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Preamble
This report has been compiled for the Global Alliance for Vaccines and Immunization (GAVI). The statements and opinions expressed in this report are those of the auditors and do not necessarily represent the opinion of the agency. For detailed results and further information please consult the French version of this report.
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AD 
auto-disable syringe 

AFR 
Member States belonging to the WHO African Region 

AFRO 
WHO Regional Office for Africa 

AQD
Audit de la Qualité des Données

BCG 
bacille Calmette-Guérin (vaccine against tuberculosis) 

CBAW 
childbearing aged women 

CI 
core indicator 

CS
Centre de Santé

DHS 
Demographic and Health Survey 

Dip 
diphtheria vaccine 

DS
District de Santé

DT 
diphtheria and tetanus toxoid vaccine 

DTaP 
diphtheria and tetanus toxoid with acellular pertussis vaccine 

DTP 
diphtheria-tetanus-pertussis vaccine 

DTP3 
third dose of diphtheria-tetanus-pertussis vaccine 

DTPHep 
Tetravalent diphtheria and tetanus toxoid with pertussis and hepatitis B vaccine 

DQA
Data Quality Audit

EPI 
Expanded Programme on Immunization 30 cluster survey 

FV
Facteur de vérification

GAVI 
Global Alliance for Vaccines and Immunization 

GNP 
gross national product 

GDP 
gross domestic product 

HBV 
hepatitis B virus 

HepA 
hepatitis A vaccine 

HepB 
hepatitis B vaccine 

HepB3 
third dose of hepatitis B vaccine 

Hib 
Hæmophilus influenzæ type b vaccine 

Hib3 
third dose of Hæmophilus influenzæ type b vaccine 

ICC 
inter-agency coordinating committee 

IPV 
inactivated polio vaccine 

ITS
Institut Tropical Suisse

IVB 
WHO's Department of Immunization, Vaccines and Biologicals 

MCV 
measles-containing vaccine 

MCV1 
first dose of measles-containing vaccine 

MCV2 
second dose of measles-containing vaccine 

MICS 
Multiple Indicator Cluster Survey 

MinSanPF 
Ministère de la Santé et du Planning Familiale

MSPF
Ministère de la Santé et du planning Familiale 

NT 
neonatal tetanus 

OMS
Organisation Mondiale de la Santé

OPV3 
third dose of oral polio vaccine 

PEV
Programme Elargie de Vaccination du MSP

POL3 
third dose of polio vaccine 

RMA
Rapport Mensuel d’Activité

SCIH
Swiss Centre for International Health

SSSa 
Service de Statisitque Sanitaire 

TT 
tetanus toxoid vaccine 

TT2plus 
second and subsequent doses of tetanus toxoid 

UNICEF 
United Nations Childrens Fund 

VAA
Vaccin Anti-amarile

VAD 
vitamin A deficiency 

VAR 
Vaccin Anti-rougeole

VATT2+
Vaccin Anti-tétanique 

VF 
Vaccine Fund 

VitA 
first-dose of vitamin A supplement 

VPD 
vaccine-preventable diseases 

WHO 
World Health Organization 

YFV 
yellow fever vaccine

1.
Background

The Global Alliance for Vaccines and Immunization (GAVI) is a partnership between the public and private sector. It aims at protecting people’s health, especially the health of children, through the widespread use of vaccines with a particular emphasis on developing countries.

Data inconsistencies are frequently reported, thus the importance of evaluating and improving the quality of a countries immunization and reporting system. To do so, GAVI uses a standardized Data Quality Audit. The DQA verifies the consistency of reporting systems based on the proportion of third doses of diphtheria-tetanus-pertussis administered to children younger than 12 months reported and actually recounted in written documentation found at three levels of the health system (national, district and health unit).

Since 2001 Madagascar is one of the beneficiary countries of GAVI. The financial support year to date sum up to over USD 10 million and have been spent on the purchase of vaccines and parts have been used to improve vaccination services and vaccine safety.
The Expanded Program on Immunization (EPI) of the Ministry of Health and Family Planning was set-up in 1985. In this context in order to preserve and improve the health of the children, the PEV introduced the strategy « Approche District » in 2003. The partners of the PEV, particularly the WHO and UNICEF gave technical and financial support. This new approach introduced the micro planning to basic levels (Community, CSB and district) and has been implemented in 2004 and 2005.
The general objectives of the PEV until 2006 are:

	· To reach at least a vaccine cover rate of 80 % for all the antigens and in at least 80% of the districts.

	· Eradication of Polio

	· Control of measles

	· Elimination of neonatal and maternal tetanus


The strategies are:

	· Reinforcement of the advanced and mobile strategies for the improvement of the vaccination coverage, in particular of the population difficult to reach with the assistance of the community and the implementation of the "ACD" approach to reach each district

	· Improvement of the safety of the injections and the waste management 

	· Introduction of links between the administration of the vaccines with the services of other interventions which have an impact on the reduction of infantile and maternal mortality and morbidity (PCIME, fight against malaria, vitamin A supplementation, etc)

	· Reinforcement of the vaccination and the monitoring within the frame of Health sector reforms in order to reinforce the systems of vaccination and to accelerate the fight against the diseases (on level of health workers, equipment and materials, follow-up and evaluation, improvement of the data management, etc.)


The evolution of vaccination coverage rates are displayed in following graph: 
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2.
Objectives of the data quality audit

The specific objectives of GAVI and the DQA in Madagascar were to:

	· Assess the quality, accuracy, timeliness, and completeness of administrative immunization reporting system

	· Verify the accuracy of reported DTP3<1 vaccinations in the calendar year 2004

	· Estimate the National Verification Factor (recounted/reported) for use in the allocation of GAVI fund shares. 

	· Indicate to national authorities and institutions involved in vaccination activities in Madagascar the potential ways for improving the reporting system 


3.
Methodological Approach

The Data Quality Audit in Madagascar was conducted from 09 October – 26 October 2005 and relied on tools and procedures developed by the WHO. Consequently the work focused on three levels: (1) the national, (2) the district, and (3) the health unit level

Following standard procedures of GAVI, four districts and 24 health units were randomly selected in order to assess the quality and accuracy of the immunization and reporting system by verifying the reported and recounted DTP 3<1 administered in the year 2004.

Using these standard procedures the following 4 districts and 24 Health Units (6 Health Units per District) were randomly selected. 

	Sambava
	Farahalana, Anjangoveratra, Bemanevika, Morafeno, Nosiarina, Ambohimalaza

	Mahajanga I
	Mahabibo, Tanambao, Mahavoky, Amborovy, Antanimasaja, Espace Medical

	Anjozorobe
	Anjozorobé, Antanaetibe, Mangamila, Bongatsara, Andanona, Soavinarivo

	Toliary I
	Tsimenatse, Tanambao, Betania, Mahavatse II, Clinique St Luc, Jirama


The standardized tools used consisted of a log book where all information gathered during daily auditing activities were recorded, such as answers to quality questions, the number of DTP3<1 vaccinations recounted vs. reported, debriefing notes etc.; a set of child health cards and a master workbook (Excel) which contained all collected data. 

Two teams were formed consisting of external auditors and a national expert in charge or involved in the EPI programme. The national experts received a one day introductory seminar on DQA and the tools to be used. Concerning logistical issues, selected districts and health units were informed prior to the audit visit. 

A final presentation of the findings was given on 26 October 2005 during a meeting at national level. Representatives from the Ministry of Health and Family Planning including EPI, UNICEF, WHO Santé Net and USAID attended this meeting. Subsequent to the debriefing, national authorities were invited to comment on the recommendations.

4.
Findings 

4.1 National Level

The DQA in Madagascar estimated the verification factor (vaccinations recounted/reported for DTC3<1 in 2004) at 100.2 %. 

The following figures present the results for reported DTP3<1 (2004) and the Quality of the System Index Score (70.0%) for the national level.

Figure 1 Reported DTP3<1 for the year 2004 by source
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Figure 2 Quality of the System Index by Component


One major issue to mention is that the immunization data of the CHD (Centre Hospitalier de District) and the CHR (Centre Hospitalier Régional) is not taken into account by the PEV.

At national level, the audit observed:

National Level:
	Strengths::


	Data collection and data registration
· Existing registries for vaccines
· Registering of received vaccines in 2004

· Usage of the PEV tools in the districts

· Handling of the 2004 reports 

· Registering of the vaccine batch numbers and the expiry dates

	Archive / Reporting 

· Existence of a back up system for PEV data
· Existence of an electronic folder with all PEV data by district (2005)

· Archiving of the reports by year and district (2005)

	Monitoring and Evaluation 

· Diagrams, tables et curves with performance of the PEV are clearly visible

· Monitoring table of drop out’s existing, actual and complete
· Reports are marked with the date of reception
· Monitoring of stock outs and supervision activities in the districts 

	Denominator


· Utilization of the denominators is conform WHO recommendation (Children surviving 0-11 months (but only for the joint report WHO /UNICEF and the GAVI reports)
· Adjustment of the denominators with the populations growth

	System conception
· Usage of an integrated reporting system at all levels

· Uniform reporting forms
· Syringe stock ledger kept

· Possibility to supervise the expiry dates and the LOT numbers of vaccines in the stock ledger (from 2005 onwards)

· Monitoring of the received district reports

	Points to be improved

	Data collection and data registration

· The vaccine stock ledger is not actualized every day

· The vaccine stock ledger does not mention exceptional deregistration (outdated, broken, unreadable labels etc)
· The warehousing of the vaccines and the syringes do not allow a fast identification or a fast and clear inventory (expiry date, LOT/ Batch number)

	Archive / Reporting 

· Missing IT network or defined procedure for data transfer

	Monitoring and Evaluation 

· Missing reporting forms for retro information for the different levels
· Missing predefined forms to create  and reproduce punctual information out of the IT system

	Denominator


· The denominators on national level are different to those on district level
· The proportion of children per vaccination strategy is not known
· The denominator use is not in line with the WHO recommendation 

	System conception

· The immunization data of the CHD (Centre Hospitalier de District) and the CHR (Centre Hospitalier Régional) is not taken into account by the PEV as they do not report with the RMSD 

· The used CSB reports do not allow the follow up of vaccine wastage
· Missing procedure about the treatment of late reporting 

· Absence of a follow up system and reporting of individual adverse effects of the vaccines on CSB level towards the DS and the national level 
· Stock outs on PEV tools in 2004 (children register cards, stock ledgers, tally sheets, etc)


4.2 District Level
At district level, the audit observed:

Quality of System Index Score for the four districts: 
	District de Sambava
	81.8%

	District de Mahajanga I
	86.8%

	District de Toliary I
	97.3%

	District de Anjazorobe
	84.2%


Distric Level:

	Strengths::


	Demography / Planning
· The child and CBAW denominators by district are based on actualized population growth data 
· The target number of children and CBAW to vaccinate are defined
· Existence of an annual action plan at District Level

· Map in the District are existing and clearly visible
· All programs are using the same target numbers 

	Monitoring and Evaluation 

· Diagram of vaccine coverage existing clearly visible 
· Table of monitoring of drop outs existing clearly visible
· Organization of regular meetings for the heads of the Health Units (CSB)
· Monitoring of late reporting 

· Monitoring of activities and supervision

	Data collection and data registration

· Stock management of vaccines and syringes

· Usage of the same uniform templates for the monthly reports

	Archive
· The archiving of data is performed

	Points to be improved

	Demography / Planning
· The denominator use is not in line with the WHO recommendation (Children surviving 0-11 months)

· The proportion of children per vaccination strategy is not known and no corresponding map

	Monitoring and Evaluation 

· For 2004: absence of supervision of vaccine wastage at health unit level (CSB)
· For 2004: vaccine coverage tabulation by CSB not available in some districts (electronic version)
· Weak follow up on health unit activities
· Insufficient technical support of the EMAD at CSB level
· Procedures of data transfer insufficiently defined
· Printing date or date of document creation not mentioned
· No standardized tally sheet in 2004

· The incoming CSB reports are not regularly dated and marked in some districts (reception date)


4.3
Health Unit Level
At health unit level, the audit observed:

Health Unit Level:

	Strengths:


	Archive / Reporting 

· The reports for the audit year of the CSB have been available 

· The filing system permits to retrieve easily and fast all relevant documents

	Monitoring and Evaluation

· Map of the CSB available (to particularize)

· Existence of CSB micro plans

· Target of children and pregnant women to vaccinate were always defined
· All programs used the target figures 
· Diagram of the vaccine coverage available
· Monitoring table of drop out rates made and used

· Inventory control of vaccines and syringes

	Points to be improved

	Monitoring and Evaluation 
· Sometimes absence of vaccine waste monitoring 

· Absence of mechanism to seek for "lost of sight" in some CSB

· Data not always used to improve the vaccine coverage 

	Data collection and recording 
· Unsatisfying usage of the registers or the tally sheets, stock ledgers in some CSB

· No systematic vaccine stock monitoring by batch number and expiry dates

	Archive / Reporting:

· Absence of a follow up system and reporting of individual adverse effects of the vaccines on CSB level towards the DS and the national level 


5.
Recommendations

	National Level: 

	· To keep up to date the vaccine stock register and to record the exceptional exits systematically

	· To adapt a clear procedure of vaccine and consumables storage to allow their easy identification

	· To introduce a standardized tally sheet 

	· To work out a retro information form for the lower levels

	· To set up a functional network or a procedure for the electronic data transfer

	· To standardize the denominators of the national level with those of the district

	· To register the proportion of children vaccinated by strategy

	· To introduce the use of the denominator recommended by WHO into the programs

	· To enter PEV data of the CHD and CHR in the reporting system of the districts

	· To collect information via the forms used by the CSB and the districts allowing a follow-up of vaccine wastage

	· To set up a written procedure describing the way late reports will be treated

	· To set up a system of follow-up and reporting of the individual cases of adverse effects of the vaccines 

	· To ensure the permanent provision of PEV material at lower levels (children health cards, stock ledgers, charts, tally sheets, etc)


	District Level:

	· To introduce the WHO recommendation on child denominator (surviving children 0-11 month)

	· To define the children to be reached by vaccination strategy and adapt the map accordingly 

	· To follow-up of the vaccine wastage on CSB level and to take actions if required

	· To follow-up the vaccine stock outs of the CSB

	· To compare and control if the number of reported children vaccinated is compatible with the doses delivered to the CSB

	· To define the procedures of electronic data transfer 

	· To include in the printed documents the print date or date of creation of documents 

	· To reinforce the follow-up and the supervision of PEV activities at CSB level

	· To make tabulations of the vaccine coverage of all CSB per month / year (electronic version)

	· To put on disposition 2 health card trays per CSB

	· To put the date of reception and to mark the monthly reports of the CSB received on the SSD level

	· To reinforce the use of PEV data for the implementation of the activities


	Health Unit Level :

	· To improve the monitoring of the vaccine wastage

	· To improve the maps by adding borders, targets to be vaccinated by strategy, reference marks etc.

	· To set up a system of follow-up and reporting of the individual cases of adverse effects of the vaccines (action: central level)

	· To use the infantile registers, charts and trays to seek "lost of sights”

	· To use the collected data to initiate actions

	· To fill the registers, stock ledgers and tally sheets correctly 

	· To develop a reporting system to get census on the information on the new births in the sector 

	· To make the systematic follow-up on the vaccine stock (batch number and expiry dates, entries, exits and actual stock)


The Immunization Data Quality Audit (DQA)


Madagascar, Year 2004
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