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Summary of Recommendations
Fact-Finding Study Team on AIDS control

in the Republic of the Philippines

The prevalence .Df AIDS and HIV infection in the Philippines is
relatively low among Asian countries, with 125 AIDS cases and 350
HIV infections'_ registered S0 far. ﬁnder the epidemioclogical
situation, it jis important to implement an effective prevention and
control - program which addresses the couétry’s potential risk
factors.

In this 'regard, “the following three measures are to be taken as
the priority:

{1) Strengthening of surveillance of HIV infections through
laboratory diagnosis network and blood screening.

(2) Training of health personnel to implement the program,

(3) Promotion of education activities on AIDS.

The Japanese assistance to the AIDS control in the Philippines
should follow the same strategies as above, which may include the

following .projects.

(1) Provision of HIV test kits for;

.C) promotion of vnluptary blood donation -through
100 % bhlood screening and safety assurance for
voluntarily donated blood, and

@ effective public 'heélth laboratory services Lo

establish surveillance network.

As for the screening of voluntarily donated blood,

it is necessary to make arrangement between DOH and Red



Cross so that provided tesf kits c¢an be used at Red Cross
blood centers.
The roleé and functions of public health laboratories
at different levels must be. well defined in the AIDS

control! program, and targets be clearly set by DOH.

(2) Provision of Equipment for AIDS research activities in
the Research Institute For Tropical Medicine. In the
discussion between the team and RITM mnembers request

was made for equipment for PCR and Flow Cytometry.

(3) Manpower training in laboratory diagnosis and felated
technologies. As for +the training of the Filipino
personnel, - the cooperatioﬁ and coordination éf the
Bureau of Research and Laboratory and RITM is desirable,
as the former is responsible for public secfor training
and the latter for private sector training.

In addition to the doﬁestic training, fhe "third
country training program on AIDS" .may be Jointly
offered by RITM and JICA to the neighboring countries

in Asia and the Pacific, so the human resocurces and
provided equipment can "be utilized for tréining of

researchers and health personnel in those countries.

(4) Provision of Equipment for AIDS Education
There are numbers of honmgovernmental organization
active in AIDS education directed to the general
public and various Earget groups. Measures to support
these NGOs by providing with such equipment as

personal computers, overhead projectors and video tape



recorders.will enhance their effectiveness in raising
public awareness and knowledge about AIDS.

The small-scale grént aid program administered by
the Foreign Ministry through the Japanese embassy in

the Philippines may be utilized for supporting NGOs.

Such Programs as abové mentioned are to be implemented in the
possible cooperation_with-the_United States Agency for International
Development (USAID), especially in the area of AIDS surveillance and

Education Project.
For Cobrdinated planning and smooth implementation of the project,
it is necessary for JICA to dispatch a projéct formulation team

which will work out the detailed plan with the counterparts in DOH

and USAID,
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INTRODUCTION

Human Immune Deficiency Virus (HIV) is the most devastating disease
of the twentieth century and continues to spread unabaled in most
countries. According to the WHO, HIV has possibly already infected
8-10 willion men, women and children worldwide and continues to
.grow ‘at the rate of 5000 per day. The Philippines is not spared of
HIV infection. The government estimates that 30,000 Filipinos now
carry the AIDS virus, but many believe that this is a conservative
‘figure. These people will probably all die of Acguired Immune
Deficiency Syndrome (AIDS) within the next 10 years, putting a
crushing burden on our society and reversing the benefits of
development.

In 1992, the National HIV Surveillance System (NHIVSS) completed
two surveillance studies in the cities of Baguio and Cebu. Results
from the two studies indicate that HIV prevalence rate were below
1%. However, one cannot conclude that HIV seroprevalence is below
1% in the Philippines because HIV infection is primarily a disease
of large urban areas and only one large urban area (Cebu) was
tested. Tt will then be important that the succeeding rounds of
HIV surveillance be focused on large and highly urbanized areas
where higher seroprevalence is most likely to be encountered.
Similarly, scarce resources should be focused on groups with high
risk behaviors that warrant preventive interventions.

OBJECTIVES

A. Overall Objecﬁive

To provide timely early warning of increases in HIV infection
or of high risk behaviors that may predispose the country to HIV
infection.

B. Specific Objectives

1) to provide early warning of dangerous levels of HIV
infection -

2) to estimate the incidence/prevalence of HIV infection among
surveillance groups (baseline appraisal);

3} to monitor trends in HIV infection;

4) to identify surveillance groups or subgroups and sites with

higher and/or lower rates of infection;

to identify risky behavior patterns for HIV transmission;

to project future occurrence of HIV infections;

to provide information for prioritizing and evaluating

intervention programs

~ 0
T
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Section L. Sett'ing Up An HIV Surveillance System

_ The National HIV Surveillance Strategy is a systematic and
regular collection of information on the distribution, and trends
of HIV infection in the different high risks groups identified at
a given time. This information can be used to develop, prioritize
and direct effective education; interventions, and risk reduction
activities. It can also be used to evaluate the effectiveness of
the control and prevention strategies. It will be timely, simple,
flexible, acceptable, sensitive, and representative.

1,1 Selection of Sentinel Groups

Wnen the prevalence of HIV remains low, Sscarce resources
should be focused on groups with the highest risk -behaviours.
Universally, high risk individuals include those persons who have
multiple partners. Blood for HIV screening of these groups can be
collected in Social Hygiene Clinics, establishments of work or in
areas where they are commonly found. If IV drug use is prevalent
or suspected to be, bloods samples can be collected 1in
rehabilitation and treatment clinics of this risk group.

These groups warrant preventive interventions in their own
right and represent the most cost-effective application of
resources early in the epidemic. Sentinel groups or particular
risk groups of the population shall be then selected according to
the following criteria:

. currently believed or known to be infected with HIV;

into which HIV is or may be spreading;

. can be identified and accessed;

. and whose behavior make them targets for HIV/AIDS prevention and
control activities,

L B I

1.2 Sample Size of Sentinel Groups

It is important that each site be able to monitor the level
and. trend of HIV prevalence, since these values may differ
substantially between sites. It is therefore reqguired to calculate
minimum sample sizes for each sentinel site. Sample sizes should
be calculated to detect a 1% prevalance if possible, which requires
300 individuals per risk group. For groups that are difficult to
access and collect, such as Freelance FCSWs or MCSWs, the target
should be 100 individuals, which will allow detection ¢ 5%
prevalence. ' :

1.3 Selection Inclusion/Exclusion Criteria for Sentinel Groups

The selection (interim} of surveillance groups for each
sentinel site will be decided by the Technical Staff of the FETP
National HIV Surveillance Unit.



A, Injecting dr
used injecta
subcutaneous,

Inclusion.

d.

ug users (IDUs) - are individuals who use or have
ble drugs recreationally whether intravenous,
and/or intramuscular within the last 5 years.

criteria:

‘IDUs who are attending treatment facilities

(rehabilitation centers, detoxification centers,
etc.) for drug abuse. They may be eilther
residential or treated as out-patient.

IDUs outside treatment clinics who are encouraged/
advised to consult treatment centers (e.d.
voluntary subnissions, ‘prisoners who: are
incarcerated because of possession or use o0f

‘prohibited drugs)

Exclusion

a.

Criteria;
IpDUs who have not injected drugs dufing the past 5

years.

Re-attending IDUs in treatment centers whose blood
has been extracted within the study period since it
is likely that such patients have been previously

enrolled as subjects.

To verify whether re-attending patients have
already been enrolled in the study, subjects should
be asked the date of the last visit to check
whether blood has been extracted. When no medical
record is available to prove the patients claim,
blood should be extracted and subsequently enrolled
as subjects,

B. Male patients of STD Clinies (MSTDs) - are men who consult

private and
clinics for

Inclusion

government sexually transmitted disease (STD)
treatment of STD.

criteria:

a. men who are consulting private/government STD
clinics for the treatment of STD.

b. they may be first time clients or re-attending
clients.

Exclusion

a.

criteria:

re-attending male STD patients whose blood has been
extracted within the study period since they are
already considered enrolled in the study.



Again, re-attending patlentb should be dshed the
date of the last visit to check whether blood has
beeh extracted. The patient is enrolled as subject
if no medical record is available.

C. TFemale commercial sex workers (FCSWS) « are women who exchange
sex for money and work in establishments for this purpose.

Inclusion criteria:

a. are those who work in establishments and exchange
sex for money -~ whether  regular workers ' or
contractuals (dancers and models). '

Establishments may include bars, casa, massage parlors,
night clubs, beer houses, etc.

Exclusion criteria:

a. ancillary staff, such as cashiers and floor
managers who do not engage in sex work.

D. Male commercial sex workers (MCSWs) - are ‘individuals who
exchange sex for money and work in establishments for this
purpose.

Inclusion criteria:

a. men who work in establishments and exchange sex for
money. The clients of the male CSW may be male or
female.

b. all identified men who engage in sex in exchange

for money and voluntarily agree to participate in
the study (e.g. paid partners of MSMs).

Exclusion criteria:

a. ancillary staff such as security guards, floor
managers and other staff in the establishment who

do not engage in sex for money.

Reminder: Male clients of male CSWs are eligible for
inclusion in the "Men who have sex with men”
surveillance group. They do not meet the inclusion
criteria for male CSWs.

E. Free lance FCSW {(FLSWs) - are women who exchange sex favors
for money and do not work in establishments (streetwalkers)
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Men who have sex with other men (MSMs) - are men who have sex
with other men for their own pleasure.

Inclusion criteria:

a. wmwen who negotlate sex wWith male commercial sex
workers

b. MSMs in establishments or géy vernues Ssuch as gay
bars, beauty parlors, dress shops or gay
organizations.,

c. all identified MSMs who voluntarily want to
participate.

Exclusion criteria:

~a. male commercial sex workers

1.4 Surveillance Site Selection

For each sentinel group to be included 1in the survelllance
accessible sites with sufficient attendees must be identified. Data
from previous HIV prevalence assessments can be used to assist ‘in
the selection of sites. Selection of surveillance sites will then
be based on the following criteria:

1.

the number of HIV positive individuals identified in a
particular area or known to come from the area;

availability of risk or sentinel groups;

a reliable laboratory is available to perform serclogic tests
for HIV;

geographical representativeness of the site; and

on-site staff must be willing to cooperate and be capable of
conducting surveillance for at least 5 years.



1.5 SURVETILLANCE METHODS

A,

SENTINEL SURVEILLANCE GROUPS

Injecting Drug Users (IDUs)

Female Commercial Sex Workers in establishments (FCSWs)
Free Lance FCSWs (FLSWs)

Men Having Sex with Men (MSM)

Male Commercial Sex Workers ({MCSWs)

Male with STD (MSTDs)

-

B. STRATEGIES FOR COLLECTION OF DATA/SPECIMEN

I. Number of Samples and Method of Testing

Surveillance Group ' Sample Size Metho@ of

' ’ Testing
IDUs 300 Vol. anonymous
Male STD Patients 300 =Ahony.:unliﬁked
FCSWs 300 Vol. anonymous
MCSWs . 100 Vol. anonymous
MSMs 300 ' Vol. anonymous
FLSWs 100 Vol. anonymous

ITr..

Method of Testing

Unlinked anonymous — this method tests blood drawn for other
purposes for HIV antibodies without the subject’s knowledge
and with "all identifying .data removed. Thus, counselling
cannot be provided.

Voluntary anonymous testing - the volunteers do not give
identifying information although demographic and other
information shall still be collected. The volunteer shall be
assigned a code humber which can be presented to retrieve
results. Results shall be released only if the volunteer

agrees to undergo counselling (please note: counselling shall

be provided to volunteers whatever is the result). Entrance of
selection and information bias shall depend on the credibility
of the system for maintaining anonymity of the volunteer.
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C. ACCESS TO THE RISK GROUPS

Risk groups will be accessed in their place of work or in
places were are they are usually found as stated above. Table 1
summarizes where subjects are 11kely to be found and where data and
specimen will be collected.

Table 1. Place of Access of High Risk Group
National HIV Survelllance System, 1993

Risk Groups ' place of Access
Female Commercial Sex Workers {FCSWs) Commercial
_ establishments
‘Male Commercial Workers (MCSWs) | cay bars and gay
: venues
Men who have sex with men (MSMs) Gay bars and sex
' venues
Male STD patient (MSTDs) Private and gov't

social hygiene and
STD clinics

Injecting Drug Users (IDUs) Rehabilitation
' clinics/centers

Free lance FCSWS.(FLSWS) Streets of trade

D. STEPS IN ACCESS AND DATA/SPECIMEN COLLECTION
1. Mapping

The purpose of mapping is to determine all possible collection
sites where surveillance groups can be accessed as well as to get
an estimate of the number of subjects/clients for the duration of
the data cocllection period.

a. Injecting Drug Users (IDUs)

All treatment clinics providing sérvices for IDUs will
be identified. The average number of IDUs treated in the
clinic per month will also be determined. If the total
estimated number of IDUs in all the centers identified exceed
the sample size, treatment centers can be randomly selected
until the. targeted sample size of IDUs is obtained. If the
estimated number of subjects are less than the sample size,
all potential subjects will be enrolled. IDUs’ network of
friends can also be potential sources of subjects.
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A letter code will be assigned for each treatment clinic.
During the mapping process, a point person in each treatment
clinic should be assigned to be responsible of all the
surveillance activities within the said c¢linic which include
organizing/scheduling of data collection activities, advocacy,
and briefing of potential clients. Orientation of the point
person and other staff of the treatment clinic may be done
during the mapping or may be scheduled at a later date.

b. Male STD Patients (MSTD)

A)1l government and private STD/VD clinics in the surveillance
site shall be identified and listed. The average number of
male patients consulting for STD per month shall be
determined (Follow steps in la). A letter code for each clinic
shall also bhe provided :

Physicians will be encouraged to reguest for VDRL for all male
STD patients. It must be emphasized that a portion of the
blood tested for VDRL will be tested for HIV antibodies and
that, the subject will not be told of HIV test and result.
VDRLs ‘may be offered to private STD Clinics to ensure and
promote cooperation in data/specimen collection.

¢. Male and Female Commercial Sex Workers

All establishments such as bars, casa, massage parlors, gay
bars, etc will be identified. The number of CSWs (male or
female) working in each establishments will be determined to
estimate the number of eligible CSWs (See la for steps to
take).. A letter code will be assigned to each establishment
where the subjects are accessed.

d. Men who have sex with men

All entertainment establishments or venues where MSMs can be
found such as gay bars, beauty parlors, dress shops, gay
organizations and through their network of friends will be
located (See 1la for activities to undertake)}. The number of
MSMs in each venue will be determined to estimate the number
of subjects who will be recruited. '

Gay venues will be assigned a consecutive letter codes. All
MSMsS in each venue will be identified and taken as subjects.
During mapping, the manager or owner of each venue will be
.oriented on the objectives and activities of the surveillance
after which pre-test counselling and data/blood collection of
the MSMs will be scheduled,



Free Lance FCSWs

All areas (streets, plazas, recreation centers, plers)
that are frequent ply routes of Free Lance FCSWs must be
identified. Access may include their network of friend

~among FCSWs in establishments, pimps, policemen and their

other contacts. A letter code will be assigned to each
area where the subjects are accessed.

E. DATA COLLECTION

A.

B.

Pre-test Counselling

Pre- test.counselllng should be conducted before interview

to make the subjects aware of the objectives of

surveillance, give them assurance that testing is
anonymous, explain the confidentiality of the testing
process, the meaning of the test results, and the
benefits of knowing their  results personally The
procedure of data and specimen collection should then be
explained and how they can avail of their test results.

Mass pre-test .counselling may be conducted when the
subjects are collectively gathered or may be given
individually as the case wmay be.

Sampling {Recruitment of Subjects/Clients)

Recruitment of sub]ects shall be done "on-site". The
surveillance team, composed of the interviewer, verifier
and phlebotomist, will visit these sites (establishments,
clinics, treatment centers, etc.) on a pre-arranged
schedule. Subjects shall be enrolled sequentially as
they voluntarily present themselves for interview.

For 1IbUs, the physician or the designated person will
identify the eligible subjects. Patients will be enrolled:
sequentially as they visit the centers until the sample
size is obtained.

For Male STD patients where testing 1is - unlinked

anonymous, all patients with VDRL testing shall be
enrolled sequentially as blood samples are taken.



C. Coding

city/surveillance group/Collection Site Code

The City/Surveillance group/Collection
right hand corner of each form are four
blocks shall bear the the city code,
surveillance group code, and the fourth
site code.

code situated in the
blocks. The first two
the third block the
block the collections

The city codes for each surveillance site have been previously

determined as follows:

Quezon City -~ QC
Cebu City - CC
bavao City -~ DC

The surveillance group code, previously determined shall
be entered in the third block as follows:

Injecting drug users
Male STD patients

Female Commercial Sex Workers -
Male Commercilal Sex Workers -
Men Who Have Sex with Men -

Free Lance FCSWs

The fourth block shall contain the
collection site (treatment centers,

previously assigned during the mapping.

D E"Hng

letter code of the
establishments, etc)

Example: City/Group/Collection Site Code for IDUs

BE

[_—> collection site code
> Surveillance group code
> City code (Surveillance

Client Codes

site)
- shall be assigned seguentially for each

subject as a three digit number starting from
001 and =0 on.



Pp. Report Forms
pata Collection Form (Form 1)

It is important that accurate information are elicited from
the clients. The most effective way i to get an idea of the
common Jjargon that the subjects are familiar with in their
place of work. ' '

The information to be collected are the date of interview,
middle initjial, age, sex, civil status, number of sexual
partners per week, condom use, history of IV Drug use in the
last 5 years, number of times a week injecting drugs, and
history of blood transfusion the last 5 years.

In addition to the information above, for C8Ws, the place of
work, and the presence or absence of health card shall be
asked. :

All the data collection form will be forwarded to local
sentinel manager for collation in the summary form.

Blood Extraction Form

The blood extraction form shall be accomplished by the
interviewer except for the date of blood collection that will
be accomplish by the phlebotomist.

ICIient Cards

The purpose of the client card is to maintain confidentiality.
A client card will be issued to all subjects except to male
STD patients. The client card shall bear the city,
surveillance group, collection site code, and the date of the
interview and blood collection. Patients must be instructed to
keep the card for them to get their test result. Before
issuing the client card, it must be signed by the interviewer.

Exanple of a Client Card for FCSWs

QCPA - 001
4721793




VDRL Request Form

Since MSTDs will be tested anonymous unlinked, all subjects
will be tested for VDRL. Portion of the blood sample for VDRL
testing will be tested for HIV antibodies. All STD patients
shall be issued a VDRL request form wheré the patients name,
age, and the date of blood collection is written. It should be
emphasized that the subjects will not be told that their
blood samples will be tested for HIV. .

Example of a VDRL requést form

To: SHC Date

Name Age
Request for VDRL

Physician

Summary Report Form (Form 2)

After 1aboratory testing, results will be entered in the
summary form. The summary form will ceontain all the
information collected and the laboratory results. The form
will initially be accomplished by the phlebotomist to £il1ll
in the client code, and the date of collection. This will
also serve as the roster of speclmen collected for the day.
Tt will be forwarded to the testing laboratory with the data
extraction form. After accomplishing the form it is
forwarded to the local sentinel site manager.

It is advisable to have the forms and client cards already

pre-coded before going to the collectionsite to save time
and avoid confusion in labelling.

¥. DATA FLOW and REPORTING
1. Data collection forms: All Data collection forms will

be forwarded by the interviewer to the head of the
local sentinel site team.



2. For female CSWs, male CSWs, and MSMs where subjects
were interviewed in groupsg, submission of the
collection forms can be done by batches.

3. For the IDUs, a designated sentinel site personnel
collects the forms from the interviewer in the
clinics/centers and forwarded to the head of the local
sentinel site for data consolidation.

4, For each site, data collection, entry and analysis will
be under the joint supervision of the head of the local
sentinel site and FETP.

5. The Site Managers will review the forms to be sure they
are filled out correctly. If there are errors, the
site manager will contact the interviewers so that they
can be corrected. If it is impossible to correct the
form, that subject will be excluded and another subject
will be collected to take his place.

6. The Local Site Manager will identify an individual to
enter the data into the Computer. If there is no
computer or person capable of entering the data, these
will be provided by FETP.

a. Data files will be kept on floppy disks, which
will be kept in secure places. _
b. At the end of each session of entering data, the

data entry clerk will make a copy of the data file
and give it to the Site Managers, so there will
always be 2 coples of the data. o

7. Site Managers will review the data files at least once
each week to confirm that it is being properly entered.

8. At the end of the data collection period:
a. copies of the data files will be provided to
National HIV Surveillance System (FETP).

b. The National HIV Surveillance System (FETP) will
review local report, consolidate the files and.
produce a National Report.

c. All reports will be submitted to the program
director of the National HIV Surveillance System
(FETP) and discussed with Asst. Sec. Reodica (0SC})
and NAPCP before release,
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G. SPECIMEN COLLECTION, HANDLING AND PRANSPORT to TESTING
LABORATORY

'1. Blood Extractibn (at:the collection siﬁe)

1.1

The blood extraction form is detached and the client is
directed to the phlebotomist (sentinel medical
technologist) or a verifier (also a member of the
surveillance team).

The phlebotomist or.the "verifier" shall verify the
concordancy of the codes in the blood extraction form
and client card. A blood collection tube is then
labelled with the same codes as in the blood extraction

" form and date of blood extraction. The client code and

the date of collection is entered intoc the summary form
which also serves as the roster of specimen collection.

A 5.0 ml of blood is drawn by the trained phlebotomist.
Where blcood extraction may be staggered, as in I1DUs
attending treatment clinics, the nurse or the attending
physician shall perform the blocod extraction.

Note: Personnel who shall extract blood are advised to

undergo training in phlebotomy (if necessary) to
avoid: S

1. specimen hemolysis

2. 'undue discomfort to the clients

3. accidents like needlestick injury

1.4 Safety Precautions during specimen collection should be

1.

6

practised.

1.4.1 Wear gloves during blood extraction, handlinq, and
transport of specimen.

1.4.2 Collect blood samples with LAB MAT IN PLACE.

1.4.3 Never MANUALLY RECAP NEEDLES. "Scoop" needle caps
if it is necessary to recap to prevent any
accidental exposure.

1.4.4 Discard needles in puncture resistant containers

(e.g. soft drink cans). Seal opening of soft drink
can with several layers of masking tape. Label can
with "CONTAMINATED".

After blood extraction, the phlebotomist affixes

initials on the client and the blood extraction form.

A member of the surveillance team shall see to it that
a blood sample is drawn from every client after
interview.



1.7 For male STD patients, the physician or a sentinel site
phlebotonist extracts blood for VDRL testing. The blocd
extraction tubes should be labelled with the name of
the patient and the date of specimen collection. The
blood samples are then referred to the Soclial Hygiene
Clinic for VDRL testing with the corresponding VDRL
reguest form.

1.8 Procedures for Decontamination and Disposal:

1.8.1 For "“Combustibles"

a.

Discard/Dispose all contaminated materials
(i.e. gloves, cotton, lab mat sheets, etc..)
in a trash (biohazard)} bag.

Secure trash bags tightly with enough air

space. Label bag with '"BIOHAZARD'" or
WCONTAMINATED'.

Endorse contaminated materials to responsible
personnel for appropriate disposal.

Burn in a designated and secured place within
the hospital or city health grounds.

.2 For "Sharps®

a.

Note:

‘Sealed puncture-resistant cans with used
‘needles soaked in Sodium Hypochlorite can be

disposed in two ways:

through incineration in hospitals or city
health facilities where a functional
incinerator is available;

by burying in a designated and secured area
in the hospital or city health grounds
Trash bag - incinerate

To avoid possible reaction if Sodiunm
hypochlorite solution with organic -substances
present in moist/wet ground leading to-the
production of toxic, non-environmental
friendly substances, the site for burying
should be on a dry location.

2. Specimen Handling and Transport (from the collection
site to the testing laboratory)

2.

1 The specimens should be placed in a test tube rack

to maintain them in an upright position and
transported in a carrier or collection bag strong
enough to protect the contents from physical
damage while in transit.
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Submit specimens to the Regional Health/City
Health testing laboratory/BRL together with the
summary form (Form 2) and the blood extraction
forms. The forms should be protected from getting
contaminated with the specimen.

The summary form is countersigned by the persoﬁnel
in the testing laboratory upon receipt of the
specimen. :

Keep specimens refrigerated until processed. 1f
possible serum should be separated within 24 hours
to avoid hemolysis.

For specimens collected from male STP patients:

a) Transfer at least 1.0 ml of serum to a
cryogenic vial labelled with the age of the
patient and date of collection..

b) Keep refrigerated until transported to the
" Regional Testing Laboratory.
c) The medical technologist in the Regional

Testing Laboratory assigns the client code
sequentially and fills up duplicate copies of
Form 2, entering the client code, .date of
coliection and age.



H. HIV ANTIBODY TESTING

HIV Antibody Testing shall be performed in the Regional Health
Laboratory in Davac; in the City Health Laboratory in Cebu City,
and in BRL for Quezon City.

The serum pooling method for HIV antibedy testing using the
Particle Agglutination Test will be employed. Briefly, individual
samples are grouped into batches of 5 and tested as one. The
components of a reactive batch or pool are retested. Reactive or
equivocal pool(s)and its components are sent to the Research
Institute for tropical Medicine (RITM) for confirmation. Results
of confirmation shall be forwarded to the Local Sentinel Site
Manager and to the Central Office Site Manager if necessary.

I. SERUM POOLING GUIDELINES for HIV ANTIBODY TESTING

The following guidelines must be followed precisely to minimize
loss of test sensitivity, validate and monitor the technigque and
so provide assurance as to the effectiveness of the procedure and
the rellability of the results. It is therefor necessary that
documentation of specimens as well as the pooling and testing:
procedures be carefully monitored.

1. DOCUMENTATION: Record serum samples by surveillance group
in the Laboratory Form 3: Laboratory Roster, entering the
specimen I.D. and date of specimen collection. Individual
sera should be grouped in batches of 5 and assigned a Pool
I.D. number Bracket grouplngs. In case where there are only
2 - 3 or 4 serum remaining (i.e end of collection), group
these samples appropriately and assign a Pool 1I.D. number.
The Pool I.D. number should bear the city code, the
surveillance group code and the pool number.

Example: QCSPO0O0O1

City Code Surv. Grp. Code Pool Number
QC .8 _ POO1 .
Where: QC - Quezon City S - Male STD Patient
2. POOLING PROCEDURE

2.1 Allow samples to clot fully. Avoid samples which are
grossly lipemic, hemolyzed or contaminated. Such
samples should be tested as individual samples. Do not
include in the pool.



3.

3.1

Label the necessary vials with the appropriate specimen
I.D. number and date of collection or pool I.D. number

‘and date of pool preparation. Use clean sterlle vial.

With a micropipette, dispense 100 ul of the individual
sera into the corresponding labelled pooling vial, S
sera per pooling vial. Mix each pool thoroughly. Check
with Laboratory Form 3 (see Annex) while dispensing
sera to ensure correct poel components. Use sterile
tips. Likewise prepare a pool of Pool QC panel in the
same manner as the samples everytime the samples are
processed {(i.e., pooled: before testing). indicate date
on Pool QC vial. '

Transfer individual serum samples into appropriate
vials. Use sterile pasteur pipettes.

In situations where a pool of 5 individual samples

could not be made yet, transfer any available sera into
its appropriate individual vial to prevent hemolysis on

‘standing. Keep refrigerated up to 5 days. Otherwise,

freeze (preferably at - 20 C if avallable) until pools
can be prepared

Store individual and pool samples in corresponding
cryoboxes according to the surveillance group from
where the samnples were collected.

Freeze individual samples. Pooled samples may be kept

refrigerated if HIV testing will be performed within 5
days. Otherwise, freeze until tested.

ASSAY PROCEDURE

Prepare the necessary reagehts-dhd materials as in the
normal manner. Dilute the gelatin particles according
to the manufacturer’s instruction.

Select the samples to be tested including the Pool QcC

‘vial. Mix each pool prior to testing.

Prepare testing protocol in the Laboratory Form 4
Laboratory Protocol (See Annex). Record the plate:
identity and the individual well number for the kit

positive control, Pool Quality Control (QC) sample and

the pool(s) to be tested. Record date of testlng, the
name of the technologist number/date of expiry and date

‘of testing.

Proceed with testing following exactly the PA procedure
stated in the kit instruction (Annex)

S



Record results in the testing protocol (Lab Form 4}.

Retest individual samples from reactive and eqguivocal
pools following the pooled serum HIV testing strategy:

3.6.1 . Select the individual sample components of
the reactive or eguivocal pools. Mix prior to
testing. : :

3.6.2 Prepare testing protocol as in 3.3

3.6.3 Perform assay'as in 3.4 Oomit Pool QC sanmple

in this step.
3.6.4 Record results.
Send reactive/equivocal pool(s) and individual

components to RITM. This should be accompanied by Lab
Forms 3 and 4 indicating the initial screening result.

. Freeze any sera remalning after tests are completed.

These sera (with accompanying Lab. Form 3) will be
retested/used for guality assurance purposes. (See
section 6. 4) '

Complete the necessary documentation to enable release
of the results, i.e. Lab Form 3 and Summary Report
Forms. Countercheck all entries before submitting
results to the sentinel site manager. Keep a duplicate
file for guality assurance purposes,

II. HANDLING AND TRANSPORT OF SPECIMENS TO RITM for Confirmatory

Testing.

4.1 Make sure the specimen vials are tightly capped. Secure
cap with parafilm. :

4.2 Reactive and individual cémponents should be placed in
a double plastic bag with absorbent material (tissue
paper or cotton).

4.3  Samples for quality assurance purposes should be placed
in corresponding cryogenic boxes. Place box in a
plastic bag.

4.4 Samples should be accompanied by Lab Form 3. Do not
forget to enter your LABORATORY CODE. Lab. Form 3
should be sealed in a separate plastic bag and wrapped
around or attached firmly to the specimen box or bag.

4.5 Transport/send to RITM in an insulated carrier

(Styrofoam box) containing ice packing.



4.6

Arrival at RITM should be planned to avoid weekenis and
holidays. Otherwise, please give advance notice.

IITI. REPORTING of HIV TEST RESULTS

5.1

Results of HIV testing should be kept CONFIDENTIAL at
all times and should only be reported to AUTHORIZE
personnel.

All forms should be kept in a secured place. Access

should be limited only to laboratory personnel involved

in the surveillance progranme.

Relay any available results (Summary Report Form 2) to
the sentinel site manager as soon as possible
regardless of pending supplemental (confirmatory) test
results.

Results of conflrmatlon will be reported to the tastlng
laboratory.

IV. LABORATORY QUALITY ASSURANCE

Pool Quality Control panel for the pooling method will
be provided by RITM.

Records and testing procedure will be reviewed during
supervisory visits by RITM and/or BRL personnel.

A serum pooling proficiency panel will be sent for

‘testing by RITM. The panel should be treated in the

usual/routine the pooled serum technigue is being
carried out under normal conditions. The testing
instructions will accompany the panel.

Selected pools and individual components will be

retested at RITM. The procedure for selecting these
pools is as follows: .

6.4.1 Calculate the number of pools (to be
selected) equal to 20% of the total pools
prepared for each surveillance group within a
collection period of two weeks. That 1is:

Total # of pools x 20% = No. of selected
pocls

Example: 30 pools x .20 = 6 pools

6.4.2 Select pools:
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Total # of pools th |
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No. of selected pools

Example: 30 pools =5

6
Therefore, pick out every 5th pool and its
correspondlng components. .

6.4.3 Send to RITM ‘according to Section 4,

6.5 Reactor rates for pooled and individual samples w111 be
" monitored using Lab. Form 5: Serum Pooling Monitoring
Form (See annex). This form® will be submitted to RITM
together with the selected pools/component for
analysis.

6.6 Based on the results of Quality Assessment, BRL shall
provide retraining of laboratory personnel as
necessary. '

GUIDELINES for LABORATORY SAFETY and PRECAUTION in HIV
TESTING : .

HIV can be isolated from types of body fluids, hence
exposure to these fluids places laboratory workers at risk.
The relative risk of exposure vary for each work place
setulng. HIV infection is not as easily contracted outside
its major routes of transmission. The US Centers for Disease
control recommends the use of "UNIVERSAL' PRECAUTIONSY which
emphasize that all patients, blood and blood products, and
other body fluids should be treated as potentially
infectious regardless of the lack of knowledge on their HIV
serostatus. Such a practice would greatly limit the-
possibility of HIV acquisition via exposure to an individual
with an undetectable or undocumented HIV infection. The
following are among those outlined in the guidelines:
1. Gloves should be worn whenever handling or obtaining
specimens of any kind.

2. Laboratory gowns/coats should be worn as protection
from splashes of any biological material. They should
not be taken to office areas {e.g. cafeteria, etc.).

3. Masks, protective eye wear or face shields should be
worn to protect exposure of mucous membranes in the
mouth, nose, eyes whenever aerosolization or
splattering of blood is anticipated.

~ 4 -



i10.

any cut or abrasions in the skin should be covered with
a waterproof dressing to prevent direct contact with
human blood, body fluids or tissues.

Dispose needles and other sharp objects in puncture
resistant containers situated near the work area. Never
MANUALLY recap, bend or break a needle. If recapping is
necessary to prevent accidental exposures, use forceps.
However, extreme precaution should be taken.

Specimens should be transported in well-constructed
containers, e.g. enamel-trays, test tube racks, etc.
Specimens for transport between institutions (referral)
should be packed and labelled clearly, double bagged or

~placed in a second leak-proof, puncture reésistant

container.

Wash hands in between patients, after removing gloves,
performance of tests, before leaving the laboratory or
as needed. Soap and water or antiseptic hand washes are
appropriate. Wash hands and any other surfaces of the
body splashed with blood or other body flulds as soon
as possible.

A1l contaminated materials used in laboratory tests
should be decontaminated. (See below decontaminated
procedures) .

Laboratory work surfaces should be decontaminated with
an appropriate chemical germicide after a spill, after
work is completed or whenever necessary.

Diagnostic equipment which has been contaminated
withblood fluids should be decontaminated and cleaned.

The following procedures for decontamination may be
employed as appropriate:

1. Tnmersion in an approved chemical disinfectant.
Sodium hypochlorite {(household bleach) - is-
recommended for general disinfection because it is
effective and cheap. Sodium hypochlorite is used
freshly prepared according to the manufacturer’s

instructions.
2. Boiling for 30 minutes,
3. Autoclaving
4. Incineration
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11.

12.

13.

14.

15.

Never Pipet by mouth. Use mechanical pipetting devices.

centrifuge specimens with caps tightly secured, and
never as open tubes.

Wastes should be disposed in properly labelled disposal
bags. Biohazard labels and instructions for final '
disposal should be clearly indicated. Housekeeping
personnel should be well instructed about safety—
related issues.

All accidents of exposure to blood and body fluids,
punctures, etc., should be reported to the supervisor
for appropriate action in accordance with the 1nfectlon

“control policy of the institution.

Continuing education, training prograns, review of
guidelines on laboratory safety and precautlons are
essential.



Section ll. Data-Analysis and Presentation of Results

The purpose of analysis and presentation is to make it easy for
decision makers to understand the results. Information must be
presented simply and clearly. It is especially important the
reader understand limitation in the data (such as bias) so they
don’t overinterpret the report.

Mechanics:

Data entrvy : The National HIV Surveillance System (FETP) will
provide copies of EPINFO and programs for the data entry and
analysis. If a site has access to a computer, data can be entered
as it .is being collected. This allows site personnel to catch and
correct errors in the forms. If this is not possible, FETP will
enter the data. Diskettes of raw data should be submitted to FETP
at the end of data collection.

Analysis: If possible, results can be tabulated and analyzed in
each site. The Data Management Unit can assist if this is not
possible. The Data Management Unit will tabulate and analyze the
national data. . '

Reports: The local personnel and FETP will review the table and
prepare a brief report. The first name on the report should be
the leader of the local team. Reports should be submitted FETP
and must be approved by Dr. Manuel M. Dayrit before released.

The FETP will produce a national report, which must be approved
by the program manager prior to released. It will be addressed
to Assistant Secretary Reodica and signed by Assistant Secretary
bayrit and "™ The RIV Surveillance Group". Name of those who
contributed to the report will be listed in the annex.

Use of report: Report are part of the public domain and may be
qguoted by anyone. It is reguested that the DOH HIV Sentinel
surveillance System be acknowledged when this is done.

Access to Raw Data: Individual may wish to use raw data for their
own analysis. Raw data belongs to the Department of Health. The
entire data set will be made available in EPINFO format to anyone
who contributes to the HIV Surveillance System. It can be also
provided in Dbase III or ASCII formats if desired. Raw data may
be provided to other institutions only with the approval of the
Technical Staff of the National HIV Surveillance System (FETP).

summarizing results:

Rates will be calculated so that results are in small whole
nunber whenever possible. For example, 2 positive out of 2500



test would yield a seropositivy rate of 8 per 10,000 test..

Data from type A Surveillance gfoup such as MSMs and surveys of
female CSWs will be presented as proportions. When several of
these groups are summarized, they will be presented as medlans

and ranges. -

bData from type B surveillance group including STD clinics, for
Free lance FCSWs, and IDUs in rehabilitation clinics will be
presented as prevalence rates with confidence intervals 1f-
possible. If prevalence are low, LQAS interpretation will be
used. If it is possible to get adequate number of unbiased
sample, result will be presented in the format for the Type A

Groups.

Format of Reports

Interpretation: Each report will begin with a few brief sentences
interpreting the result. '

Demographics: This section will include ages, occupation,.and
other general information describing the individual

in each group.

Behaviors: This section will describe the high risk behaviors for
each group.

Comparisons: This will include relevant trends in time,
comparisons between groups or sites.

Recommendations: EBach report will contain a few focused, concrete
recommendation for action. These must be based

on the result.

Presentation of Information

Text: Simple sentencesg are the clearest way to present a féew
number.

mables: Simple tables will be used to summarize data. It is

important to remember that tables of may rows and columns
are difficult to understand.

Graphs: will be used to show trends and make comparison.

Analyzed results will be send pack to the local surveillance
manager, Secretary of Health, NAPCP, and other involved agencies.



3.1 HIV Surveillance Etructure
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3.2 Roles and Responsibilities Within the HIV Surveillance Unit

Director

- oversee and direct the operations of the National HIV
Surveillance '
- Acts as spokesperson for the National HIV Surveillance

WHO Resident Advisor

- Provide an overall coordinative focus within the DOH for the
National HIV Surveillance System implementation activities.

- Participate with the Program Director of FETP and others in
the overall planning, organization, implementation,
monitoring and:evaluation of the National HIV Surveillance
System and associated activities. -

= pParticipate with the Program Director of FETP and others in
the development of the annual operational plan which will
include detailed activity schedules and budget for approval
by USATID and DOH.

- Assist the staff of FETP in the preparation and submission
of budget requests for local costs, ensuring the timely
availability of operational funds for surveillance
activities.

- Participate with the Program Director and others in the
‘development of technical specifications for equipment and
other commodities to be procured under the GRANT, ensuring

. their timely procurement through the  WHO supply unit.

- Participate with the Program Director and others in
assessing the need for training, technical assistance and
operations research to meet the objectives of the National
HIV Surveillance Strategy, and to ensure that these
reguirements are met,

- Ensure the implementation of a guality assurance program
designed to maintain accuracy, validity and reliability of
the data obtained through the National HIV Surveillance
System. ‘

-  Assist the staff of FETP in the organization and
facilitation of Management and Technical Reviews to be held
subsequent to each six monthly round of HIV survelillance,
These reviews will identify restraints and resolve
management and technical issues relating to surveillance
implementation. :

- participate with the Program Director and others in the
analysis of the surveillance data and the preparation and
dissemination of surveillance reports.

- pParticipate in the preparation of required progress and
financial reports. , _

- As Technical Advisor, ensure the implementation of human
safety assurance program adhering to the WHO safety
guidelines for handling potentially infectious materials.



Undertake liason responsibilities with other units of the
DPOH and othér agencies both government and non-government
with regard to the overall planning, development,
implementation and evaluation of HIV surveillance
activities.

Program Coordinator

Oversee the implementation of the National HIV Surveillance
System at the sentinel sites

In collaboration with the local polnt persons, oversee the
negotiations undertaken with' the sentinel groups -

Assist the surveillance site in accessing, mapping,
recruitment, random selection of groups

Assure avallablllty of logistic requirements of the sentinel
sites

Assure compliance of protocols

In collaboration with local point persons, initiate and
maintain close liason with local government officials
affected by the sentinel sites

Ensure that serum from all sentinel sites has been collected
and tests results have been forwarded to the National HIV
surveillance System  (FETP)

Oversee the submission of test results ‘and field reports
oversee data management at the surveillance site

Assist in the preparation of a report on the findings of
each round of surveéeillance

Coordinate the functioning of the surveillance site with
regard to the location of the sentinel groups and collection’
of serum for testing :
Liase with the local surveillance unit on the location of

_sentinel groups and all aspects of testing these groups

coordinate, in collaboration with local point persons, the
activities of the local surveillance units

In collaboration with the technical group, train local
surveillance unit personnel

Supervise the data collection, handling, storage and
transport of serum specimens

Technical Support Group

Advise the Director and Coordinator on the scientific
aspects of the surveillance system

Set surveillance goals

Evaluate the achievement of surveillance goals

Review technical aspects of the HIV surveillance system and
determine scientific changes appropriate

Prepare policy briefs relating to scientific aspects of the

surveillance system

De51gn and review survey methodologies



petermine the definitions of and criteria for selection of
surveillance groups, sites and sizes .

Determine the definitions of and criteria for selection of
special SEro-SUrveys o -
Determine the data to be gathered via the surveillance
system

Receive from the regional laboratories or Soc1a1 Hyglene
clinics the completed data forms and results

Undertake the physical management of the surveillance data
Analyze result data from the surveillance sites and prepare
report on findings of each round of surveillance
Determine future directions ©of the HIV Surveillance with
regards to sentinel groups, sites and sizes

Administrative Suppoft Group

oversee the day-to-day admlnlstratlve aspects of the
National HIV Surveillance System :

Oversee the prov151on of supplies and equ1pments to the
surveillance sites o

Oversee the receipt of tests results from the Reglonal
Laboratories to the Central Office :

Oversee the transport of serum for confirmatory testlng
Oversee the quality requirements of the HIV Surveilllance
System

Assist in the preparation of a reports on findings of each
round of surveillance

In collaboration with the Site Managers prepare the annual
budget for the surveillance system

In collaboration with the Technical Group, undertake the
preparations and convene the semi-annual training workshops
for the surveillance implementation

The admlnlstratlon component shall undertake the follow1ng tasks
within the surveillance system:

1.

Acguisition of funds
- preparation of budget

Day-to~day administrative aspects of the National HIV
Surveillance System

- preparation of Department Circulars

- preparation of vouchers (travel, monetary, etc)

- preparation of logistics, documentation of meetings

Transport of personnel/eguipment/supplies/specimens between
the Central Office and the sentinel sites. :

Production of instruments
- field guidelines/manuals/forms for data collection and

reporting



Provision of logistics requirements of all laboratories

Reporting _

~ logistiscs for laboratory and Technical Group

- supply of reports to NAPCP for IEC/media/policy makers
feedback results to the surveillance sites

linkagés

f

Arrangement of workshops/provisions of secretariat
- development and orientation of manual of procedures

Personnel

-~ recruitment/selection/assignmentto surveillance sites
- preparation of job descriptions

- preparation of per diem/salaries

Local Surveillance Units

Undertake the day-to-day activities of the sentinel surveillance
system

These activities include:

1.

Preparation

mapping of the surveillance groups

orientation of staff

acquisition of logistics .

orientation , networking, and coordination of influentials
(LGU, establishments, private STD clinics, hospitals, gay
organization) '

Identification of sentinel groups

involvement in sampling
~liase with the Social Hygiene Clinics and/or Regional
Laboratories concerning collection and testing

Data collection .
—- collection of the required sera within the timetable for

collection

Reporting _ .
- deliver field reports to the central office during and
following the completion of each round of surveillance

Consultative Workshops _
- participate in the development and conducting of semi-
annual surveillance workshops
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INTRODUCTION

Human Immune Deficiency Virus (HIV) is the most devastating disease .
of the twentieth century and continues to spread unabated in most
countries. According to the WHO, HIV has possibly already infected
8-10 million men, women and children worldwide and continues to
grow at the rate of 5000 per day. The Philippines is not spared of
HIV infection. The government estimates that 30,000 Filipinos now
carry the AIDS virus, but many believe that this is.a conservative
figure. These people will probably all die of. Acquired Immune
Deficiency Syndrome: (AIDS) within the néxt 10 years, putting a
crushing burden on our society and rever51ng the benefits of
development

In 1992, the National HIV Surveillance System (NHIVSS) completed
two surveillance studies in the cities of Baguio and Cebu. Results
from the two- ‘studies indicate that HIV prevalence rate were below
1% However, one cannot conclude that HIV seroprevalence is below
1/ in the Phlllpplnes because HIV infection is primarily a disease
of large urban areas and only one large urban area (Cebu) was
tested. It will then be important that the succeedlng rounds of
HIV surveillance be focused on large and highly urbanized areas
where higher seroprevalence is most likely to be encountered.
Similarly, scarce rescurces should be focused on groups with high
risk behaviors that warrant preventive interventions.

OBJECTIVES

A. Overall Objective

To provide timely early warning of increases in HIV infection
or of high risk behaV1ors that may predispose the country to HIV
infection.

B. Specific Objectives.

1) to provide early warnlng of dangerous levels of HIV
infection

2) to estimate the incidence/prevalence of HIV 1nfect10n among
surveillance groups (baseline appraisal);

3) to monitor trends in HIV infection;

4) to identify surveillance groups or subgroups and sites with
higher and/or lower rates of infection;

5) to identify risky behavior patterns for HIV transmission;

6) to project future occurrence of HIV infections;

7) to provide information for prioritizing and evaluating
intervention programs
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Section I. Setting Up An HIV Surveillance System

The National HIV Surveillance Strategy is a systematic and
regular collection of information on the distribution, and trends
of HIV infection in the different high risks groups 1dent1f1ed at
a given time. This information can be used to develop, prioritize
and @airect effective education, interventions, and risk reduction
activities. It can also be used to evaluate the effectiveness of
the control and prevention strategies. It will be timely, simple,
flexible, acceptable, sensitive, and representative.

1.1 Selection of Sentinel Groups

When the prevalence of HIV remains low, scarce resources

should be focused on groups with the highest risk behaviours.
Universally, high risk individuals include those persons who have
multiple partners. Blood for HIV screening of these groups can be
collected in Social Hygiene Clinics, establishments of work or in
areas where they are commonly found. If IV drug use is prevalent
or suspected to be, bloods samples can be collected in
rehabilitation and treatment clinies of this risk group.
: These groups warrant preventive interventions ‘in their  own
right and represent the most cost-effective application of
resources early in the epidenic. Sentinel groups or particular
risk groups of the populataon shall be then selected according to
the following criteria:

1. currently believed or known to be infected with HIV;.

2. into which HIV is or may be spreading;

3. can be identified and accessed;

4. and whose behavior make them targets for HiV/AIDS prevention and
control activities.

1.2 Sample 8ize of Sentinel Groups

Tt is 1mportant that each site be able to monitor the level
and trend of HIV prevalence, since these values may differ
gubstantlally between sites. It is therefore required to calculate
minimum sample sizes for each sentinel site. Sample sizes should
be calculated to detect a 1% prevalance if possible, which reguires
300 individuals per risk group. For groups that are difficult to
access and collect, such as Freelance FCSWs or MCSWs, the target
should be 100 individuals, which will allow detection & 5%
prevalence. -

1.3 Selection Inclusion/Exclusion Criteria for Sentinel Groups

The selection (interim) of surveillance groups for each
sentinel site will be decided by the Technical Staff of the FETP
National HIV Surveillance Unit.



A, Injecting drug users (IDUs) - are individuals who use or have
used injectable drugs recreationally whether intravenous,

subcutaneous

Inclusion

o

, and/or intramuscular within the last 5 years.
criteria:

IDUs who are attending treatment facilities
(rehabilitation centers, detoxification centers,
etc.) for drug abuse. They wmay be either
residential or treated as out-patient.

IDUs outside treatment clinics who are encouraged/
advised to consult treatment centers (e.q.
voluntary submissions, prisoners who are

~ incarcerated because of possession or use of

Exclusion

a.

prohibited drugs)
criteria:

TDUs who have not injected drugs during the past 5
years.

Re-attending IDUs in treatment centers whose blood
has been extracted within the study period since it
is likely that such patients have been previously
enrolled as subjects.

To verify whether re-attending patients have
already been enrolled in the study, subjects should
be asked the date of the last visit to check
whether blood has been extracted. When no medical
record is available to prove the patients claim,
blood should be extracted and subsequently enrolled
as subjects.

B. Male patients of STD Clinies (MSTDs) - are men who consult

private and
clinics for

Inclusion

government sexually transmitted disease (STD)
treatment of STD.

criteria:

a. men who are consulting private/government STD
clinics for the treatment of STD.

b. they may be first time clients or re-attending
~clients.

Exclusion

~a.

criteria:

re-attending male STD patients whose blood has been

" extracted within the study period since they are

already considered enrolled in the study.



C.

Again, re-attending patients should be asked the
date of the last visit to check whether blood has
been extracted. The patient is enrolled as subject
if no medical record is available.

Female commercial sex workers (FCSWs) - are women who exchange
sex for money and work in establishments for this purpeose.

Inclusion criteria:
a. are those who work .in establishments and exchange
sex. for money. - whether regular workers or

contractuals (dancers and models).

Establishments may include bars, casa, massage parlors,
night clubs, beer houses, etc. '

Exclusion criteria:

a. ancillary staff, such as cashiers and floor
managers who do not engage in sex work.

Male commercial sex workers (MCSWs) - are individuals who
exchange sex for money and work in establishments for this
purpose. '

Inclusion criteria:

a. men who work in establishments and exchange sex for
wmoney. The clients of the male CSW way be male or
female.

b. all identified men who engage in sex in exchange

for money and voluntarily agree to participate in
the study (e.g. paid partners of MSMs).

Exclusion acriteria:

a. Ancillary staff such as security guards, floor
managers and other staff in the establishment who
do not engage in sex for money.

Reminder: Male clients of male CSWs are eligible for
inclusion in the "Men who have sex with men"
surveillance group. They do not meet the inclusion
criteria for male CSWs. -

Free lance FCSW ({(FLSWs) - are women who exXchange sex favors
for money and do not work in establishments (streetwalkers)
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F. Men who have sex with other men (MSMs) ~ are men who have sex
with other men for their own pleasure.

" Inclusion criteria:

a. men who negotiate sex with male commercial sex
workers. '

b. MSMs in establishments or gay venues such as gay
bars, beauty parlors, dress shops or gay
organizations.

c. all identified MSMs who voluntarily want to
participate.

Exclusion criteria:

a. male commercial sex workers

1.4 Surveillance S8ite Selection

For each sentinel group to be included in the surveillance,
accessible sites with sufficient attendees must be identified. Data
from previous HIV prevalence assessments can be used to assist in
the selection of sites, Selection of surveillance sites will then
be based on the following criteria:

1. the number of HIV positive individuals identified in a
particular area or known to come from the area;

2. avalilability of risk or sentinel groups;

3. a reliable laboratory is available to perform serologic tests
for HIV;

4, geographical representativeness of the site; and

5. on-site staff must be willing to cooperate and be capable of
conducting surveillance for at least 5 years.

__67 —



1.5 SURVEILLANCE METHODS

A. SENTINEL SURVEILLANCE GROUPS

Injecting Drug Users (IDUs) :
Female Commercial Sex Workers in establishments (FCSWs)
Free Lance FCSWs ({(FLSWs)

Men Having Sex with Men (MSM)

Male Commercial Sex Workers (MCSWs)

Male with STD (MS7TDs) '

B, STRATEGIES FOR COLLECTION OF DATA/SPECIMEN

I. Number of Samples and Method of Testing

- surveillance Group Sample Size " Method of
: : . Testing
IDUs 300  Vol. anonymous
Male STD Patients 300 Anony. unlinked
FCSWs ' 300 3 -~ Vol. anonymous
MCSWs - 100 Vol. anonymnous
MSMs _300 ' vol. ahonymous
FLSWs ' 100 Vol. anonymous
II. . MHMethod of Testing
1. Unlinked anonymous.— this method tests blood drawn for other
purposes for HIV antibodies without the subject’s knowledge
and with all jidentifying data removed. Thus, counselling
cannot be provided.
2. Voluntary anonymous testing - the volunteers do not give

identifying . information although demographic and other
information shall still be collected. The volunteer shall be
assigned a code number which can be presented to retrieve
results. Results shall be released only if the volunteer
agrees to undergo counselling (please note: counselling shall
be provided to volunteers whatever is the result). EntraﬂCEDOf
selection and information bias shall depend on the credibility
of the system for maintaining anonymity of the volunteer-
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C. ACCESS.-TO THE RISK GROUPS

Risk groups will be accessed in their place of work or in
places were are they are usually found as stated above. Table 1
summarizes where subjects are likely to be found and where data and
gpecimen will bé collected.

Table 1. Place of Access of High Risk Group
National HIV Surveillance System, 1993

Risk Groups . '~ Place of Access
Female Commercial Sex Workers (FCSWs) Commercial
establishments
'Male Commercial Workers (MCSWs) . Gay bars and gay
venues
'Men who have sex with men {MSMs) Gay bars and sex
- venues
Male STD patient (MSTDs) _ Private and gov’t
soclial hygiene and
STD clinics
Injecting Drug Users (IDUs) Rehabilitation
cliniecs/fcenters
Free lance FCSWs (FLSWs) Streets of trade

D. STEPS IN ACCVESS AND DATA/SPECIMEN COLLECTION
1. Mapping

The purpose of mapping is to determine all possible collection
sites where surveillance groups can be accessed as well as to get
an estimate of the number of subjects/clients for the duration of
the data collection period.

a. Injecting Dbrug Users (IDUs)

all treatment clinics providing services for IDUs will
be identified. The average number of IDUs treated in the
clinic per month will also be determined. If the total
estimated number of IDUs in all the centers identified exceed
the sample size, treatment centers can be randomly selected
until the. targeted sample size of IDUs is obtained. If the
estimated number of subjects are less than the sanple size,
all potential subjects will be enrolled. IDUs’ network of
friends can also be potential sources of subjects.



A letter code will be assigned for each treatment clinic.
buring the mapping process, a point person in each treatment
clinic should be assigned to be responsible of - all the
surveillance activities within the said clinic which include
organizing/scheduling of data collection activities, advocacy,
and briefing of potential clients. Orientation of the point
person and other staff of the treatment clinic may be done
during the mapping or may be scheduled at a later date.

b. Male STD Patients (MSTD)

" All government and private STD/VD clinics in the surveillance
site shall be identified and listed. The average number of
male patients consulting for STD per month shall be
determined (Follow steps in la). A letter code for each clinic
shall also be provided.

Physicians will be encouraged to requést for VDRL for all male
STD patients. It must be emphasized that a portion of the
blood tested for VDRL will be tested for HIV antibodies and
that, the subject will not be told of HIV test and result.
VDRLs may be offered to private STD Clinics to ensure and
promote cooperation in data/specimen collection.

c. Male and Female Commercial Sex Workers

All establishments such as bars, casa, massage parlors, gay
bars, etc will be identified. The number of CSWs (male or
female) working in each establishments will be determined to
estimate the number of eligible CSWs (See 1la for steps to
take).. A letter code will be assigned to each establishment
where the subjects are accessed.

d. Men who have sex with men

All entertainment establishments or venues where MSMs can be
found such as gay bars, beauty parlors, dress shops, gay
organizations and through their network of friends will be
located (See la for activities to undertake). The number of
MSMs in ‘each venue will be determined to estimate the number
of subjects who will be recruited,

Gay venues will be assigned a consecutive letter codes. All
MSMs in each venue will be identified and taken as subjects.
During mapping, the manager or owner of each venue will be
oriented on the objectives 2nd activities of the surveillance
after which prée-test counselling and data/blood collection of
the MSMs will be scheduled.



FPree Lance FCSWs

All areas (streets, plazas, recreation centers, piers)
that are frequent ply routes of Free Lance FCSWs must be
identified. Access may include their network of friend
among FCSWs in establishments, pimps, policemen and their
other contacts. A letter code will be assigned to each
area where the subjects are accessed.

E. DATA COLLECTION

A.

Pre-—-test Counsélling

Pre~test counselling should be conducted before interview
to make the subjects aware = of the objectives of
surveillance, give them assurance that testing 1is
anonymous, explain the confidentiality of the testing

process, the meaning of the test results, and the

benefits of knowing their results personally The
procedure of data and specimen collection should then be
explained and how they can avail of their test results.

Mass pre-test counselling may' be conducted when the
subjects are collectively gathered or may be given
individually as the case may be.

B. Sampling (Recruitment of Subjects/Clients)

Recruitment of subjects shall be done "on-site". The
surveillance team, composed of the interviewer, verifier
and phlebotomist, will visit these sites (establishments,
clinics, treatment centers, etc.) on a pre-arranged
schedule. Subjects shall be enrolled seguentially as
they voluntarily present themselves for interview.

For 1IDUs, the physician or the designated person will
identify the eligible subjects. Patients will be enrclled
sequentlally as they visit the centers until the sample
size is obtained.

For Male STD patients where testing is  unlinked

anonymous, all patients with VDRL testing shall be
enroclled sequentially as blood samples are taken.



C. Coding
City/8urveillance group/001lection Bite Code

The city/Surveillance group/Collection code situated in the
right hand corner of each form are four blocks. The first two
blocks shall bear the the city code, the third block the
" surveillance group code, and the fourth block the collections
site code.

The city codes for each surveillance site have been previously
determined as follows:

Guezon City - QC
Cebu City - CC
Davao City - DC

The surveillance group code, previously determined shall
be entered in the third block as follows:

Injecting drug users -
Male STD patients -
Female Commercial Sex Workers -
Male Commercial Sex Workers e
Men Who Have Sex with Men -
Free Lance FCSWs - -

ctEmEmno

The fourth block shall contain the letter code of the
collection site  (treatment centers, establishments, etc)
previously assigned during the mapping.

Example: City/Group/Collection Site Code for IDUs

0 c '»'D A

L——> Collection gite code

> Surveillance group code

> City code (Surveillance
- site)

Client Codes ~ shall be assigned seguentially for each
subject as a three digit number starting from

001 and so on.



D. Report Forms
" pata Collection Fornm (Form 1)

Tt is important that accurate information are elicited from
the clients. The most effective way is to get an idea of the
common jargon that the subjects are familiar with in their
place of work.

The information to be collected are the date of interview,
middle initial, age, sex, c¢ivil status, number of sexunal
partners per week, condom use, history of IV Drug use in the
last 5 years, number of times a week injecting drugs, and
history of blood transfusion the last 5 years.

In addition to the information above, for CSWs, the place of
work, and the presence or absence of health card shall be

asked.

211 the data collection form will be forwarded to local
sentinel manager for collation in the summary form.

Blood Extraction Form

The blood extraction form shall be adcomplished by the
interviewer except for the date of blood collection that will

be accomplish by the phlebotomist.
Client cCcards

The purpose of the client card is to maintain confidentiality.
A client card will be issued to all subjects except to male
STD patients. The client card shall bear the city,
surveillance group, collection site code, and the date of the
interview and blood collection. Patients must be instructed to
keep the card for them to get their test result. Before
issuing the client card, it must be signed by the interviewer.

Example of a Client Card for FCSWs

QCFA - 001
4/21/93
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VDRL Reguest Form

Since MSTDs will be tested anonymous unlinked, all subjects
will be tested for VDRL. Portion of the blood sample for VDRL
testing will be tested for HIV antibodies. All STD patients
shall be issued a VDRL reguest form where the patients name,
age, and the date of blood collection is written. It should be
emphasized that the subjects will not be told that their
blood samples will be tested for HIV.

Example of a VDRL request form

Ta: SHC Date

Name Age

Recquest for VDRL

- s e e S —— . o . — e -  ———

Physician

Summary Repert Form (Form 2)

After laboratory testing, results will be entered in the
summary form. The summary form will contain all the
information collected and the laboratory results. The form
will initially be accomplished by the phlebotomist to £ill
in the client code, and the date of collection. This will
also serve as the roster of specimen collected for the day.

t will be forwarded to the testing laboratory with the data
extraction form. After accomplishing the form it is
forwarded to the local sentinel site manager.

It is advisable to have the forms and client cards already
pre-coded before going to the collectionsite to save time
and avolid confusion in labelling.

F. DATA FLOW and REPORTING
1. Data collection forms: All Data collection forms will

be forwarded by the interviewer to the head of the
local sentinel site team.
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3.

For female CSWs, male CSWs, and MSMs where subjects
were interviewed in groups, submission of the
collection forms can be done by batches.

For the IDUg, a designated sentinel site personnel
collects the forms from the interviewer in the

‘clinics/centers and forwarded to the head of the local

sentinel site for data consclidation.

For each site, data collection, entry and analysis will
be under the joint supervision of the head of the local
sentinel site and FETP. '

The Site Managers will review the forms to be sure they

are filled out correctly. If there are errors, the
site manager will contact the interviewers so that they
can be corrected. If it is impossible to correct the
form, that subject will be excluded and another subject

will be collected to take his place.

The Local Site Manager will identify an individual to
enter the data into the Computer. If there is no
computer or person capable of entering the data, these
will be provided by FETP.

a. Data files will be kept on floppy disks, which

will be kept in secure places.
b. At the end of each session of entering data, the

data entry clerk will make a copy of the data file
and give it to the Site Managers, so there will
always be 2 copies of the data.

Site Managers will review the data files at least once
each week to confirm that it is being properly entered.

At the end of the data collection period:

a. copies of the data files will be provided to
National HIV Surveillance System (FETP).

b. The National HIV Surveillance System (FETP).will
review local report, consolidate the files and
produce a National Report.

¢. All reports will be submitted to the program
director of the National HIV Surveillance System
(FETP) and discussed with Asst. Sec. Reodica (0SC)
and NAPCP before release.
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G. SPECIMEN COLLECTIOR, HANDLING AND TRANSPORT to TESTING
LABORATORY

" 1.
1.1

=t
W

Blood Extraction (at the collection site)

The blood extraction form is detached and the client is
directed to the phlebotomist (sentinel medical
technologist) or a verifier (also a member of the
surveillance teamn). '

The phlebotomist or the “verifierxr" shall verify the
concordancy of the codes in the blood extraction form
and client card. A blood collection tube is then '
labelled with the same codes as in the blood extraction
form and date of blood extraction. The client code and
the date of collection is entered into the summary form
which alsoc serves as the roster of specimen collection.

A 5.0 ml of blood is drawn by the trained phlebotomist.
Where blood extraction may be staggered, as in IDUs
attending treatment clinics, the nurse or the attending
physician shall perform the blood extraction.

Note: Personnel who shall extract blood are advised to

1.4

undergo training in phlebotomy (if necessary} to
avoid:

1. specimen hemolysis

2. undue discomfort to the clients

3. accidents like needlestick injury

Safety Precautions during specimen collection should be
practised.

1.4.1 Wear gloVes-during blood extraction, handling, and
~ transport of specinmen.

1.4.2 Collect blood samples with LAB MAT IN PLACE.

1.4.3 Never MANUALLY RECAP NEEDLES. "Scbop" needle caps
if it is necessary to recap to prevent-any
accidental exposure.

1.4.4 Discard needles in puncture resistant contalners

(e.g. soft drink cans). Seal opening of soft drink
can with several layers of masking tape. Label can
with "CONTAMINATED".

After blood extraction, the phlebotomist affixes
initials on the client and the blood extraction form.

A member of the surveillance team shall see to it that

a blood sample is drawn from every client after
1nterv1aw.’
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1.7 For male STD patients, the physician or a sentinel site
phlebotomist extracts blood for VDRL testing. The ‘blood
extraction tubes should be labelled with the name of
the patient and the date of specimen collection. The
blood samples are then referred to the Social Hygiene
¢linic for VDRL testing with the corresponding VDRL
request form.

1.8 Procedures for Decontamination and Disposal:

1.

8.1 For "Cmeustibles"

a.

Discard/Dispose all contaminated materials
(i.e. gloves, cotton, lab mat sheets, etc..}
in a trash (bichazard) bag.

Secure trash bags tightly with enough air
space. Label bag with *BIOHAZARDY or
YCONTAMINATED".

Endorse contaminated materials to responsible
personnel for appropriate disposal.

Burn in a designated and secured place within
the hospital or city health grounds.

.2 For "“"Sharps"

a.

1)

2)

Note:

Sealed puncture-resistant cans with used
needles soaked in Sodium Hypochlorite can be
disposed in two ways:

through incineration in hospitals or city
health facilities where a functional
incinerator is available;

by burying in a designated and secured area
in the hospital or city health grounds

Trash bag - incinerate

To avoid possible reaction if Sodium
hypochlorite solution with organic substances
present in moist/wet ground leading to the
production of toxic, non-environmental
friendly substances, the site for burying
should be on a dry location.

2. Specimen Handling and Transport (from the collection
site to the testing 1aboratory)

2.

1 The spec1mens should be placed in a test tube rack

to maintain them in an upright p051t10n and
transported in a carrier or collection bag strong
enough to protect the contents from physical
damage while in transit.
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submit specimens to the Regional Health/city
Health testing laboratory/BRL together with, the
summary form (Form 2) and the blood extract?®n
forms. The forms should be protected from g&THing
contaminated with the specimen.

The summary form is countersigned by the pgrsonnel
in the testing laboratory upon receipt of the
specimen.

Keep specimens refrigerated until pfocéssedé if,
possible serum should be separated within 24 NOUKS
to aveid hemolysis.

For specimens collected from male STD patients:

a) Transfer at least 1.0 ml of serum to &
cryogenic vial labelled with the age of the
patient and date of collection.

b) Keep refrigerated until transported
Regional Testing Laboratory.

c) The medical technologist in the Regio
Testing Laboratory assigns the client
sequentially and fills up duplicate c@
Form 2, entering the client code, daté
collection and age.

) the

ﬂal

code

pies of
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H. HIV ANTIBODY THESTING

HIV Antibody Testing shall be performed in the Regional Health
Laboratory in Davao; in the City Health Laboratory in Cebu City,
and in BRL for Quezon City. '

The serum pooling method for HIV antibody testing using the
Particle Agglutination Test will be employed. Briefly, individual
. samples are grouped into batches of 5 and tested as one. The
components of a reactive batch or pool are retested. Reactive or
equivocal pool(s)and its componentg are sent to the Research
institute for tropical Medicine (RITM) for confirmation. Results
of confirmation shall be forwarded to the Local Sentinel Site
Manager and to the Central Office Site Manager if necessary.

I. SERUM POOLING GUIDELINES for HIV ANTIBODY TESTING

The following gnidelines must be followed precisely to minimize
loss of test sensitivity, validate and monitor the technique and
so provide assurance as to the effectiveness of the procedure and
the reliability of the results. It is therefor necessary that
documentation of specimens as well as the pooling and testing
procedures be carefully monitored.

1. DOCUMENTATION: Record serum samples by surveillance group
in the Laboratory Form 3: Laboratory Roster, entering the
specimen I.D. and date of specimen collection. Individual
sera should be grouped in batches of 5 and assigned a Pool
I.D. number Bracket groupings. In case where there are only
2 - 3 or 4 serum remaining (i.e end of collection}, group
these samples appropriately and assign a Pool I.D. number.
The Pool I.D. number should bear the city code, the
surveillance group code and the pool number.

Example: QCSPO001

City Code Surv. Grp. Code Pool Number
Qc _ S POD1
Where: QC - Quezon City S - Male STD Patient
2.  POOLING PROCEDURE

2.1 Allow samples to clot fully. Avoid samples which are
grossly lipemic, hemolyzed or contaminated. Such
samples should be tested as individual samples. Do not
include in the pool.



3.

3.1

Label the necessary vials with the appropriate specimen
I.D. number and date of collection or pool I.D. number
and date of pool preparation. Use clean sterile. vial.

With a micropipette, dispense 100 ul of the individual
sera into the corresponding labelled pooling vial, 5
sera per pooling vial. Mix each pool thoroughly. Check
with Laboratory Form 3 (see Annex) while dispensing
sera to ensure correct pool components. Use sterile
tips. Likewise prepare a pool of Pool QC panel in the
same manner as the samples everytime the samples are
processed (i.e., pooled before testing). Indicate date
on Pool QC vial.

Transfer individual serum samples into appropriate
vials. Use sterile pasteur pipettes.

In 51tuat10ns where a peol of 5 individual samples
could not be made yet, transfer any available sera into
its appropriate individual vial to prevent hemolysis on
standing. Keep refrigerated up to 5 days. Otherwise,
freeze (preferably at - 20 C if ava11ab1e) until pools
can be prepared.

Store individual and pool samples in corresponding
cryoboxes according to the surveillance group from
where the samples were collected.

Freeze individual samples. Pocled samples may be kept
refrigerated if HIV testing will be performed within 5
days. Otherwise, freeze until tested.

ASSAY PROCEDURE

Prepare the necessary reagents and materials as in the
normal manner. Dilute the gelatin particles according:
to the manufacturer’s instruction.

Select the samples ta be tested including the Pool QC
vial. Mix each pool prior to testing.

Prepare testing protocol in the Laboratory Form 4
Laboratory Protocol (See Annex). Record the plate
identity and the individual well number for the kit
positive control, Pool Quality Control (QC) sample and
the pool(s}) to be tested. Record date of testlng, the
name of the technologist number/date of expiry and date
of testing.

Proceed with testing following exactly the PA procedure
stated in the kit instruction (Annex)
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Record results in the testing protoc¢ol (Lab Form 4).

Retest individual samples from reactive and eguivocal
pools following the pooled serum HIV testing strategy:

3.6.1 Sselect the individual sample components of
the reactive or equivocal pools. Mix prior to
testing .

3.6.2 Prepare teqt;ng protocol as in 3.3

3.6.3 Perform assay-as in 3.4 Omit Pool QC sample

“in this step.
3.6.4 Record results,
Send reactlve/equlvocal pool(s) and 1nd1v1dual
components to RITM. This should be accompan1ed by Lab

Forms 3 and 4 indicating the initial screening result.

Freeze any sera remaining after tests are completed.

" These sera (with accompanying Lab. Form 3) will be

retested/used for guality assurance purposes. (See
section 6.4)

Complete,the necessary documentation to enable release
of the results, i.e. Lab Form 3 and Summary Report
Forms. Countercheck all entries before submitting

‘results to the sentinel site manager. Keep a duplicate

file for quality assurance purposes.

II. HANDLING AND TRANSPORT OF SPECIMENS TO RITM for confirmatory

Testing.
4.1 Make sure the specimen Vlals are tlghtly capped. Secure
' cap with perafilm.
4.2 Reactive and individual components should be placed in
' a double plastic bag with absorbent material (tlssue
paper or cotton).

4.3 Samples for guality assurance purposes should be placed
in .corresponding cryogenic boxes. Place box in a
plastic bag.

4.4 Samples should be accompanied by Lab Form 3. Do not
forget to enter your LABORATORY CODE. Lab. Form 3
should be sealed in a separate plastic bag and wrapped
around or attached firmly to the specimen box or bag.

4.5 ‘Transport/send to RITM in an insulated carrier

{Styrofoam box) containing ice packing.
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4.6

Arrival at RITM'should be planned to avoid weekends and
holidays. Otherwise, please give advance notice.

IXXI. REPORTING cof HIV TEST RESULTS

5.4

Results of HIV testing should be kept CONFIDENTIAL at
all times and should only be reported to AUTHORIZED
personnel

A1l forms should be kept in a secured place. Access
should be limited only to laboratory personnel involved
in the surveillance programme.

Relay any available results (Summary Report Form 2) to
the sentinel site manager as soon as possible
regardless of pending supplemental (confirmatory) test
results.

Results of confirmation will be reported to the testing
laboratory.

Iv. LABORATORY QUALITY ASSURANCE

6.1

6.2

Pool Quality Control panel for the pooling method will
be provided by RITM.

Records and testing procedure will be reviewed during
supervisory visits by RITM and/or BRL personnel.

A serum pooling proficiency panel will be sent for
testing by RITM. The panel should be treated in the
usual/routine the pooled serum technique is being
carried out under normal conditions. The testing
instructions will accompany the panel.

Selected pools and individual components will be

retested at RITM. The procedure for selectlng these

pools is as follows:

6.4.1 Calculate the number of poecls (to be.
‘selected) equal to 20% of the total onls
‘prepared for each surveillance group within a
collection period of two weeks. That is:

Total # of pools x 20% = No. of selected
pools

Example: 30 pools x .20 = 6 pools

6.4.2 Select pools:



Total # of pools th .
______________________ =n . eligible pool

No. of selected pools

Example: 30 pools = 8
: e |
Therefore, pick out every 5th pool and its
corresponding components.

6.4.3 Send to RITM according to Section 4.

6.5 Reactor rates for pooled and 1nd1v1dual samples will be
monitored using Lab. Form 5: Serum Pooling Monitoring
Form (See annex). This form will be submitted to RITM
together with the selected pools/component for
analysis. '

6.6 Based on the results of Quality Assessment, BRL shall
provide retraining of laboratory personnel as
necessary. '

GUIDELINES for LABORATORY SAFETY and PRECAUTION in HIV
TESTING

HIV can be isolated from types of body fluids, hence
exposure to these fluids places laboratory workers at risk.
The relative risk of exposure vary for each work place .
settlng HIV infection is not as easily contracted outside
its major routes of transmission. The US Centers for Disease
Control recommends tThe use of "UNIVERSAL PRECAUTIONSY" which
emphasize that all patients, blood and blood products, and
other body fluids should be treated as potentially
infectious regardless of the lack of knowledge on their HIV
serostatus. Such a practice would greatly limit the
possibility of HIV acguisition via exposure to an individual
with an undetectable or undocumented HIV infection. The
following are among those outlined in the guidelines:

i. Gloves should be worn whenever handling or obtaining
specimens of any kind.

2. Laboratory gowns/coats should be worn as protection
from splashes of any biological material. They should
not be taken to office areas (e.g. cafeteria, etc.).

3. Masks, protective eye wear or face shields should be
worn to protect exposure of mucous membranes in the
mouth, nose, eyes whenever aerosolization or
splattering of blood is anticipated.



10.

Any cut or abrasions in the skin should be covered with
a waterproof dressing to prevent direct contact with
human blood, body fluids or tissues.

Dispose needles and other sharp objects in puncture
resistant containers situated near the work area. Never
MANUALLY recap, bend or break a needle. If recapping is
necessary to prevent accidental exposures, use forceps.
However, exXtreme precaution should be taken.

Specimens. should be transported in well—constructed_
containers, e.g. enamel-trays, test tube racks, etc.

‘Specimens for transport between institutions (referral})

should be packed and labelled clearly, double bagged or
placed in a second leak-proof, puncture resistant
container.

Wash hands in between patients, after removing gloves,
performance of tests, before leaving the laboratory or
as needed. Soap and water or antiseptic hand washes are
appropriate. Wash hands and any other surfaces of the
body splashed with blood or other body fluids as soon
as possible.

211 contaminated materials used in laboratory tests
should be decontaminated. (See below decontaminated
procedures} . -

Laboratory work surfaces should be decontaminated with
an approprjate chemical germicide after a spill, after
work is completed or whenever necessary.

Diagnostic equipment which has been contaminated
withblood fluids should be decontaminated and cleaned.

The fellowing procedures for decontamination'may be
employed as appropriate:

1. Immersion in an approved chemical disinfectant.
Sodium hypeochlorite (household bleach) - 1is
recommended for general disinfection because it is
effective and cheap. Sodium hypochlorite is used
freshly prepared according to the manufacturer’s

instructions.
2. Boiling for 30 minutes.
3. Autoclaving
4. Incineration
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11.

12.

13.

14.

15.

Never Pipet by mouth., Use mechanical pipetfing'devices.

Centrifuge specimens with caps nghtly secured, and
never as open tubes.

Wastes should be disposed in properly labelled disposal
bags. Biohazard labels and instructions for final
disposal should be clearly indicated. Housekeeping
personnel should be well instructed about safety-
related issues. - '

211 accidents of exposure to blood and body fluids,
punctures, etc., should be reported to the superv1sor
for appropriate action in accordance with the infection

control policy of the institcution.
Continuing education, training programs, review of

guidelines on laboratory safety and precautions are
essential.



Section !l. Data Analysis and Presentation of Results

The purpose of analysis and presentation is to make it easy for
decision makers to understand the results. Information must be
presented simply and clearly. It is especially important the
reader understand limitation in the data (such as bias) so they
don’t overinterpret the report.

Mechanics:

Data entry : The National HIV Surveillance System (FETP) will
provide copies of EPINFO and programs for the data entry and
analysis. If a site has access to a computer, data can bhe entered
as it is being collected. This allows site personnel to catch and
correct errors in the forms. If this is not possible, FETP will
enter the data. Diskettes of raw data should be submitted to FETP
at the end of data collection.

Analysis: If possible, results can be tabulated and analyzed in
each site. The Data Management Unit can assist if this is not
possible. The Data Management Unit will tabulate and analyze the
national data. :

Reports: The local personnel and FETP will review the table and
prepare a brief report. The first name on the report should be
the leader of the local team. Reports should be submitted FETP
and must be approved by Dr. Manuel M. Dayrit before released.

The FETP will produce a national report, which must be approved
by the program manager prior to released. It will be addressed
to Assistant Secretary Reodica and signed by Assistant Secretary
Dayrit and " The HIV Surveillance Group". Name of  those who
contributed to the report will be listed in the annex.

Use of report: Report are part of the pubiic domain and may be
guoted by anyone. It is requested that the DOH HIV Sentinel
surveillance System be acknowledged when this is done.

Access to Raw Data: Individual may wish to use raw data for their
own analysis. Raw data belongs to the Department of Health. The
entire data set will be made available in EPINFO format to anyone
who contributes to the HIV Surveillance System. It can be also
provided in Dbase IIT or ASCII formats if desired. Raw data may
be provided to other institutions only with the approval of the
Technical Staff of the National HIV Surveillance System (FETP).

Summarizing results:

Rates will be calculated so that results are in small whole
number whenever possible. For example, 2 positive out of 2500



test would yvield a seropositivy rate of 8 per 10,000 test.

Data from type A Surveillance group such as MSMs and surveys of
female CSWs will be presented as proportions. When several of
these groups are summarized, they will be presented as medians
and ranges.

Data from type B qurvelllance group including STD clinics, for
Free lance FCSWs, and IDUs in rehabilitation clinice will be
presented as prevalence rates with confidence intervals 1if
possible, If prevalence are low, LQAS interpretation will be
used. If it 1s possible to get adequate number of unbiased
sample, result will be presented in the format for the Type A
Groups. ' '

Format of Reports

Interpretation: Each report will begin with a few brief sentences
interpreting the result. '

Demographics: This section will include ages, occupation, and
other general information descrlblng the individual
in each group.

BehaV1ors. This section will describe the high rlsk behaviors for
each group.

Comparisons: This will include relevant trends in time,
comparisons between groups or sites.

Recommendations: Each report will contain a few focused, cencrete
recomnmendation for action. These must be based

on the result.

Presentation of Information

Text: Simple sentences are the clearest way to present a few
number.

Tables: Simple tables will be used to summarize data. It is
important to remember that tables of may rows and columns
are difficult to understand.
Graphs: will be used to show trends and make comparison.

Analyzed results will be send back to the local surveillance
manager, Secretary of Health, NAPCP, and other involved agencies.



3.1 HIV Surveillance Structure

WHO Resident

‘Project Director

—————— Project Cocrdinator

Advisor
Technical Support _ \ Administration Support
Group : ' Group

Local Surveillance Units




3.2 Roles and Responsibilities Within the HIV Surveillance Unit
Director

~ Oversee and direct the operatlons of the National HIV
Surveillance
- Acts as spokesperson for the National HIV Surveillance

WHO Resident Advisor

- Provide an overall coordinative focusg within the DOH for the
National HIV Surveillance System implementation activities.

- . Participate with the Program Director of FETP and others in
the overall planning, organization, implementatiocon,

- monitoring and evaluation of the National HIV Surveillance
System and associated activities.

- Participate with the Program Director of FETP and others in
the development of the annual operational plan which will
include detailed activity schedules and budget for approval
by USAID and DOH.

- Assist the staff of FETP in the preparation and submission
of budget reqguests for local costs, ensuring the timely
availability of operational funds for surveillance
activities.

- Participate with the Program Director and others in the
development of technical specifications for egquipment and
other commodities to be procured under the GRANT, ensuring
their timely procurement through the WHO supply unit.

- Participate with the Program Director and others in
assessing the need for training, technical assistance and
operations research to meet the objectives of the National
HIV surveillance Strategy, and to ensure that these
reguirements are met.

- Ensure the implementation of a quallty agsurance program
designed to maintain accuracy, validity and reliability of
the data obtained through the National HIV Surveillance
System.

- ‘Asgist the staff of FETP in the organization and _

' facilitation of Management and Technical Reviews to be held

subsequent to each six monthly round of HIV surveillance.

These reviews will identify restraints and resolve

management and technical issues relating to surveillance

implementation.

T = Participate with the Program Director and others in the
analysis of the surveillance data and the preparation and
dissemination of surveillance reports.

- Participate in the preparation of required progress and
financial reports.

- As Technical Advisor, ensure the implementation of human
safety assurance program adhering to the WHO safety
guidelines for handling potentially infectious materials.



Undertake liason responsibilities with other units of the
DOH and other agencies both government and non-government
with regard to the overall planning, developnent,
implementation and evaluation of HIV surveillance
activities.

Program Coordinator

oversee the implementation of the National HIV Surveillance
System at the sentinel sites

In collaboration with the local point persons, oversee the
negoetiations undertaken with the sentinel groups

-Assist the surveillance site in accessing, mapping,

recruitment, random selection of groups

Assure availability of logistic requirements of the sentinel
sites '

Assure compliance of protocols

In collaboration with local point persons, initiate and
maintain close liason with local government officials
affected by the sentinel sites

Ensure that serum from all sentinel sites has been collected
and tests results have been forwarded to the National HIV
surveillance System (FETP)

Oversee the submission of test results and field reports
Oversee data management at the surveillance site

Assist in the preparation of a report on the findings of
each round of surveillance

Coordinate the functioning of the survelllance site with
regard to the location of the sentinel groups and collection
of serum for testing

Liase with the local surveillance unit on the location of
sentinel groups and all aspects of testing these groups

‘Coordinate, in collaboration with local point persons, the
~activities of the local surveillance units

In collaboration with the technical group, train local
surveillance unit personnel

Supervise the data collection, handling, storage and
transport of serum specimens

Technical Support Group

Advise the Director and Coordinator on the scientific
aspects of the surveillance system

Set surveillance goals

Evaluate the achievement of surveillance goals

Review technical aspects of the HIV surveillance system and
determine scientific changes appropriate

Prepare policy briefs relating to scientific aspects of the
surveillance system

Design and review survey methodologles
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Determine the definitions of and criteria for selection of
surveillance groups, sites and sizes

Determine the definitions of and crlterla for selection of
special sero-surveys

Determine the data to be gathered via the aurvelllance
system

Receive from the regional laboratories or Social Hyglene
clinics the completed data forms and results

Undertake the physical management of the survelllance data
Analyze result data from the surveillance sites and prepare
report on findings of each round of surveillance

Determine future directions of the HIV Surveillance with
regards to sentinel groups, sites and sizes

Administrative support Group

L=

Oversee the day-to-day admlnlstratlve aspects of the
National HIV Surveillance System

Oversee the provision of supplles and equipments to the
surveillance sites

Oversee the receipt of tests results from the Reglonal
Laboratories to the Central Office

Oversee the transport of serum for confirmatory testlng
Oversee the quality requirements of the HIV Surveillance
System -

Assist in the preparation of a reports on findings of each
round of surveillance

In collaboration with the Site Managers, prepare the annual

‘budget for the surveillance system

In collaboration with the Technical Group, undertake the
preparations and convene the semi-annual training workshops
for the surveillance implementation

The administration component shall undertake the following tasks
within the surveillance system:

1.

Acquisition of funds
~ preparation of budget

Day-to-day administrative aspects of the National HIV
Surveillance System

- preparation of Department Circulars

~ preparation of vouchers (travel, monetary, etc)

~ preparation of logistics, documentation of meetings

Transport of personnel/equlpment/supplles/spec1mens between
the Central Office and the sentinel gsites.

Production of instruments

- field guidelines/manuals/forms for data collection and
reporting



Provision of logistics reguirements of all laboratories

Reporting

- logistiscs for laboratory and Technical Group

- supply of reports to NAPCP for IEC/media/policy makers
- feedback results to Lhe surveillance sites

linkages

f

Arrangement of workshops/provisions of secretariat
- development and orientation of manual of procedures

Personnel -

- recruitment/selection/assignmentto surveillance sites
- preparation of job descriptions

- preparation of per diem/salaries

"Local Surveillance Units

Undertake the day-to-day activities of the sentinel surveillance
systemn

These activities include:

1.

Preparation
mapping of the surveillance groups
orientation of staff

~acquisition of logistics

orientation , networking, and coordination of influentials

(LGU, establishments, private STD clinics, hospitals, gay

organization)
Identification of sentinel groups

Involvement in sampling
~liase with the Social Hygiene Clinics and/or Regional
Laboratories concerning collection and testing

Data collection

- collection of the required sera within the timetable for
collection

Reporting
- deliver field reports to the central office during and
following the completion of each round of surveillance

Consultative Workshops

- participate in the development and conducting of semi-
annual surveillance workshops
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