Document #1

MINISTRY OF HEALTH AND MEDICAL INDUSTRY OF TURKMENISTAN

NATIONAL PLAN OF ACTION

ON

SAFE IMMUNIZATION PRACTICES
 IN TURKMENISTAN

(2004 – 2010)

Ashgabat, 2003

Content:

3Abbreviations:

1. Introduction
4
2. Situation analysis
5
2.1. Vaccine quality
5
2.1.1. Vaccine planning, procurement and distribution
5
2.1.2. Vaccine storage and handling
6
2.1.3. Open vial policy
6
2.2. Vaccine administration
7
2.2.1. Choice of injection equipment
7
2.2.2. Distribution of injection equipment
7
2.2.3. Vaccine injection site
8
2.3. Adverse Events Following Immunization (AEFI) surveillance and management
8
2.4. Disposal and destruction of used injection equipment
8
2.5. Training on SIP
9
2.6. Responsibility and control over SIP Implementation
10
3. Objective and strategies of the Immunization Safety Plan of action (2004-2010)
10
4. Indicators and targets to monitor SIP, disposal mechanisms and supplies
10
4.1. Adequacy of syringe and needle supplies at health facility level:
10
4.2. Adequacy of used injection equipment disposal
11
4.3. Sterility of immunization injections
11
4.4. Immunization Injection anatomic sites
11
TABLE OF ACTIVITIES FOR IMPLEMENTATION OF PLAN OF ACTION ON SIP (2004-2010)
12


Abbreviations:

NIP – National immunization programme

MoHMI – Ministry of Health m

UNICEF – United Nations Children Fund

WHO – World Health Organization

EPI – Expanded Programme on Immunization

VII – Vaccines Independence Initiative

GAVI – Global Alliance for Vaccines and Immunization

AD – Autodistruct syringes

UNFPA - United Nations Population Fund Agency

AEFI – Adverse Events Following Immunization

SIP – Safe Immunization Practices

SES – Sanitary Epidemiological Inspection

NIS – Newly Independence States

DRA - Drug Regulation Authority

Approved

signed by Byashim Sopiev,

Deputy Minister of Health and

 Medical Industry

1. Introduction

The first National Immunization Programme (NIP) of Turkmenistan was developed by the Ministry of Health and Medical Industry (MOHMI) in collaboration with UNICEF/WHO and introduced in 1993.  It had to meet a number of challenges, such as restoring traditionally high immunization coverage in the face of severe shortage of vaccines and disposable syringes due to the interruption of trade links with the former USSR supplier. The Government had to organize mass immunization campaigns against diphtheria and poliomyelitis, upgrade the country cold-chain system and adapt immunization services in the context of the health care reform while preserving good traditions and links.  

By 1995, EPI antigens and disposable injection equipment availability had been restored and vaccination coverage of infants showed levels above 90% for all antigens. Since 2000, Turkmenistan is self-sufficient in procurement of all traditional EPI vaccines under the Vaccine Independence Initiative (VII) agreement between UNICEF and the Government of Turkmenistan. In 2002, Turkmenistan introduced universal infant immunization against viral hepatitis B (HBV). Hepatitis B vaccine is provided by the Global Alliance for Vaccines and Immunization (GAVI) bundled with auto-disable syringes (ADs) and safety boxes through UNICEF. The Government adopted the “bundling” policy of WHO/UNICEF/UNFPA and since 2002 all EPI antigens for primary immunization series have been procured through UNICEF together with the respective quantities of ADs and safety boxes. 

A new National Immunization Programme (2003-2010) has recently been developed in line with WHO/EURO recommendations and approved by the Minister of Health and Medical Industry.

The document addresses all components of the NIP including standard operating procedures and planning for immunization services, recording and reporting systems, AEFI surveillance system, safety of immunization, social mobilization, and terms of reference of health staff. The National Immunization Schedule and the list of contraindications to immunization were again revised (the first time in 1993) in order to fully meet the WHO/EURO recommendations. 

The new NIP emphasizes all aspects of Immunization Safety, i.e. ensuring and monitoring vaccine quality, vaccine storage and handling, vaccine administration and disposal of immunization waste.

The present plan has been developed with respect to general strategies on immunization safety formulated by the new NIP, MOHMI Order # 291 “On Safe Immunization Practices and AEFI Surveillance” (24/10/2000), the National Policy on Injection Safety (2003) and in consideration of results, conclusions and recommendations of several recent studies on different aspects of safe immunization practices (SIP), showing challenges that have to be met.

Although the Plan covers various aspects of SIP it gives priority to immunization injection safety and used injection equipment disposal and destruction that were recently assessed with the support of WHO/EURO and UNICEF (August, 2003). 

2. Situation analysis

2.1. Vaccine quality


2.1.1. Vaccine planning, procurement and distribution

By 2000, Turkmenistan NIP became fully self-sufficient in ensuring all vaccines needed for immunization of the country population, including adolescents and adults. 

Vaccine needs are forecasted yearly through a well established down-up process. Family doctors from the etrap (district), city- and rural health centers up-date lists of eligible children twice a year, prepare vaccination plans for their catchment areas and send them to the etrap SES (san-epid service). Etrap SES at their turn prepare an etrap vaccination plan and send it to the velayat (province) SES. The State Sanitary-Epidemiological Service of the MOHMI is responsible for integrating the velayats needs into a national immunization plan. This forecasting, which has been in place for many years has proven its effectiveness and is of great importance for avoiding both overstock and shortage of vaccines.

All EPI vaccines for children less than 2 years of age have been procured through UNICEF in accordance with the Agreement on Vaccine Independence and Memorandum of Understanding signed between the MOHMI and UNICEF in February 2002 on vaccine procurement services. Thus, vaccines for primary immunization of children come from WHO pre-qualified manufacturers and are considered safe. For revaccination of children over 2 years of age and of adults the government procures vaccines on the international market mainly from NIS. 

There is a focal point on immunobiologicals in the Drug Regulation Authority (DRA). However, vaccine regulation aspects are not yet fully covered in the DRA regulations. 

With the President of Turkmenistan Decree # 972/1995 vaccines are received directly from the plane-board and taken immediately to the Central Vaccine Store.
Vaccine and supplies are distributed to velayats quarterly and from velayats to etraps monthly, with constant monitoring of cold chain. However, distribution of the vaccines to some remote etraps, and from etraps to immunization posts, due to difficult road conditions, and lack of vehicles is a constraint.  

UNICEF supported development of software for vaccine and injection supplies stock management. This good tool, which is not used efficiently at national level, needs to be expanded for monitoring vaccination coverage. It is planned to include existing cold-chain inventory in this software.

2.1.2. Vaccine storage and handling

During the last several years cold chain was repeatedly assessed and accordingly upgraded with the support of UNICEF and international donors. 

In 2002 national experts made a cold chain assessment at all levels – from the Central Store to rural health centers. It covered 10% of all immunization posts and 83% of the san-epid services (SES) where vaccine is stored. Vaccine was adequately stored at the central level, in all SES and in 94% of the immunization posts. The main problem found was refrigerators age (over 15 years in 80% of the immunization posts). This problem was addressed through the purchase of 23 special refrigerators and 490 vaccine carriers by UNICEF and 200 household refrigerators from the GAVI support for strengthening the immunization services. UNICEF also provided a walk-in room for the national store.

Vaccine storage was also assessed during a recent MOHMI/WHO/UNICEF cluster survey on SIP (August 2003). Storage temperature was adequate (2 C° -8°C) in 82% of vaccine posts, lower than 2 C (0°-1°C) in 6% and higher than 8°C (9°-11° C) in 9%.    

The assessments allowed identification of knowledge gaps of the medical staff and weak areas in cold chain for further promotion of safe immunization. On the basis of these assessments a strategy for change of medical staff behavior during immunization will be developed.



2.1.3. Open vial policy

WHO and UNICEF recommend countries to adopt the Open Vial Policy. Reusing open vials of appropriate vaccines (i.e., OPV, DPT, DT, Td and HepB) in subsequent immunization sessions, provided the vial has not been contaminated, has remained in the cold chain, and has not been taken out of the immunization center, can significantly reduce vaccine wastage.

The concept of Open Vial Policy was introduced during in-job training and during training courses for vaccine providers and health administrators and was officially regulated through MOHMI order #291 and MOHMI order on the introduction of the National Programme “Immunoprophylaxis” (2003-2010). It is recommended to apply Open Vial Policy in vaccination posts where refrigerators are both available and in good working condition. Multi-dose vials of the above vaccines can be used in subsequent immunization sessions for maximum three days.  

The SIP survey showed that Open Vial Policy had been implemented in 20% of the vaccination posts in mainly Ashgabat and Mary velayat. 


2.2. Vaccine administration



2.2.1. Choice of injection equipment

Single-use disposable syringes have been used for injectable EPI antigens since the late-1990s. Since1996, this injection equipment has been the only one acceptable for childhood immunization.  Auto-disable syringes (ADs) were introduced in EPI in 2000 and since 2002 they have exclusively been used for primary immunization of children less than 2 years of age. 

Uninterrupted provision of ADs has been secured by UNICEF. In compliance with the 1999 WHO/UNICEF/UNFPA statement the Government of Turkmenistan started EPI vaccines procurement applying the “bundling” strategy
. 

Annual requirements of ADs and safety boxes are updated yearly. The calculation method is as follows:

Auto-disable syringes

Number of immunization injections per year X Wastage factor of 1.1

+ 25% reserve established at the district level

Safety boxes (5 liters)

Number of injections/100

With the adoption of the National Policy on Injection Safety using only ADs for primary immunization of children became a must. 

However, economic constraints do not allow central provision of either ADs or single-use disposables for EPI antigens boosters of older children. Some etrap hospitals include disposable syringes for revaccination of children older than 2 years into their budget and supply vaccination posts in their catchment territory. In case of shortage, parents procure standard disposables from the pharmacies.  Immunization posts also maintain a small reserve for children whose parents have not brought disposable injection equipment. The government is trying to mobilize resources for central purchase of ADs for booster doses included in the National Immunization Schedule.

The August’03 cluster survey on SIP proved the exclusive use and availability of ADs for primary immunization of children. Ninety-eight per cent of parents interviewed (189/193) stated that they have never purchased syringes and needles for immunization of children below 2 years of age. Interviewing parents of older children showed that syringes were also ensured for 27% of children revaccinated.  



2.2.2. Distribution of injection equipment

Distribution of ADs/standard disposables, reconstitution syringes and safety boxes is done quarterly together (“bundled”) with the EPI/NIP injectable antigens and safety boxes on the basis of the velayat annual plans for immunization.

Ninety-five per cent of health administrators of vaccination posts declared that they had always received vaccines together with the respective quantity of ADs. Eighty-two per cent were delivered safety boxes together with vaccine.



2.2.3. Vaccine injection site
During the Soviet period, DPT and DT were given as a rule in the buttock as recommended by the local producer. In addition to lower diphtheria toxoid content of vaccines used at that time, injecting in the buttock might have had some implications towards lower immunogenicity. All EPI vaccines are now provided by UNICEF, which are from the WHO pre-qualified list and therefore of assured quality. Since WHO recommendation on injection site, for all EPI antigens, this practice had not been adopted. It is just recently that MOHMI order #291/Oct 2000 on SIP and AEFI prohibits immunization injection in the buttock and specifies injection sites for each antigen. 

The issue of vaccine injection site was inserted into the SIP questionnaire to evaluate behavior change among practitioners. Results of the assessment show a marked progress in changing administration sites of injectable EPI vaccines. Only 5% of HepB and measles vaccines and 9% of DPT were given in the buttock. Further efforts are needed in training vaccine providers and informing mothers on safety and efficiency issues of giving EPI vaccines in the newly recommended injection sites.          


2.3. Adverse Events Following Immunization (AEFI) surveillance and management 

AEFI surveillance system was established in 1997 and updated in 2000 in accordance with WHO recommendations. Reports and records were introduced through MOHMI order #291. The order requires that vaccine providers, family doctors and any other medical personnel inform the etrap/city SES on any suspected AEFI by filling a special report form and in case of severe events, by phone. Etrap/city epidemiologist should carry out if considered necessary an investigation of the suspected AEFI. Monthly reports are to be sent to MOHMI by velayat SES. However, the role of the NDA in collecting AEFI reports needs to be clarified. 

This surveillance system needs to be strengthened as only few AEFI are reported yearly despite vaccine providers’ and SES epidemiologists’ training. Records (a log book of AEFI) were found in only 38% of vaccination posts visited during the SIP Assessment (August’03).
2.4. Disposal and destruction of used injection equipment

Until recently, there was no written policy on safe disposal and destruction of used injection equipment. These issues were regulated by the document National Policy for Injection Safety and Safe Disposal of Injection Equipment (2003). 

The National Policy requires that:

· All used injection equipment must be safely disposed of:

· All disposable syringes and needles, including auto-disable equipment, should be disposed of immediately following use in a designated safety box or sharps puncture-proof container. 

· The needle should not be recapped or removed from the syringe; the whole combination should be inserted into the safety box directly after use.

· A system for tracking the distribution, utilization and destruction of injection equipment should be introduced.

· Additional waste from injections (cap, syringe packaging) should be disposed of appropriately.

· All used disposable injection equipment should be safely destroyed/removed in a manner that eliminates any risk of infection transmission:

·  Full safety boxes should be burnt in small numbers in open pit or iron vessels (limited to area with no surrounding population).

· Residue from incineration (oxidized needles, vials, etc.) should be safely removed and properly buried in a pit that is deep at least 0.5 m. 

Under no circumstances are used syringes or needles, or safety boxes, to be disposed of in normal garbage or dumped randomly.

Small-size low-temperature brick equipments run by natural gas are available in some velayat hospitals and used for burning medical waste. In some places they are also used for burning sharps.

The SIP assessment showed that 2/3 of both urban and rural vaccination posts did final disposal of used syringes through open burning in a pit (iron vessel) and burial of oxidized residues.

Safety boxes were universally available in vaccination posts (100%).  


2.5. Training on SIP

Training on SIP has been given high priority during the last several years. In September 2001, a training of trainers was carried out with the technical and financial assistance of WHO. 

One hundred and eighty staff from the velayat and etrap level, among which hospital administrators and epidemiologists directly responsible for immunization as well as immunologists, family doctors, nurses and lecturing staff of the Medical University were trained on Safe Injection and Safe Disposal of medical waste, have been trained yearly through the support of UNICEF.

In 2002 and 2003, emphasis was placed on training of vaccinators and immunologists. 

The SIP assessment showed that 87% of vaccine providers in the areas under study had been trained on SIP, most of them at the etrap and velayat level. 

However, training of assistant epidemiologists (66 people) from SES who are responsible for vaccine and injection equipment storage/distribution has not yet been addressed. 

    
2.6. Responsibility and control over SIP Implementation   

The MOHMI of Turkmenistan, as well as its departments in velayats, cities and etraps bares principal responsibility for immunization safety including final disposal of potentially infected injection equipment. On the level of each medical facility the responsibility is placed on the manager of the facility.

The State Sanitary and Epidemiological Inspections (SES) are responsible for control over safe immunization practices and final disposal of potentially infected injection equipment.

   3. Objective and strategies of the Immunization Safety Plan of action (2004-2010)

Objective
To ensure the safety of all immunization injections and appropriate disposal of injection waste by the year 2004 throughout the country

Strategies:

Strategy 1: Reinforce the application of SIP

Strategy 2: Ensure provision of adequate supplies of ADs and safety boxes

Strategy 3:  Improve training of present and future health care workers on SIP and promote behavior changes of vaccine providers

Strategy 4: Ensure adequate disposal of used injection materials and immunization waste management

Strategy 5: Increase community awareness about injection safety

Strategy 6: Improve the existing system for detection, investigation and management of adverse events following immunization (AEFI).

4. Indicators and targets to monitor SIP, disposal mechanisms and supplies

4.1. Adequacy of syringe and needle supplies at health facility level:

· Proportion of vaccination posts provided with ADs for primary vaccination of children – target 100% (achieved, to be sustained)

· Proportion of vaccination posts provided with ADs for revaccination of children – target 90% by 2005, 100% by 2006 

· Proportion of vaccination posts provided with reconstitution disposable syringes – target 100% (achieved, to be sustained)

· Proportion of vaccination posts with one month stock of ADs (posts giving immunization more often than twice a month)  – target 100% by 2005

· Proportion of vaccination posts with adequate quality and sterility of injection equipment (integrity of package, expiry date) – target 100% by 2005

4.2. Adequacy of used injection equipment disposal

· Proportion of health facilities provided with adequate quantity of safety boxes (one safety box in use, and at least another one on stock) – target 100% by 2004

· Availability of an incinerator or non incineration safe facility – target 100% by 2004

· Proportion of health facilities with presence of used syringes and needles in garbage, dumping areas or close to the health facility attributable to vaccination (i.e. ADs) – target  0% by 2005

4.3. Sterility of immunization injections

· Number of abscesses following immunization injection reported

· Proportion of immunization injections observed as following aseptic injection technique (supervision reports, SIP assessment) – target 95% by 2005

4.4. Immunization Injection anatomic sites

· Proportion of vaccination injection given in the recommended site – target 90% by 2006, 99% by 2008
Acting Head of the State 

Sanitary Epidemiological Service



Annamurad Orazov (signed)

TABLE OF ACTIVITIES FOR IMPLEMENTATION OF PLAN OF ACTION ON SIP (2004-2010)

Strategies
activities
RespOnsi-

BILITY
2004
2005
2006
2007
2008
2009
2010

Strategy 1: Reinforce the application of SIP


1.  Distribute to Velayat, City and Etrap Health Authorities and SES the following MOHMI documents:

- National Policy for Safe Injection and Safe Disposal of Injection Equipment,

- National Programme “Immunopropylaxis” (2003-2010)

- Plan of Action on SIP (2004-2010)
MOHMI


X








2. Ensure distribution and appropriate discussion of  “National Policy” in all health facilities and of “National Programme” and “Plan on SIP” in all facilities providing immunization
Velayat/City/Etrap Health Authorities and SESs
Х








3. Assign focal points for injection safety surveillance (epidemiologists from SES) at national/velayat/etrap levels 
MHMIT, SES


Х
X







 4. Strengthen monitoring of Safe injection practices, disposal, destruction of used injection equipment and implementation of Open Vial Policy during supervisory visits 
 SESs


Х
X
X
X
X
X
X


5. Carry out  SIP studies to assess progress
MOHMI

UNICEF WHO


X



X

Strategy 2: Ensure provision of adequate supplies of ADs and safety boxes
1. Try to obtain political support and commitment from the Cabinet of Ministers and Ministry of Finance to ensure that there will be a separate line item for the NIP in the government budget


MOHMI
X








2. Continue providing ADs and safety boxes “bundled” with EPI vaccines
MOHMI
X
X
X
X
X
X
X


3. Ensure exclusive use of ADs for all EPI antigens including boosters 
MOHMI UNICEF

X
X
X
X
X
X


4. Transition to ADs for all immunization injections including supplementary activities and maintaining this policy thereafter 
MOHMI


X
X
X
X
X

Strategy 3:  Improve training of present and future HCWs on SIP and promote behavior changes in vaccine providers


1. Develop training curriculum on Safe injection practices for health managers, physicians and nurses on injection safety
MHMIT, SES, IDCC, SMI, WHO, UNICEF
Х
Х







2. Train health care workers on SIP and Safe disposal of medical wastes during supervisory visits and training courses
MHMIT, SES, IDCC, SMI, WHO, UNICEF


Х
Х
Х
Х
Х
X
X


3. Include SIP in the education curricula for medical students and nurses
MOHMI 

SMI
X








4. Prepare an information circular on findings, conclusions and recommendations of the SIP Assessment (2003) and distribute it to velayat, etrap health authorities and SES
MOHMI
X








5. Assess training on SIP at the etrap and velayat level


MOHMI

UNICEF WHO
X
X






Strategy 4: Ensure adequate disposal of used injection materials and medical  waste management


1. Reinforce present practices of medical waste burning and burying residues until better solution is found 
MOHMI
X
X
X
X
X
X
X


2. Make rapid assessment of medical waste management and develop a specific plan of action
MOHMI
X








2. Establish a Joint Committee on Safe Disposal of Medical Waste with Ministry of Finance, Ministry of Environment and ICC Partners to study effective practices of other countries with similar to Turkmenistan  economic conditions and to suggest options on environment friendly solution of this issue
ICC

MOHMI


X
X







3. Consider building high-temperature incinerators in Ashgabat and the five velayat center towns
MOHMI


X
X





4.  Organize training of assistant epidemiologists from the velayat and etrap SES on SIP
MOHMI

UNICEF
X


X







5. Assign appropriate people at etrap and velayat hospitals to be fully responsible for adequate disposal and destruction of used medical equipment

 
MOHMI

Velayat/Etrap Health Authorities
X








6. Include responsibility for adequate disposal and destruction of medical waste into the job TOR of head nurses of urban and rural health centers  
MOHMI










Strategy 5: Improve community awareness about injection safety


1. Develop a leaflet and a poster on injection safety including rational use of injectable medicines and provide them to waiting rooms of all health facilities
MOHMI, UNICEF, WHO

X







2. Involve mass media in improving community awareness on injection safety issues through provision of short articles and radio/TV interviews on risk of unsafe injections 
MOHMI

UNICEF

WHO
X
X
X
X
X
X
X

Strategy 6: Improve the existing system for detection, investigation and management of AEFI


1. Ensure distribution  and discussion of MOHMI order #291 to all health Facilities
MOHMI

Velayat Health Authorities

SES
X








2. Assess knowledge and reasons  (prejudice, fears) of medical professionals (vaccine providers, deputy chief doctors of Health Centers) for underreporting of AEFI through an anonymous questionnaire
SES
X
X







3. Assign a national focal point on AEFI and ensure his/her training through the Global Training Network (GTN)
MOHMI

WHO
X







Acting Head of the State 
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� “Bundling”:  The implication is that vaccines, ADs and safety boxes should be considered together.  It does not imply that items must be “packaged” together.
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