9
HIV Surveillance in Military 3/4/03


PROTOCOL

FOR HIV SURVEILLANCE

AMONG THE MILITARY PERSONNEL

 IN SIERRA LEONE
HIV/AIDS Health Sector Response Group

Ministry of Health and Sanitation

Sierra Leone








March 2003

Prepared by: M&E Coordinator ARG-MOHS, Disease Surveillance Officer, DPC,  

and the TB/Leprosy Control Programme, MOHS.

BACKGROUND AND RATIONALE

As HIV continues to spread around the world, it has become increasingly apparent that the epidemic does not follow the same course in all societies. Rather it affects different geographical areas and population subgroups in different ways at different times. 

Military Personnel are a population group at special risk of exposure to sexually transmitted diseases (STDs), including HIV. In peace time, STD infection rates among armed forces are generally higher than in civilian populations; in time of conflict the difference can be as high as 50 times or more. A 1995 survey estimate in Zimbabwe places the infection rates for the armed forces at 3 to 4 times higher than in the civilian population. Recent comparative studies in UK and USA showed that military personnel have a much higher risk of HIV infection than groups of equivalent age/sex in the civilian population. Armed forces in other parts of the world reflect the same phenomenon.

Probably the single most important factor leading to high rates of HIV in the military is the practice of posting personnel far from their accustomed community or their families for long period of time. Aside from the emotional stress this places on the individual, the practice encourages use of commercial sex. In addition, the military’s professional ethos tends to excuse or even encourage risk-taking. For instance, the willingness to accept risk is highly important in combat, but off the battlefield it may increase soldiers willingness to engage in unprotected needlessly risky behaviour, such as, unsafe sexual intercourse. 

HIV in the armed forces is a threat not only to military personnel and their families but also to the wider community. Their regular and casual sexual partners in the civilian population are at risk of infection, and ay pass on the infection to other civilians.  

The rationale for studies among the military is to help in identifying who is infected and who is at risk of infection. Surveillance data could help identify which behaviours put them at risk and interventions that can prevent the further spread of HIV. 

Statement of the problem.

Surveys conducted by organisations and individuals see to suggest that the HIV prevalence in Sierra Leone is rising. All conditions are present for a potential explosion of the epidemic in the coming years - chronic poverty, high unemployment, destroyed public infrastructure, lack of trained personnel, low literacy levels, high mobility, drug use/abuse, increased sex work, presence of foreign troops, poor diagnostic and therapeutic facilities for sexually transmitted infections, and poor awareness about the disease.  There are also traditional practices which increase vulnerability to HIV infection, such as, early marriage, wife inheritance, polygamy, multiple sexual partners, the use of unsterilized instruments for tribal/society marking, circumcision (both male and female) and certain methods of traditional birth attendants. Of particular concern is the opening up of previously isolated areas and the consequent freedom of movement which forecasts a mixing of people from different prevalence areas which could contribute to a further increase in HIV infection.

Preliminary results from a CDC/GOSL survey conducted in 2002, reported a National HIV prevalence of about 4.9%.  From this result, the HIV prevalence does not seem alarming, however the prevalence among certain sub-groups may be alarming. These sub-groups could drive the epidemic into the general population, thus increasing the overall prevalence. 

The HIV prevalence among the armed forces, a potential high-risk group, is unknown. There are indications that it is high. At the 34 Military hospital in Freetown, in the year 2001, out of a total number of 1,259 requests made for HIV testing, 200 (15.9%) were positive; and from January to October 2002, out of a total of 1360 HIV tests requested 240 (17.6%) were positive. No systematic study has yet been undertaken to determine the prevalence among the Sierra Leone army and to identify the behaviours that put them at risk.  Hence, the need for undertaking a HIV biological and behavioural survey among the military. 

Data obtained from this survey could serve as baseline information to help evaluate interventions program for reducing the spread and mitigating its impact.

OBJECTIVES

The objectives of the survey are:

1. to determine the extent of HIV transmission among the Military population of Sierra Leone.

2. to describe the socio-demographic and behavioural determinants of HIV in the military.

3. to monitor trends of HIV infection among the military.

4. to improve planning and HIV service delivery in the military.
METHODOLOGY

This is a descriptive, cross-sectional study of HIV among members of the military.

This study is one of a series of studies that will be conducted every two years as part of the HIV sentinel surveillance system.  The following protocol refers only to this first study to be conducted in 2003.

Study Area

The study area includes the four regions of Sierra Leone. Participants will be selected from all the brigade headquarters in Kenema, makeni and Kono, the Freetown Garrison at Wilberforce, the various battalions and the administrative and minor units located in Freetown. 

Selection of Military personnel

The selection of military personnel will be done in collaboration with the Ministry of Defence and the command structure of the different brigades/garrisons included in the sample.  For reasons of military strategy, the study will not have access to a formal sampling frame. 

Participants will be randomly selected from a serialised (i.e. numbered 1,2,3….) copy of the nominal roll of each brigade, battalion and administrative unit. Survey participants will be randomly selected taking into account the representativeness of rank and location. The number of participant selected within each rank and at each site will be in proportion to the number actually present in that rank at the given site. Commanders will warn men in advance to stay in their ranks.

Those selected for inclusion in the sample will be invited to a place prepared for the purpose (dispensary, soldiers hall, officers hall, etc).  Everyone will be free to refuse to participate in the survey and will not be sanctioned in any way for doing so. Commanders will not participate in the selection process, nor in the organization of interviews or blood drawing. If someone refuses to participate, he will in any case stay in the interview room for a sufficient period of time so as not to reveal the refusal.  

Calculation of Sample Size

To estimate the HIV seroprevalence among the military personnel, the sample size will be calculated so that the obtained result of the study may be within 2.5% percentage points of the true value with 95% confidence.

HIV prevalence in the general population is about 4.9%.   Studies in Guinea reported a HIV prevalence of 11% among the military. We therefore anticipant that the HIV prevalence among military would be between 4.9% – 11%. Assuming the HIV prevalence in the military in SL is 8% the required sample size will be:


n = 3.84p(1-p)/d(, p= proportion of TB cases who are HIV +ve = 0.08


d = measure of precision. 2.0%


N = 3.84* 0.08*0.92/0.0004.
n = 706.  

Collection of samples.

Operational Procedures

A pre-study sensitization will be conducted in all the brigades, battalions and administrative units of the Sierra Leone Military informing them of the study. 

1. All the selected participants will be told about the purpose of the study and their consent requested for participation. 

2. Those who agree to participate will be offered pre-test counselling. They will be told that the test will be anonymous and unlinked, but if they chose to know their HIV status, then this could be arranged.  
3. They will also be requested to do an interview using a standard questionnaire. Basic demographic and data will be collected for all participants who agree to participate,  (namely, age, sex, rank, geographic area of residence) and then recorded in the data collection form (Annex 1).
4. 0.5mls of venous blood will be taken from each participant and identified by the serial number in the survey register. 
5. The samples will be stored in a refrigerator, until it is ready for collection to the National Reference Laboratory in Freetown. During transportation, the specimen will be stored in iceboxes. 

6. Specimens will be tested for HIV by ELISA or other rapid/simple methods  recommended by the National AIDS Programme.
7. Result of those who wish to know their HIV status will be sent to their treatment centres from where they can know their results on production of the result collection code number.

8. The result will only be disclosed to the patient after he/she has taken a post-test counselling from a counsellor.

A major disadvantage of this method is that participants who perceive themselves to be at risk of HIV infection may not participate in the study, resulting in a biased estimate of sero-prevalence (participation bias). It is however expected that with a proper explanation of the unlinked anonymous testing system, such refusals will minimal.

The Interview

The interviewer is in charge of administering the questionnaire to each participant after obtaining informed consent from the individual. Those selected to participate in the study will be received in an area prepared for this purpose.  They will be interviewed confidentially, each in the language he understands best. Informed consent will be obtained in private at the site of the interview. The study goals and activities will be explained in simple but understandable terms.  Participants will be told that all information and discussion about the study will remain confidential.  They will also be told that participation is completely voluntary, and that they can refuse to answer a question or withdraw from the study at any point.  The participant must explain the study activities to the interviewer to confirm that they understand the process.  Due to the sensitive nature of HIV/AIDS, consent for the study will be oral to better protect the participants.

Participants will be counselled about HIV/AIDS during the pre-test, and will be told how to receive their results and post-test counselling.  Arrangements have been made with clinics at each site to provide post-test counselling to those receiving their results.  These clinics will have the HIV test results by participant number only, and will give results and post-test counselling to any participant with a card showing their participant number.  Test results will be available one month after the screening is done. 

Blood Samples

The lab technician will take a 5 cm3 blood sample from each participant and then will properly prepare the sample.

The Blood Draw

The national procedures for the HIV screening test will be followed.  To obtain the blood serum, the sample will then be centrifuged in the laboratory at the study site.  The serum is then separated in two smaller samples, one for the screening test, and one for the confirmation test.  The two samples are kept at between 4 and 8 (C in the local hospitals, and transported in cryovial boxes, stored in coolers, and cooled with freezing packs from the site’s refrigerator to the main National Reference laboratory (NRL) for the testing, using the national approved procedure.  

Laboratory Analysis 

The serological diagnostic approach used in this study is based on the WHO/UNAIDS recommendations for HIV screening tests. At the NRL in Freetown, designated staffs register the samples.  Samples are tested for HIV, using the NRL’s reference testing algorithm including screening for HIV-1 and HIV-2. Non-reactive specimens are classified as HIV-negative. Repeat-reactive specimens are classified as HIV-positive.  This is outlined in the “National HIV testing guidelines” (currently under development). 

Quality Assurance and Quality control of NRL testing

The national reference laboratory will lead a national quality assurance program as outlined in “National Quality Assurance for HIV testing in Sierra Leone” (currently under development). Aliquots comprising a random sample of 5% of all specimens will be re-tested at the NRL. The NRL will also participate in an external quality assurance program with WHO, Centre for Disease Control (CDC) or Medical Research Council (MRC), The Gambia. 

Storage of specimens after surveillance

All specimens will be stored at NRL until completion of quality control testing at +2(C to +8(C or lower.  After quality control testing, specimens will be stored at NRL at –70(C for possible future evaluation.

Data analysis

Data will be analysed to determine site-specific and overall HIV prevalence rates, and to correlate the prevalence estimates with the collected socio-demographic and obstetric characteristics. Trends in HIV prevalence will be examined after the 2nd round of surveillance in 2004. 
Benefits to the participants 

The study objectives will be presented to the participants.  Their participation will be encouraged by explaining the importance of determining the HIV prevalence in the Sierra Leone military, and how this information is a crucial first step towards establishing a program that will successful control program.  Each participant will be given heath education messages after the pre-test counselling. National patriotism will also be stressed to encourage participation in the study.

Ethical considerations

The detection of HIV among study population could be sensitive; therefore confidentiality will be assured for cases who wish to know their test results and unlinking the results of those who do not wish to know their status. HIV testing will be performed anonymously, unlinked from any personal identifying information and away from the local surveillance sites central laboratory. Their informed consent will there be sought before inclusion in to the study.

Primarily ethical clearance will be obtained from the research committee of the Ministry of health. Absolute confidentiality will be maintained throughout the study. 

Sources of bias

Close supervision and training involving exercises will keep interviewers bias to a minimum. Simple and straightforward questions will further minimize the risk of variation. Measurement errors may result from recall errors or indifference of respondents. Standard measurement procedures will be used to limit the observer and instrument variations that are likely to occur in the laboratory. This may be controlled by recording place of usual residence and comparing with district of sampling. 

Another source of bias will be participation bias, as some patients will not like to be tested for HIV, even when there will be an option for unlinked testing. 

Benefits to the participants 

The study objectives will be presented to the participants.  Their participation will be encouraged by explaining the importance of determining the HIV prevalence in Sierra Leone, and how this information is a crucial first step towards establishing a program that will successfully control the Sierra Leonean HIV/AIDS epidemic.  National patriotism will also be stressed to encourage participation in the study.

All participants will be educated about the transmission risks of HIV and other STIs, and counselled about their potentially deadly health consequences.  Study participants will not be given monetary compensation, however, they will receive a free condom.

 Data Collection

The data collection plan includes:

· A preparatory phase consisting of 

a) Mobilizing resources and identification of partners.

b) Making contact with the military authorities to inform them about the study. 

c) Sensitisation of military personnel about the study.

d) Training the interviewers by teaching them qualitative and quantitative research methods, notably about controlling bias by following all the steps of the study process, and teaching them the selection process, preserving missing data, etc.  They will also be trained to provide pre- and post-test counselling.

· The study includes:

a)
Identifying the study sites and target groups

b) Constructing the study sample 

c) Selecting participants, seeking and obtaining consent, and then administering the questionnaire


d)
Obtaining the blood sample


e)
Explaining where study participants can receive their results


f)
Transporting the blood samples


g)
Centrifuging the blood to obtain two aliquots

h) Conducting the screening tests and confirmation test. 

i) Providing results by volunteer number to the study sites, and ensuring that participants know how to obtain their results

j)
Forwarding the data to the ARG office in Freetown.

k)
Entering, analysing and summarizing the data

 Organization of Data Collection 

The roles and responsibilities of the study teams will be as follows:

a)
Recruitment

b)
Informed consent

c)
Pre-test counselling and STI education

d)
Questionnaire administration

e)
Condom education and demonstration

f)
Responding to volunteers’ questions

Sampling frame.

Place
Number sampled

Western Area
300

Regions
406

Total
706

Budget.

Item
Quantity
Unit Cost
Total cost

HIV test kits


From ARG

Lancet
3000
200
600,000

Cold boxes
10
100
1000,000

Ice packs
30
10,000
300,000

Specimen
1000
500
500,000

Hand towels
5
3,000
15,000

Soap
20
500
10,000

Buckets
5
10,000
50,000

Condoms


From Military HIV Programme

Health Education materials/activities


8,000,000

Vehicle hire
60 days
150,000/day
9,000,000

Fuel
10 gals/day
60,000/day
3,600,000

Lubricants
2 months
45,000/month
90,000

Gloves
20 boxes
50,000/box
1,000,000






HONORARIA




External Consultant
1
22,000,000
22,000,000

Principal Investigator
1 x2 months
2,000,000
4,000,000

Epidemiologist
1 X 2 months
1,000,000
2,000,000

Statistician
1 X 2 months
1,000,000
2,000,000

Counsellors
4 X 2months
800,000/month
6,400,000

Laboratory technicians
2 X 1 month
800,000
1,600,000

Driver
2
400,000/month
1,600,000

Health Educator
2
800,000/month
3,200,000






Report writing
1 local consultant

5,000,000

Printing of report
100 copies
15,000
1,500,000

Miscellaneous


1,000,000

Total Cost


Le 74,465,000







