vaccination at children's polyclinics after contraindications are cancelled. After a child gets 2-month-old a Mantoux test should be made before giving a BCG vaccine; vaccine should be given in case of negative test result.


Children that have negative Mantoux test with 2 tuberculin units and no post-BCG-vaccination scar should be given additional vaccination 2 years after BCG vaccination or booster.

2 – For immunization against Hep B an alternative scheme may be used – 0, 1, 6 months of child's life.


Newborns born to mothers-carriers of HBsAg are to be vaccinated according to scheme 0 (first 12 hours of life), 1, 6, 12 months of child's life.


If vaccination against viral Hep B is not started on time, the intervals between administration of subsequent doses should be retained. Unification of the vaccinations with the ones against diphtheria, pertussis, tetanus and poliomyelitis is permitted if combined vaccine is available; the following scheme should be followed: vaccination at the age of 3, 4, 5 months. 


Also subject to vaccination are adult health workers (medical school and university students), who have occupational contacts with blood, its preparations and who perform parenteral manipulations.

3 –Intervals between the first and the second, the second and the third doses are 30 days each. Interval between the third and the fourth doses should not be less than  12 months and not more than 2 years.


Immunization of children under 4 years who do not follow the schedule should be made so that they receive four doses until a child is 3 years 11 months and 29 days old.


The second, third and fourth boosters are given at the age of 11, 14 and 18 years with Td-toxoid. Children vaccinated against tetanus due to trauma during last two years should be given  a booster at the age of 11 with d-toxoid. 


Children under 6 years 11 months and 29 days who have contraindications to DTP or had pertussis are given DT-toxoid. Vaccination consists of 3 doses (primary vaccination complex) with intervals between doses 1 and 2 being 30 days, and between doses 2 and 3 – 9-12 months.


Vaccination of children over 6 years who do not follow the schedule is made with 4 doses of Td-toxoid (primary vaccination complex): interval between doses 1 and 2, 2 and 3 is 30 days. The fourth dose is given  6-9 months after the third one.


The first planned booster of adults immunized according to the schedule and epidemiological indications is made with d-toxoid 5 years after the last vaccination. Subsequent planned boosters of adults are made with Td-toxoid every 10 years.


Adolescents and adults, who have not been vaccinated or do not have documented confirmation should be immunized with 3 doses of Td-toxoid (intervals between doses 1 and 2 should be 30-45 days, between doses 2 and 3 – 6-12 months).


Boosters are made not earlier than 3 years after the last vaccination against diphtheria and tetanus.


Active immunization against tetanus of persons aged 60+ who had not been vaccinated within last 10 years is made according to a shortened vaccination scheme (single vaccination with double dose of TT-toxoid – 20 units of binding/ml with compulsory booster with 10 units of binding/ml 12 months later). Subsequent vaccination is made every 10 years with no age limits.

4 – Immunization is made using oral polio vaccine (OPV). Inactivated polio vaccine (IPV) may be used for the two initial vaccinations and in case of contraindications to OPV – for any vaccination. A child who had been vaccinated against polio according to the schedule and got a  total of 4 doses of IPV will be subject to subsequent immunization against polio according to epidemiological indications only.


After immunization with OPV it is proposed to restrict injections, parenteral interventions, planned operations during 2 weeks.

5 – Vaccination against measles, mumps and rubella is made with monovaccines or MMR vaccine at the age of 12-15 months.  Children who have not been vaccinated against measles, mumps or rubella, may be vaccinated at any age.


The second dose of vaccine against measles, mumps and rubella is recommended at the age of 6 years. Those who did not get dose 2 in time are subject to a booster dose at the age of 11 years.  Persons, who did not get vaccinations or booster, may be vaccinated according to epidemiological indications at any time up to the age of 30 years.

A history of measles, epidemic mumps or rubella is not a contraindication to vaccination with MMR vaccine. If a case history includes 2 of the above diseases, the vaccination should be made using a monovaccine against infection by which a child was not affected. If a monovaccine against rubella is available,  priority for vaccination should be given to girls aged 15 years. Women of reproductive age who did not have a history of rubella and were not vaccinated against it, may be given individual vaccination if they wish so according to instructions on vaccine’s use.

Scheme of Vaccination of Children 

with HIV Infection or AIDS

Identification of situation
Vaccine
Immunizations

1. HIV-infected child having no clinical manifestations of AIDS and insignificant or moderate clinical symptoms of HIV infection
Live vaccines against poliomyelitis* and tuberculosis
Do not vaccinate


Other vaccines and toxoids (vaccination is made during clinico-laboratory remission)
Vaccination to be made according to the schedule

2. Child with diagnosed AIDS
No vaccination to be made

*Vaccination against poliomyelitis to be made with inactivated poliomyelitis vaccine

1. Prescription of vitamin A-containing multivitamins is desirable 1 or 2 weeks prior to vaccination.

2. Vaccination should be made under supervision of pediatrician or infectionist in an ambulatory, polyclinic or hospital.

3. Patronage of a child by health worker should be made during post-vaccination period – on day 3 or 4 and day 10 or 11.

4. Live oral poliomyelitis vaccine should not be prescribed to members of the family of the HIV-infected and to persons who are in close contact with the HIV-infected due to a significant risk of occurrence of vaccine-associated poliomyelitis in the HIV-infected person.

5. Vaccination of a child born to HIV-infected mother against tuberculosis and poliomyelitis (using live oral vaccine) is made after diagnosis of HIV infection in the child is cancelled. Vaccination against poliomyelitis is made in case a child had not been vaccinated previously with inactivated poliomyelitis vaccine.

6. Passive immunoprophylaxis of HIV-infected children and those with AIDS is made (for epidemiological indications) within first 4 days after the contact irrespective of vaccinations made previously.

7. Before seasonal increase of influenza incidence, the HIV-infected children are subject to priority immunization against influenza.

Chapter 2. Vaccinations that are made on endemic and enzootic territories and according to epidemiological indications
Vaccination against
Beginning of vaccination 
Term of  booster
Notes

1
2
3
4

Tularemia1
7 years
Every 5 years
Planned immunizations are made to certain occupational groups of population, who live on endemic territories. Additional immunizations are made at the decision of territorial executive bodies, local government and SES.

Brucellosis2
18 years
In one year


Anthrax3
14 years till 60 years
In one year


Leptospirosis
7 years
In one year


Q fever
14 years



Forest-spring encephalitis
4 years
Every year during three years


Plague
2 years
According to instructions on vaccine's use
Immunization is  made according to epidemiological indications

Typhoid fever4
7 years
In two years
Immunization is made upon identification of territory as unfavorable 2 or 3 months prior to epidemic rise as decided by Chief State Sanitary Doctor of territory

Influenza5
According to instructions on vaccine's use 
According to instructions on vaccine's use


Yellow fever
9 months
Every 10 years
Immunization is made 10 days prior to departure to countries, which are endemic for this infection

Rabies
On referral for medical assistance due to bites, scratches, salivation by animals known or suspected  to be infected with rabies
According to instructions on vaccine's use
A course of vaccinations is made with anti-rabies cultural or concentrated cultural vaccine and anti-rabies immune globulin

Diphtheria6
According to epidemi-ogical indications
According to instructions on vaccine's use


Tetanus
According to epidemi-ogical indications
According to instructions on vaccine's use


Poliomyelitis7
According to epidemi-ogical indications
According to instructions on vaccine's use


Measles8
According to epidemi-ogical indications
According to instructions on vaccine's use


Meningococcal infection9
According to epidemi-ogical indications
According to instructions on vaccine's use


Hepatitis B10
According to epidemi-ogical indications
According to instructions on vaccine's use


Subject to vaccinations are:

1 — Staff of points, enterprises dealing with stocking up skin of industrial animals and their initial processing;
staff of vegetable stores and  granaries, sugar refineries, grain-elevators;

hunters, foresters, specialists in land-reclamation;

medical personnel of laboratories of departments of especially dangerous infections, anti-plaque settings, which work with live cultures of tularemia or contaminated material;

others.

2 — Staff of cattle breeding farms unfavorable for brucellosis, irrespective of the form of ownership;
staff of meat-packing plants, slaughter points and other enterprises dealing with processing of raw materials and cattle breeding products, which accept agricultural animals or raw materials of cattle breeding origin unfavorable for brucellosis;
veterinaries who work with live cultures of brucelles or contaminated material, as well as serve the farms unfavorable for brucellosis;

others.
3 — Medical staff of laboratories of departments of especially dangerous infections of sanitary and epidemiological stations and veterinaries of laboratories of veterinary medicine who work with live cultures of anthrax or contaminated material;

other.

4 — Staff of water supply and sewage facilities;

other.

5 — Groups of medical risk (high probability of clinical complications of influenza):

persons with chronic diseases (respiratory and cardiovascular systems, kidneys, metabolism);

persons aged 60+;

persons who stay in specialized collectives (boarding houses, homes for the aged, homes for children, etc).

groups of epidemiological risk (high probability of influenza infection):

children of preschool age, schoolchildren, adolescents, students of secondary and higher educational institutions;

staff of health care settings;

staff of pre-school institutions, schools and other educational facilities, staff of homes for children and the aged, etc;

people working in service, trade, transport, construction; servicemen, as well as persons in contact with a large number of people;

workers of enterprises, institutions, organizations (in order to prevent outbreaks).

6 — In case of emergence of an outbreak (presence of contact persons) of diphtheria it is necessary:

to vaccinate not vaccinated persons after termination of quarantine for diphtheria in a particular outbreak zone (vaccination and the first booster according to age);

to give booster dose according to immunization schedule to persons who are subject to revaccination in the current year;

to conduct additional immunization of persons, who, according to immunization schedule, received one dose of D or d toxoid according to age, provided at least one year has passed after the last vaccination against diphtheria.

7 — in the outbreak of poliomyelitis and on the territories of increased risk for children under 15 years irrespective of their vaccination status for a "mopping up" immunization. Immunization is made once or twice with one month interval depending on epidemiological situation.

8 — In case of emergence of outbreak (presence of contact persons) of measles the vaccination is done within the first three days of the moment of contact to children aged from 1 to 6 years, who had no measles in their history and had not been vaccinated. Adolescents and adults (aged up to 30) are subject to vaccination if they had no measles in their history and were not vaccinated and revaccinated against measles.

9 —  In case of epidemic rise of morbidity with generalized forms;

persons who live on endemic territories;

in the outbreaks of infection, induced by meningococcus of the corresponding serogroup.

10 — Persons who were in contact with Hep B cases or Hep B virus carriers;

patients who undergo hemodialysis and get multiple blood transfusions and injections of curative or diagnostic preparations, patients with hemophilia; children with malignant tumors;

recipients of donor blood and its preparations;

children at children's homes and homes for infants;

members of family in which there are Hep B cases and carriers of Hep B virus;

patients with chronic diseases of liver;

patients, who had parenteral interventions;

patients who are subject to a planned operative intervention.

Note: List of endemic and enzootic  territories is determined by  MoH Ukraine at the request of MoH of Autonomic Republic of Crimea, oblast, Kyiv and Sebastopol City Health Departments and SES of Autonomous Republic of Crimea, oblast, Kyiv and Sebastopol City SES and Ukrainian Center for State Sanitary and Epidemiological Surveillance.

Scheme of vaccination against viral Hepatitis B of children with malignant tumors,

children on  hemodialysis and who receive multiple long-term transfusions 

of donor blood or its preparations
Dose number
Term of vaccination
Notes

First
May be started at any age
Vaccination is made with double dose of the vaccine in an ambulatory or a specialized department, at which a child received the first course of treatment and if a child had not been vaccinated previously.

Carriers of HBsAg are also subject to vaccination.

Second 
One month after the first dose


Third
One month after the second dose


Fourth
Six months after the third dose


Chapter 3. Recommended Vaccinations

Vaccinations against
Recommended to 

Hepatitis A
- Health workers;

- Children and staff of pre-school facilities;

- Staff of public nutrition facilities and food industry enterprises, who is involved in preparation (manufacture), transportation and realization of food products;

- Servicemen, Interior Ministry staff, firemen, special service personnel (operational service);

- Workers, who maintain water purification and water supply facilities, sewage and sewage purification facilities;

- Staff and  patients of closed facilities (psychiatric hospitals, facilities of mentally retarded persons, etc.);

- Staff and persons who stay in prisons and prison camps;

- Students of medical educational institutions;

- Persons, who take part in peace-keeping operations, provision of humanitarian aid, etc.;

- Persons, who take narcotics intravenously, HIV-infected, persons affected by venereal diseases;

- Persons who frequently change sexual partners, sex workers, homosexuals;

- Persons, who travel to regions with high incidence of Hep A;

- Persons in contact with Hep A cases in outbreaks of infection;

- Patients with hemophilia, chronic liver disease of varying etiology, including those with Hep B and C and chronic carriers of Hep B virus, patients with non-specific hepatites;

- Patients with compromised immune system.

Hepatitis B
- Servicemen, Interior Ministry staff, firemen, special service personnel (operational service);

- Staff and  patients of closed facilities (psychiatric hospitals, facilities of mentally retarded persons, etc.);

- Staff and persons who stay in prisons and prison camps;

- Persons, providing services, who according to the specifics of their profession may have contacts with human biological substances (hair-dressers, beauty saloons, massagists, etc.), as well as persons who are trained these specialties;

- Sportsmen;

- Persons, who take narcotics intravenously, HIV-infected, persons affected by venereal diseases;

- Persons who frequently change sexual partners, sex workers, homosexuals;

- Children, who are not subject to compulsory vaccinations and persons aged 20-40 years, primarily, women;

- Patients with chronic and oncological diseases, with chronic liver insufficiency;

- Persons, who travel to regions with high prevalence of Hep B.

Influenza
- All persons for individual protection according to instructions on vaccine’s use

Haemophi-lus influenzae Type B
- All children, who reached 2 years of age. Vaccination is best to be made simultaneously with vaccination against diphtheria, tetanus, pertussis and poliomyelitis.

Pneumococ-cal infection
- Children over 2 years of age and adults with asplenia, lymphogranulomatosis, hemoglobinopathies, chronic renal insufficiency, cardiovascular diseases, pulmonary diseases, metabolic diseases, with other conditions with increased risk of pneumococcal infection (alcoholism, liver cirrhosis, etc.);

- Adults with abnormality of the immune status and the elderly persons, especially, residents of homes for the aged;

- HIV-infected persons.

Infectious disease, for immunopro-phylaxis against which there is a vaccine registered in Ukraine
- All persons, who want to be vaccinated outside the schemes of immunization schedule (Chapter 1), may do so at the health care settings or other medical institutions, which have formal permit for vaccination practice.
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L.M. Muharska

Chief,
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Main Department for Organization of

Department for  Prevention of Infectious Medical Services to population MoH Ukraine
Diseases, Main Sanitary-Epidemiological







Department MoH Ukraine








APPROVED








Order of the Ministry of Health

of Ukraine 

Date: 31.10.2000 N276
LIST OF CONTRAINDICATIONS

TO VACCINATIONS

Vaccine
Contraindications

All vaccines and toxoids
Severe complication after previous dose in the form of anaphylactic shock.

Allergy to any component of vaccine.

Progressive neural diseases, hydrocephalus and hydrocephalic syndrome in a decompensation state, epilepsy, epileptic syndrome with convulsions twice a month or more frequently.

Anemia with level of hemoglobin below 80 g/l (prophylactic vaccinations to be made after hemoglobin level will have been increased).

All live vaccines
Congenital combined immune deficiencies, primary hypogammaglobulinemia (administration of vaccine is not contraindicated in case of  selective immune deficiency of IgA and IgM), hemablastose and malignant tumors, pregnancy, AIDS.

BCG
Child's weight under 2,000 g: at prematurity grade II (weight 1,500—1,999 g) no vaccinations to be given until the age of 1 month; at prematurity grade III (weight 1,000—1,499 g) no vaccinations to be given until the age of 2 months, complicated reactions to previous administration of vaccine (lymphadenitis, keloid scar, osteomyelitis, generalized BCG infection, Tb-infection).

OPV
Children with contraindications to administration of live vaccines, as well as members of their families are recommended to receive inactivated poliomyelitis vaccine (IPV).

DTP
Personal history of convulsions (DT or vaccine with acellular component is to be administered instead of DTP).

Live vacc-ine against measles, live vaccine against mumps, vaccine against rubella or MMR
Allergic reactions to aminoglycosides

Anaphylactic reactions to egg protein

Notes: Planned vaccination is to be postponed until termination of acute manifestations of disease and exacerbation of chronic diseases and should be made immediately after recovery or during remission.

In case of contact with infected patient the preventive immunizations are not contraindicated.

BCG vaccination and Mantoux test should not be performed during 4 weeks after measles disease or vaccination against measles.

Children, receiving immunosuppressive therapy with cytostatics, corticosteroids (over 1 mg/kg/day according to prednisolone) for more than 14 days may be vaccinated 1 month after cancellation of these preparations.

After administration of immune globulins the vaccinations against measles, mumps and rubella may be given according to terms, indicated in the instructions for use of immune globulin, but not earlier than after 3 months. After urgent tetanus prophylaxis of  newborns, BCG vaccination is made according to the regular scheme.

If interval between vaccinations against measles, mumps, rubella and administration of immune globulin with curative-preventive purpose is less than 14 days, vaccinations against these infections should be repeated.
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N.G. Goida




L.M. Muharska

Chief,





Chief,

Main Department for Organization of

Department for  Prevention of Infectious Medical Services to population MoH Ukraine
Diseases, Main Sanitary-Epidemiological







Department MoH Ukraine

DOCUMENT 4. Responds to the application form’s request for a document on Government policies on private sector participation, as it relates to immunization services:

The health legislation of Ukraine and the regulatory line-up of the National Immunization Program emphasize the preponderance of government roles in the provision, financing, and legal and administrative control of basic personal health services and public health care. Below is a brief overview of pertinent legal acts and bylaws:

· At the top of the regulatory pyramid is Article 49 of the Constitution of Ukraine that establishes citizens’ right “for health protection, medical care and health insurance. Health protection is secured by the public financing of appropriate socioeconomic, medical-sanitary and prevention programs. … State and community health facilities provide medical services free of charge. The network of such facilities may not be reduced. The state encourages development of health care facilities of all forms of ownership [Here and in subsequent quotations, underlining is used by the authors of this document to highlight  public/private roles in the health care sector and NIP of Ukraine]. … The state provides … for sanitary-epidemiological wellbeing [of the population of Ukraine].” [Constitution, 1996: 14]

· The Organic Law of Ukraine on Health Protection sets forth that children and adolescents receive medical care from [public] health care institutions. Public health authorities and medical facilities coordinate children’s health care and prevention with kindergarten, pre-school and educational authorities and facilities, with participation from community organizations [Law,1992: 19].

· The Law of Ukraine on the Protection of  Sanitary and Epidemiological Wellbeing of the Population determines the organizational structure and functional profile of the national and regional offices of the Sanitary Epidemiological Service, and the stakeholders’ entitlements and responsibilities with respect to immunoprevention [Law,1994].

· The strategy document ‘National Immunization Program for 1993-2000’ elaborates on the administration and logistics of NIP; financial, technologic and research support of vaccine production in Ukraine; training of personnel involved in the delivery of immunization services; public education on the issues of immunoprevention [GoU, 1993].

· The National Immunization Schedule (NIS) and Guidelines specify mandatory immunizations, age of immunization, terms of primary and booster vaccinations, antigen-specific instructions for providers of immunization services, medical contraindications, delivery guidelines, and rules of reporting on cases of post-immunization complications.

· Decree of the President of Ukraine “On the Establishment of the National Quality and Safety Control for Foodstuffs, Pharmaceuticals, and Medical Supplies” and Statutes of the National Agency for Quality and Safety Control of Foodstuffs, Pharmaceuticals and Medical Supplies [Presidency, 1999; and Presidency, 1999(2)] endorse the streamlined and re-centralized lineup of food and drug control in Ukraine, including certification and quality control of immunobiologicals. 

Referenced Sources:

[Constitution, 1996] Конституцiя Украïни. Прийнята на п’ятiй сесiï Верховноï Ради Украïни 28 червня 1996 року [Constitution of Ukraine. Adopted on the Fifth Session of the Supreme Rada of Ukraine on June 28th, 1996]

[Law, 1992] Основи законодавства Украïни про охорону здоров”я N 2801-XII от 19 листопада 1992 року [Organic Law of Ukraine on Health Proterction N 2801-XII, November 19th, 1992]

[Law, 1994] Закон Украïни Про забеспечення санiтарного та епiдемiчного благополуччя населення. Принят 24.1.1994 [The Law of Ukraine on the Protection of  Sanitary and Epidemiological Wellbeing of the Population. Signed into Law on January 21th, 1994]

[GoU, 1993] Национальна програма iмунопрофiлактики населення на 1993-2000 роки. Затверждена поставою Кабiнету Мiнiстрiв Украïни вiд 21.04.1993 N 288 [The National Immunization Program for the Years 1993-2000. Adopted by the Ordinance of the Cabinet of Ministers of Ukraine on April 21, 1993 No.288]

DOCUMENT 5. Responds to the application form’s request for a document on ICC’s Workplan of next 12  months:

See next page.

PROPOSED ICC WORKPLAN FOR 2001














Activities
Jan
Feb
Mar
Apr
May
Jun
Jul
Aug
Sep
Oct
Nov
Dec
Output

1. Contribute to Ukraine/GAVI collaboration














1.1 Review and approve the Ukraine application for GF support
X











ICC members sign off on the Country Proposal

1.2 Facilitate the dialogue between GoU and GAVI on the proposal content 












Ukraine Country Proposal adjusted as requested by GAVI and resubmitted

1.3 Provided Ukraine is accepted for GF support, help the GoU adjust NIP operations for distribution of new vaccines and delivery of immunization services


 X

     
       
       
      
       
X 




Potential bottlenecks are identified and addressed

1.4 Oversight of distribution and handling of GF-procured vaccines







x



x
Schedule of vaccine shipments is finalized; the shipment, transportation and 

storage of vaccines, as well as immunization activities are monitored

1.5 Support the GoU in identifying additional sources of assistance with non-vaccine components of the NIP of Ukraine


      
      
   x

      
      





x
An international fund-raising strategy discussed; GAVI partners informed of 

unmet needs of the VPI of Ukraine; additional funding allocated or committed 

(e.g., a grant is provided by a national government; a VPI component is

included in a sectoral loan program)

2. Helping Ukraine design strategies for sustainable development of NIP




 









2.1 Assist with developing a multi-year strategic plan for immunization:
x



x







A comprehensive action plan reviewed and approved, including the following 

areas: 

2.1.1 Capacity building












· Building management and technical capacity of NIP institutions: 

dissemination of best practices through training curricular and events, 

how-to manuals, pilot testing 

2.1.2 Introduction of new and underused vaccines












· Current analysis of the disease burden, formulation of goals and objectives, 

considerations for vaccine introduction, vaccination schedule, vaccine logistics, 

IEC, monitoring and evaluation 

2.1.3 Improving management of immunization services












· Immunization guidelines; sustainable coverage; waste reduction; safe 

injection, including safe disposal of immunization materials

2.1.4 Sustainable financing












· Raising stakeholder financing commitment through advocacy; coordinating

provider payment incentives with NIP targets; tapping into new financing 

sources, e.g., social health insurance; setting up fund-raising campaigns

3. Addressing current agenda of NIP administration and management 














3.1 Assist with system-wide adjustment of NIP to re-centralized financing


x









Impact and implications of re-centralization assessed; stakeholder response 

projected; consensus building and collaboration between the national and 

regional authorities are facilitated

3.2 Review a study protocol for the PATH/CVP-sponsored Hib burden of disease study 

      
x









Hib burden of disease study protocol finalized

3.3. Facilitate the PATH/CVP-funded study of the cold chain; review study report; assist with implementing study recommendations

       
      
       
      
      
       
   x    

        



x

        
Study activities reviewed and approved; findings and recommendations of the 

study discussed; a follow-up/implementation planned 

4. Enhancing ICC roles and functions














4.1 Set up ICC task forces


x









Task forces on financing; inter-regional coordination; coordination of international assistance; and monitoring and evaluation are created, members defined, workplan and procedures developed

4.2 Integrate regional SES and Health Administrations (HA) into the ICC mechanism


x









Regional SES and HA membership status defined; their participation in the ICC 

agenda enabled

4.3 Enhance ICC mandate




x







Develop ways and procedures for using ICC recommendations as a 

decision-making resource in the NIP of Ukraine

Selected acronyms: ICC - Inter-agency Coordinating Council; NIP - National Program of Immunization; GF - Global Fund for Children's Vaccines














Legend: X - Agenda item for an ICC meeting














DOCUMENT 6. Responds to the application form’s request for “Terms of reference of the ICC”:
Translated from Ukrainian
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MINISTRY OF HEALTH OF UKRAINE
   O R D E R 

22.06.2000            


Kyiv                          

№  144
On setting up the Interagency Coordinating 

Council on Immunization

To provide support for the National Immunization Programs, coordination of activities aimed at development of the immunization policy of Ukraine, detailed oversight and assessment of immunization programs, effective and rational use of international assistance within the framework of Expanded Program on Immunization (EPI), with due account of recommendations of the World Health Organization and with the consent  of representatives of international organizations:

I hereby order that:

1. The Interagency Coordinating Council (ICC) on Immunization shall be set up within the Ministry of Health of Ukraine with the following appointed members:

Bobyliova O.O.
First Deputy Minister of Health, Chief State Sanitary Doctor of Ukraine (Chairman of the Committee),

Berezhnov S.P.
First Deputy Chief State Sanitary Doctor  of Ukraine, Chief, Main Sanitary and Epidemiological Dept. MoH Ukraine (Deputy Chairman of the Committee), 

Muharska L.M.
Deputy Chief State Sanitary Doctor  of Ukraine, Chief, Dept. of Prevention of Infectious Diseases of the Main Sanitary and Epidemiological Dept. MoH Ukraine (Deputy Chairman of the Committee), 

Alexanjan M.
Deputy Special Representative of UNICEF in Russian Federation, Ukraine and Belarus (upon consent),

Subotin Yu.V.
Head, WHO Bureau for Coordination and Liaison with Ukraine (upon consent),

Fadeeva O.G.
Representative of the World Bank in Ukraine (upon consent),

Eliot Pearlman
Senior Health Advisor, US Agency for International Development  (upon consent),

David Mercer
Program for Appropriate Technology in Health (PATH) (upon consent),

Vernygor D.O.
Chairman, Board of Coordination Department, Ukrainian Association  for Promotion Health Care,

Khabarova A.M.
Deputy Chairman, National Committee of the Red Cross Society of Ukraine,

Selnikova O.P.
Director, L.V. Gromashevsky Kyiv Research Institute of Epidemiology and Infectious Diseases, 

Luzan V.I. 
Head, Department of Accounting and Reporting, Main Dept of Economics MOH Ukraine,

Padchenko A.G.
Deputy Chief, Dept. of Prevention of Infectious Diseases, Chief, Dept. of  Organization of Antiepidemic Measures and Immunoprophylaxis of the Main Sanitary and Epidemiological Dept. MoH Ukraine,

Moiseenko R.O.
Deputy Chief, Dept. of Organization of Medical Care to Children and Mothers, MoH Ukraine,

Didenko S.O.
Head, Department of Budget Programs for Health Care and Social  Insurance of Population (upon consent),

Progunova N.O.
Head, Department of Economic Assessment of Medical Services,


Main Department for Population Development, Ministry of Economics of Ukraine (upon consent),

Aronova M.M.
Leading Specialist,  Dept. of Prevention of Infectious Diseases of the Main Sanitary and Epidemiological Dept. MoH Ukraine (Executive Secretary of the Committee),

2. Representatives  of international organizations, stationed outside Ukraine, shall delegate their authorities to the Ukraine office staff members.

3. The Interagency Coordinating Council shall be requested to involve experts of relevant organizations to contribute to ICC activities.

4. Terms of Reference  of the  Interagency Coordinating Council on Immunization, attached herewith, shall be approved.

5. I hereby authorize First Deputy Minister, Chief State Sanitary Doctor of Ukraine Bobyljova O.O. to supervise the execution of this order.

(Signature)

V.F. Moskalenko

Minister







APPROVED 

Order  of the Ministry of

Health of Ukraine of 22.06.2000








#144

   TERMS OF REFERENCE

for the Interagency Coordinating Council 

on Immunization

1. Interagency Coordinating Council (ICC) on Immunization  will be set up within the Ministry of Health of Ukraine in order to support national immunization programs, coordinate activities aimed at the development of the immunization policy in Ukraine,  provide supervision and thorough assessment of immunization programs, effective and rational use of international assistance within the framework of Expanded Program on Immunization (EPI), with due account of recommendations of the World Health Organization and with the consent  of representatives of international organizations.

2. Activities of the Coordinating Council shall be managed by Council's Chairman -- First Deputy Minister of Health of Ukraine, Chief State Sanitary Doctor of Ukraine.

3. ICC comprises the leaders of the Ministry of Health of Ukraine, representatives of other ministries, international organizations, research institutes, non-governmental organizations on their consent.

4. Committee will meet every three months. Council's Chairman will approve annual plans of activities.

5. The main objectives of the Interagency Coordinating Council are as follows:

- Promotion of development and realization of a five-year strategic plan in immunoprophylaxis,  support and improvement of immunization programs during the  health care reform;

- Involvement of financial support of international organizations during realization of specific programs pertinent to preventive immunization of  children and other groups of population;

- Analysis of the situation with immunizations in Ukraine with subsequent provision of recommendations, based on general European experience and adapted to a given territory;

- Assessment of economic efficacy and appropriateness of measures aimed at improvement of immunization programs in the country;

- Development of main directions for international cooperation, coordination of activities in immunoprophylaxis;

- Identification of additional  opportunities for the existing system of financing of procurement of vaccines with the purpose of protecting immunization programs against financial risk;

- Facilitation in resolving issues of provision of country with the necessary quantity of cold chain equipment for transportation and storage of immunobiologicals;

- Involvement of possible financial support from international organizations for technical equipment  of institutions and organizations of all levels (computers, e-mail, faxes, copiers, etc). 

(Signature)

Chief 

Main Sanitary and Epidemiological Dept.

Ref.: order_moh\icc_order144

DOCUMENT 7. Responds to the application form’s request for “Minutes of the three most recent ICC meetings or any meetings concerning the introduction of new or under-used vaccines”:







Translated  from Ukrainian

Ministry of Health of Ukraine

Interagency Coordinating Council on Immunization

PROTOCOL # 1

of the First Constituent Meeting of Interagency Coordinating

Council (ICC) on Immunization




23rd  June 2000

Chairman of the meeting:  

Berezhnov S.P. - Deputy Chairman of ICC, First Deputy Chief State Sanitary Doctor  of Ukraine, Chief, Main Sanitary and Epidemiological Dept. MoH Ukraine

Attended by:

Members of Council: Muharska L.M., Alexanjan M., Subotin Yu.V., Pearlman E.,


Mercer D., Khabarova A.M.,
Selnikova O.P., Luzan V.I.,  Moiseenko R.O.,


Progunova N.O., Aronova M.M.

Invited: Tyshchenko D.K., Luchitsky A.P. – PATH

1. Information about setting up Interagency Coordinating Council (ICC) on Immunization

Introductory address by Berezhnov Serhiy Petrovich - First Deputy Chief State Sanitary Doctor  of Ukraine, Chief, Main Sanitary and Epidemiological Dept. MoH Ukraine, Deputy Chairman of ICC.

Information by Berezhnov S.P., Deputy Chairman of ICC,  was noted. It was emphasized that according to the Order of MoH Ukraine dated 22.06.2000 #144 the Interagency Coordinating Council (ICC) on Immunization was set up to: 

-  support national immunization programs, 

- coordinate activities aimed at the development of the immunization policy in Ukraine,  

- thoroughly overview and assess immunization programs, 

- use effectively and rationally an international assistance within the framework of Expanded Program on Immunization (EPI), with due account of recommendations of the World Health Organization and with the consent  of representatives of international organizations.


ICC is composed of the Chiefs of Departments of the Ministry of Health of Ukraine, representatives of other ministries, international organizations, research institutes, non-governmental organizations on their consent.


Representatives  of international organizations, stationed outside Ukraine, for business reasons delegate their authorities to members of their representations in Ukraine.

The main objectives of the Interagency Coordinating Council are as follows:

- Promotion of development and realization of a five-year strategic plan in immunoprophylaxis,  support and improvement of immunization programs during the  health care reform;

- Involvement of financial support of international organizations during realization of specific programs pertinent to preventive immunization of  children and other groups of population;

- Analysis of the situation with immunizations in Ukraine with subsequent provision of recommendations, based on general European experience and adapted to a given territory;

- Assessment of economic efficacy and appropriateness of measures aimed at improvement of immunization programs in the country;

- Development of main directions for international cooperation, coordination of activities in immunoprophylaxis;

- Identification of additional  opportunities for the existing system of financing of procurement of vaccines with the purpose of protecting immunization programs against financial risk;

- Facilitation in resolving issues of provision of country with the necessary quantity of cold chain equipment for transportation and storage of immunobiologicals;

- Involvement of possible financial support from international organizations for technical equipment  of institutions and organizations of all levels (computers, e-mail, faxes, copiers, etc). 

Having heard the information about setting up the ICC the Council notes the actuality and timeliness of setting up such permanently operating body at the MOH Ukraine.

2. Requirements of the Global Alliance for Vaccines and Immunization and contribution of PATH/CVP to Ukraine's effort to get support from Alliance.

Speaker: David Mercer – PATH/Seattle

Presentation made according to attachment 1. Information was noted.

3. Presentations and proposals made by members of the Interagency Coordinating Council on Immunization regarding draft plan of action for 2000

Muharska L.M. -- Deputy Chief State Sanitary Doctor  of Ukraine, Chief, Dept. of Prevention of Infectious Diseases of the Main Sanitary and Epidemiological Dept. MoH Ukraine, Deputy Chairman of the Committee, 

Subotin Yuri Vasyljovych -- Head, WHO Bureau for Coordination and Liaison with Ukraine,

Alexanjan Mikael -- Deputy Special Representative of UNICEF in Russian Federation, Ukraine and Belarus,

David Mercer
 -- PATH/Seattle.

About necessity to develop a detailed plan of action of the Council, criteria and methods for assessment of situation with immunizations in Ukraine, identify a group of international and national experts, hold monthly meetings of the Council in the current quarter to prepare documents for submission to Global Alliance for Vaccines and Immunization (GAVI), which plans to meet in October or November 2000.

Working committee of national experts: representations of MoH, research institutes, Ukrainian Center for State Sanitary and Epidemiological Surveillance.

Action Plan for the Current Year:

- Second part of July 2000 – approval of plan of action, terms for conducting by experts of the assessment of situation with immunization in Ukraine.

- Second part of August 2000 – preparation of documents for submission of proposal to GAVI.

- Second week of September 2000 – assessment of situation with immunizations in Ukraine conducted by international and national experts, generalization of materials, preparation of final document for submission to GAVI on behalf of Ukraine.

- October 2000 – approval of plan of action for a 5-year period.

Members of Council have agreed on the plan of action for the current year of 2000.

Plan of action for the current year has been approved.

Concluding remarks - Muharska L.M. -- Deputy Chief State Sanitary Doctor  of Ukraine, Chief, Dept. of Prevention of Infectious Diseases of the Main Sanitary and Epidemiological Dept. MoH Ukraine, Deputy Chairman of the Committee:


The following issues had been singled out:

1. Recognition of actuality for setting up ICC.

2. Approval of plan of action for the current year.

3. Setting up a working group of national experts for the assessment of situation with immunizations in Ukraine.

4. Preparation of Ukraine's immunization-related proposal to Global Alliance for Vaccines and Immunization (GAVI).

(signature)

Berezhnov S.P. 

First Deputy Chief State Sanitary Doctor  of Ukraine, 

Chief, Main Sanitary and Epidemiological Dept. MoH Ukraine, 

Deputy Chairman of ICC

(signature)

Muharska L.M. 

Deputy Chief State Sanitary Doctor  of Ukraine, 

Chief, Dept. of Prevention of Infectious Diseases 

of the Main Sanitary and Epidemiological Dept. MoH Ukraine, 

Deputy Chairman of the Committee

(signature)

Aronova M.M.


Leading Specialist,  Dept. of Prevention of Infectious Diseases 

of the Main Sanitary and Epidemiological Dept. MoH Ukraine,

Executive Secretary of the Committee

PROTOCOL # 2

of the Meeting of Interagency Coordinating 

Council (ICC) on Immunization





20th September 2000








MoH Ukraine, 4:00-7:00 p.m.

Attended by:
Members of Council: Bobyljova O.O., Berezhnov S.P., Muharska L.M., Alexanjan M., Subbotin Yu.V., Mercer D., Luzan V.I.,  Moiseenko R.O., Vernygor R.O., Aronova M.M.

National Committee of Red Cross Society of Ukraine: Sergovsky V.Yu., Chief, Department for International Cooperation

Invited: Tyshchenko D.K., Luchitsky A.P., Romanjuk G.B. – PATH,

Progunova N.O. -  Children's Fund, UNICEF

Shevchenko G.O. - Epidemiologist, Odesa Oblast SES

Kovalenko O.F. – Leading Specialist, Department for Organization of Pediatric Services, Main Department for Organization of Medical Services for Population, MoH Ukraine

Anthony Battersby, Rachel Fielden - FBA 

Chairman of the meeting:  

Berezhnov S.P. - Deputy Chairman of ICC, First Deputy Chief State Sanitary Doctor  of Ukraine, Chief, Main Sanitary and Epidemiological Dept. MoH Ukraine

Information by Berezhnov S.P., Deputy Chairman of ICC,  was noted.

Emphasis was laid on importance of the assessment  of immunization status in Ukraine made by international and nationals experts for the process of preparation of application to GAVI. Results of the mission will help develop an action plan for subsequent years.

1. Update on GAVI and the process for provision of assistance. Implications for countries, which submit applications to GAVI. Breefing on the course of assessment mission – David Mercer (PATH).
Presentation made according to Annex 1. Information was noted. 

GAVI has already received applications from 24 countries. Only 15 conditional applications were accepted with request to submit additional information.

For further development of a five-year plan an assistance can be provided by international experts. For development of the above plan it is necessary to set up a group consisting of  the representatives of WHO, MoH Ukraine, PATH etc., and to lay emphasis on the support of infrastructure of immunization system (cold chain, etc.).

2. Results of assessment of immunization system in Ukraine. 

Anthony Battersby, Rachel Fielden (FBA), David Mercer (PATH).



Presented in the report are positive achievements of immunization system, the main ones being sustaining high coverage and very strong commitment by staff.



A number of objective system constraints (provision with vaccines, quantity and quality of cold chain equipment, etc.) were pointed out.



Current epidemiological imperatives were identified as follows: polio. diphtheria, measles, rubella, hepatitis B, mumps. Haemophilus influenza type b.



Presented were the proposals how to optimize immunization schedule.

3. Status of preparation of a 5-year plan  for immunoprophylaxis in Ukraine.

Ljudmyla Myroslavivna Muharska, Deputy Chief State Sanitary Doctor of Ukraine, Chief, Department for Prevention of Infectious Diseases of the Main Sanitary and Epidemiological Department , Deputy Chairman of ICC.

Information was noted. Presented were the results of  National program of immunoprophylaxis (1993-2000) and emphasis was laid on the development of draft program for 2001-2005.

4. Presentations by the ICC members and discussion of reports.

5. Status of preparation of the Ukraine's proposal for support to be submitted GAVI. Next steps. Discussion led by ICC Chairman Olga Bobyljova, First Deputy Minister of Ukraine, Chief State Sanitary Doctor  of Ukraine.

The following issues were singled out:


- actuality of cooperation with GAVI,  appreciation of experts' work in Ukraine;

- interaction of all members of ICC in reaching main targets of the Council;

- process (model) of transfer from decentralized to centralized purchase of immunobiological preparations should be taken into consideration while developing prospective plan;

- assistance in the development and realization of a 5-year strategic plan for immunoprophylaxis.

ICC members have agreed upon priority tasks for the current year – development of a 5-year plan.

Closing remarks – Muharska L.M., Deputy Chief State Sanitary Doctor of Ukraine, Chief, Department for Prevention of Infectious Diseases of the Main Sanitary and Epidemiological Department , Deputy Chairman of ICC.

Summation:

1. 
Urgent task – development and approval of 5-year plan for immynoprophylaxis in Ukraine.

2.
Preparation of  Ukraine's proposal to the Global Alliance for Vaccines and Immunization (GAVI).

(signature)

Berezhnov S.P.

First Deputy Chief State Sanitary Doctor  of Ukraine, 

Chief, Main Sanitary and Epidemiological Dept. MoH Ukraine,

Deputy Chairman of ICC

(signature)

Muharska L.M. 

Deputy Chief State Sanitary Doctor of Ukraine, 

Chief, Department for Prevention of Infectious Diseases of 

the Main Sanitary and Epidemiological Department , 

Deputy Chairman of ICC

(signature)

Aronova M.M.

Leading Specialist,

Department for Prevention of Infectious Diseases of 

the Main Sanitary and Epidemiological Department , 

Executive Secretary of ICC









Translated  from Ukrainian

Ministry of Health of Ukraine

Interagency Coordinating Council on Immunization

PROTOCOL # 3
of the Meeting of Interagency Coordinating 

Council (ICC) on Immunization





22nd December 2000








MoH Ukraine, 2:00p.m.

Attended by:

Members of Council: Muharska L.M. (MoH Ukraine), Aronova M.M. (MoH Ukraine), Padchenko A.G. (MoH Ukraine), Eliot Pearlman (USAID) 

Progunova N.O. (UNICEF)

Tyshchenko D.K., Luchitsky A.P., Volkov O.A., Romanjuk G.B. (PATH),


Telyukov A. – Senior Economist, Abt Associates

Purpose of meeting: Presentation and review of the draft proposal of Ukraine to GAVI, draft Work Plan of ICC for 2001 (attached)

Review of the situation and of potential resources pertinent to finalizing and submission of Ukraine’s proposal for GAVI assistance.

The following issues were reviewed:

1. About progress of preparation of proposal to Global Alliance for Vaccines and Immunization (GAVI)

Presenters:

Muharska L.M., Deputy Chairman of ICC, Deputy Chief State Sanitary Doctor  of Ukraine

Telyukov A. – Senior Economist, Abt Associates, Inc.

Luchitsky A. – Program Manager, PATH-Ukraine

2. Discussion of draft proposal and further steps related with preparation and submission of the proposal to GAVI by 15th January 2001.

3. Discussion of suggestions and approval of ICC Work Plan for 2001.

4. Results of the assessment and forecast of resources and funding of the National  Immunization Program of Ukraine

Presenter: Telyukov A. – Senior Economist, Abt Associates

Purpose of assessment – evaluate organization, performance, resource needs and constraints of the National Immunization Program (NIP) of Ukraine; project demand for and supply of vaccines for 2001-08; propose mechanisms of sustainable NIP financing, and the roles of the central Government of Ukraine, regional authorities, and GAVI/GF in meeting Ukraine’s NIP resource needs. The presentation handout is attached. 

Outcome:

1. Notice has been taken of and found perspective for further improvement was the draft proposal to GAVI, which had been prepared and arranged with due account of current and prospective needs of Ukraine in immunoprophylaxis.

2. Notice has been taken of and reviewed was the draft Work Plan of the Interagency Coordinating Council on Immunization for 2001.

3. Emphasized was the necessity for approval of the ICC Work Plan for 2001, 5-year perspective plan of immunoprophylaxis in Ukraine. The set of documents to be finalized for submission to GAVI by 15th January, 2001.

4. Documents, that had been distributed at the meeting, are to be passed along to those members of the ICC, who for some reason were not present at the meeting, for review and making suggestions.

5. Next ICC meeting is scheduled for early January 2001, at which the final version of the proposal to GAVI shall be reviewed and signed by ICC members.

(signature)

Berezhnov S.P.

First Deputy Chief State Sanitary Doctor  of Ukraine, 

Chief, Main Sanitary and Epidemiological Dept. MoH Ukraine,

Deputy Chairman of ICC

(signature)

Muharska L.M. 

Deputy Chief State Sanitary Doctor of Ukraine, 

Chief, Department for Prevention of Infectious Diseases of 

the Main Sanitary and Epidemiological Department , 

Deputy Chairman of ICC

(signature)

Aronova M.M.

Leading Specialist,

Department for Prevention of Infectious Diseases of 

the Main Sanitary and Epidemiological Department , 

Executive Secretary of ICC

DOCUMENT 8. Responds to the application form’s request for “Most recent, national assessment report on the status of immunizations services”:

Both assessment reports are forthcoming. Below are the report summaries.

Assessment Report 1: “Assessment of Immunization Services of Ukraine”. Prepared by FBA, CVP at PATH, UNICEF, MOH, USAID. September 2000, Forthcoming
Report summary will be sent under a separate cover. 

Assessment Report 2: “The National Immunization Program of Ukraine: An Assessment of Performance, Financing, and Resource Allocation Options”. Prepared by A.Telyukov, Abt Associates, Inc., August 2000, Forthcoming

Study Background, Objectives, and Content

The reported study has been conducted in March-August 2000. Funding for the study was provided by the Children’s Vaccine Program managed by Seattle,WA-based PATH. The International Health Area of Abt Associates, Inc., located in Bethesda, MD, executed the study. 

The study assessed the cost and funding of the National Immunization Program (NIP) of Ukraine and projected the program’s resource needs for the medium- and long-term perspective. The study report comprises four main parts: 

1. Socioeconomic, health, and health care sector background of NIP (Chapters I-III).  

2. Organization, financing, and operations of NIP (Chapters III-VI). 

3. Baseline and projected demand for vaccines, and financing of vaccine and non-vaccine components of NIP (Chapters VII-VIII). The baseline year is 1998/99. Projection covers the period of 2000-08. The distinction is maintained between NIP costs (how much funding it would take to maintain the NIP resource base); funding (how much funding is available and how big the gap is between resource-based estimation of costs and the available funding); and supply of resources (how much funding can be mobilized by major source, to close the financing gap). 

4. Supply of resources for NIP. Strategies and mechanisms of improving NIP access to funds and raising the Program’s financial sustainability (Chapters IX-X). This includes financing strategies and roles of the national GoU, regional governments, and GAVI/GF.

It is hoped that the study will stimulate NIP policy assessment, strategy development, and resource planning process in a perspective of collaboration between Ukraine and GAVI; strengthen economic thinking at various levels of NIP leadership; and inform the decision making by multilateral, bilateral, and non-government organizations in the area of financing of, and technical support for the NIP of Ukraine. 

Findings

The reported study has produced the following main findings:

Socioeconomic background of NIP of Ukraine

· Ukraine is a nation with upper-medium level of human development and high educational potential. It ranks 78th on the recently updated list of 174 countries rated by the UNDP human development index.

· In the 90’s, the economy and society of Ukraine have been battered with a deep crisis that led to the reduction of GDP to an unprecedentedly low $870 per capita, or 42 percent of the pre-recession level of the late 80’s. All major drivers of economic growth, i.e. government purchasing, consumer expenditure, and investment have declined commensurately, while Ukraine’s external debt soared from 2 to 28 percent of GDP.

· Sharp decline of living standards has reversed hard-won gains of the previous 2-3 decades. An estimated 63 percent of Ukraine’s population lived in 1998 on less than PPP$4 per day. Between  39 and 52 percent of disposable household income, dependent on the income group, was spent on food in 1998. The per capita intake of calories in 1990-98 deteriorated from 3,597 to 2,537 calories per capita per day. 

· The inequality of income distribution as measured by Gini coefficient, grew at an astounding pace from 25.1 in 1992 to 41.3 in 1996. A large majority of the population has been cut off or unable to benefit from the post-Soviet economic opportunity. The sentiment of bitter disappointment and frustration dominated public mood in Ukraine throughout the 90’s.   

· Major economic reforms, such as price liberalization, privatization of state assets, deregulation of markets and trade, have been managed erratically, with little accountability of the reformers, and have not yet yielded expected results beyond the first half of the ominous prophecy “It will become worse before it gets better”.

· Feeble signs were registered in 1999 that recession, perhaps, had leveled off. Whether these signs are enough to foreshadow the coming recovery, is yet unclear. 

Health status background of NIP

· Demographic attrition has accompanied the socioeconomic crisis in Ukraine since 1991. In 1998, the birth-to-death gap reached (6.0) per 1,000 population. Population of Ukraine declined from 51.9 million in 1991 to 49.7 million in 1999, according to official data. 

· The highest growth of mortality was reported among the working age population. It increased by 34 percent over 1990-97, compared to 23 percent on the whole. The main contributing causes to increased mortality were infectious and parasitic diseases, alcoholic poisoning, suicide, and circulatory diseases. Homicide rate grew by 59 percent among the working age population.

· In stark contrast with growing mortality nationwide and, particularly, in the working age groups, children’s mortality declined by 23 percent among 0-4 year-olds, by 20 percent among the age group of 5-9, and remained unchanged in the age group of 10 to 14 years. Apparently, the scarce resources of the public health system and families have been effectively pooled to shield children’s health from the calamities of post-communist transition.

Health sector resources and performance

· According to WHO most recent estimates, Ukraine spends 5.6 percent of its GDP on health. This translates into $54 per year at the official exchange rate or $128 per year in international (PPP) dollars.  Of the total amount, ¾ is allocated from general budgets, predominantly at the regional level.

· The health care sector of Ukraine demonstrates advantages and disadvantages of a fully integrated health care system. Concentration of financing and delivery of services in the hands of the government, and rigid, vertically structured administration and budgeting process, have limited provider and consumer incentives and participation, and resulted in structural imbalances, low productivity, and, inadequate access to new technologies and modern practice of medicine. The same system succeeded in staying the course of the most important public health programs, including basic maternity and children’s care.

· Over the 90’s, the health care sector of Ukraine parted with some of its Soviet legacy, and has been searching for its new identity. An adaptive structural change occurred in response to severe under-funding, e.g. the number of hospital beds has declined by 31 percent in 1990-98.

· Among 191 WHO member states, Ukraine has been recently ranked 130th on “overall health system performance”. The highest component rank (47th) the country has obtained on the distribution of health, an indicator that captures equality of child survival. This relatively high rank confirms that children’s health is the best secured line of health protection in Ukraine.

Vaccine preventable disease rates and awareness

· Over the 90’s, the epidemiological situation with vaccine preventable diseases in Ukraine varied from adverse to unstable. In early to mid-90’s, the country saw outbreaks of viral hepatitis, pertussis, acute poliomyelitis, measles and rubella. The incidence rates subsided by 1995 but surged again for pertussis and measles in 1997. 

· Diphtheria has been on the rise for 5 years in a row in 1991-95, and erupted in an epidemic that hit both children and adults. It served as a wakeup call for MoH and the national Sanitary Epidemiological Service and resulted in an alarmist message to GoU to reassess the nation’s needs for vaccines, delivery services, and NIP infrastructure.  

· Chronic shortage of select vaccines, disruptions in vaccine supply, unsubstantiated medical contraindications, lack of modern technology, inaccurate reporting of population coverage were among the most important issues brought to the forefront of the National Immunization Program (NIP) agenda in the 90’s.

Organization of NIP

· The NIP’s administrative core is formed by the Sanitary-Epidemiological Service (SES) offices of the national, regional and local (district and city) levels. The national SES is directed by the Chief Sanitary Physician of Ukraine who also holds position of the First Deputy Health Minister of Ukraine. The national SES includes institutions, organizations and related entities that deal with epidemiological surveillance and disease control, regulatory, R&D, training and social mobilization activities under NIP.

· Oblast SESs procure vaccines and manage epidemiological control and vaccine prevention process in their jurisdictions. Rayon SESs receive vaccines through the oblast SESs and work with health care providers to organize immunization services in a timely and comprehensive manner.

· Antigens mandated by the 1996 National Immunization Schedule (NIS) are administered to children at immunization posts located in birth homes, pre-school facilities, schools, pediatric polyclinics, rayon hospitals, rural ambulatories, feldsher-midwife posts. Pediatricians refer for, or divert children from immunization. They monitor immunized children for possible complications. Children with temporary contraindications are evaluated for their readiness for postponed immunizations.

· Immunization is a public health service and a key social entitlement. The children’s population of Ukraine is immunized with six EPI antigens. Mumps, rubella, and hepatitis B are also included in the 1996 NIS. However, the degree of professional and administrative responsibility of health care providers is considerably higher for the core six than for the ‘peripheral’ three antigens. Estimated 1999 coverage rates by vaccine are as follows (percent of the target age population): BCG: 99%, OPV-3: 95%, DPT-3: 97%, Measles-1: 97%, Mumps-1: 78%, Rubella-1: 5%, hepatitis B: 1.1%. 

Financing structure of NIP

· The central budget, once the nearly sole source of financing for vaccine prevention activities, has reduced its presence in NIP allocations concomitantly with fiscal decentralization of the 90’s. National funding mainly goes to the functions of regulatory control, disease surveillance, R&D, social mobilization, basic, and short-term training of staff involved in NIP.

· Oblast SES budgets are allocated for regional epidemiological control, vaccine procurement, cold chain, capacity building, immunization quality control. Oblast Health Department budgets are used for purchasing immunization supplies, to finance providers of immunization services, and to maintain health care facilities that host immunization posts, including provider-level transportation of vaccines.

· Local budgets are to fund maintenance and repair of refrigerators in the rural immunization posts but are cash-strapped and unable to cope with their financing responsibility.

· Other funding includes subsidies from vaccine suppliers in the form of lenient attitudes toward delayed payments for vaccines; household spending for an estimated 10 percent of syringes; and international donor supply of vaccines, testing kits and cold chain equipment throughout the 90’s. 

Procurement of vaccines

· Vaccine procurement (VP) has undergone decentralization in the 90’s.

· Vaccines are procured under contracts awarded by Oblast Tender Committees to vaccine manufacturers or distributors. The bidding procedure is but loosely regulated by MoH and is managed, largely, at the regions’ discretion. Only nationally registered vaccines are admitted to tenders. Each lot must be accompanied by an import license issued by the national FDA. 

· The main suppliers of vaccines are Kharkiv-based Biolek (vaccines of the DPT group), CIS manufacturers, international companies, Ukraine-based and international NGOs, bi- and multi-laterals. Vaccines are supplied to oblast SESs directly or through one of 7 commercial distributors (including “Ukrvaccina”, a parastatal entity) that operate on a national and/or inter-regional basis.  

· Regional SESs perceive the following benefits of decentralized  VP: (1) Vaccine supply is more predictable when planned, managed and funded at the regional level. (2) Decentralization means more competition in the vaccine market of Ukraine and, therefore, a stronger bargaining power for oblast SESs. (3) Higher level of responsiveness from competing suppliers broadens the spectrum of vaccine presentation/price options available for the purchaser.

· Disadvantages of decentralization assessed in the course of this study, are as follows: (1) Fragmented contracting disables economies of scale. Vaccine prices on small contracts are markedly higher in Ukraine. (2) Multiple and locally contracted suppliers are not as effectively controlled for the quality of procured vaccines. (3) Competition is not properly regulated. This voids part of its potential advantages. (4) Regional contracting systems are too small-scale for being able to generate a rapid response to a national epidemic. (5) Decentralized VP systems were unable to mitigate cross-regional variations of children’s coverage with basic immunizations. (6) Regional inventories of vaccines have been unstable, and stock-outs continue to occur. (7) Regional systems failed to maintain the investment component of NIP; (8) Inaccurate and incomplete reporting tends to increase under a decentralized procurement and immunization management. 

· Starting in the FY’01, procurement of vaccines, cold chain, social mobilization and other NIP activities, except immunization services, will be financed from the central budget. To enable recentralization, part of the regional budget resources will be redistributed to the national level.  Regional Health Care Administrations will continue to finance and manage immunization services. 

Baseline Demand for, and Cost of Vaccines

· Baseline demand for vaccines in Ukraine is assessed for 1998/99. It is driven by the national immunization schedule; target population size; MoH-reported coverage rates for EPI antigens and estimated coverage with mumps, rubella and hepatitis B; wastage maximum rates adopted in NIP planning (50% for BCG and 30% for other antigens); and price/volume information from 9 suppliers of VP. 

· An estimated 13.30 million doses of NIP vaccines were consumed in Ukraine during a statistically compounded year of 1998/99, including (in 1,000 doses): BCG 2.20; OPV 4.23; DPT 2.05; DT 0.71; Td 2.44; Measles 1.20; Mumps 0.41; Rubella 0.06, hepatitis B 0.003.

· The annual cost of NIP vaccines is estimated at US$2,025,240, including (in 1,000 $): BCG 111.75; OPV 267.15; DPT group 443.59; measles 852.64; mumps 303.32; other 46.78 (hereafter, a discrepancy between the sum and the total is due to rounding).

Projected Demand for, and Cost of Vaccines

· Projections of the study are build on multiple assumptions some of which have become obscolete since the study was concluded in August 2000. Specifically, the timeline of the new vaccine implementation is likely to be compressed, relative to the one factored in the current projections, i.e. hepatitis B vaccine is planned for introduction in 2001-02 as opposed to 2002-04, according to the projections. Hib vaccine, according to the GoU Proposal for GAVI/GF support, will come into play in 2004-05 versus the projected 2006-08. These and other adjustments that will be needed in subsequent NIP planning, may be quickly accommodated by reentering the input data in the study computation tool. For projection statistics, please see Study Report. 

Baseline non-vaccine and total cost of NIP 

· Non-vaccine cost estimation stems from the list of NIP activities and is based on the amount of resources involved in those activities. Notably, some of those resources are not adequately funded at the present time. There is, therefore, a gap between the cost and the funding of non-vaccine components of NIP in Ukraine. 

· The NIP non-vaccine cost is assessed at $11,002,900 for 1998/99. The NIP total cost, i.e. including vaccines, amounted to $13,028,000 in that year. 

· The breakdown of the total cost by function of spending is as follows (US$ million and percent): Vaccines: 2.03 (15.5%); Vaccine storage and transportation (regional, local SES, and provider-level cold chain): 2.07 (15.9%); Immunization services: 6.63 (50.9%); Capacity building (short-term training, social mobilization, basic and continuing medical education, R&D): 1.44 (11.1%); Management and administration (including epidemiological control; regulatory and administrative activities): 0.86 (6.6%). 

· The breakdown of the non-vaccine cost by input resource (cost category) is as follows (US$ million and percent):  labor  5.73 (52.1%), travel and per diem 0.03 (0.3%), medical supplies 1.45 (13.2%), fuel and energy 1.30 (11.8%), depreciation 1.64 (14.9%), maintenance and repair 0.8 (7.0%), contracted services and miscellaneous 0.08 (0.7 percent). The cost of vaccines should be classified predominantly into the resource category ‘Pharmaceuticals and medical supplies’. The c.i.f. procurement price also includes the delivery of vaccines to the regions, i.e., largely, the cost of the cold chain operated by commercial distributors of vaccines, including quasi-public Ukrvaccina. The breakdown of the value of procured vaccines by the aforementioned two cost categories was not assessed under this study.

Projected non-vaccine and total cost of NIP

· The non-vaccine cost of NIP will remain relatively steady over time: it is projected to evolve from $11.0 million in 1998/99 to $12.1 million in 2005 and down to $11.9 million in 2008. This is based on moderate assumptions, in which considerations of affordability played an important role. It should be borne in mind, that the baseline and projected costs are significantly higher than current levels of funding. Bringing funding up to the level of NIP resource-based costs will remain the main challenge for non-vaccine financing of NIP (see below). 

· The NIP total cost will grow from $13.03 million in 1998/99 to $16.43 million in 2005 and $20.79 in 2008, in baseline prices. The share of vaccines will grow from 15.5 percent in 1998/99 to 38.0 percent in 2008; the share of immunization services will decline from 50.9 to 31.7 percent. The other components will decline moderately, as if clearing way for the steep growth of expenditure on vaccines. 

Baseline and projected non-vaccine and total funding of NIP

The following numbers, similarly to those in the previous sections of the Executive Summary, are derived from the baseline analysis and projections carried out in the course of this study: 

· It is estimated that the baseline levels of funding of NIP costs are as follows: labor 100%, travel and per diem 20%, supplies 90%, fuel and energy 50%, depreciation 0%, maintenance and repair 20%, contracted services 90%. The funded share of the NIP non-vaccine cost is $7.92 million or 72 percent of the resource-based need. It is assumed that the $3.09 million NIP financing gap (FG) will be consistently reduced over the next five years and eliminated in 2005.

· Based on the estimated size and proposed timeline of bridging FG, the non-vaccine expenditure will increase faster than the cost, i.e. from $7.9 million in 1998/99 to $11.9 million in 1998/99. 

· The NIP’s most dynamic component, apart from vaccines, will be expenditure on storage and transportation. It will grow by 5.3 times in 2001-08, and its percentage share will rise from 5.1 to 11.1 of the total budget. Allocations to storage and transportation will grow markedly because depreciation of cold chain warehouses, equipment and vehicles will be added to reimbursable cost, and the gap in financing of fuel and energy, and maintenance and repair cost will be closed. 

· The share of spending on capacity building will surge by a factor of 2, particularly in 2001-02 and 2005-06, to prepare for the major expansions of NIP. Within this component, funding for short-term training will increase more than tenfold and for social mobilization by 9 times. 

· Total expenditure on NIP will rise in Ukraine from an estimated $9.9 million in 1998/99 to $16.4 million in 2005 and $20.8 million in 2008, in baseline prices. According to the projection, $125.8 million will be allocated to meet the NIP resource needs in 2001-08, including $67.8 million in 2001-05 and $58.0 million in 2006-08. The growth, thus, is projected at 2.1 times over the decade.

Implications for Collaboration Between GoU and GAVI 

The findings from this study give enough evidence to conclude that GAVI support for the NIP of Ukraine is, indeed, a viable proposition. It will complement resources of the governments of Ukraine with those of the international donor community, and will help implement an innovative set of strategies and mechanisms that will contribute to the expansion, modernization and increased sustainability of NIP.  GAVI support will be used by GoU to speed up the implementation of newer and new vaccines. 

The proposed timeline, level and strategies of GAVI/GF support match GAVI’s basic requirement that international donor aid should be phased over to the recipient government within the time frame of 5 years. The following three factors are expected to make the phase over happen in due time and course, thus, promising a dependable partnership between GAVI and GoU.

· Firstly, Ukraine does not plan to lean too heavily on the external funding even at the highest point of GAVI/GF involvement. 

· Secondly, there is an unambiguously projected trend towards phasing out GAVI support in a perspective of the next 5 years

· Thirdly, if projected demand and proposed sustainability strategies and mechanisms are accepted (with appropriate revisions and adjustments), both the national and the regional governments of Ukraine will have viable conceptual and policy-making guidelines for meeting the phase-out requirements. 
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Recommended efficiency strategies:

Recommendations
Implementation status

· Make transition to larger contracts 


Re-centralized procurement adopted in Ukraine for the FY’01, enables large-size contracts and would result in the economies scale on vaccine purchasing.

· Optimize product mix, e.g., two-tier approach: 1-2-dose ampoules for rural settings, and 10-20-dose vials for urban settings
This is now a predominant thinking in the MOH. The urban/rural population mix is factored in the Ukraine proposal for GAVI/GF support (see Section 5 of this Proposal) and determines the requested number of hepatitis B and Hib. vaccines in 1-dose and 10-dose presentations.

· Appropriately time and sequence phase-in of newer and new vaccines
The Hib vaccine introduction has been deferred until the burden of disease is estimated, and to allow more time for NIP to prepare for the introduction of new vaccines.

· Reduce medical contraindications 


Contraindication strategies are driven increasingly by WHO-recommended guidelines. Changes in practice patterns have already led to the reduction in contraindication rates by 1/3.

· Coordinate of reforms and resource allocation decisions between SES and the health delivery system
Newly adopted regulatory innovations indicate an increased commitment of the government to NIP financing. – See, Law of Ukraine “On the Protection of Population from Communicable Diseases”,  April 6, 2000; of the Ordinance of the Supreme Rada of Ukraine “On the Status of Health Care Financing and Urgent Measures for Its Improvement”, December 7, 2000; and the Decree of the President of Ukraine N963/2000 of August 8, 2000; the Decree of the Cabinet of Ministers of Ukraine “On the Measures to Adopt and Execute the Budget of Ukraine for the Year 2001”, October 23, 2000. 

Select recommendations for follow-up economic research and forecasting:

 Recommendations
Implementation status

Validate key assumptions for NIP resource need forecasting:


· Population
Demographic forecasting has been transferred from the Ministry of the Economy’s Data (formerly, Gosplan) Processing Center to the Presidential Administration and, de facto, discontinued on a methodologically consistent basis. The MOH does not have reliable demographic data to project the NIP target population. The MOE’s Economics Institute carries out its own demographic forecasting. The ICC may need to discuss this issue with the key ministries to ensure steady supply of demographic data to the MOH.

· Antigens and vaccines to be added to NIS over the next eight years
The newly adopted NIS introduces such newer vaccines as hepatitis B vaccine, rubella vaccine for girls of age 15, and mumps for  boys of age 15. The introduction of MMR vaccine has been neither scheduled nor decided upon. No plan exists with respect to polyvalent vaccines with the hepatitis B antigen. Lack of clarity on these issues complicates projection of NIP resource needs and financing. 

· Survey of immunization posts, including their affiliation with health care providers, catchment area, durable assets, labor and material inputs
To be discussed with the MOH and possible sources of funding.

· Assessment of NIP costs associated with capacity building, social mobilization, and management and administration
This will require a cost assessment study that will cut across several ministerial jurisdictions. How to organize and fund such study is yet to be decided.
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EXECUTIVE SUMMARY

Introduction:

The Ministry of Health of Ukraine developed its 2000-2005 National Immunization Plan to further progress toward vaccine-preventable disease control, elimination, and eradication and will implement it with the support and guidance of the partners of an Interagency Coordinating Committee. The Plan addresses the management of immunization operations, capacity building, safety of injections, and sustainable funding for immunization services.  It also includes targets for vaccine-preventable disease morbidity and immunization coverage, with particular attention given to issues related to poliomyelitis and measles elimination, and the incorporation of hepatitis B vaccine into the routine immunization program. With its accompanying strategies and action steps, the Plan is designed to address the aforementioned challenges and ensure the continued progress and improvement of immunization program services in Ukraine.  

The Plan includes the following ten objectives:

1. Maintain > 95% coverage with EPI vaccines through routine immunization at the republican and district levels

2. Achieve poliomyelitis elimination certification in 2001

3. Maintain diphtheria control strategy

4. Undertake a measles control strategy that will result in elimination by 2007

5. Improve use of underused vaccine measles, mumps and rubella (MMR) in EPI

6. Ensure safety of EPI injections, including the proper disposal of used injection equipment 

7. Ensure adequate vaccine supply

8. Ensure properly functioning cold chain

9. Preparations for introduction of Haemophilus influenzae type b (Hib) vaccine into EPI

10. Integrate hepatitis B immunization into EPI by 2001

1. Maintain > 95% coverage with EPI vaccines through routine immunization at the republican and district levels

Securing adequate financing for the NIP is paramount to maintaining high coverage of EPI vaccines. In  April 2000, the Verkhovnaya Rada (Parliament) of Ukraine issued the law “On the Protection of Population from Communicable Diseases” which sets forth that vaccine procurement, financing of cold chain, capacity building, and social mobilization will be funded from the central budget, while immunization services will continue to be funded from the regional health budgets. The Cabinet of Ministers of Ukraine ruled in October 2000, that regional budgetary funds should be redistributed to the central level to enable re-centralized NIP financing.   

An important mechanism to safeguard sustainability in the NIP financing is to allocate funds to NIP on the earmarked basis. The August 2000 Decree of Verkhovnaya Rada of Ukraine provides for earmarked allocations of a 1/3 of proceeds from privatization of public assets to the health sector and, of that amount, of 1/3 to maternal and children’s care. The Verkhovnaya Rada requested that the Government of Ukraine examine the opportunity for setting up the National Health Fund that would be funded through earmarked allocations from excise taxes. The MOH will be able to translate part of these earmarked allocations into additional funding for NIP. 

Off-budgetary sources present another opportunity for an increased spending on immunoprevention. The Verkhovnaya Rada December 2000 Decree revives the quest of Ukraine for a national health insurance (NHI) system that will be financed from an earmarked payroll tax. The MOH will carefully evaluate the emerging NHI regulations to ensure that maternal and children’s care, including children’s immunization, is placed at the forefront of the NHI financing priority list. 

If the aforementioned opportunities for sustainable NIP financing are fully realized, the Government of Ukraine will not have a problem with phasing over the GAVI/GF support to the national sources of funding. A 5-year plan and a schedule will be designed for the phase-over process. Progress will be evaluated annually.

2. Achieve poliomyelitis elimination certification in 2001

Ukraine recently prepared documents for presentation to WHO for review in preparation for being certified as free from poliomyelitis due to wild virus.  Strategies included in this 5-year Immunization Plan focus on ensuring continued thorough performance of AFP surveillance at levels to meet or exceed certification standards.  These include maintenance of  zero reported poliomyelitis due to wild virus, a non-polio AFP rate in children < 15 years  of > 1/100,000 children, and > 80% achievement for the surveillance indicators of completeness and timeliness of  reporting, appropriate stool collection in a timely fashion, and 60-day follow-up examinations.

3. Maintain diphtheria control strategy

In 1991, Ukraine experienced a return of epidemic diphtheria after decades of control. In 1993, the Government of Ukraine initiated a program of increased immunization among children and at-risk adults, and by 1995, a mass immunization strategy was adopted in an effort to arrest the epidemic, which was increasingly exponentially. In 1996, the number of cases started to decrease, and data from 2000 indicates that the downward trend has continued. It is likely that the diphtheria epidemic in Ukraine started among children, who had been left vulnerable due to inadequate childhood immunizations, and then quickly spread to inadequately protected adults.

The Government of Ukraine continues to monitor the diphtheria situation closely which is outlined in this Plan.

4. Undertake a Measles control strategy that will result in elimination by 2007

Consistent with the measles elimination strategy supported by WHO, Ukraine will work toward eliminating measles by 2007.  Strategies focus on maintaining high (i.e., > 90%) coverage for receipt of first-dose of measles-containing vaccine by 15-months of age, and a second dose of vaccine at 6-years of age.  Use of standard case definitions for identifying probable cases, and increased laboratory confirmation of probable clinical cases are additional strategies.  Finally, strategies for surveillance specific to the phase of measles control (i.e., disease control, outbreak control, and elimination phase) are also included.

5. Improve use of underused Measles, Mumps and Rubella (MMR) vaccine in EPI

Increased use of MMR combination vaccine, to provide protection against mumps and rubella in addition to measles, are a goal over the next five-year period.  Strategies focus on providing vaccination against mumps and rubella through routine immunization programs, and maintaining high coverage levels for receipt of second doses of each vaccine.  Use of standard case definitions and increased laboratory confirmation for probable clinical cases of mumps and rubella are also suggested.

6. Ensure safety of EPI injections, including the proper disposal of used injection equipment

Safe injection practices are a key concern addressed in the 5-year plan. This Plan addresses the need to develop and enforce a safe injection policy in accordance with WHO recommendations, provide training on safe injection practices to health care providers, and ensure the supply of materials required for safe injections and needle disposal for all immunization providers. The hepatitis B vaccine requested from the Global Fund will be administered using auto-disabled (AD) syringes. In the foreseeable future, Ukraine will continue using locally produced sterile disposable syringes for routine EPI. The Plan emphasizes the importance of proper removal and disposal of used sharps.  

7. Ensure adequate supply of childhood vaccines 

Over the past three and a half years the Ministry of Health has embarked on a program to significantly revise and strengthen the management information system for vaccines and immunizations. The resulting system, formally adopted nationally in July 2000, constitutes an integrated information network that strengthens local management in the current de-centralized context, but allows for national monitoring and evaluation of re-centralized functions, in particular, the status and distribution of the national vaccine supply and monitoring of coverage levels. This system, which is still in an early stage of utilization, is to be reinforced and adapted to changing vaccine and immunization strategies (e.g. the introduction of new vaccines and combinations, and the change in immunization strategies anticipated to follow from the polio and measles eradication programs.)

In addition, the MOH will in invest in a significant effort, in collaboration with ICC partners, to introduce EPI management training for national and regional personnel responsible for providing and maintaining immunization services. With the re-introduction of central responsibility for financing and procurement of immuno-biologicals, an immediate priority will be to provide management training in international tender and bid processes and mechanisms. This effort is planned for mid-2001. Other in-service training to reduce wastage and increase immunization efficiency will be conducted and evaluated on a continuing basis, at least annually, throughout the plan period.

8. Ensure adequate quality of childhood vaccines 

Revitalization of the cold chain must be a central priority of the five year plan. While still functioning, the reality of significant financial  constraints over the past decade have resulted in a general weakening of the system. The essential first step to rebuilding cold chain capacity will be a comprehensive evaluation of facilities, equipment, transportation integrity, and cold-chain compliance. Following this evaluation, restructuring and investment priorities will be established. Corollary to strengthening cold chain infrastructure will be establishment of in-service training, monitoring and evaluation of immunization personnel regarding cold-chain policies and practice.

9. Integrate hepatitis B immunization into EPI by 2001

Following guidelines outlined in the WHO “Aide-Memoire for Introducing hepatitis B vaccine into national immunization programmes”, the Ukraine will undertake a large-scale introduction of hepatitis B vaccine into immunization services. The major goals of the program will be to: 1) achieve 45% coverage with three doses of vaccine by 12 months of age in 2001, and 90-95% coverage by 2002; 2) ensure that regional storage facilities and cold chain equipment are upgraded to accommodate the new vaccine; 2) strengthen education of health professionals and the general public about hepatitis B disease and vaccination against its occurrence;  3) deliver the vaccine according to safe injection practices; 4) reduce vaccine wastage;  5) ensure mobilization of adequate resources to cover at least 60% of annual vaccine needs by 2005, and 100% thereafter; 6) explore alternative funding to cover immunization of  11-year-olds and high risk groups in the population; and 7) assess the feasibility of local production of mono- or combination vaccine at the Kharkiv plant “Biolek” by 2002.

10. Preparations for introduction of Haemophilus influenzae type b (Hib) vaccine into EPI

Haemophilus influenzae type b (Hib) infection is not currently diagnosed in Ukraine and there is currently no formal plan for the introduction of Hib vaccine in the immunization schedule. However, data from Western Europe and Finland, where Hib disease was common  prior to introduction of vaccine, suggest that it may be a significant cause of bacterial meningitis and pneumonia in Ukrainian children. The MOH intends to evaluate the epidemiologic and economic aspects of Hib disease and immunization to determine whether addition of Hib vaccine to the mandated infant schedule is warranted. Initial research, subject to protocol approval by the MOH and international partners will commence in mid-2001 and involve a hospital-based prospective assessment of Hib meningitis and bacterial pneumonia in Kyiv, using and adapted version of the WHO standard protocol for Hib disease burden studies. An economic analysis of  costs and benefits for introduction of Hib vaccine will also be conducted.

If warranted, Ukraine intends to submit a request to GAVI for GF assistance during the fourth quarter of 2002. An intoduction plan will be developed by the ICC during this period. Subsequent to GAVI approval of the application, and in-service training of immunization personnel on Hib disease and immunizations, introduction of Hib vaccine could be realized by the second quarter of 2003.

The 5-year National Immunization Plan demonstrates the commitment of the Ministry of Health to ensuring the health of children of Ukraine and protecting them from vaccine-preventable diseases.  Achievement of the objectives and strategies outlined in this Plan are critical to the success of the immunization program, and will ensure progress toward a self-reliant and sustainable system of vaccine-preventable disease control, elimination, and eradication.

Strategies and Implementation Plans

Strategies, activities, timeline, and responsible parties for achieving this Plan’s objectives are displayed in the following tables. 

Objective 1: Maintain > 95% national and regional coverage with EPI vaccines 

through sustainable immunization 

Strategies
Action Steps
Responsible parties
Timeline

1.1. Ensure adequate and sustainable funding for NIP
1.1.1 Project NIP financing needs for 2001-05 and assess funding commitments from all sources relative to projected expenditures 
MOH, ICC
July 1, 2001


1.1.2 Develop a plan, policies and procedures to phase over GAVI/GF resource to domestic sources. 
MOH, MOF
2001: Design 

2001-06: Yearly progress evaluation


1.1.3 Examine opportunities for earmarked allocations from the central and regional budgets in order to meet NIP needs 


Ministry of Finance, Regional State Administrations (legislatures), regional Administrations
For FY’01: October 1, 2000 

For subsequent years: by October 1 of the respective year, i.e. during annual budget appropriation cycles – see Article 6 of the Law of Ukraine “On the Protection of Population from Communicable Diseases”,  April 6, 2000; January 1, 2001; see Article 6 of the Decree of the Cabinet of Ministers of Ukraine “On the Measures to Adopt and Execute the Budget of Ukraine for the Year 2001”, October 23, 2000


1.1.4 Consider mechanisms for adding maternal and children’s care to the list of “protected” budget expenditures (i.e., subject to a sustainable financing) 
MOF, Budget Committee of the Supreme Rada
October 1, 2001 – see Article 3 of the Ordinance of the Supreme Rada of Ukraine “On the Status of Health Care Financing and Urgent Measures for Its Improvement”, December 7, 2000


1.1.5 Complete Ukraine’s Proposal for GAVI/GF 
MOH, Interagency Coordinating Committee (ICC)
Submission date: January 15, 2001


1.1.6 Make transition to long-term contracts for vaccine procurement and equipment maintenance; optimize product mix for efficiency


MOH, Regional SES
2001 and onward -- see Article 3d of the Supreme Rada of Ukraine “On the Status of Health Care Financing and Urgent Measures for Its Improvement”, December 7, 2000

1.3 Enhancing performance of immunization providers 
1.2.1 Inventory and flow control of vaccines and NIP resources, using the National Health Management Information System (HMIS):


MOH, Regional SES, Regional Health Administrations
Ongoing


1.2.2 Analysis of stock-out patterns and optimization of vaccine delivery schedules at all levels of NIP
MOH, regional SES
Biannually

1.4 Raising awareness and incentivizing parental responsibility
1.3.1 Increase the use of effective delivery strategies through in-service training and evaluation of policies


MOH, Oblast Health Administrations, UNICEF, PATH
2001-02: design, testing and implementation of guidelines and procedures

2001-02: in-service training of provider personnel

2002-05: monitoring and adjustments


1.3.2 Examine the opportunities for strengthening provider incentives in the course of health reforms in Ukraine


MOH, MOF, Oblast Health Administrations
2002-04

1.5 Strengthen disease surveillance through consistent epidemiological reporting 
1.4.1 Survey-based assessment of factors deterring parents from having their children fully vaccinated: 

· Provider surveys and/or focus groups

· Patient/household surveys
MOH, ICC
2001: Preparation of Terms of Reference; Identification of funding source(s); Competitive bidding and contract award;

2002: Development of the study protocol and survey tools; Sample design; Field work, Data processing, Report preparation; Presentation of results. 




1.4.2 Development of information, education and communication materials:

· For media campaigning

· For targeted distribution by providers of services

· For community education (including young parents education, public hygiene courses in schools)

· For advocacy building among politicians, government, potential domestic and international donors.


MOH, ICC
2002-03


1.5.1 Prompt investigation and reporting of diphtheria outbreaks:
· Maintain case-based reporting

· Optimize reporting, e.g., zero reporting if no cases
Oblast and local SES 
Monthly


1.5.2 Tetanus and Pertussis:

· Case-based reporting for total and neonatal tetanus (if any); 

· Aggregate reporting for pertussis

· Zero reporting if no cases
Oblast and Local SES 
Monthly


1.5.3 AFP/Polio: See Objective 2



1.6 Enhance laboratory capacity for disease case confirmation
1.5.4 Measles: See Objective 3




1.5.5  For each EPI disease report monthly:

 Breakdown of reported cases and deriving fatality rates by age and district 

 Case confirmation (confirmed by a laboratory or not), and patient treatment status

 Completeness  of monthly reporting (# reports received / # reports expected) and timeliness  (# reports received on time/ # reports expected) 
MOH, Oblast SES
Monthly


1.6.1 Ensure that diagnostic kits, expendable supplies and services are available at all levels, particularly for diphtheria-related tests (toxigenicity; biotyping), and testing related to pertussis and measles (viral isolation, strain identification, antibody testing)
MOH
2002-onward

Objective 2: Achieve Poliomyelitis Elimination Certification in 2001

Strategies
Action steps
Responsible party/parties
Target date

2.1   Ensure thorough performance of AFP surveillance
2.1.a.  Generate district level reports and provide feedback to district and clinic level staff
MOH
Annually


2.1.b.  Provide follow up and technical assistance for districts not detecting any cases or at < 80% of the standards
MOH
Annually


2.1.c.  Review AFP surveillance performance indicators with district level staff
MOH
Monthly


2.1.d. Conduct post-training evaluation of level of understanding of AFP surveillance needs
MOH
Monthly


2.1.e. Provide additional training as needed and at least annually
MOH
At least annually

2.2.  Maintain  AFP surveillance at levels to meet or exceed certification standards 
2.2.a. Maintain the following levels of indicators:

 Zero reporting if no poliomyelitis cases are detected

 > 90% of districts reporting in a complete and timely fashion

 non-polio AFP rate in children  < 15 years:  > 1/100,000

 > 80% of reported AFP cases  investigated < 48 hours of notification

 > 80% of reported AFP cases have 2 stools collected 24-48 hours apart, <  14 days of paralysis onset

 > 80% of reported AFP cases have stool samples sent within 3 days to WHO-accredited laboratory

 > 80% of reported AFP cases have 60 day follow-up  examination
MOH
Quarterly

Objective 3: Maintain diphtheria control strategy

Strategy
Action steps
Responsible party/parties
Timeline

3.1 Maintain weekly diphtheria surveillance
3.1.a. Weekly reporting and analysis of reported diphtheria cases

3.1.b. Maintain standard presumptive case definitions for diphtheria  surveillance.
MOH/SES
On-going

3.2 Diphtheria outbreak control as appropriate.
3.2.a. Systematic review of diphtheria surveillance data
3.2.b. Conduct anti-epidemic measures as appropriate

3.2.c. Investigate every reported case of suspected diphtheria.
MOH/SES
On-going

3.3 Maintain high diphtheria immunization coverage rates.
3.3 Systematically monitor DPT3, DT and Td coverage rates reported monthly by SES and implement corrective measures as needed.
MOH/SES
On-going

3.4 Improve laboratory diagnosis of diphtheria.
3.4 Secure access to and maintain steady supply of diagnostic materials for central and oblast level bacteriological laboratories.
MOH/SES
On-going

3.5 Reduce the number of contraindications for diphtheria immunization.
3.5.a. Implement revised contraindication guidelines for diphtheria immunization.

3.5.b. Incorporate new contraindication guidelines into EPI training for health workers.
MOH
On going; See Decree #276 dated October 31, 2000.

3.6 Maintain herd immunity against diphtheria.
3.6 Conduct periodic diphtheria serologic investigations by age group.
MOH/SES
Periodically

Objective 4: Undertake a measles control strategy that will result in elimination by 2007

Strategy
Action steps
Responsible party/parties
Target date

4.1.  Maintain high routine measles vaccination coverage levels    
4.1.a. Maintain coverage with one dose of measles-containing vaccine by 15 months of age at > 90%
MOH
Annually

4.2. Maintain high coverage levels for second dose of measles-containing vaccine
4.2.a. Maintain coverage with second dose of measles-containing vaccine at 6 years of age at > 90%




4.2.b.  If second dose of measles-containing vaccine is not received at 6 years of age, provide second dose at 11 years of age.




4.2.c.   Routine immunization activities may include fixed post, outreach services, door-to-door canvassing, regular pulse immunization, and supplementary campaigns




4.2.d. Reduce missed opportunities and drop-out rates
MOH


4.3. Utilize standard case definitions and obtain laboratory confirmation for each case
4.3.a. Review and reinforce use of standardized definitions for reporting cases of disease with clinic, district and national level staff

Monthly


4.3.b. Conduct post-training evaluation of level of understanding of measles case definition and surveillance

Monthly


4.3.c. Provide additional training as needed and at least annually

At least annually

4.4. Obtain laboratory confirmation for each clinical case identified
4.4.a. Reinforce importance of obtaining laboratory confirmation for each probable case identified at clinic and district level

Monthly


4.4.b. Obtain additional resources for and improve laboratory capacity to obtain  viral isolates and serologic samples needed for case confirmation of disease



4.5 Disease control phase surveillance and activities:

(measles still endemic; efforts will be focused on raising routine coverage and extra immunization activities in areas with high morbidity/mortality
)
4.5.a. Routine monthly reporting of aggregated case data from all clinics in all districts; only outbreaks (not each case) will be investigated

Report and map cases and incidence rates by district (urban versus rural areas), month, and year; identify high risk districts and  estimate case fatality rates
MOH; Central, Oblast, and Rayon  SES
Monthly




4.5.b. Zero reporting if no cases are reported

Monthly


4.5.c. Assess completeness of monthly reporting

Central, Oblast, and Rayon  SES
Monthly


4.5.d. Report district level vaccination coverage by rank ( < 70%, 70-89%, > 90%), month, and year 
Central, Oblast, and Rayon  SES
Annually


4.5.e. Improve immunization efforts in districts with low coverage and/or high morbidity/mortality



4.6 Outbreak control phase surveillance and activities:

(high routine coverage and low incidence of disease with only periodic outbreaks due to accumulation of susceptibles; s
uspected epidemics will be confirmed through serology on first few (e.g., 10-15) cases;  surveillance be conducted to predict and prevent potential outbreaks and identify high-risk areas  and populations by monitoring accumulation of susceptibles and changes in measles epidemiology)


4.6.a. Routine monthly reporting from all clinics in all districts of aggregated case data for all suspected outbreaks by district, age distribution of cases (<1, 1-4 years, 5-9 years, 10-14 years, > 15 years), immunization status,  source of infection, month, and year
Central, Oblast, and Rayon  SES
Monthly


4.6.b. Report:

 % of outbreaks investigated; % of cases with information on age and immunization status; Incidence rates by district; Intervals between outbreaks
MOH; Central,  Oblast, and Rayon  SES
Quarterly


4.6.c. Zero reporting if no cases detected
MOH; Central, Oblast, and Rayon  SES
Monthly


4.6.d. Assess completeness and timeliness of monthly reporting
MOH; Central, Oblast, and Rayon  SES
Monthly


4.6.e. Report district level vaccination coverage by rank ( < 70%, 70-89%, > 90%), month, and year
MOH; Central, Oblast, and Rayon  SES
Annually


4.6.f. Improve immunization coverage in districts with high risk populations (i.e., high morbidity/mortality) to prevent outbreaks



4.7. Elimination phase surveillance and activities:

(efforts will be focused on interruption of disease transmission; intensive case-based surveillance will be conducted to detect, investigate and confirm every suspected case; active case finding and immediate case investigation, reporting, and laboratory confirmation will be conducted for all suspect cases to identify sources of infection and importation)


4.7.a. Reported weekly (zero reporting if no cases detected); laboratory specimens should be collected on every case
MOH
Weekly


4.7.b.
 Report cases by district, age distribution of cases (<1, 1-4 years, 5-9 years, 10-14 years, > 15 years), immunization status,  source of infection, serology (positive; negative; unknown), final classification (confirmed clinically, by laboratory, or epidemiological link; discarded), month and year
MOH; Central, Oblast, and Rayon  SES
Monthly


4.7.c. Report:

 % of outbreaks investigated

 % of cases with information on age and immunization status

 Incidence rates by district
 Intervals between outbreaks
MOH; Central, Oblast, and Rayon  SES
Quarterly


4.7.d. Assess completeness & timeliness of reporting
MOH; Central, Oblast, and Rayon  SES
Monthly


4.7.e. Report district level vaccination coverage by rank ( < 80%, 80-94%, > 95%), month, and year
MOH; Central, Oblast, and Rayon  SES
Annually


4.7.f. Conduct follow-up campaigns on basis of susceptibles and case surveillance data
MOH; Central, Oblast, and Rayon  SES
Monthly


4.7.g. Improve immunization coverage in districts with high risk populations (i.e., high morbidity/mortality) to prevent outbreaks
MOH; Central, Oblast, and Rayon  SES


4.8. Provide training and education to republican, district, and clinic level EPI staff and immunization providers
4.8.a. Provide feedback to districts and clinic personnel on case burden and vaccination coverage
MOH



4.8.b. Provide additional training as needed and at least annually
MOH
At least annually

Objective 5: Improve use of underused measles, mumps and rubella vaccine (MMR) in EPI

Strategies
Action steps
Responsible party/parties
Target date

5.1 Provide vaccination against mumps and rubella through routine immunization program
5.1.a. Reinforce provision of first dose of both vaccines as MMR (along with first dose of measles vaccine) by 15 months of age and achieve coverage > 90%
MOH


5.2. Maintain high coverage levels for second doses of mumps and rubella vaccines
5.2.a. Achieve coverage with second dose of mumps and rubella vaccines at 6 years of age at > 90%




5.2.b.  If second dose of mumps-containing vaccine is not received at 6 years of age, provide second dose at 15 years of age for boys




5.2.c.  If second dose of rubella-containing vaccine is not received at 6 years of age, provide second dose at 15 years of age for girls




5.2.d. Provide dose of rubella vaccine to women of childbearing age in areas where disease outbreaks occur who have not already received a dose of vaccine




5.2.e.  Activities where vaccinations may be provided include fixed post, outreach services, door-to-door canvassing, regular pulse immunization, and supplementary mass campaigns
MOH



5.2.f. Reduce missed opportunities and drop-out rates
MOH ; Central SES


5.3. Utilize standard case definitions and obtain laboratory confirmation for each case of mumps and each case of rubella
5.3.a. Review and reinforce use of standardized definitions for reporting cases of mumps and each case of rubella with clinic, district and national level staff

Monthly


5.3.b. Conduct post-training evaluation of level of understanding of case definition and surveillance for mumps and for rubella

Monthly


5.3.c. Provide additional training as needed and at least annually

At least annually

5.4. Obtain laboratory confirmation for each clinical case identified
5.4.a.  Develop laboratory capacity for viral isolation for mumps and for rubella




5.4.b. Obtain additional resources for and improve laboratory capacity to obtain  viral isolates and serologic samples needed for case confirmation of all clinical cases of mumps and all clinical cases of rubella



Objective 6: Ensure safety of EPI injections, including the proper disposal of used injection equipment

Strategies
Action steps
Responsible party/parties
Target date

6.1 Issue a Government Ordinance on   safe immunization policy.
6.1.a Draft safe immunization policy in compliance with WHO guidelines: 

· WHO Aide-Memoire for a national strategy for the safe and appropriate use of injections

· Joint WHO-UNICEF-UNFPA statement on safety of injections

· Supplementary information on vaccine safety – Part 1: Field issues (WHO/V&B/00.24)

· Guidelines on AEFI monitoring and vaccine safety

6.1.b Safe immunization policy should reinforce the existing Government Ordinance on reporting of adverse events following immunization (AEFI).

6.1.c. Safe immunization policy will include instruction for proper disposal of syringes, including:

· hepatitis B vaccine will be administered using auto-disable (AD) syringes. Used AD syringes will be disposed of in safety boxes. Safety boxes will be incinerated according to developed guidelines. 

· Routine EPI vaccines will be administered using sterile disposable syringes. Used disposable syringes will be disposed of using supplied sharp boxes and plastic syringe recycling boxes. Sharp boxes will be properly incinerated according to the developed guidelines.


MOH/ICC
March 2001

6.2 Display Government Ordinance on   safe immunization policy at all health centers providing immunizations.
6.2. Distribute and post Government Ordinance to all health centers providing immunizations.
MOH
May 2001

6.3. Adequate supply of syringes and supplies necessary to ensure the safe disposal of used syringes at each clinic.
6.3 Provision of adequate supply of AD and sterile disposable syringes and necessary safety boxes, sharp boxes and syringe recycling boxes.
MOH
On-going

6.4. Compliance with injection safety procedures and reporting of AEFI by health care workers.
6.4.a. Conduct training in clinics on appropriate safe injection procedures.
MOH/UNICEF/CVP
Annually


6.4.b. Conduct post-training evaluations of level of understanding on safe injections procedures
MOH/UNICEF/CVP
Annually


6.4.c. Provide additional training as needed and at least annually
MOH/UNICEF/CVP
At least annually

Objective 7: Ensure adequate vaccine supply

Strategies
Action steps
Responsible party/parties
Target date

7.1 Ensure sufficient vaccine supply and effective management
7.1.a. Reinforce use and adaptation of immunization management information system for monitoring distribution of inventory, usage patterns, wastage rates, and anticipated needs at national, oblast, and facility levels
MOH/CVP
Annually


7.1.b. Provide training to national managers on EPI management, vaccine forecasting, procurement, international tender and bid
CVP/UNICEF/WHO
June 2001


7.1.c. Provide in-service training to oblast and rayon managers on vaccine forecasting,  storage, and handling at regional, sub-regional and clinic level.
MOH/UNICEF
Annually

7.2 Reduce wastage of all antigens
7.2.a. Provide training on reducing vaccine wastage at clinic level consistent with WHO open vial and VVM policies for appropriate antigen presentations
MOH/UNICEF
Annually


7.2.b. Actively monitor vaccine wastage at rayon level and investigate instances of high wastage.
MOH
Monthly


7.2.c. Efficiently allocate product mix of dosage size across urban/rural settings to optimize cost efficiency of vaccine consumption.
MOH



7.2.d. Conduct post-training evaluation of level of understanding of and adherence to policies and practices to reduce wastage
MOH/UNICEF
Annually

Objective 8: Ensure properly functioning cold chain

8.1 Ensure properly functioning cold chain equipment
8.1.a. Undertake a comprehensive evaluation of the cold chain, including assessment of refrigeration and cold storage equipment, and vaccine transport, including monitoring of inter- and intra-national risks of damage due to heat and freezing.
MOH/WHO/CVP
2001


8.1.b. Undertake regular equipment inventory at national, oblast, rayon, and facility levels.
MOH/UNICEF/CVP
Annually


8.1.c. Identify possible resources  to purchase additional equipment and supplies not met in 6.1.b. 
MOH/ICC
Annually

8.2 Ensure proper use and adherence to cold-chain policies
 8.2.a. Conduct training at district and clinic level on appropriate procedures for storing vaccines and monitoring cold chain.
MOH/Oblast health authorities
Annually

((see Quality of cold chain – WHO-UNICEF policy statement on the use of vaccine vial monitors in immunization services -WHO/V&B/99.18)


8.2.b. Conduct post-training evaluation of level of understanding of vaccine storage and cold chain policies
MOH/Oblast health authorities
Annually


8.2.c Provide additional in-service training as needed and at least annually
MOH/Oblast health authorities
At least annually

Objective 9: Integrate hepatitis B immunization into EPI by 2001

Plan for the Large-Scale Introduction of hepatitis B Vaccine into 

Immunization Services of Ukraine

hepatitis B Disease Burden 

Over the last 10-years the incidence of hepatitis B disease has declined from about 25 cases per 100,000 population to 18-19 per 100,000 with a regional variation from 6 to 65 cases per 100,000.  Surveillance for acute viral hepatitis B disease is predominantly based on reports of hospitalized patients with jaundice. Since specific laboratory testing is often limited to large municipal hospitals, a number of cases are diagnosed predominantly on a clinical basis. The true incidence of infection is likely to be several times higher than reported because the majority of acute hepatitis B virus (HBV) infections, especially among children, are asymptomatic or sub-clinical. The case fatality rate of acute hepatitis B infection is 0.7-1.2%. The disease mainly affects teenagers, young adults, health care workers and intravenous drug users. Each year 40-60 cases are registered in children under two-years of age.            

There are no population-based data on the prevalence of serologic markers for HBV. Limited research data suggest the current HbsAg (+) prevalence rate in Ukraine is 2-4%. According to one unpublished study the prevalence of HBsAg (+) in blood donors is 1.2%. The prevalence of chronic hepatitis is 336 per 100,000 (1998). Cirrhosis of the liver is common, but the underlying cause is rarely investigated.  The mortality rate from cirrhosis was 22.2 per 100 000 in 1999. Accurate national statistics on deaths from primary hepatocellular carcinoma are not available.

Goals and major objectives of hepatitis B immunization program

The ultimate goal of hepatitis B immunization is to reduce morbidity and mortality associated with acute and chronic HBV infection, including cirrhosis and hepato-cellular carcinoma. For 2001-2005, the following objectives have been defined: 

 Universal introduction of hepatitis B vaccine into the infant immunization program in 2001, to achieve at least 45% coverage with three doses of the vaccine by 12-months of age. 

 In 2002 and subsequent years, achieve and maintain 90-95% coverage with three doses of hepatitis B vaccine by 12-months of age. 

· Ensure that regional storage facilities and cold chain equipment are upgraded to accommodate the new vaccine. 

 Strengthen education of health professionals and the general public about HBV infection, hepatitis B vaccine, and the importance of prevention of HBV infection by immunization.  

 Ensure delivery of hepatitis B vaccine (as well as all other vaccines) according to safe injection practices.

 Reduce hepatitis B vaccine wastage through optimizing vial size mix, better planning of immunization sessions and promotion of the open vial, VVM policies and other measures. 

 Ensure commitment of sufficient resources from the federal budget and, if necessary, sources other than the Global Fund, to cover at least 60% of Ukraine’s annual need of hepatitis B vaccine for children by the year 2005 and 100% thereafter.

· Identify alternative funding sources to cover immunization of adolescents aged 11-years (annually) and high-risk groups of population (e.g., haemophilia patients and certain health care personnel).

· Assess feasibility of local production of mono- or combination hepatitis B vaccine at the Kharkiv plant (Biolek) by 2002.

Considerations for Vaccine Introduction

hepatitis B vaccine was first introduced into Ukraine’s immunization schedule in 1996; however, high vaccine cost at the local market under decentralized vaccine procurement prevented its widespread use.  The percentage of children under 12-months of age covered with the third dose of hepatitis B vaccine in 1996-1999 was less than 1% and by 2000 it grew to approximately 3.5%. It is assumed that with GAVI/GF support, Ukraine will be able to immunize 45% of children under 12-months with hepatitis B vaccine in 2001 and 95% in 2002 and subsequent years. 

Vaccination Schedule

According to the current immunization schedule the first dose of monovalent hepatitis B vaccine is given within 24-hours of birth, the second at 1-3 months and the third at 5-6 months (alternative schedules include 0-3-5 months and 0-1-6 months).  In the first scheme, using monovalent vaccine, HepB-2 is given along with DPT1 at 3-months of age, and HepB-3 is given with DPT3 at 5-months of age. If the combination vaccine is used, each of hepatitis B vaccine will be given at the time DTP is given at 3, 4,and 5-months of age. 

Ukraine’s Childhood Vaccination Schedule

1.1. Vaccine
1.2. Schedule

BCG
3-5 days after birth, 7 and 14-years

OPV
3, 4, 5, 18 months, 3, 6 and 14-years 

DPT
3, 4, 5, 18-months 

DT
6-years

Td
11 and 14-years

hepatitis B
Within 24-hours of birth, 3, 5-months or within 24-hours of birth, 1, 6-months

or  3, 4, 5-months (if combination vaccine is used)

Measles
12-15 months; 6-years; 11-years (only those who do not have 2-doses)

Mumps
12-15 months; 6 years; 15 years (only boys, who do not have 2-doses)

Rubella
12-15 months; 6-years; 15 years (only girls, who do not have 2-doses)

Birth Dose of hepatitis B Vaccine

The need for a birth dose of vaccine depends on the prevalence of HbsAg (+) and HbeAg (+) in the population. Although the prevalence of HbeAg (+) among pregnant women in Ukraine is unknown and the contribution of perinatal transmission of HBV to the overall burden of disease cannot be determined, perinatal transmission of HBV infection is likely to account for a significant proportion of chronic infections and HBV-related deaths. Given that virtually 100% of infants are born in maternities in Ukraine and receive BCG before discharge, a birth dose of hepatitis B vaccine is logistically feasible. The birth dose of hepatitis B vaccine is given within 24-hours of birth at maternity hospitals where needed infrastructure already exists. If a birth dose has not been given, the first dose should be given as soon thereafter as possible.  

Monovalent vs. combination vaccine 

Although the combination vaccine has a number of advantages (e.g., decreased number of injections; decreased need for cold chain storage; increased likelihood a child will be fully immunized; simplifed management and training), Ukraine is primarily relying on use of monovalent hepatitis B vaccine, because: 

1) The country is committed to local production of DPT vaccine, which will be undermined if a combination vaccine is widely used. 
2) The current immunization schedule envisages four-doses of DPT (see the table above) and a birth dose of hepatitis B vaccine.  Should the combination vaccine be used, children will receive a total of five-doses of hepatitis B vaccine, including a dose of monovalent vaccine at birth and four-doses of the combination vaccine, which will considerably increase the cost of the vaccination program.
3) According to the HMIS data, nearly 2% of children receive DT instead of DPT because of concern about side effects associated with the pertussis component of DPT and nearly 10% of children receive DPT3 at > 7-months old (i.e., most of them begin receiving immunizations at the age of 4-5 months or later).   Protection against HBV infection early in life is important because the risk of developing chronic infection and subsequent death from HBV-related chronic liver disease is greatest during this period.
Vaccine vials

At present the open vial policy is not used in Ukraine. The Ministry of Health estimates that for the near-term, 30% 1-dose vials & 70% 10-dose vials will be the optimal product mix to achieve the most effective use of hepatitis B vaccine in the country. The 1-dose vials will be predominantly used in sparsely populated rural areas and where tangible cost gains may be expected. Ukraine plans to perform financial and operations analyses in 2001 to determine the optimal product mix for various immunization settings. 

Wastage rates 

Wastage rates for all vaccines are routinely monitored in Ukraine in the frame of the recently developed HMIS. They are currently 14-17% for the vaccines that come predominantly in multi-dose packages (e.g., Polio, Td, measles) and 5-10% for vaccines in smaller vials. Based on these data Ukraine estimates that wastage of vaccine that comes in 1-dose ampoules will not exceed 5%, and for 10-dose vials a max 25% wastage should be envisioned for the first year; a 15% wastage will be achieved two-years later.  

Besides optimisation of the product mix, the strategies for hepatitis B vaccine wastage reduction include: 

· Further strengthening of cold chain

· Rationalisation of vaccine  distribution 

· Refresher training         

The above outlined measures will help reduce wastage due to exposure to heat and freezing, and non-compliance with expiry dates.             

· Outreach immunisation sessions in small villages where no separate immunization points are justified.    

· Better planning of immunization sessions at a bigger health settings (e.g., grouping of children for hepatitis B immunisation during specific days of the week/month). This will occur primarily in rural areas and small towns.

· Targeting low compliance oblasts (i.e., those with the highest wastage rates) with customized action plans.

· Introduction of the open vial policy; development of the national guidelines and promotion of VVM-equipped vaccines.

Hepatitis B vaccine requirement

The table below shows the number of doses of monovalent hepatitis B vaccine that will be required over the next five-years (2001-2005), as well as the number of autodisable (AD) syringes and safety boxes. Calculations assume the “best case scenario” based on the objectives for hepatitis B introduction stated above and historically high coverage rates with other EPI antigens. 

Estimated number of vaccine doses, AD syringes, and safety boxes required for hepatitis B immunization with 

monovalent vaccine  (2001-2005)



2001
2002
2003
2004
2005


Number of births
400,300

413,100

425,900

438,700

451,500



Number of infant's deaths
5,124

5,288

5,452

5,615

5,779



Surviving infants
395,176

407,812

420,448

433,085

445,721



Estimated vaccination coverage rate 
45%

95%

99%

99%

99%


A
Target number of children to receive new vaccine
177,829

387,422

416,244

428,754

441,264


B
# of doses per vaccinated child
3

3

3

3

3




1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials
1 dose vials
10 dose vials


Suggested product mix
30%
70%
30%
70%
30%
70%
30%
70%
30%
70%

C
Estimated wastage rate in percentage
5%
25%
5%
20%
5%
15%
5%
15%
5%
15%

D
Wastage factor [ = 100 / (100-C) ]
1.053
1.333
1.053
1.250
1.053
1.176
1.053
1.176
1.053
1.176

E
Buffer stock factor for vaccines
1.25

1.125

1.00

1.00

1.00


F
Total vaccine doses needed [= A x B x D x E]
210,587
622,402
412,910
1,144,105
394,336
1,028,368
406,188
1,059,274
418,039
1,090,181

G
Percentage of vaccine requested from the fund (%)
100%
100%
80%
60%
40%

H
No. of doses requested from the Fund [ = F x G / 100 ]
210,587
622,402
412,910
1,144,105
315,469
822,694
243,713
635,564
167,216
436,072

I
No. of doses per vial
1
10
1
10
1
10
1
10
1
10

J
AD syringes (incl 5% wastage) [= AxBxEx1.053xG/100]
210,587
491,370
412,910
963,457
315,469
736,095
243,713
568,663
167,216
390,170

L
Reconstitution syringes [= H / I ]
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

M
Total number of syringes requested from the Fund  [=J+L]
210,587
491,370
412,910
963,457
315,469
736,095
243,713
568,663
167,216
390,170

N
Total safety boxes requested from the fund [= M/100]
2,106
4,914
4,129
9,635
3,155
7,361
2,437
5,687
1,672
3,902


Total safety boxes requested from the fund [= M/100*1.5]*)
3,159
7,371
6,194
14,452
4,732
11,041
3,656
8,530
2,508
5,853

*) In this line the requested number of safety boxes is increased by 1.5 compared to the previous line. This responds to the ICC concern that a greater number of safety boxes will be needed in order to meet the demand of immunization posts located in sparsely populated rural areas. (see Section 8 “Additional comments and recommendations from the ICC”).
Storage capacity/Cold chain 

Current refrigeration capacity at the central facility and oblast levels are considered to be adequate to accommodate the addition of hepatitis B vaccine. The national and regional authorities of Ukraine will work to further upgrade storage facilities and equipment at rayon level and to implement recommendations of the comprehensive cold chain study planned in the country for 2001. Re-centralised financing of vaccines and immunization will be used for increased allocations to cold chain equipment.  The MoH will persuade the GoU to include support for immunization infrastructure as a separate line-item on the outlay side of the national budget, starting in FY’02, and will propose to the MoF new mechanisms of financing of the national program of immunization (NPI) infrastructure. The 2000 census of cold chain equipment was conducted in the oblasts. In 2001, the census data will be aggregated at the national level and analyzed in order to present a national assessment of equipment need. Based on this assessment, a request for additional financing will be submitted to the government. The GoU will explore opportunities for international assistance with an earmark for storage modernization. Appropriate consultations will be conducted in 2001 with the GAVI partners and/or other donors and lenders.
Staff training

· In 2001, a curriculum and teaching materials on hepatitis B immunization will be developed and produced for a series of training seminars for oblast and local level pediatricians and immunization managers.

· UNICEF-based training for EPI managers will be carried out.

· A standard one-session training will be provided to all immunization posts on safe immunization practices. It will cover safe injection techniques, handling vaccine reconstitution, and the use of AD syringes that will be bundled with vaccines supplied using money from the Global Fund. 

· Immunization personnel will be introduced to new equipment and techniques of waste disposal, e.g., using safety boxes to be provided with new vaccines.

Achievement and maintenance of high coverage

· Securing uninterrupted supply of hepatitis B vaccine for all providers of immunization services.

· Guidelines for hepatitis B immunization will be adjusted for compliance with WHO-recommended contraindication standards.

· Social mobilization campaign will be conducted in 2001, using mass media to raise parent awareness of the importance of complete immunization against hepatitis B.

· Health providers will be instructed to provide second and third immunizations against hepatitis B to non-resident children, upon parents’ request and based on the information contained in patient immunization cards. Other follow-through rules will be tightened, e.g., local and regional SES reporting will include more detailed information about the factors contributing to incomplete immunization. 

· HMIS-based monitoring of hepatitis B vaccine coverage and supply.
Vaccine Introduction

A countrywide introduction of hepatitis B vaccine is preferred, for which certain preparatory work has already been done during the past 5-years of small-scale use of hepatitis B vaccine in Ukraine.  Implementation of the nationwide introduction of hepatitis B vaccine is expected to begin on July 01, 2001.    

Monitoring and Evaluation

The large-scale introduction of hepatitis B vaccine will be monitored based on: 

a) Routine monitoring through HMIS data: 

· vaccination coverage with the third dose of  hepatitis B vaccine by the age of 12-months

· availability of adequate amount of the vaccine at oblast and rayon level throughout the year  

· hepatitis B vaccine wastage rates

b) Periodic immunization coverage surveys (hepatitis B3 coverage by 12-months of age)

c) Serologic surveys (prevalence of hepatitis B serologic markers in young children before and 3-5 years after the widespread introduction of the vaccine) 

d) Evaluation of longer-term effects of hepatitis B immunization program will be possible after the surveillance system for this disease has been strengthened (which is addressed in other sections of the multi-year program for immuno-prevention).   

Objective 10: Preparations for introduction of Haemophilus influenzae 

type b (Hib) vaccine into EPI

Strategies
Action steps
Responsible party/parties
Target date

10.1 Prepare for introduction of  Haemophilus influenzae type b (Hib) vaccine into EPI
10.1.a. Conduct hospital based study of disease burden using modified WHO protocol:

 Hib meningitis

 Pneumonia (all causes)
MOH/CVP
6/2001-12/2002


10.1.b. Based on results of disease burden research, determine cost/benefit of adding Hib vaccine to infant schedule.
MOH/CVP



10.1.c.  Establish population-based surveillance of meningitis and pneumonia to monitor impact of vaccination program
MOH



10.1.d.  Strengthen laboratory capacity for bacterial culture of Hib
MOH/CVP
4/2001


10.1.e.  Utilize the CDC/WHO rapid assessment tool for estimating the burden of Haemophilus influenzae type b (Hib) disease in < 5 year-olds
MOH/WHO/CDC


10.2 Introduce Hib vaccine into EPI
10.2.a. Based on results of disease burden and cost assessments, produce draft plan for integration for Hib immunization into current EPI schedule.
MOH
11/2002


10.2.b. Request GAVI funding (new and under-used vaccines account) to initiate Hib vaccination program in < 1 year-olds
MOH with assistance from ICC
11/2002


10.2.c. Establish surveillance for Hib disease to assess impact of immunization program 
MOH
1/2003


10.2.d. Provide in-service training to oblast and rayon managers, pediatricians and immunization staff  at regional, sub-regional and clinic level.on Hib Disease and vaccination policy
MOH
1/2003


10.2.e Introduction of vaccine to infant schedule

4/2003

DOCUMENT 11. Responds to the application form’s request for ”Action plan for the introduction of new or under-used vaccines into immunization services (if already contained within the national multi-year plan, please indicate page and paragraphs):

Please, see Objective 9 table of the Multi-Year Immunization Plan. 

DOCUMENT 12. Responds to the application form’s request for a ”Safe injections plan”:
Please, see the Objective 6 table of the Multi-Year Immunization Plan. 

 DOCUMENT 13. Responds to the application form’s request for ”Tables of expenditure for 1999 and resource needs”:
Please, see Annex 1.

DOCUMENT 14. Responds to the application form’s request for an ”Agreement made with other agencies as sustainability strategy”:

Translation from the Ukrainian

VERKHOVNA RADA OF UKRAINE

DECREE

On information of the Cabinet of Ministers of Ukraine

“On health care financing and urgent measures for its improvement”

Verkhovna Rada of Ukraine sets forth as follows:

1. Consider information provided by the Cabinet of Ministers of Ukraine “On health care financing and urgent measures for its improvement”.

2. Acknowledge health care financing insufficient and the one that does not provide full scope implementation of the requirements of the Article 49, Constitution of Ukraine (254k/96 - VR)

3. Recommend the Cabinet of Ministers of Ukraine undertake urgent measures as to the following:

Normalize salaries of medical and pharmaceutical personnel who work at state and communal health care facilities in compliance with the requirements of the Article 77, General Health Care Legislation of Ukraine (2801-12), allocate adequate funds for this purpose in further drafting of the State Budget Law of Ukraine for 2001;

Improve efficiency of using assets allocated for financing institutions and organizations under jurisdiction of the Ministry of Health of Ukraine via territorial Authorities of State Treasury of Ukraine and authorized banks to eliminate violation of completeness, priority and balance of taxes for the protected allocations of the State Budget of Ukraine, concerning public health care, liquidate accrued expenditures on salaries and other social payoffs in this sector;

Include expenses related to financing mother and child care issues into the list of the protected outlays of the State budget of Ukraine for the next years and provide taxes related to financing of complete primary obstetrical-gynecological and pediatrician mother and child care;

Organize national production of TB, measles, parotitis, rubella, hepatitis B vaccines;

Strengthen control over regularity of the established order of purchasing medications, organizing and holding of tenders for purchasing medical equipment by budget funded medical institutions, improvement of this order with the purpose of eliminating unjustified overrate of the expenditures from the State Budget of Ukraine and local budgets in future;

Facilitate execution of the requirements of the President Decree “On Additional Issues for Improvement of the Health Care in Ukraine” dated 8 August 2000 № 963/ 2000 (963/ 2000) in the part: work out and submit to Verkhovna Rada of Ukraine the Draft Law on compulsory state social medical insurance; create health care fund of Ukraine at cost of the part of funds ingoing from the excise tax on alcohol and tobacco products;

Redraft and approve the Activities program as for providing guaranteed quality of free qualified medical care at the state and communal medical facilities, provide low income recipients with the most necessary medications at moderate prices;

Appropriate funds from the State Budget of Ukraine for 2001, necessary for complete financing of taxes for purchasing insulin for diabetes patients, expenses for providing cancer and TB patients treatment, for prevention and treatment AIDS activities, for requisition immunobiologic medications for population protection from infection diseases, that can be immunoprevented, expenses for purchasing electro-cardiostimulators, providing operations on organ transplantation and other surgical materials;

Allocate funds in the State Budget of Ukraine for 2001 in amount 35 mln hrivnas for earmarked allocation for Donetsk Institute of Urgent and Reconstructive Surgery, Academy of Sciences of Ukraine, needs concerning reconstruction and requisition necessary equipment.

4. Draw President’s and Cabinet of Ministers’ attention to the fact that according to the Constitution of Ukraine approval of the state programs of social development, including health care programs, relates to Verkhovna Rada authorities, while drafting and implementation of such programs is authority of the Cabinet of Ministers of Ukraine - Article 116, point 4 of the Constitution of Ukraine (254k/96 - VR).

5. To eliminate unjustified expenditures of the State Budget funds, recommend the Ministry of Health of Ukraine take measures on improvement effective planning of training the necessary number of medical personnel with higher education.

6. Draw the Ministry of Finance of Ukraine attention to inadmissibility of delays in allocation adequate additional budget assets, necessary for providing salary payments to health care personnel in 2000 due to the minimum salary increase.

7. To the Cabinet of Ministers, Council of Ministers of the Crimea Autonomus Republic, oblast, Kyiv and Sevastopol City State Administrations, local government authorities:


Undertake necessary measures as for refunding salary debt by the appropriate state and communal health care facilities till the end of this year;

Allocate funds to supply invalids, veterans and other privileged categories of population with medications in necessary amount while drafting budgets of appropriate levels;

Draw attention to the necessity of implicit implementation of the law requirements as for prohibition on property privatization and conversion of the state and communal health care facilities, first of all the ones that provide obstetrical-gynecological and pediatrician health care, and unjustified letting out of their premises to other entities of economic activity.

8. To the Verkhovna Rada Budget Council:

When drafting the Law of Ukraine on State Budget of Ukraine for 2001 together with the Cabinet of Ministers of Ukraine, take into consideration propositions of deputies of Ukraine, submitted during discussion of the information from the Cabinet of Ministers “On health care financing and urgent measures for its improvement” and incorporate necessary changes into the abovementioned Draft Law;

During drafting the Verkhovna Rada Decree on General Budget Policy (Budget Resolution) for the next budget years, consider the necessity to allocate one third of the assets, ingoing from privatization of the state property, for additional health care financing, taking into account that one third of these additional outlays should be directed to financing mother and child care activities.

9. Supervision over the implementation of this Decree should be provided by the Verkhovna Rada Health Care, Mother and Child Care Committee. 

Head of Verkhovna Rada of Ukraine


I.Plyusch

Kyiv, 7 December 2000 № 2123 - III
Table 5. Health System Attainment and Performance: 


Ukraine’s Ranks on the List of WHO 191 Member States














Attainment of goals�
Health �
Level (DALE)�
70�
�
�
�
Distribution�
47�
�
�
Responsiveness�
Level�
96�
�
�
�
Distribution�
63-64�
�
�
Fairness in financial contribution�
140-141�
�
�
Overall goal attainment�
60�
�
Health expenditure per capita in international dollars�
111�
�



Performance�
On level of health �
101�
�
�
Overall health system performance�
79�
�
Source: [WHO,2000:155]
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� Children less than 12 months of age


� Formula to calculate DTP vaccine Wastage Rate (in percentage): [ ( A – B ) / A ] x 100.                                                               Whereby : A = The number of DTP doses distributed for use according to the supply  records; B =  the number of DTP vaccinations


� The preferred mechanism is payment directly to a Government account (Guidelines on Country Proposal # 5.1)


� Please submit hard copy documents with an identical electronic copy whenever possible
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Cabinet of Ministers of Ukraine

Ministry of Health of Ukraine

Chief State Sanitary Physician of Ukraine/First Deputy Health Minister



Nat’l Security



Boarder Guard 



Interior

Ministry of Defense

Chief State Sanitary Physician of the respective agency or transport system

Regional SES

District and City SES

SES by level of administration in each agency or transport system

Immunization Posts at:

Rural hospitals

Rural ambulatories

Feldsher-midwife posts

Women’s consultations

Pediatric polyclinics

Air

Railroad

Water

Ministry of Transportation

Immunization in agency-operated health care facilities

State Dep’t for Quality, Safety & Manufacturing Control of Drugs & Medical Supplies

Deputy Health Minster for Maternity & Children’s Care

Regional Health Administrations & local Health Departments

Chart 1. Institutional and Delivery Layout of

Disease Control and Immunoprevention in Ukraine








