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REVIEW OF THE ACTUAL SITUATION.

‘Epidemiology

Screening for HIV infection has started in Sri Lanka in '1986.

| The first HIV infected person detected in Sri Lanka was a foreign

2.

tourist suffering fram AIDS in September 1986. The first Sri Lankan to
be detected with the infection was an aduit man dlagnosed with AIDS in

vﬂAprll 1987.

The first HIV infected pregnhant woman gave b:u:th to a hea.i.thy paby in |
April 1990. The baby's Antibody level has since dropped to zero, mﬂe-
the mother has prngnessed to ARC. .

Systematic screening for survej_uance purposes among kugh risk

“behaviour grmps was initiated in mid 1987.

As of June 1991, out of arcund 180 000 persons tested in Sri Lanka a

. cumulative total of 37 HIV infections have been detected (i.e. 0.18 per

thousand). Although abeolute numbers are incresasing no conclusion can
be drawn as to the prevalence of HIV infection in the Sri Lenkimt . ;
population. Among the 37 HIV infected, 28 were natinnals and 9

'foreignens They included 8 clinical AIDS cases.

. ALl but one HIV ir_lfe?ctlor_is were due to HIV 1. The only HIV 2 infectxm !
. was in & seauan who acqm‘.md the infection in the East Coast of Africa.

Table 1 gives an overview of all persons tested in Sri Lanka fron -1986
until April 1991, by category and by year.

HIV bentme.l. Surveillance -°

Amrkslxp on sentinel surve:-.l.]mce was held in June 1990 for 20

‘participants of 5 selected smtmel sites : Goltmbo Galle, Ratnamz;a. _

Kandy. and Jatfna.

. In July 1990, a first batch of 1 »000 persms were tested for HIV in*

each of the selected sentinel sites. However, for reagons of ‘political
unrest, and logistics, the sentinel surveillance in Jaffna could not be
‘carried out campletely. It was reported though that among an unknown
nunber of STD patients tested, one was found HIV sercpositive.
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Table 2 summarizes the population groups and sample sizes tested in
each sentinel site. Of the 4,683 persons tested, the Jaffna STD
patient mentioned above was the only HIV seropositive. This first
round provides valuable baselme data for further epldernlologlcal
follow up. >

Hcmever, as can be seen in the table, sample sizes vary widely, and the
methods used for testing are not always the same. Moreover, different
sentinel populations were included in different sites, ,

Emdmgs in the rield’

Three of the 'four sentinel sites have been visited : Galle, Ratnapura,
and Colombo. Hereatter follows a summary of the findings done. They
should be seen as the rationale vehind the proposals made for same

" modifications in the original set up of the Sri Lankan sentinel

surveillance system, and in particular as a Ju=t1t.1.cat10n for this

protocol outline being us__ed as a basic document in all sentinel sites. '

3.1 In total, 15 different sentinel populations have been used. They
can be classified as foilows : :

Number  Range of -
: sample sizes
High risk 6 13 - 150
Medium risk 3 50 - 300
Low risk | 4‘ 100 - AUO

S

~ The diversion of s0. many groups is & cmstramt on the aJ_ready
scarce manpower, and does not give’ aﬂsd].tlonal benaefit in terms of
 adeguate information: Seven samples contain 50 or less =

individuals, and sane are so smalJ. that they are J.napproprzate for | :

ep:.denmloglca.l. use.

" 3.2 ‘There has been no geographlcal cons:.stency in the use of sm:vey

‘methods ¢

- dltferent methcds have been used for the aane sentinel
population in different places ;

- oundy for 2 sentinel papulatlms have the same methods been used
' cms:.stently. and were rélatively big samples drawn :

blood donors (tota.i. for the 4 sites is. 700)
ANC "attendees (total for the 4 gites is 676}

- the methods used are mterpreted in different ways by those who
had to implement the sentinel surveilance s .

_ * Unlinkad Anonymous 'Iesf...ng was used for pre-employment

reCrults ahd ANC attendees in Ratnapura. However, thé names of the .,

¢ people tested appeared in the registry next to their test
: rESUltSn,

1

. % voluntary Screenmg was sometimes mterpreted as persons

volunteering for being tested after a presentation on AIDS had "

been maie to a group ega Am\y persmnel in Ratnapura, beac:h '

3.3 Sétlpling methods varied. w;de.}.y trcm one sanple ’co aﬂother (in the ]

dame of different sites ) ¢
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_TABLE 2
HIv SENTINEL SURVEILLANCE IN SRI LANKA (FIRST ROUND: JULY 1990)
Sentinel Poputations, sanple sizes, and methods used for screening
: CoLOMBO " GALLE  RaNDY _RATNAPURA .
‘Sent inel b Bdaboed i bl e b T ]
Populat iof Mothod | Sampla |Method | Seple |Methed | Semble Mathod Semple | Totals l
ussd size | used size | used size used size l
d .- B >
Prost itutes 100 ver | ozl 1z I
STD clinic attenders iéo R.C,T, 1 100 1 [ 100 v,c;if- W80 ] 309
Blood donors 20 'Mand. -100 | 200 uaﬁd'. CA0 ‘!00;;&‘ -
4NC attenders 200 U;Q.T._- L2007 100 | u.aF | -176 676
prs-ompléyhmt_ recru its 200 : u.A,T |- 100 100 | U.a.T 167 | 567
Drug addicts 100 {v.a.T | 100 so| ' 350 _
Prisaners 200 '\f.?\.'l‘ | fmo 200 V;C_._':l"_ J_‘af) - 550 z
CTB drivers & eonductors I VAT _10'(-) I : : I‘ ;5: 100
Privete labs' | oo [ ool osofuat ) | 4 f
Medical wards o 100 | voar |- ioo [ 200 :
Chest Hospitals, o0 | | oo |}
Qn’!iy“;bers:{;.nnél v.4,T 100 100 | v.C.T 200 : léw, @
Factory Workers v.a, T | 100 - ‘ : 100 -
Hospital ity girlsl. ' | ? 13 A 13.‘}l
' Totals 1350 1000 1000 _ 1008 | 4385 '
Survey Techniques V.C.T' # Voluntary Contidént jal Testing .
' V.4, T - Voluntary Anonymous Test ing : :
U,8,T = Unlinked ‘\boiﬂynws Testing i
Mand, = Mandaior!-test_mg '
RC.T = Routine c&ir_ide_r_utipl Test ing
x _ L
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- the same method ("no information nor consent, but still not. -

85 campared to the sentinel population they are supposed to i -

The sentinel population called "Private labs" contains in fact -
" exclusively STD patients, but those were selected on a quite - g

-time : in Ratnapura the MO decided to ne Jdonger include the

G L g

- in sdﬁe_ places, medical ward patients were _éelected on the

basis of suspicion of AIDS, but no ciear criteria other than
"chronic illness" was given ; .

- the sawple of remand prisdners in Colanbo was constituted by
the officer in charge on the basis of likely high risk behaviour.
The criteria was the age between 20 and 35 years, but sane
older individuals who clalned risky sexual behavicur were aiso
included. In Galle; however, no such Criteria had been used.

Some situations encountered pose serious ethical problems :- - IR

- the "unlinked anonymous screening”, as it is used for the

sanple of pre-amploynient recruits in Ratnapura, is not at all
unlinked : the name and file number is recorded together with
the test result. Yet the HIV test has been done without the
person’s knowledge. i :

 unlinked) is uged in other places, but here it is called
"routine confidential®, eg. STD patients in Galle, or pre-- ' .
&mployment récruits in Colonbo.  Since fio AIDS héalth education -
nor pre-test counselling was provided to these persons, it :

. could be very prejudicious if they were to be informed :

- afterwards that an HIV test done and they had been found

HIV seropositive, : o e £y s

Same of the samples would eventually suffer severe selection bias

represent, - Drug addicts, for example, were exclusively recruited
fron prisons. e, w W5 oy , : '

uncertain basis, eg. ‘in Ratnapura sane of the sera for this sample -
were providad by a GP, while others were coliected fram MLTs who

had used unknown criteria for inclusion in the sample. o

In the absence of written instiuctions, methods were changed over

by

medical wards patients among the sentinel populations, but rather

- @ sample of dam site workers who had come to the area recently.

S : . v '
On many occasions, police has been cited as "helping to constitute

the samples”. It needs no argument that coercion could in the R T ‘ _
long run b extransly counter-productive. s ' s

The findings related provide broad ‘evidence of a lack of o T G ;
consistency, both geographically and over time. This would SRR,
preclude the possioility of establishing time trends as well as R
Camparison of HIV seroprevalence rates among regions or provinces.

The generally small sample 8izes do not yield epidemiological data . (L
accurate encugh to detect even relatively big changes in HIV BY i g [t
Seroprevalence. Unexperienced interpretations could even give
rise to very wrong conclusions. T ow &

These small samples probably criginate in the multiplicity of
sentinel populations, together with limited resources in manpower
and test kits. . ! o , : S




4.3 Too .L:.ttj.e attention hss opeen given to high risk
pehaviour groups to the benetat of several groups
representing the generai pubJ..u:. and s:.gm.ticantly
lower risk.

5. Recmmﬁaumns ) ;

for the reasons .Llsted avove, it is reeunnerxied

"= to recluce the funmber of s_entme.i. populations, in partlcuj.a.r: i
those at lower risk of HIV infection, -

- to increase the size of the samples ;

-~  to impose strict respect of a study protocoJ. to aj..i. inplementom !
-’ to use pooling of sera for testmg.

The HIV 5ent1ne1 E:uxvexj.l,am,e Protodol Outline prdposeli IR
hereafter 'is based on the above mentioned findings, cmclusions =
and recarm\.ndatlmsh ; .

1I. PH)I[II)LGJTLINE e | AR PE LY

1. Objecta.ves ot tne HIV Surve:..L.Lance System

1.1 To provide estimates of the prevalence of. HIV mfectim
in selected pqmlat:m groups and geograpnical locatims.

1.2 To rrm1tor the trends ot HIV mtectlm in se.l.ected gtmps

£ and plaoes over t:lme., :

1.3 To cmbequent.l.y provide indications to petter target
;| p:.event:.ve interventlms aga:mst MD&:/HIV mtect:.on. o

Za belectmn of Stmveiuance System

" sentinel Surveillance is considered tha optimal methcd for:

1the assesgmant of seroprevalence in selected populatlm L b - 11
igroups and tor the monitoring of its changes in ; tlme. with bt s K
- |the use of limited means. ; o oy

Participation bias (*) whlcn could oe 1!'l'lportdt'lt enough to
invalidate the results of this epidemiological study, céin be
avoided by the use of unlinked anonymous tedting. Indeed, B
by "un-Llinking" €ach coliected bleod sample tmn the :
identity of the person tested,’ the necessity of obtairlmg : '

" infoumed consent can bé bypassed, and therefore the
eventuality of withdrawal from the study aveided:

- - - e - -

(*) Pa:.tic:l.patlon {or selt-seiectmn) bias refers to the :I.i'l'lpaCt of e
persons who are at risk or know they are intected beilg either more or '
less likely to be tested than persons who are otherwise similar but . :
-without récognized risk: ‘Participation bias poses a metnodo_logical o
proolem pecause of its quant;tat:.vely mp:edmtable J,mpact of the e
data.

"".4‘ ) ,.___———--u /,: .‘_‘!f’f_ {_ﬁ’kf” .i i}h

R



o

can be traced back for further investigation and/or counselling,

- Thereftore, sutficient epidemiological data such as sex, age group, date
and place ot collection of the sample, need to be kept with'the blood
sample. - In addition, voluntary confidential testing should be made
avallable in appropriaté places. On the other hand, sentinel
surveillance is not meant to detect HIV infected persons for individual
Tollow up, but to provide indications on priority areas for
interventions targetted to particular population groups as a whole.

For the reasong mentioned above, sentinel surveillance using unlinked .. W !
anonymous testing for HIV has peen selected as the method of choice for g
epidemiological assessment in & way that is compatible with preventive = .
activities such as health education and information, counselling,

condom pranotion, ete. ' ' =

HOwever, for ethical reasons, UAT is only. possible if blood is already iy =
drawn for other purposes on which the person tested has agreed ¢ blood - L .
should not be drawn for the exclusive purpose of UAT, :

As a consequence, wherever prostitutes are to bé included in the

sentinel surveillance population groups, voluntary anonymous - or

- confidential - testing atter informed consent is recammended. The |

proportion of refusdls shouid then pe monitored caretully, and = .

mentioned with the study results so as to allow correct interpretation R
of the surveillance data. ¢ i ; '

in the case of voluntary testing, - and post- test counselling

should be availavle at the sentinel site.

A periodicity of testing of 6 months is advisable for high risk
‘benaviour groups. If sentinel populations at low risk of HIV . ;
irrection, other than blood donors (such as ANC attendees), are to be
included, a 1 year periodicity would be sufficient to detect changes in
seroprevalénce., - : e o 45 2 : ; i

3. Sentinel Sites

In the lst round of HIV sentinel surveillance carried out in July o o
1990, 4 sites had been includeds Colanbo, Galle, Kandy and Bl ’
" Ratnapura. (Jaftfna in the Northern Province had also pbeen
Selected but could not participaté in the study), 5

The following criteria were taken into account for the selection _
- of the sites : : e

3.1 the area is known to have large population groups with high -
risk pehaviour ; - ; ' : S
2 the availavility of well-motivated manpower ; =y _ T Pl
3 HIV screening was performed in at least 1 centre of the site -
during the last 2 yeasrs ; : 2 U T e
3.4 there are facilities where a sufficient huiber of persons of RN
selected popuiation groups can be accessed easily by health

1

WOrkers; , > )
3.5 from these persons, blood samples are routinely drawn for
purposes other than HIV testing ; - :

e




3.6 in cases where conditions 3.4 andi 3.5 are not feasinie,
voluntary anonymous or voluntary Cmfldentlal testing was
perfommed with preliminary informed consent, with health
aducation provided veicre and continuously after the test.
No case of refusal te participate after due infommation, has
been reoorded during this lst round. , : bomy i

For the near future, it is rTectmended that smtme.l. sme:.l.l.ance
continue in the sane 4 séntinel sites. The Northem and North-Edstem
Provinces should be ihclided as soon as logistically possible, because
of their proximity to Madras with higher HIV seroprevalence ‘and also
because a significant number of m;}ec.tmg d.rug users (IDUB) have been

reported.
-4,  Sentinel populotmns

The tollowing population groups will be considered for inciusz_on
. in the sentmel surveillance system ;

‘high r._].sx : i:emale prostltu_tes :

. STD patients
mediun trisk ¢ TE patients
- low risk ¥ blood dotiors -

. antenatal clm:.c attendees

'Wbethc:a: they witl be included and in whith sentinel site will
depend on their availability in suiim:.ent nu.inbers anr.i the:..r
ﬂCCESSlelltY wlthmt cnercim _

'.|.
3

TABLE 3 : PH)PO&SE‘DSEI‘UP_POR'HLENEKT ROUNDS OF SENTINEL SURVELLLANCE

. COLMBO . GALLE  RATNAPURA | KeNDY
Method | Sample | Methed N Sample. | Method | Sample Methcd | Saulp!é
; " | Size Size © | Size E Siza
I _ . oy i 1 .
' ' | 260 - ; 10D b '
%rostitutes W | @0 | v 200. ve | i&- ve oo | L&
. i I 2" y . I jov . l % IJ 1%}
STD Patients | W& | -] va | e va | ﬂ. Cua | aee
' . | 0 s 1 : |
™ Pauenti_ b oua | 200 | wa ] 200 va | Zoo us | 200
3 ' e et T | I I
Blood Donors [ Mand, | 600 | Mand, | 600 |Mand. /] 600 . | Mand: | 600
| f : ' - * i ’ R K 4 I ¢ I . l
! ; WC attenders . | Ua | .e00m) - | - A G
! v o nw ; | N I
; —_ L ; £ o .
TOTAL } 2200 ; {'1200 : :1200 =1200

4bbreviations ¢ VC ? Voluntary Conf ident lal
: us - l.!hlinked Anonymous
Mand, - Mandatory




Periodicity , Lo -
In view of their quite high variability, the high and mediumn risk
groups would be tested every 6 months .,

recorded from the blood bank, from the onset of the sentinal -
Sutveillance period, v .

" 6.2 Female prostitutes will pe invited to participate in the . o
study after specific AIDS health education and pre-test ; AR -
caunselling has been provided, 1t is essential for the . B
Programme tnat their collaboration pa obtained through b B i
education and eventual incentives, €g. condom distribution, T B
rather than through coercion. It ig recamended that R
arrangements be made In advance with the brothe) keeper or 1
magan, well betore the ‘beginning of the SCreaning periad.

£ Surveillance report., Information tranm samples- with a drop- ' e
Cut rate higher than 103 may be subjected to participation ' :
vias and should therefore pe interpreted with Precaution.




6.3 The methods for collection samples of STD patients, TB .

' patients and ANC attendees are similar, since these groups
wiil be inciuded.on the basis of uniinked anonymous
screening. From the starting date, part of thz serum that’
has been collected for other purposes from eligible persons
will be ssparated, stripped of any identifying markers, and
tested for HIV, until the reguested sample sizes are reached.

Tentative sample sizes and screening methods for the
respective sentinsl population groups and sentinel sites, are
given in Taole 2, below 3

-

Operatiornal Proc(:dur&-.ﬁs '

As a general rule drawing of blood and actual testing of the blood

sample should be kept separated as much as possible, ard performed
by different persons, in order.to protect anbnymity . :

For the group of female prostitutes the usual procetlures of
contidential blood testifig will be applied. participation shdould
pe totally voluntary, but mucH effort should-be thade to keep
refusal to participate at a minimum possible Incentives in- the
form of free condoms could be envisaged. - In other countries,
testing for other STD and eventual free treatment has been offered
as an incentive. :

The utmost important point, however, is that, prostitutes should be
convinced that confidentiality wili be respected. Experience in

. other AIDS programcs has shown that friendly relationships based

on* confidence and trust are the basis ot successtul collaboration.

HIV test results of blood donors will be taken fram the blood bank:
registry files in a consistent way 3 from the starting date of the
Sentinel Surveillance period up to reaching the reguested sample.
size. . . o U

The operational procedures for the 3 groups on which AIDS will be

dorie (STD and TB paticnts, and ANC attendees) are as follows : .

At the site of the blocd collection, the sera obtained after
venipuncture and serum separation will ove divided into 2 specimen
tuoes. . The tuve tor HIV scréening must contain a minimun of 0.5ml

of serum.  The lavel on the specimen for HIV testing is to be -

marked on the top iina with the month and year, in the middle with
a numeric code identifying the sentinel site, and on the bottam
line of the label the age in years and sex of the patient. -The
specimen for ESS or syphilis screening is to be handled and
labzlled in the usual way. Specimens for HIV testing are placed
in a special box to be provided oy the SACP, and stored in the -
freezer campartment of the clinic xefrigerator tor collection and
delivery to the HIV testing laboratory. g :




The HIV testing lahoratory, on Treceiving the samples, assigns an ©
individual identifying code to each specimen, and enters' the month

and year of sample collection, the sentined site code, and the age

"and sex against the corresponding laboratory code number for each : =
Specimen for HIV testing. This is to be the tirst occasion e w AR
. each specimen tor HIV testing receives an individual identifier. SR
- In this way, the possivility of tracing the scurce of any onz HIV

test result is made virtually impossiple. All sera collected at

any one sentinel site in any’ cne sampling period are to be tested

dn the sane laboratory, at the sate time. e woen PR A

The method of pooling of 5 sefd will be used fop testing, . ;
according to tn; instructions that wi;Ll-—»be gi\._*an_ by the expert ' ey A4

HIV seropositive, as well as on confimatory testing - if any is.

+ needed - will also be provided at the samé, time;

¥

l:ohtimatqry'testingis needed wheniever the person tested is to be 2 0k
. Antommed of his/her Hiv status, and counselling provided. Yo

8.  Data processing and Analysis -

ALL data will be centralized in the STD/AIDS Control Programme .. :

Office, Coiambo, where data analyzis will be pertormed by using P e e

the canputer an;cl'EpiaInfo (version -5)__&0ftioar'—*,-'-- e 7 R
|, T3 I . . -‘

The 6-monthly - or eventually yeariy_'* 'd'a'ta will be tam.l.a'tled ona’ .

master table to yield the following ‘inforhation. for each sentinel =

site ¢ T LR S N . . L

T nunber tested, ‘number and% HIV?'Béfdpdsit'i\?éB'as well as the s ik

' . 90% contidence intarval* for each sentinsl popultation as a P Ry Sl Tl
whole; v . . ' ! e + ER R 8 ;

- | numbérs tested,'-'nunbg-:r_ and % Hiv seropositive by age'grwp
within the vacious sentihel populations, , PN :

_.-____._,_.__.,__,._.-....___..._..,_,____,,._.__.'._.....,_.,.._..,_.d._..-...'.‘..,_-.___‘;__.___‘ - - i R

* The fomuia for the calculation of the confidence Anterval is as’
foliows. : O B T : T

the HIV prevalence estimate ' EERLEE
the sample size used . . N R i 5 s W B %
- @ canstance depending on the desired confidence . U UL
interval : 2 = 1.6% for.a 90% C.1 ; v < i =
» : Z = 1,96 for a 95% C.1

Nz
o ow
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. Thé mfomat:.m gathcreﬂ will be used tor the objectives stated
- above, i.e. assessing the baseline situation and monitoring the
~ trends of the HIV infection; and pmvidc indications tor better -
térgeting preventive dctivitiss, . It is therefore essential that £ : ;
_regular and up-to-date infornation be givén to the agencies where : ’
the datd will be utu.xzcad for the prevention and control of AIDE:. o TR i

The resuj.ts generated by the sentinel survezu.lance wz_ll also be "
disseminated guickly and regularly to those who were designated in
advance in the sentinel HIV surveillance protocol as havinga -
legitimate need to have the infofmation. The decision as to who - c ol
should have surveillance infommation will be made in cmsultatim e b A

with the National AIDS Cotinittee and also with higher autmrzt;eé._
) To maintain confidentiality, and to accourt for logdl )
sensitivities, the NACP may decide that the’ surve:.l_lance results s sy Lo
; : " should not be published by individual séntinel sites, ‘régions, or -
b .. citigs. ' Instead & range of values hy type of smtmei &..i.te m.u.ght SR SRS
Lo ' bet presented reglrﬂaj.ly and nationally. - o Be J 3
Regular epldanmiogical infomation will also be provzded to a.Ll g e
i the provmr.es of the country and will be reported to GPA;v&-lO
10._5&_19_9_\5; % R, 8 ok el gl T g e
S ;'Smce the tota.l. {n.mber of indlvlduais to be mcluiai in the' & e i
L . sentinel surveillance is hardly higher than for the first rdund - Ye
: - {5,800 per round &gainst 4,683 for the 1lst raund), and since tha
E ' number of test kits will be reduced very substantially (less than: |
‘ < 50%) vy using pools. of sera, the overall budget requirements ‘for : !
B . the new version of the Sentinel Surveulance will be szgnlfmantly; S S i
| .. Adower than the one foreseen. - - - ! SR A
For exanpie. it was toresem that. 10 000 tests wcn.zld be needeﬂ per 3
year while the Teviewod system will need:less than 3,000 {Qua_l.ity i
: Assurance 10% included), even if the cw:.ra.l.l H1v seroprevalence
: ; v . rate becames as huqh as, 4% o . _ _ ; Foa
' Excess funds may bé re-—progranned or used for the purc.gase ot by e )
mcmtwes such as cmdcms, P e s B L T R
G . e el Sl WAL e
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