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FOREWORD

The END TB STRATEGY aims to end the global Tuberculosis epidemic, by reducing the TB deaths by 955
and to cut new cases by 90% between 2015 and 2035.It emphasizes on early diagnosis, treatment and
prevention for all TB patients including co-infected with HIV. TB is most common Opportunistic infection
and leading cause of death among people living with HIV.

Joint collaborative efforts by Government of India‘s Revised National Tuberculosis Control Program
(RNTCP) and National AIDS Control Program (NACP) has helped in mitigating the effects of dual burden
of HIV & TB in country, needs acceleration.

National Framework for HIV TB collaborative activities NOV 2013 and National HIV testing guidelines
2016 recommend Provider Initiated Testing and Counselling (PITC) among presumptive TB and
diagnosed TB cases as crucial intervention for early diagnosis of HIV and further linkage to care support
treatment to reduce mortality among co-infected patients. - -

In order to ensure access to quality diagnosis, multitasking by Lab technicians is recommended by
National TB HIV coordination committee 2016 and it is critical to train staff to improve quality and
effectiveness of HIV testing services.

This “Provider Initiated Testing and Counselling for TB:T raining manual for Laboratory Technicians “
has been developed to guide the Lab technicians regarding procedures of HIV testing services and PITC
among presumptive TB and diagnosed TB cases. The valuable inputs provided by experts from RNTCP
and NACP in developing this document are appreciated.

We encourage use of this training manual to deliver quality TB HIV collaborative services in country.

}
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PREFACE

HIV is the most powerful known risk factor for progression of Tuberculosis infection to active TB disease.
Early diagnosis of HIV is critical for expanding linkage to care, support and treatment and prevents HIV
transmission. :

To end AIDS epidemic as a public health threat by 2030, countries around the globe are embarking on
the Fast Track Strategy 90-90-90, which call for diagnosing 90% of estimated HIV cases, 90% of
diagnosed people with HIV to receive ART and 90% of those on ART to have suppressed viral load by
2020.National AIDS Control Program(NACP) IV aims to reduce new infection and includes strengthening
HIV testing services as a important package of services.

WHO consolidated guidelines on HIV, 2015 and National HIV counselling Testing services Guidelines
(HCTS),2016 recommend offering routine HIV testing to all presumptive and diagnosed TB cases,
partners of known HIV positive TB patients ,decentralization of HIV testing facilities , task sharing &
multitasking of HIV testing responsibilities in order to reduce coverage gaps and improve access to HIV
prevention, treatment, care and support.

v

RNTCP and NACP jointly implement HIV-TB collaborative activities as per the National Framework for
HIV- TB in India ,in which Provider Initiated testing and counselling(PITC) among presumptive TB cases
and TB patients is key strategy for early diagnosis of HIV .PITC is accompanied by package of HIV related
prevention ,treatment, care and support services. NACP aims to implement the revised National HIV
testing guidelines 2016 and to further strengthen PITC among presumptive TB and diagnosed TB cases.

“Provider Initiated Testing and Counselling for presumptive TB cases and TB patients :Training manual
for Laboratory Technicians “ is intended to build Knowledge & skills of Laboratory technicians for basic
operational guidance on PITC, Whole Blood Finger Prick test ,recording and reporting of PITC etc and
represents an effort to improve patient centric ,quality of HIV testing services.

I appreciate efforts made by all those involved in developing this training manual and urge states to
ensure training and provide high quality services to all those seeking HIV testing services.

Opem

(DR K.S.SACHDEVA)
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CHAPTER 1: INTRODUCTION

The adult HIV prevalence in India is estimated to bes ®2 (0.229%0.32%) in 2015
translating into 2.1 million people living with HIV/AIDS (PLHIV) in 2015. This is third
highest burden in the world. On the other hand, India is highest Tuberculosis (TB) burden
country in the world with an estimated 2.2 millioewn TB cases occurring annually. While

TB is commonest opportunistic infection (Ol) in Hiknfected individuals, HIV infection is

an important risk factor for acquiring TB infection and its progression to active TB. HIV/TB
together is a fatal combination tiiextremely high death rates (15 to 18%) reported among
HIV-infected TB cases notified under Revised National TB Control Programme (RNTCP).
Overall, TB is estimated to cause about 25% of all deaths among PLHIV in India. Though
only 5% of incident TB pati@s are HI\linfected, in absolute terms it means more than
100,000 cases annually and ranks second in the world and accounts for about 10% of the
global burden of HIVassociated TB. Early detection of HIV/TB cases and prompt provision
of Anti-RetroviralTreatment (ART) and AT B Treatment (ATT) are key interventions to
reduce mortality rates significantly. Globally, it has been estimated that less than half of all
TB patients with HIV receive an HIV test; hence, HIV testing in TB settings needs to be
saled up. Ministry of Health and Family Welfare, Government of India, recognized
magnitudeof HIV/TB co-infection and realized the need of collaboration of both NACP and
RNTCP programmes for better management of TB/HI\tinfection and the two
programmes jmtly implementing weHlplanned HIV/TB collaborative activities across the
country. The current National Framework for HIV/TB Collaborative Activities, November
2013 aims to significantly reduce the morbidity and mortality due to HIV/Thiztion

throuch prevention, early detection and prompt management of both HIV and TB.

NACP-RNTCP Coordination Mechanisms and Activities at Various Levels:

It is important to ensure robust and coordinated efforts between these two national
programmes at all levels to achieve sustained and successful outcomes. Coordination has
been ensured by forming national and state TB/HIV coordination committees; natohal

state technical working groups; and district coordination committees (DCCs).-€harige

of SA-ICTC should regularly participate in monthly HIV/TB coordination meetings at the

district level, which will help to bridge identified implementation gapsl asupport




continuous improvement towards uniform efficient implementation of HIV/TB

collaborative activities.

A Ofpowmged strategy®o has been envisaged
coordination between the NACP and RNTCP. It entails prevengary detection of

HIV/TB, prompt treatment and management of TB/HIV cases.
1.1 Prevention of TBHIV

3 bt@tegy foreduction in the burden of TB among PLHIV includies following:

1. Intensified case finding (ICF)
2. Isoniazid preventive therapy (IPT)

3. Infection control for tuberculosis (IC)

1.1.1 Intensified Case Finding (ICF):

WHO recommended O6Four symptom screeningb6
presumptive TB cases. If a patieltes nothave any of these four symptoms; TB can

be confidently ruledout in 98 out of 100 case3hus all individuals accessinglV
Counselling and Testing Services (HCTS)s well as HIV care services through
confirmatory or screening sites of HIV testing facilities, ART, Link ART, Link ART

Plus, Care syport centres and Targeted interventions should be screened for TB.

All people living with HIV (PLHIV) should be regularly screened for TB using clinical
symptom based algorithm consisting of current cough, fever, weight loss or night
sweats at the time dhitial presentation for HIV care and at every visit to a health
facility or contact with a healthcare worker afterwards. Similarly, children living with
HIV who have any of the following symptomspoor weight gain, fever or current
cough or contact histy with TB casemay have TB and should be evaluated for TB

and other conditions.

Individuals who have symptoms or signs suggestive of TB, irrespective of their HIV
status, should be referred to RNTCP diagnostic and treatment facility. For this purpose,
NACP and RNTCP promote the establishmenltooated facilities.




Presumptive Pulmonary TB refers to a person witlny of the symptoms and signs
suggestive of TB including:

-Cough for >2 weeks
-Haemoptysis
-Fever >2 weeks

-Significant weight loss.

-Any pulmonary abnormality in chest radiograph

Note In addition , contacts of microbiologically confirmed TB patients, PLHIV , Diabetics,

Malnourished, cancer patients, patients on immwsuppressants or steroids should be

regularly screened for sigand symptoms of TB

Presumptive Paediatric TBrefers to children with
- Persistent fever and / or cough for more than 2 weeks
- Loss of weight*/no weight gain
and/or

- History of contact with infectious TB case**.

*History of unexplained weighHbss or no weight gain in past 3 months ; loss of weight is

defined as loss of >5% body weight as compared to highest weight recorded in last 3

months.
**In a symptomatic child contact with a person with any form of active TB within last

years may be sigficant.

Presumptive TB cases are those who have cough of two weeks, or more, wi
without other symptoms suggestive of TB in adults and adolescents and/or fever
cough of recent onset lasting for >2 weeks, recent unexplained loss of weigl|
history of exposure to aimfectious TB patient (smear positive) in children. In peo
living with HIV, cough of any duration is suggestive of TB.

2




1.1.2 Isoniazid preventive therapy (IPT) for PLHIV at ART centre /Link ART -

Plus and Link ART Centres

IPT is one of the 3lIs thare globally recommended for prevention of incident TB
among PLHIVs. Isoniazid is the most effective Bactericidal Anti TB drug available
currently. While it protects against progression of latent TB infection to active disease
I.e. reactivation, it also prvents TB rdanfection post the exposure to an open case of
TB. This is provided at ART centre/Link ARflus and LACs.

(For details plz refer to Operational Manual for Isoniazid preventive therapy, June
2016 at link below:
http://naco.gov.in/NACO/Quick_Links/Publication/Basic_Services/Training_Modules
on_HIV-TB_Training/Operational_ManualPT/)

1.1.3 Infection Control for TB:

When patients remain undiagnosed and untreated for tuberculosis, there is risk of
transmission of tuberculosis infection at health care facilities. Early diagnosis and
prompt treatment of TB will rapidly make TB pattemoninfectious and ultimately

will break the chain of transmission.

Ensuring appropriate Administrative, Environmental and Personal Protective Measures
as recommended in the Airborne Infection Control Guidelines is of utmost importance

in reducing theisk of transmission of TB at HIV TB care settings.

1.2 Early detection
Early detection of TB and HIV is crucial. The programme identifies the following

important strategies to ensure diagnosis of HIV and TB at all service delivery facilities:

1. Provider hitiated Testing and counselling (PITC) for HIV for all TB and
presumptive TB cases
2. Rapid diagnostics for detection of TB and DR in PLHIV

India is successfully implementing the Intensified TB HIV case finding activities, which
emphasize HIV testing of all presumptive and confirmed TB cases and, TB screening of all
individuals impending for HCTS and for all PLHIV at HIV care settings and ptom

treatment for persons affected with HIV/TB.



http://naco.gov.in/NACO/Quick_Links/Publication/Basic_Services/Training_Modules_on_HIV-TB_Training/Operational_Manual_IPT/
http://naco.gov.in/NACO/Quick_Links/Publication/Basic_Services/Training_Modules_on_HIV-TB_Training/Operational_Manual_IPT/

Chapter 2: PROVIDER INITIATED HIV. TESTING AND COUNSELLING
(PITC) FOR PRESUMPTIVE TB CASES AND TB PATIENTS

2.1:HIV Testing and Counselling
HIV/AIDS counseling /education is a confidential dialogue between a client and a

counsellor aimed at providing information on HIV/AIDS and bringing about behavior
change in the client. It is also aimed at enabling the individual to take a decision
regardng HIV testing and to understand implications of the test redotisziduals can

access HCTS in two ways:

1. Self- initiated: Individuals who seHperceive their risk and need for HIV testing
and thus voluntariapproach foHIV Counselling and Testing§ervices CTS).

2. Provider-initiated : Individuals referred by a healttare provider for HIV testing.

In case of providemitiated HCTS, the individual must receive gest counselling

about HIV testing to make an-oiunfoor mecke @hoic
of informed consent and information related to testing should be documented in the
counselling register. Healttare providers should offer HCTS in a confidential manner,

without stigma or discrimination. The HIV screening test may e do the outpatient

department (OPD)/ inpatient department (IPD)/ emergency settings or at a general
laboratory. If the individual is found reactive for HIV at screening, such individuals

should be referred to a SIETC with a Linkage form(Annexure 1) for confirmation

of the HIV diagnosis. All individuals found HIV positive at S&TC should be

promptly linked to an ART centre.

NACP also recommends the establishment of providgated HIV screening at all
designated STI / RTI clinics (DSRCs) and designated microscopy centres (DMCs)
under the RNTCP.




Box 1: Providefinitiated HCTS may be offered to the following priority populations:

All pregnant women

Babies born to HPgositive women

Untested children of women living with HIV (WLHIV)

Children presenting with suboptimal growth or severe acute malnutrition, delay in
developmental milestones, oral thrush, severe pneumonia and sepsis

Patients who present with signs and symptoms suggesthHIV/AIDS in any healtdare
setting including emergency

Individuals who faced sexual assault

Before initiating PEP and as a folloyw testing

Patients with TB or presumptive TB, Kakar, hepatitis B or C, or STI/RTI

STI/RTI clinic attendees

Sexuapartners/spouses of PLHIV

Any other situation where the healtbare provider feels HIV testing is essential

In PITC, health care worker or counselor provides basic information on HIV, the testing

process, clinical and prevention benefits of testing@otdntial risk of discrimination. The

clients are al sorghttofreflusemetd habotf et heifr HRV te
declining the test will not affect their access to other services. Individuals are also informed

about followup services, andndy then they are offered the test. The health worker should
clearly asko eyaccth adrieeentt oi g e tandteasshethdisfreer HI V
t ooptutd i . e. choose not to get tested. I f a ¢

for HIV followed by provision of postest counseling. The content of pre and fiest

information for WBFPT is discussed in detailsAinnexure- 13.

2.3: Procedureat the DMC for presumptive TB casesand TB patients

1. All diagnosed and presumptive TB casg¢tending the designatedmicroscopy

centre (DMC) would be assessedfor HIV status by the DMC laboratory
technician (LT). If HIV testing facility is availableat same facility LT will refer
presumptive and diagnosed TB cases for HIV testing afatiéty. For those
DMCs where there is no docated facility for HIV testing,LT will conduct HIV

screening test using Whole Blood Finger Prick Test (WBFPT) as per NACO HIV

counsellingestingservicegyuidelines .

2. DMC LT after taking the first sputumsamplewill ensure following steps:

a. If the patientis known to be HIV positive (e.g. referred infrom ART

centres), the information regarding the HIV statuswill be immediately




noted in the RNTCP laboratory register Annexure 2). In case of
presumptive TBwhose HIV statusis HIV negativeand has beentested
within the pastsix months,the samewill berecordedn laboratoryregister
and will not be referred further for any confirmation as per national
policy.

b. In caseof presumptive TBcase or TB patienivhose HIV statusis not
known or HIV negative (with test result beyond six months), and the
health facility does not have ¢ocated SAICTC/FICTC ,LT at DMC
would conduct HIV screening test to bridge the gagknowingthe HIV
status. Individual shouldbe counseledabout the need for getting tested
for HIV and if an individual gives consent for HIV test then it will be
recorded in Counselling register at HCTS screening fa¢fibpnexure 3). If
the test result is negative then $hould be recorded in RNTCP
laboratory register and RNTCP request form for examination of
biological specimen for TB (Annexure 4)and if the test results is screened
positive for HIV then the individual will be referred to S8TC for

confirmation of the HIV with the linkagéorm in triplicate(Annexure 1)

c. In cass where only the sputum sample reat to the DMC (in absentiaof
patient) due to the ongoing natue of this process, the patient will be
called later on and will be offered HIV tesHowever HIV testirg shout
be offered to all diagnosed and presumptive TB cases whgmutun was
collectad at the collection pointsif the collection centre is having HIV
screening facility At the time of transportatio of the sputun
specimensthe HIV teg resut shoutl be documentd in the RNTCP
request form for examination of biological specimen for TB which

will then be updatel into the laboratoy registe by the DMC LT.

3. LT is designated staff for conducting HIV screening test at DMC, otherwise any

paramedical staff designated for HIV screening (PHN/LHV/ANM/Miale/

pharmacist) in the health facility will ensure each individual screened for HIV will

be given prdest cowmselling with informed consent documented in registers

(Annexed at 2 & 3) perform posi test counselling by maintaining confidentiality

at each step.




Test results:

If an individual found nosreactive on HIV screening, the laboratorgport

(Annexed at 5)duly signed by the medical officer should be given to the individual

during posttest counselling, on the sarday.HIV screening site will provide HIV

status ( Negative & opt out ) to the individual and if the screening test is positive

then the patienwill be refer to the HIV confirmatory site (e.g. S&TC) for the

confirmation of HIV diagnosis along with date of HIV screening test and PID

number .The counselor at the HIV testing confirmatory site-(GFC) will provide

the feedback regarding HIV $ts (Positive/Negative/Indeterminate/Opted out) is to

be recorded in the linkage form and in registers maintained at HIV testing facilities.

DMC LT will update the laboratory and Counsellingregister based on the
feedbackon thelinkage form.
2.4: Procedure at the HIV testing Confirmatory site (SA-ICTC):

1. All individuals coming to the ICTCs/FICTCs will be offered counsellingand testing
as per the norms and standardoperating proceduresof the National AIDS Control
ProgrammegNACP). The counselor at the HIV testing confirmatory §88-ICTC) will
provide HIV test results in lab repoArfnexure-6) along with the post test counselling.

2. All referralswill berecordedn the counsellingregister.

3. All Presumptive or diagnosed T&asesthat are known HIV positive as evidence
by the HCTS record ard repors and patiens testel HIV negative within lag 6
months will not be re-tested Patiens who had an indeterminag resut beyord 28 days
will be offered the test.

4. For patientswith HIV positive results at confirmatory site (SKKTC), the counselor will
link the patientto the nearestART centreavailablein the district/state This will bedone
by giving same referral and linkageform (Annexure-1). The patientwill be given
the contactdetails of the district programmemanagerdor any assistanceneeded.
The counsellorwill documentthe HIV status,date of HIV testingand PID numberin
linkage form as a feedbackto LT of DMC. The counsellorwill also assistthe DMC

LT to updatethe laboratoryregisterwith informationon HIV status.




Chapter 3:WHOLE BLOOD FINGER PRICK TEST FOR HIV SCREENING OF
PRESUMPTIVE TB CASES AND TB PATIENTS:

National HIV counselling Testing servic&iidelines2016includesHIV testingservices

principally at:
(a) Facility-based services and
(b) Communitybased services (CBS).

(a) Facility-based HCTS (screening or confirmation) are offered to individuals
accessing healtbare facilities functioning as per the OPD timings of the institution
where the HCTS facility is located. However, SACS should ensure that at least HIV

screening test services are italale after normal work hours.

(b) Community-based screening (CBS)is an important approach to enhance the
outreach and coverage of priority populations and for improving early diagnosis of people
who seldom use clinical services, including men and adefs in highprevalence
settings and high risk groups (HRG) populations. To improve HCTS access and coverage,

communitybased HIV screening is carried out through various approaches

Intensified TB case finding is integrated and offered at all HIV testing facilities
(screening and confirmatory sites both) irrespective of their test results and to all
populations receiving HIV care servicdsitensified TB case finding in clinical and
outreach settings will fadihte early detection of HAAssociated TB and linkage to
treatment.

It is envisaged by NACRs per the reviseNational HIV counselling Testing services
Guidelines 2016, tincrease the access ofragk populations to HCTS in a cesffective
manner, NACO in addition to establishing SKKTC at the CHC and higher levels, has
evolved a strategy with the RCH programme for integrating HIV screening at all primary
health centres (PHCs) and hidklivery points acres India and all DMCs under HiVB
Collaboraive activities. They ardabeledas facility integrated counselling and testing
centres (HCTCs) and should be appropriately linked to the nearestiC3&. HIV
screening at all #CTCs will be implemented through their existing staff with due
sensitizatio, orientation, guidance, monitoring and supervision by the linketCIA&.




This mechanism of taking HCTS closer to the people may increase the uptake of services

while reducing transportation costs and waiting tiffeesthose seeking serviceBSurther,

integrating HCTS into the general health system will ensure sustainability, cost

effectiveness and facilitate the mainstreaming of HCTS. It is envisaged WyAGe

guideine that all DMC will have a ctocated HIV testing facilityand will promote

establisiment of HIV screening centres using whole blood finger prick test (WBFPT) at

RNTCP DMC facilities not having elmcated HCTS. This will help in coverage of all

presumptive TB cases and TB patients with HIV testing services and ensure early

detection of TBAHIV patients and linkages to HIV care and support services.

The DMC facility without a celocated SAICTC/FICTC will use whole blood finger
prick test kits for HIVscreening, whiclis easy to perform and provides results within 30
minutes. Needbased quatities of these test kitsill be supplied on a regular basis by the
district HIV/AIDS nodal officer through the linked SIKTC.

These test kits need to be stored between 2°C and 8 °C in the refrigerator available at the

health facility. The temperatuteack indicator (TTI) should be monitored and recorded in

temperature log bookAfinexure 7) regularly, for any change in colour, by the staff in

charge of HIV screening. Kits that show a change in colour in the TTI should not be used

and promptly replacethrough the linked SACTC. The generated bivaste should be
disposed of as per the infection control guidelines.

3.1: HIV Screening Strategy

Whole blood finger prick test for HIV (WBFPT)

Considering importance of HIV testing of TB patier®sesumptie TB cases and the gap
coverage due to lack of docated HIV and TB testing facilities, all diagnosed and
presumptive TB casesill be offeredHI V s cr eening test wusing
to detect HIV infection early among diagnosed and presiven TB cases to enabli@kage to
care, supporand treatmentereby reducemortality and morbidity.

A screening test used, especially for a disease withitmidence must have very good
specificity as well assensitivity Therapid HV test kits using whole blood, usé&y NACP

WB F P

have very high sensitivity and specificity (both close to 99%). The fact that whole blood rather



http://en.wikipedia.org/wiki/Incidence_(epidemiology)
http://en.wikipedia.org/wiki/Specificity_(tests)
http://en.wikipedia.org/wiki/Sensitivity_(tests)

than serum can be used in these tests and very high sensitivity makes them suitable for use as
screeningest.

It can be used at facilities with limited resources or expertise below the adtared ICTC

level. It can be easily used by paramedical health worker after minimal capacity building. The
laboratory technician at RNTCP DMC would perform the test hadrstitutional health care
provider (pharmacist, staff nurse, ANM etc.) would be trained for provision cfepte
counselling. All patients who are found reactive with WBFPT would be referred to nearest
standalone ICTC for comprehensive pre and gest counselling and confirmation of HIV

status as per NACO HCTS guidelines.

Who can perform the WBFPT?
A trained laboratory technician, staff nureeedical officeror any trained health care provider

can perform screening test at a health facility.

3.2:Procedureat DMC:

The Lab Technicianwill be performing the screening test for HIVRMTCP DMC. Detailsof

procedure are described below untter followingheadings:

Rapid Tests
Collection of blood by finger prick technique for the screening HIV rigsts
Performance of screening test for diagnosis of HIV

Do 0 s D a mdf testing

= =2 =4 A

Quiality control

1. Rapid tests

Rapid tests are in vitro qualitative tests for the detection of antibodies to Human
Immunodeficiency Viruses (HIV) types 1 and 2. Rapid casting OR whole blood finger
prick test for HIV is used for screening of HIV infection. This is to be confirmed by two other
rapid tests if reactive. The individual will be referred to-RAC for confirmation of HIV

through linkage form (Annexure 1).




Individual will be registered in lab registand FICTC register (Annexed at 2 & 3) and 23
digit PID no. will be given. Pre test counseling as pational HIV counselling Testing
servicesGuidelines 2016s done(Annexure 13)and the presumptive and diagnosed TB cases
are offered HIV test. If an individual consents to undergo the test, than signature or thumb

impression is to taken in column no. 11 ef C registerandprick is done (Annexure 3)

Collection of blood by finge prick technique for the screening HIV rapid tests is

described below:

In case of HIV testing, preest counseling and obtaining informed consent of an individual is

absolutely essential before collecting the sample.

Blood is to be collected by finger prick technique for performing the screening HIV rapid
tests. This is to be done at DMC by LT and in field by ANMs or any dthared healthcare

provider.

Step wise procedure:

1. Gloves should be worn and sterilized /disposable lancets/needles must be used.

2. Ask the individual to sit comfortably and lower the arm (the finger should be
lower than the elbow) from which the sample is to be taken.

3. Choose the fingertip of the middle ng finger for adults. (This is applicable
to all above 1 year of age).

4. Clean finger tip with alcohol; allow to air dry. Do not touch the area

5. Gently squeeze and release the area to be pricked until it is red

6. Position the hand palm side up .Place theddd needle away from centre on
the fingertip. Firmly press the lancet/needle against the skin and puncture the
skin. Dispose of the lancet/needle in a safe way into the sharps discard jar
containing 1%sodiurhypochlorite(Figure:5)

7. Wipe away the first ip of blood with a sterile gauze pad and then throw the
gauze in the discard jar containing 1% sodium hypochledtetion (or Figure
6 discard the gauze and gloves in to the waste bucket with the yellow bag)

8. Holding the finger lower than the elbow, apgentle intermittent pressure to

the base of the punctured finger a few times




9. Following the directions of the kit, apply a full drop to the specimen pad in the

rapid card directly so that the specimen pad is adequately soaked or use the

disposable pipge provided by the manufacturer to transfer the required amount

of sample from the fingertip onto the specimen pad on the rapid card

10.0Once the required amount of specimen has been collected, pressure must be

applied gently at the puncture site with a gatlazensure that there is no further

bleeding from the site

11.Continue the test procedure as per the given SOP / process outlined in the kit

insert

Don6éts of Finger Puncture

Do not puncture the side or the tip of the finger

Do not puncture parallel to theapves of the fingerprint

1

1

1 Do not puncture the index finger
1 Do not puncture the little finger
1

Do not puncture the fingers of child less than 12 months of age

Figure 1. Recommended siteand direction of
finger puncture

Figure 2: Select the site to be pricked




Figure3: Clean the finger with alcohol. Work
from the middle out to reduce contamination.
Allow the area to dry.

Figure 5: Discard Lancet in puncture
proof jar containing 1% sodium
hypocloride solotion

Figure 4: Prick finger as shown

Figure 6: Discard the gauze and gloves it

to the wastebucket with yellow bag




Performance of Rapid tests for diagnosis of HIV

Rapid HIV detection test kits include all necessary reagents and requother specialized
equipment .These tests typically require 20 to 30 minutes( or as specified in the kit insert) to
obtain a result and results are interpreted visually after the time from the beginning of the

testing process as specified in the kients

These rapid cards have HIV antigens immobilized on a porous membrane. The whole blood
specimen is put on the sample pad and flows through the membrane during the performance of

test and the antibodies if present in the patient specimen are absotbati@coated antigen.

A dot or a line visibly forms on the membrane in the result area when the antigen and antibody

is present in the specimen combine. Tests in addition have an inbuilt procedural control dot or

line. The exact process of test performandime after which the result is to be read and
interpretation of the test depends on the ma
specific to the particular rapid test. A visual line/dot at both the test and control sites indicates

a positve test result, a line/dot only at the control location indicates a negative test result, and

the absence of a line at the control site means the test is invalid.
Test procedure

1. Bring the test kit to room temperature.

2. Lay out the test strips on a whitager towel ona cleanflat surface, take the test
device out of the protectiwerapper andabel with the pregnant woman details.

3. Wear gloves and perform fingerpick as explained.

4. Draw up the required amount of whole blood specimen from the fiigasingone of
the disposable pipettes supplied (use only the pipette supplied and reoise)tAfter
obtaining the required amount of blood, press the pricked arealeghgauze to stop
the bleeding and adke patientto meanwhile continugressing with the gauze until
bleeding stops. Proceed with the testing process

5. Holding the pipette vertically over the sample pad, add specimen (as per amount
specified) carefully and allow to absorb. Ensure air bubbles are not introduced into the
sampleport

6. Discard the pipette into the discard jar with 1% sodium hypochlorite after dropping the

required amount of specimen onto the rapid card




7. Complete the next steps of adding any more reagents (if required ) as specified in the

kit insert of the rapid cdr

8. Set timer for the time as specified in the kit insert. Allow the specified time for the

reaction to occur

9. Read test results immediately after the time as specified in the kit insert

10.Record test result in the patient result form as reactive (if dotédgapeiarspr

negative.

11.Refer the patient to nearest SIETC centre for confirmation if the screening test is

reactivéby filling the Linkage Form Annexure 1)

Some illustrative examples (figure¥, 8 and 9) are shown below

Reactive

2 lines of any intensity appear
both the control and patient are
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Non-reactive

1 line appears in the control ar
and no line in the patient are

Figure 7

Reactive / Positive NeReactive

Figure 8




