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1. Purpose of the Document

This document will help a programme manager
or supervisor to monitor and evaluate a

rapid syphilis testing programme; to identify
obstacles to rapid syphilis test implementation
and find solutions; and to track the progress

of country implementation plans against the
expected milestones.

This document is applicable for use in:

B Performing a baseline assessment to determine the burden of syphilis.
B Developing and undertaking a routine monitoring programme.

B Designing and performing an external monitoring programme.

B Evaluating the impact of the introduction of rapid syphilis testing.

This Monitoring and Evaluation plan contains:

A Framework for Monitoring and Evaluation planning.
A Results framework.

Definitions of key terms.

Indicator and target setting.

Data sources.

Methods of data collection and reporting

Lukalanya health centre,
Mongu, Zambia
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5.2 Setting Targets

You should set targets for each indicator to evaluate the success of the overall
programme. Targets should be measurable over a specific time period and
should be realistic and achievable. Targets can be percentage achievement
targets, which are set against a standard, qualitative or qualitative targets, or
time-bound targets.

Check for existing national or regional targets for routinely monitored
performance indicators. If national or regional targets are not available, you can
set targets according to:

| Political priorities or commitments

M Previous data from other surveillance or baseline surveys carried out by
the Ministry of Health (MOH) or Non-Governmental Organizations (NGO), if
available, or from published data.

| A pilot study performed within a defined period to establish targets (baseline
survey)

B Comparison with other regions in the country who have previously introduced
rapid syphilis testing.

B External comparison with neighbouring countries who have previously
introduced rapid syphilis testing. Please note, it is important that the settings
be comparable and that the use of these targets be adequately justified.

5.3 Data Collection, Sources of Information and Modes of Communication

Your choice of indicators and data collection tools will depend on the stage of the

disease burden, the resources available and the capacity for reliable and accurate

data collection. Refer to Tool 3 for a sample data collection tool and Tool 5 for
a sample checklist for routine Monitoring & Evaluation. Data can be collected
using:

M Questionnaire/Survey

B Population surveys

B Health facility assessments

| Surveillance studies

B Review of registers

B On-site observation

B Interviews

B Case studies

For a rapid syphilis test programme, data can be collected for the baseline

assessment, routine monitoring and evaluation of the study using any of the

following:

B Antenatal care or Prevention of Mother To Child Transmission Registers

B Mother and Child Health or Prevention of Mother To Child Transmission
national programme records

B National surveys

W Facility Supply Records

M Personal Data Assistants (PDAS)

Ml District or national meetings.
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7. Conducting a Baseline Survey

A baseline survey collects quantitative or qualitative data specific to the target
population at the start of the project. A baseline survey is essential to evaluating
the impact/success of the study upon completion. It should be conducted before the
intervention phase of a programme. Unlike a situational analysis, a baseline survey
collects information on specific data points in either a retrospective or prospective
manner.

7.1 Objectives of a baseline survey

The objective of a baseline survey is to assess the pre-intervention state of syphilis
screening services. The data from this survey will act as a baseline marker against
which future progress can be measured. The data to be compared to the baseline
markers will be collected through the monitoring process, using a predetermined
set of indicators.

A baseline survey can be conducted retrospectively or prospectively.

H A retrospective survey will gather data that has already been collected at health
facilities as part of routine care over the past months. In performing a prospective
survey, output indicators will be collected through the use of tools designed by
the programme.

W A prospective survey will collect data in the future months but will be completed
before the intervention phase of the programme is implemented.

A retrospective baseline survey relies on the data which has been collected by
health care workers or laboratory staff as part of routine data collection. You can
find this in patient/ client registers, laboratory and testing registers, stock cards,
stock requisition forms or in an electronic database. The data which can be collected
for a retrospective survey will be limited by the routine record keeping of facility

and laboratory staff and may not be as extensive as is required for the programme.

If more detailed information is required, conduct a prospective survey using the
specified data sources.

You can tailor a prospective baseline survey to meet the specific data needs of your
programme. One useful tool might be an in-depth questionnaire to be completed
for every patient who attends a clinic where syphilis testing services are to be
introduced or the patient or laboratory register can be modified.

The duration over which data is collected will depend on the size of facilities and the
number of patients who attend every week or month. A longer prospective survey
will delay the introduction of rapid tests but will increase the sample size and power
of any before-and-after comparisons that are made. An additional consideration
when determining the duration of a survey is potential seasonality, which affects
facility attendance. For example, if women are less likely to attend for antenatal
care during the harvest season, the baseline survey should not be restricted to

this period.
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7.2 Sources of Data

Existing data that can be used for baseline data collection includes:

B Ministry of Health records

B Monthly district reports

B Published literature

B Focus groups with target population

B Patient registers can be used for data collection as part of a prospective
baseline survey

Consider the following questions when you need to establish the reliability and
relevance of existing data:

B What is the source of information?

m How long ago was it collected?

B What time period does it cover?

B How was it collected? What methods were used, and were they reliable?
M |s the data representative?

Refer to Tool 3 for a sample data collection tool.

Monthly/annual reports to the Ministry of Health have two purposes. They are
useful sources of information for baseline surveys, and they allow for time-
bound analysis.

In the Callao region of Peru, a subregister
of patient information was being used in

addition to a patient register, and there was
little uniformity in data capture between
health centres. The CISNE research group
have now proposed using just one register,
and have suggested inserting an additional
column for recording rapid syphilis test
results and treatment here.

Methods of Data Collection

Interview: Interviews with health care workers are a valuable method of
gathering qualitative data and may highlight problems previously overlooked.
These could include, but are not limited to:

B Problems with staffing or staff turnover

B Problems with stock management or forecasting

B Problems with supply delivery

M Inexperience with quality systems

B Personal misconceptions about syphilis disease, testing or treatment.
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8. Routine Monitoring and Supervision 6

8.1 Routine/On-site monitoring
Frequency of monitoring

Once baseline data has been collected, routine monitoring should be performed daily or weekly during the
pilot stage of the programme and thereafter at monthly or six-monthly intervals. Following roll-out of the
rapid syphilis testing programme, evaluation should be performed on a yearly basis.

During the pilot stage of the programme, monitoring and supervision can be performed in a sample set of
healthcare centres. Following nationwide roll-out of the rapid syphilis testing programme, all healthcare
centres should receive monitoring and supervision visits at defined intervals to ensure correct programme
implementation.

In Brazil, routine monitoring and supervision Because of the opportunistic nature of monitoring/
activities have been decentralized to Secretaria supervision visits, it has been essential for
Especial de Saude Indigena (SESAI) coordination technical coordinators and trainers to build

staff within each district. The implementation staff capacity within the communities in the

of a fixed schedule of internal monitoring visits performance of the rapid tests and quality control

has been challenging: this is due to the high cost using training workshops, and to maintain regular
and inadequate supply of airplanes to get to the telephonic communication.

communities, the high cost of gasoline, and the

frequent low river levels that prevent access to

communities by boat.

Try to integrate the monitoring programme for rapid syphilis testing with an existing Prevention of Mother to
Child Transmission or antenatal care monitoring programme, so as to make optimal use of existing services.

In Uganda, monitoring and supervision visits for The list typically includes availability of stock and
the rapid syphilis testing programme have been up to date protocols and records, review of records,
integrated with Prevention of Mother to Child direct observation of health care workers carrying
Transmission programme supervision visits. Local out the rapid test and maintenance of equipment.

Maternal and Child Health district monitors are Following the monitoring visit, reports of the visit

responsible for both aspects. The programme are prepared and records stored of qualitative

coordinators use a checklist to indicate the specific tracking of key activities, such as adherence to

activities to be monitored at the facility. Standard Operating Procedures (SOPs) or direct
observation of rapid testing.

Tools for Routine Monitoring
Monitoring Checklist: See Tool 5 for a sample checklist.

Frequently Asked Questions (FAQs): This is a list of questions frequently asked by health care workers who
routinely use the rapid syphilis tests, and a list of possible answers. It can be a working document used by
the monitor to address queries, or it can be left on-site for use by the healthcare workers.

Refer to Implementation 2 for a sample set of FAQ by healthcare workers
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9. Monitoring Report

Following the monitoring visit, the monitor should report to the Project
Coordinator and Programme Manager. The report should include:

M Date, site, name of monitor.

B Name of other personnel in attendance.

B Summary of documents the monitor has reviewed.

B Statement of findings.

B Statement of non-conformances and corrective actions carried out.
B Recommendations and conclusions.

Refer to Tool 4 for a monitoring report template. This can be filed at
headquarters (HQ) and/or a copy left on site as record.

The monitoring report, or a summarised version, should be delivered to the
health centre concerned and to local management teams for review in a timely
fashion. This will enable quick resolution of outstanding issues. The report should
be part of an ongoing process of dissemination and also of your continuous
engagement with stakeholders that are directly involved in the implementation

of the programme at governmental and non-governmental level. It should be
standardized to ensure consistency and to enable tracking of progress or ongoing
problems

10. Data Analysis

Data from the routine monitoring and supervision and external monitoring
activities should be analysed collectively over six-monthly or annual periods
with reference to the overall programme objectives. Interim reports should be
prepared by the programme monitor and/or programme manager.

Analysis can be performed when progress reports, quarterly reports on
achievement of outputs, annual project reports and project delivery reports are
required.

11. Evaluation of the Rapid Syphilis
Testing Programme

Evaluation is the systematic and objective assessment
of an on-going or completed programme, its design,
implementation and results. The aim is to determine
the relevance and fulfilment of objectives, development
efficiency, effectiveness, impact and sustainability.

2 OECD (2002), Glossary of Key Terms in Evaluation and Results Based Management
AVAILABLE AT: http://www.oecd.org/dataoecd/29/21/2754804.pdf
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11.3 The Evaluation Process

Figure 2. The three types of evaluation: Process, Outcome and Impact evaluation

rEvaluation of quality and
integrity of implementation,
usually evaluating the inputs
and outputs of the programme.

Process Evaluation
(Input and Output Evaluation)

QOutcome

Evaluation

Assesses short term changes
in specific outcome indicators
which is attributable to the
intervention.

\.

rImpact Evaluation is
performed over a long period,
attributing long term changes
to the intervention.

Impact

Evaluation

Process evaluation, or input and output evaluation, evaluates the inputs, outputs
quality and integrity of your programme or intervention. It aims to determine how
programme or intervention processes can be improved by identifying problems
and recommending solutions for process improvement. For example, one of your
programme objectives might be to train a fixed percentage of health care workers
to perform rapid syphilis testing. Your process evaluation will assess if a training
manual and training plan has been developed for both pre and in-service training
of healthcare workers by a specified date.

Outcome evaluation measures the short-term effects of the intervention. For
example, if your programme objective is to train a fixed percentage of health care
workers to perform rapid syphilis testing, your outcome evaluation will compare
the number of staff providing rapid syphilis testing who have received training

with the total number of staff who perform rapid syphilis testing. If an inadequate
number of health care workers have been trained, or if there is high staff turnover
resulting in a drain of trained staff, efforts can be made for new training workshops
or re-fresher training to be undertaken.

Impact evaluation assesses whether the programme or intervention is achieving
the intended impact. It aims to evaluate how the target population is being affected
by the intervention. For example, to measure the impact of increased access to
syphilis screening among pregnant women, the impact evaluation may compare
the number of pregnant women being screened for syphilis before and after the
test intervention period.

Refer to Tool 2 for further examples of output, outcome and impact indicators for a
rapid syphilis test intervention programme.
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Tool 2. Monitoring and Evaluation Reporting Matrix
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Output Indicators

Proportion of
healthcare workers
trained on the use
of RST

Effective supply Numerator: Number of clinics experiencing stock out of syphilis | Health Facility
of Rapid Syphilis test during [X] time period Stock card
Tests Denominator: Total number of clinics implementing Rapid Syphilis

Testing during [x] time period
Effective supply of Numerator: Number of clinics experiencing stock out of Health Facility
Benzathine benzathine penicillin during [x] time period Stock card
Penicillin Denominator: Total number of clinics implementing Rapid

Syphilis Tests during [x] time period
Proficiency Testing | Numerator: [x] number proficiency panel testing conducted in [X] | Proficiency Test
coverage number of facilities [X] times per year/per project period within [X] | Record/Report

time period
Denominator: Total number of facilities providing rapid syphilis
testing within [x] time period

Outcome Indicators

Numerator: Number of healthcare workers that have received
training on RST and are performing RST testing in [X] number of
facilities during [x] time period

Denominator: Total number of staff providing RST testing in [x]
number of facilities during [x] time period

Training
Records

Proportion of first
antenatal visit
attendees who are
screened

Numerator: Number of first visit antenatal care attendees in [X]
facilities who are screened for syphilis within [x] time period
Denominator: Total number of first antenatal care attendees in [X]
facilities within [x] time period

MOH reports/
MCH/PMTCT
programme
records/patient
registers

Proportion of
pregnant women
screened who
tested positive

Numerator: Number of pregnant women with a positive syphilis
serology in [X] facilities within [x] time period

Denominator: Total number of pregnant women with positive
syphilis serology in [x] facilities within [x] time period

MOH reports/
patient registers

Proportion of
infected pregnant
women who are
treated on the
same day

Numerator: Number of seropositive syphilis pregnant women
receiving at least one dose of benzathine penicillin on same day of
testing in [x] facilities within [x] time period

Denominator: Total number of pregnant women with positive
syphilis serology in [x] facilities within [x] time period

MOH reports/
MCH/PMTCT
programme
records/patient
registers

Proportion of
infants born to
syphilis positive
women who are
treated

Numerator: Number of infants born to syphilis seropositive
women who are treated with at least one dose of penicillin in [x]
facilities within [x] time period

Denominator: Total number of live births to syphilis seropositive
women in [x] facilities within [x] time period

MOH reports/
MCH/PMTCT
programme
records/patient
registers
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Tool 3. Sample baseline survey & routine monitoring
checklist for integrated syphilis and HIV package in PMTCT

Al. How many pregnant women attended the antenatal care clinic (total)?

A2. How many pregnant women attended antenatal care for the first time
before 16 weeks gestation?

A3. How many pregnant women attended antenatal care for the first time after
16 weeks gestation?

A4. Number of days health facility experienced stock outs:

HIV Test Kits

Rapid Plasma Reagin test kits (reagents and test cards)

Syringes (for rapid plasma reagin)

Penicillin

Rapid syphilis test kits

B1. How many pregnant women were tested for syphilis?

B2. How many pregnant women tested positive for syphilis?

B3. How many syphilis-positive women were treated with at least one dose of
benzathine penicillin?

B4. How many syphilis-positive women were treated with the first dose of
benzathine penicillin on the SAME day as their test?

B5. How many syphilis-positive women received their first dose of treatment
before 16 weeks gestation?

C1. How many pregnant women were known HIV positive before this
pregnancy?

C2. How many pregnant women were tested for HIV?

C3. How many pregnant women received their HIV test results?

C4. How many pregnant women tested HIV positive?

C5. How many HIV positive pregnant women received a maternal dose of
anti-retroviral (ARV) prophylaxis?

C6. How many HIV positive pregnant women were referred to care and
treament?
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Tool 4. Monitoring Report Template

Study Title

Site Name

Site type

Central Laboratory [0  Clinic O

Name of site director/manager

Participants in field visit

Prepared by

Annex (list of persons met)

Date of last monitoring visit at
this site

Results

Observations, Recommendation and Action Plans

Detail any deviations from the study protocol, non-conformances and corrective actions

performed on site
Conclusions
Signatures (Monitor and Reviewer)
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Tool 6. External monitoring checklist

Key to symbols used in check boxes:

1=Poor 2 = Medium 3 =Good X=No O = Not applicable
Activity Result | Observation/Comments
1.1 | What is the condition of the building/ O Lighting
work area? Ventilation
Temperature
Noise
Benches
Storage space
Office space
1.2 | Isthere adequate laboratory space/
workbench for testing?
Is the area large enough? Is the area
clean? O
1.3 | Does the laboratory conform to any
national standards/accreditation
body? O
1.4 | What types of communications are Post, telephone, fax, mobile phone,
available? computer (with e-mail, printer,
O internet), photocopier
1.5 | Is the facility maintained in a clean
and sanitary condition? 0
1.6 | Isthere separate examination room/
consultation room? 0O
1.7 | Is there adequate electricity and What % of day is there electricity/
running water? 0O running water?
1.8 | Are gloves available and used
routinely? O
1.9 | Are hand-washing supplies and
facilities available in a convenient
area? O
1.10 | Do the facility staff have access to
reliable form of transportation
(vehicle, motorcycle, bicycle) O
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Activity Result | Observation/Comments

3.1 | Has the site documented and Standard Operating Procedures for
implemented procedures to identify Biosafety (refer section 5.7)
and manage biohazard and risks? O

3.2 | Is Personal Protective Equipment O Lab coats/gowns, gloves, mask,
(PPE) available and used? footwear
Are lab coats and laboratory linens
routinely washed?

3.3 | Is biohazard waste disposed of Does disposal comply with local
safely? O standards?

51

Does facility have a storage and
archiving system for SOPs and
records?

Hardcopy or electronic copy?

Are all procedures stored in a
laboratory procedure manual that
is easy to access?

4.1 | Is refrigerator clean and organized?
|
4.2 | Are refrigerator/freezer
temperatures monitored and
recorded, if present? O

Hardcopy or electronic copy?

52

Are Standard Operating Procedures,
forms and templates present and
visible in the clinic, including:
Operation of SD Bioline?

Quality Assurance/Quality Control
testing?

Blood draw/finger prick?
Training?

Supply chain management?
Biosafety?

Ministry of Health Standard
Operating Procedure for
anaphylactic shock?

Standard Operating Procedures
document that procedures are
pre-specified
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Activity

Result

Observation/Comments

6.10

What is the geographical coverage of
testing?

6.11

Is written informed consent from
patient required?

6.12

Is syphilis rapid testing
integrated with HIV rapid testing?

6.13

Are partners tested and treated?
Are patients counselled in the event
that the partner does not attend for
testing and treatment?

6.14

Are there clinical algorithms for
testing and treatment visible in the
clinics?

6.15

How are weak positives managed?
Is this detailed in the Standard
Operating Procedures or in an
algorithm for re-test?

6.16

Is there immediate treatment when
test positive?

6.17

7.1

Is Same Day Testing and Treatment
recorded?

Do the personnel carrying out
process control have adequate
training for the tasks and have
adequate knowledge of the quality
management system?

Supporting evidence from training
records and evidence of the quality

control process to assess personnel.

Training procedures signed off by
supervisor/trainer (refer to
section 2.2)

7.2

How often are internal quality
controls carried out?

What is the source of quality control
material used?

73

How often are external quality
controls carried out?

What is the source of quality control
material used?

Standard Operating Procedures
document that procedures are
pre-specified

7.4

Do quality forms include appropriate/
related information for testing?

7.5

Are quality control records up to date
and reviewed?
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Activity

8.1

Is there a documented process

/inventory control to provide and
maintain stock and for ensuring
purchase orders and follow up?

Result

O

Observation/Comments

Standard Operating Procedures for
Biosafety (refer section 5.7)

Stock Card and Daily Stock Inventory Card.
Ensure that forecasting, inventory
management, distribution, management
information systems are adequately
addressed.

Is there effective control for planning for,
placing orders for, and verifying purchased
products?

8.2 | What is the distribution plan for rapid O i.e. delivery to a central warehouse/
tests? distribution unit for storage and shipped
to facilities according to demand
8.3 | To how many facilities are O Central stores
products being distributed from
central stores?
What % of the country is being
covered for distribution?
8.4 | How are supplies distributed? O Car/van/motorbike/bicycle
8.5 | Are there any significant challenges Central stores, Lack of roads, very long
in distributing products to health distances
facilities? |
8.6 | Is the site ever unable to perform Log book/ stock cards
testing because there are no kits/
supplies on hand?
If yes, how frequently does this
occur?
If unable to test, how is information
supplied to clients? O
8.7 | What is the average distribution Monthly, quarterly?
schedule to the health facilities?
How is the requirement for product By average consumption?
guantity determined? O
8.8 | Is there sufficient capacity to ensure Covered trucks, cars, sealed boxes, renting/
products are distributed in timely and purchasing additional vehicles, outsourcing
safe manner? O
8.9 | Is minimum stock on-hand? At facilities and distribution centre
(if applicable)
O Look at re-order levels
8.10 | Is there trending of stock/stock-outs Check stock control cards
to improve forecasting? O
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