First-line antiretroviral regimens: major side
effects
Regimen Major side effects
Stavudine + Lipoatrophy and neuropathy; skin
Jlamivudine + and liver toxicity; cannot use
nevirapine nevirapine with rifampicin
Zidovudine + Anaemia; skin and liver toxicity;
lamivudine + cannot use nevirapine with
nevirapine rifampicin
Stavudine + .
Jamivudine + Lipoatrophy and neuropathy; central
efavirenz nervous system symptoms and
teratogenicity
Zidovudine + Anaemia; central nervous system
lamivudine + symptoms and teratogenicity
efavirenz

Simplified guidelines for antiretroviral therapy
(HIV-1 infection)

=) DISTRICTREGIONAL
LEVEL

=D LOCAL LEVEL
If neuropathy or L.
patty If clinical
Replace pancreatitis " A N A
: First-line regimen hepatitis

4T W“K:I —————" ReplaceNVP
ZDV d4T/3TC/NVP with EFV

If neuropathy or If severe rash

pancreatitis and \

severe anaemia © Replace NVP

with NFV
Replace d4T
with ddt Second-line If severe
If renal regimen dislipidaemia

Replace failure > Replace LPV/r
TOF TDF + ddI + LPV/r with NFV

. )
ngé / TBMIV

Replace LPV/r If severe gastrointestinal intolerance
with SQV/r Replace ddI with ABC

Simplified guidelines for antiretroviral therapy
(HIV-1 infection) — DISTRICTREGIONAL
LEVEL
=) LOCAL LEVEL
If severe
. If clinical
Replace anaemia Fi < 3 o
irst-line regimen hepatitis

zpv g ,:p> Replace NVP
with d4T ZDV/3TC/NVP with EFV

If severe anaemia If severe rash

and neuropathy or \

pancreatitis ¢ Replace NVP

with NFV
Replace ZDV
with ddl Second-line If severe
If renal regimen dislipidaemia

Replace failure —— Replace LPV/r

place TDF +ddI + LPV/r with NFV
TDF with
ABC

A B/HIV If severe gastrointestinal intolerance
Replace LPV/r
with SQV/r Replace ddI with ABC

Simplified guidelines for antiretroviral therapy
(HIV-1 infection)

== DISTRICTREGIONAL
LEVEL

== LOCAL LEVEL
If neuropathy or
Renl pancreatitis . . . If severe CNS
cplace First-line regimen symptoms
d4T wnK ":| ——————"— Replace EFV
zbv d4T/3TC + EFV with NVP
If neuropathy or If hepatitis or

pancreatitis and severe rash

severe anaemia

Replace EFV
with NFV
Replace d4T
with ddI Second-line If severe
If renal regimen dyslipidaemia
Replace failure - Replace LPV/r
TDF TDF + ddI + LPV/r with NFV
3
Xglé /T B/HIV 1 If severe gastrointestinal intolerance
Replace LPV/r
with SQV/r Replace ddI with ABC

Simplified guidelines for antiretroviral therapy
(HIV-1 infection) = DISTRICTREGIONAL
LEVEL
= LOCAL LEVEL
If s

Reol an;ec\:;: If severe CNS

eplace First-line regimen symptoms
ZPV g Ymp Replace EFV
with d4T ZDV/3TC + EFV with NVP

If severe anaemia Ifhepatitis or

and neuropathy or We rash

pancreatitis Replace EFV

with NFV
Replace ZDV
with ddl Second-line If severe
If renal regimen dyslipidaemia
Replace failure - Replace LPV/r
TDOF / TDF + ddI + LPV/r with NFV
with 4 ) . .
ABC TB/HIV If severe gastrointestinal intolerance
Replace LPV/r
with SQV/r Replace ddI with ABC

Simplified guidelines for antiretroviral therapy
(HIV-2 infection)

mm=p DISTRICTREGIONAL
LEVEL

=) LOCALLEVEL

It . If severe
neuropathy or gastrointestinal
Replace pancreatitis FILTS . :
44T with First-line regimen intolerance Replace
e
ZDbV d4T/3TC + NFV NFﬂY
If neuropathy or IF TB/HIV ivll’V/r
pancreatitis and
severe anaemi; Therapeutl
fallure Replace NFV
with SQV/r
Replace d4T
with ddI Second-line If severe
If severe regimen dislipidaemia
i >
Replace ~ anacmy TDF + ddI + LPV/r Replace LPV/r
TDF / with NFV
th, TB/HIV If severe gastrointestinal intolerance
ABC Replace LPV/r
with SQV/r Replace ddI with ABC
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Document 6.4

Introduction to the exercise for Unit 6

For this exercise, your facilitator will divide the participants into groups of three. The
purpose of the exercise is to analyze the provision of antiretroviral therapy services in
Fictitia, identify gaps and propose activities to address these gaps.

* Read pages 140-148 in the report from Fictitia in Annex 1.

* Analyse what the national HIV/AIDS programme has done so far in the
country in relation to WHO recommendations for a public health approach,
with special focus on:

1) eligibility for antiretroviral therapy;

2) the skills available through the health system for delivering antiretroviral
therapy services;

3) the capacity of the laboratory network to comply with the requirements for
antiretroviral therapy monitoring; and

4) the management of people coinfected with TB/HIV.

* Identify gaps in the programme (especially in terms of strengthening the
capacity of the health system) and propose priorities for your planning.

* Prepare to present the group work in the plenary session.

Tell a facilitator when you are ready for the plenary discussion.
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Unit 7: Drug management for controlling
TB and HIV/AIDS

Objectives

By the end of this unit, participants will be able:

1) to discuss the various aspects of TB and HIV drug
management using a logical framework;

2) to identify the differences between the procurement
practices for TB and HIV/AIDS drugs; and

3) to identify gaps and priorities in the procurement of TB and
HIV/AIDS drugs and to propose solutions to facilitate drug
management in implementing collaborative TB/HIV
activities.

Methods

Plenary presentation: Drug management for controlling TB and
HIV/AIDS

Exercise

Plenary discussion

Materials

Document 7.1: Drug management for controlling TB and HIV/AIDS
(slides)
Document 7.2: Exercise
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Document 7.1

Drug management for controlling TB

and HIV/AIDS

Document No. 7.1

and subnational levels

TB/HIV course for managers at the national

Objectives of the unit

To discuss the various aspects of TB/HIV drug
management using a logical framework

To identify the differences between procurement
practices for TB and HIV/AIDS drugs

To identify gaps and priorities in procurement of
TB and HIV/AIDS drugs and to propose solutions
to facilitate the implementation of collaborative
TB/HIV activities in drug management

Pharmaceutical management cycle

Management
support

Distribution

Pollcy regulations and laws

Pharmaceutical management is
the set of practices aimed at
ensuring the timely availability
and appropriate use of safe,
effective and high-quality
medicines and related products
and services in any health care
setting

Levels

Private sector Public sector

Partners

International | Multinational suppliers

International procurement
agencies / GLC / GDF

Donors/

GFATM ‘

National

\\ll//

agencles

Government supply services

t TB institutes

Third-party National TB pl
e . [ weos |
Regional Distributors Regional facilities ‘ NGOs
1
o CMS f
District Shops and "}t District facilities Aitomate flow
pharmacies <« Information flow
e AT Primary care
" fciies
] i H

Medicine users

Standardized treatment regimens and uninterrupted
drug supply are basic principles of the DOTS Strategy

- Political commitment to programme, including normative,
financial, planning, surveillance, training and supervision
functions

. Case detection among people presenting with symptoms, using
low-cost tools

- Standardized treatment with direct observation
- System for uninterrupted supply of high-quality TB drugs

- Recording and reporting system allowing accountability and
outcome evaluation
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TB drug supply

- There are key rules for estimating drug needs (based
on previous consumption and/or on notifications)

- Regimens are standardized

- Fixed-drug combinations and /or blister packs are
recommended

. The cost of one first-line regimen is about US$ 15

- The Global Drug Facility (GDF) is fully operational
to support the procurement of quality drugs at the
lowest possible price

- Low-cost second-line drugs are available for Green
Light Committee (GLC) programmes

Management of HIV supplies Key principles

HIV-related drugs and diagnostics are ordinary
supplies, but ...

. Treatment is for life, and treatment interruptions (supply
interruptions) have to be avoided at all cost.

The supply system has to cater for the various treatment
regimens and the changing proportions to which these are
used over time

. Antiretroviral drugs are relatively expensive and in high
demand.

Antiretroviral therapy receives high-level government and
donor support and scrutiny.

Antiretroviral drugs and test kits may require cold storage
and often have short shelf lives.

Selection

National consensus: a committee + guidelines (regimen, weight band,
strength, loose or combined, box or blister or kit)

Curative drugs: antiretroviral drugs, opportunistic infections, palliative
care, AIDS-related cancer, opioid dependence

Preventive drugs: isoniazid, co-trimoxazole

HIV diagnosis kit

CD4, viral load and drug resistance equipment

Notes:
More people need to change regimens for HIV/AIDS (because of failure or side-
effects) than for TB (30% versus 2%)
- Recommendations to shift from first- to second-line standardized for TB but are under

constant revision for antiretroviral drugs

Procurement: quantification

Fixed number of people receiving antiretroviral therapy per year
Previous antiretroviral consumption times 2 — existing stock

Previous activity: number of people receiving antiretroviral therapy times
number of drugs per year times 2 — existing stock

Morbidity: HIV prevalence rate times the population covered
Notes:

~ Isoniazid preventive therapy must be quantified

~ Number of HIV/AIDS cases is harder to predict than for TB, as quarterly TB reporting
is systematized
Lack of expertise for appropriate quantification of antiretroviral drugs during scaling-up
(unlike TB drugs)

~ Antiretroviral drugs and tests have short shelf lives (eight months)
Complex procurement due to multiple sources of funds

- Manufacturers and suppliers unable to meet demand (shortages of stavudine and

9 . 10
efavirenz)
. . .
Distribution Use
- Health unit provider or home delivery (by health staff)
- Port clearing (document, testing and taxes) - Drug provision (daily, weekly or monthly)
- Storage: separate versus common, bulk versus shelves, - Adherence
expiry dates, temperature and accountability (register - Recording (patient card, register and report)
and bin card) - DOT, weekly observation
- Push or pull system (consumption, activity and order - Blister, kit or combined tablets
forms) - Patient education and support ( psychological)
- Patient cost (free of charge, contribution or unofficial)
. Transport (frequency, separate versus common) Not
otes
Notes: ~ Antiretroviral therapy is more expensive for families and programmes than
TB (tests, drugs and programme)
~ Small but sufficient stock to avoid expiry at the local level ~ Continuous (lifetime) motivation necessary for antiretroviral therapy
- Coordinated TB/HIV drug distribution based on model used — Accurate training on side-effects for Antiretroviral drugs necessary
- Security for antiretroviral drugs (more expensive) is a priority Irrational use of antiretroviral drugs leads to greater wasting of resources
~ Cold chain needed for some antiretroviral drugs - Lack of expertise in managing antiretroviral therapy and formulations for
children
1 12
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Procurement: tender

* Open tender: too long

« Restricted tender: market information on price and quality:

www.who.int/medicines, www.accessmed-msf.org

— Prequalified products: “Access to HIV/AIDS drugs and diagnosis of
acceptable quality” January 2004
— Indicative price: “Sources and prices of selected medicines and
diagnosis for people living with HIV/AIDS” June 2003
— Untangling the web of price reductions, December 2003
« Selected tender: national manufacturer or supplier, patented

or generic

Procurement: generic versus
originator (1)

TRIPS (Trade-Related Aspects of Intellectual Property
Rights) Agreement of 1995 of the World Trade
Organization related to antiretroviral drugs

Doha Declaration 2001 (TRIPS and public health)
Flexibility, such as compulsory licensing, is introduced to
ensure that the TRIPS Agreement does not prevent members
from taking measures to protect public health.

Government can allow companies to make patented
product under licence without the consent of the patent
owner for the domestic market (antiretroviral drugs
only)

Procurement: generic versus originator (2)

WTO member government decision of 30 August 2003:

the DOHA Declaration effectively limited the ability
of countries that cannot make pharmaceutical products
from importing cheaper generics from countries where
pharmaceuticals are patented.

The decision allows any member country to export
pharmaceutical products made under compulsory
license.

Twenty-three countries announced that they would

voluntarily refrain from using the system for import.
15

Making commodities available for
countries: the WHO AIDS Medicines
and Diagnostics Service

The AIDS Medicines and Diagnostics Service
(AMDS) was launched in December 2003 as the
access and supply arm of the “3 by 5” Initiative.

The objective of the AMDS is to expand access to
high-quality, effective treatments for HIV/AIDS by
improving the supply of antiretroviral drugs and
diagnostics to developing countries

Making commodities available for countries:
the WHO AIDS Medicines and Diagnostics Service

Group of partners
United Nations agencies
+ WHO (EDM, EHT, CPS and Essential Drugs units and HIV regional
advisers in regional offices), UNICEF, World Bank, UNAIDS, UNFPA,
UNDP
Technical or and donor
« Canadian Committee on Antimicrobial Resistance, Clinton HIV/AIDS
Initiative, Commonwealth Pharmaceutical Association, Crown Agents,
Ecumenical Pharmaceutical Network, ESTHER (Ensemble pour une
Solidarité Thérapeutique Hospitaliére En Réseau), Global Fund to Fight
AIDS, Tuberculosis and Malaria, International Dispensary Association,
International Pharmaceutical Federation, John Snow Inc. (JSI),
Management Sciences for Health and Mission for Essential Drug Supply
Observers
« MSF, United States Department of State (President’s Emergency Plan for
AIDS Relief), United States Agency for International Development
+ Secretariat
+ AMDS unit of Department of HIV/AIDS of WHO

What the AMDS offers

Governments, NGOs: intelligence for
making informed choices on procurement
(prices of drugs and diagnostics and
information on regulations and intellectual
property rights)

Governments, NGOs: capacity-building for
managing procurement and supply
Manufacturers: information necessary for
forecasting volumes to be produced (not yet
available)

management cycle

medicines

assurance

What the AMDS can provide to countries
- Technical country support for the pharmaceutical

- Guidance on selection of core antiretroviral drugs.

- Guidance on legal issues related to importing generic

- Prequalification of drugs and diagnostics
- Information on product specification to be used in tenders

- Guidance and training in local production and quality
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Document 7.2

Introduction to the exercise for Unit 7

For this exercise, your facilitator will divide the participants into groups of three. The
purpose of the exercise is to estimate the antiretroviral therapy and TB services needed
in a given country or region, to identify gaps and propose activities to address these

gaps.

» Select one specific country (or a region within the country) representing the
group members.

» Provide figures (or estimates) on:

1) the number of people infected with HIV and coinfected with TB and HIV
living in the country (or region);

2) the number of people eligible for antiretroviral therapy in the country (or
region) and the number of people requiring TB treatment and isoniazid
preventive therapy;

3) the number of people infected with HIV and coinfected with TB and HIV
currently receiving antiretroviral therapy, TB treatment regimen and
isoniazid preventive therapy in the country (or region);

4) the target year for universal access to antiretroviral therapy in the country
(or region);

5) the number of people receiving antiretroviral therapy at the end of the year
in the country (or region); and

6) the number of people receiving isoniazid preventive therapy at the end of
the year in the country (or region).

* Discuss the figures or estimates.

* List three priority interventions to improve the pharmaceutical management
cycle to achieve universal access to antiretroviral therapy in the country (or
region).

* Prepare to present the group work in the plenary session.

Tell a facilitator when you are ready for the plenary discussion.
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Unit 8: The Interim policy on
collaborative TB/HIV activities

Objectives

By the end of this unit, participants will be able:
1) to describe the main elements of the interim policy on
collaborative TB/HIV activities; and
2) to discuss the main problems, constraints and opportunities
found in implementing collaborative TB/HIV activities at
the country level.

Methods

Plenary presentation: The Interim policy on collaborative TB/HIV
activities

Exercise

Plenary discussion

Materials

Document 8.1: The Interim policy on collaborative TB/HIV activities
(slides)

Document 8.2: Exercise

Document 8.3: Interim policy on collaborative TB/HIV activities (6)
Document 8.4: Guidelines for implementing collaborative TB and HIV
programme activities (7)

Document 8.5: Strategic framework to decrease the burden of TB/HIV
(8)
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Document 8.1

The Interim policy on collaborative
TB/HIV activities

Document No. 8.1

TB/HIV course for managers at the national
and subnational levels

Objectives of the unit

To describe the main elements of the interim
policy on collaborative TB/HIV activities

To discuss the main problems, constraints
and opportunities found in implementing
collaborative TB/HIV activities at the
country level

Background on AIDS and ProTEST

1981 AIDS reported in the United States

1984 AIDS in Africa

1984 TB in AIDS

1989+  Descriptive studies of HIV and TB

1991 Thiacetazone and HIV

1992 HIV-related mortality, relapse and
morbidity in TB

1997 ProTEST and other projects
conceived

- 2000 Interventions defined

ProTEST

- WHO initiative to promote testing for HIV using
voluntary counselling and testing as an entry point
to a range of prevention and care interventions
related to TB/HIV and sexually transmitted
infections

- Objective of ProTEST:
To develop a more cohesive response to TB in
settings with high HIV prevalence through
collaboration between TB and HIV control
programmes.

ProTEST

Interventions:

. Collaboration between stakeholders and the health
service

- Improved access to high-quality voluntary counselling
and testing

- Intensified case-finding and treatment of active TB
among people living with HIV/AIDS

- Isoniazid preventive therapy to treat latent TB

- Co-trimoxazole preventive therapy to reduce morbidity
and mortality from opportunistic infections

- HIV prevention (including condoms and management
of sexually transmitted infections)

- Improved clinical care for people living with
HIV/AIDS 5

ProTEST

Results:
- TB/HIV collaboration was feasible
- Improved human resources capacity

- Increased access to high-quality voluntary
counselling and testing (VCT) services

- Improved TB case-finding

- Isoniazid preventive therapy (IPT) and co-
trimoxazole preventive therapy (CPT) introduced

- HIV prevention activities introduced or enhanced
- Community involvement developed
- Profile of TB/HIV raised
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ProTEST

Lessons learned:
- Involvement of all stakeholders is critical
- Additional staff are essential
- Technical support is essential

- More operational research and cultural
understanding are required to increase adherence
to preventive treatments

- Standard monitoring and evaluation tools are
needed

Joint TB/HIV work sets stage for antiretroviral
therapy

Rationale for joint TB/HIV activities

HIV drives TB incidence and mortality in areas with a
high HIV prevalence: 11-50% of people living with
HIV/AIDS die from TB

DOTS alone is insufficient to control TB in these arcas

Joint TB/HIV interventions, jointly delivered, are
needed to control HIV-associated TB, expand DOTS
and control HIV

TB control system can be a major partner for delivery
of antiretroviral therapy and thus for “3 by 5, the
United States President’s Emergency Plan for AIDS
Relief etc.

TB is not just part of the problem; it is also part of the

solution .

Principles

- “Two diseases, one patient”

— Patient focuses in care delivery for both diseases at the
same time

There is an ongoing catastrophe, therefore:
— No more “projects”
— Immediate scale up of what works
— Revise as more evidence becomes available
- No separate programme

— Collaborative activities add to existing strategies for
controlling TB and HIV/AIDS

Policy needs to be global

Sequence of TB/HIV policy development

Builds on field experience with ProTEST (Malawi, South
Africa and Zambia) and other TB/HIV pilot projects
(Botswana, Cote d’Ivoire, Kenya, Rwanda, Thailand, etc.)
Complements the Strategic framework to decrease the burden
of TB/HIV, which provides a complete rationale and mentions
what could be done

Complements the Guidelines for implementing collaborative
TB and HIV programme activities, which show how to organize
at the national and district levels

The Interim policy on collaborative TB/HIV activities states what
countries should do

Process for the interim policy

- Under the auspices of the Global TB/HIV
Working Group

- Iterative drafting process by:
— technical experts from TB and HIV
— health management policy-makers,
— people living with HIV/AIDS and their advocates,

— international and national TB and HIV programme
managers and donor agencies

Goal and objectives

Goal
To decrease the burden of TB and HIV in dually
affected populations

Objectives
A. to establish the mechanisms for collaboration
between TB and HIV/AIDS programmes
B. to decrease the burden of TB among people living
with HIV/AIDS
C. to decrease the burden of HIV in Tuberculosis
patients
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Collaborative TB/HIV activities

A. Establish mechanisms for collaboration
1. Setup coordinating bodies for TB/HIV activities at all levels
2. Conduct surveillance of HIV prevalence among tuberculosis patients
3. Carry out joint TB/HIV planning
4. Conduct monitoring and evaluation

B. Decrease the burden of TB among people living with HIV/AIDS
1.  Establish intensified TB case-finding
2. Introduce isoniazid preventive therapy
3. Ensure TB infection control in health care and congregate settings

C. Decrease the burden of HIV among tuberculosis patients
1. Provide HIV testing and counselling
2. Introduce HIV prevention methods
3. Introduce co-trimoxazole preventive therapy
4. Ensure HIV/AIDS care and support
5. Introduce antiretroviral therapy

Collaborative TB/HIV activities

A. Establish mechanisms for collaboration
1. Setup coordinating bodies for TB/HIV activities at all levels

2. Conduct surveillance of HIV prevalence among TB patients
(guidelines available)

3. Carry out joint TB/HIV planning

=  Resource mobilization for TB/HIV

= TB/HIV capacity-building, including training

=  TB/HIV communication: advocacy, programme communication and
social mobilization

=  Enhancing community involvement in collaborative TBHIV activities

=  Operational research

4.  Conduct monitoring and evaluation (guidelines available)

Collaborative TB/HIV activities

B. Decrease the burden of TB among people
living with HIV/AIDS

1. Establish intensified TB case-finding
2. Introduce isoniazid preventive therapy

3. Ensure TB infection control in health care and
congregate settings

Collaborative TB/HIV activities

C. Decrease the burden of HIV among TB patients

1. Provide HIV testing and counselling

2. Introduce HIV prevention methods

3. Introduce co-trimoxazole preventive therapy
4. Ensure HIV/AIDS care and support

5. Introduce antiretroviral therapy
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Category
Category |
Countries with national adult HIV prevalence
rate >1%
OR

Countries in which national HIV prevalence
among tuberculosis patients is > 5%.

Category Il
Countries with national adult HIV prevalence
rate below 1%

AND
Administrative areas that have adult HIV
prevalence rate >1%

Category 111
Countries with national adult HIV prevalence
rate below 1%

AND
No administrative areas with adult HIV
prevalence rate = 1%

Thresholds for collaborative TB/HIV activities

Recommendation

Implement all recommended collaborative
TB/HIV activities

Implement all recommended collaborative
TB/HIV activities in administrative aras with
HIV prevalence > 1% and in other areas as in
Category 111

HIV surveillance among TB patients

Activities to decrease the burden of TB in people
living with HIV/AIDs (with special emphasis on
high HIV risk groups)
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Targets for collaborative TB/HIV
activities

- By 2005, all category I and II countries will have
established at least a national TB/HIV coordinating
body.

« By 2007, all category I and II countries will have
developed joint TB/HIV implementation plans.

- By 2007, all category I and II countries will have
established a system for HIV surveillance among
TB patients.

Usual position

TB Gulf HIV

veT

DOTS .
ARVs etc.

General health services

Joint TB/HIV activities

1B TBHIV HIV
DOTS Intensified VCT + TB
case-finding SCf‘eening

+VCT
+Condoms Isoniazid IEC
+HIV RS STIs
surveillance

N

RVs
< Cotrimoxazole preventive/t erapy

‘ Home- and community-based care

General health services

20

Possible HIV/TB structure and
referral flows at the district level

Voluntary
counselling
and testing

- Start
B clinic antiretroviral
+HIV testing

therapy
Post-TB-therapy /
antiretroviral
sapy
Monitor during qnangpent
antiretroviral AIDS ARV
clinic/day
care centre

therapy

Home-based
care

progomne
Outpatient
department

Preventing
mother-to-
child
transmission

General
wards

prevented

Keep in mind:

- It is high time for TB and HIV/AIDS
programmes to work together

- Much synergy is possible
- Many missed opportunities would be

- Universal access to antiretroviral therapy,
Stop TB strategy and other approaches and
initiatives provide many opportunities for
TB/HIV collaboration — we must take
advantage of them

22
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Document 8.2

Introduction to the exercise for Unit 8

For this exercise, your facilitator will divide the participants into four groups. The
purpose of the exercise is to review in detail the activities proposed in the Interim
policy on collaborative TB/HIV activities.

* Each group is assigned three or four activities from the Interim policy on
collaborative TB/HIV activities as follows:
Group 1: Al; B2; B3; C5;
Group 2: A2; Bl; C4;
Group 3: A3, C3; and
Group 4: A4; C1; C2.

* Familiarize yourself with the assigned activities.
» Discuss within the group and provide an example of how each of the assigned
activities could be implemented in one of the countries or regions represented in

the group.

* Brainstorm within the group on the constraints and opportunities found in
implementing collaborative TB/HIV activities at the country level.

* Prepare to present the group work in the plenary session.

Tell a facilitator when you are ready for the plenary discussion.
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Unit 9: Recording and reporting for the
implementation of collaborative TB/HIV
activities

Objectives

By the end of this unit, participants will be able:

1) to describe how recording and reporting is organized for
controlling TB;

2) to describe how recording and reporting is organized for
controlling HIV/AIDS; and

3) to discuss relevant country experiences on TB/HIV
recording and reporting and how existing recording and
reporting systems can be harmonized to serve the
implementation of collaborative TB/HIV activities.

Methods

Plenary presentations: Recording and reporting for controlling TB and
HIV/AIDS
Plenary discussion

Materials

Document 9.1: Recording and reporting for controlling TB (slides)
Document 9.2: Recording and reporting for controlling HIV/AIDS
(slides)

Document 9.3: TB and HIV/AIDS forms (handout)
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Document 9.1

Recording and reporting for
controlling TB

Document No. 9.1

|

v
{
N

——

VYY(éél/

TB/HIV course for managers at the national
and subnational levels

Objectives of the presentation

+ To describe how recording and reporting are
organized for controlling TB

» To discuss relevant country experiences on
TB/HIV recording and reporting and how existing
recording and reporting systems can be
harmonized to serve the implementation of
collaborative TB/HIV activities

TB determinants and case definitions

Core package for TB recording and reporting

Content and purpose

Individual record of diagnosis, treatment and follow-up of each TB
patient for proper case management at treatment unit

Registers and forms

Treatment card (TB 01)

Personal record of diagnosis, treatment and follow-up for information

Identity card (TB 02) o the TB patient

District register (TB 03)

Record of diagnosis, treatment and follow-up of each TB patient in
the district or equivalent I area

Laboratory register (TB 04)

Record of each sputum acid-fast bacillus microscopy examination at
laboratory

Sputum examination
request/report form (TB 05)

Request for sputum acid-fast bacillus microscopy to laboratory with
report of results to requesting unit

Culture and susceptibility
test request/report form
(TB 06)

Request for TB culture or susceptibility test to laboratory, with report
of results to requesting unit

«bilat./extensive  X-ray suspect

Smear-
Positive
¥~ Pulmonary No New Case
Smear- —
Negative +~ ~TB Case »
Extra- ~ Yes Defaulter
Pulmonary [ Relapse Case
Failure Case
Chronic Case
q Smear Site of Previous
veri q g
Sty ‘ Microscopy| Disease Treatme
Severe Case if: Smear-Pos. if: ~ Pulmonary if: Case as:
+ I
:mr;l;gnls o2 spu'sr ve :anrgenchyma New = previous treatment less than 1 month
:’;p:::inr:::s u L:zutum e Defaulter = after stop treatment for 2 months

Relapse = before full treatment and cured

epleural effusion and

o spinal physician

eintestinal or

« genito-urinary 1 SZU“"" +ve
an

culture +ve

Failure = after 5 months treatment

Chronic = after full re-treatment course

Quarterly report on case-
finding (TB 07)

Consolidated quarterly report of the TB cases (new pulmonary TB+,
relapses of pulmonary TB+, new pulmonary TB—, new
extrapulmonary TB) registered in a quarter

Quarterly report on
treatment results (TB 08)

Consolidated quarterly report of final treatment results in the new
pulmonary TB+, other pulmonary TB+ and new pulmonary TB—
cases registered in a quarter

Referral/transfer form
(TB 09)

Form to refer or transfer person with TB to other unit

An additional register for TB
had been recently introduced.

suspects and form to evaluate sputum smear conversion 4

Core package for TB recording and reporting

Laboratory request/report
(TB 06)

Treatment card (TB 01)

Referral/transfer form
(TB 09)

Identity card (TB 02)

Managing
the people
with TB
disease

« Laboratory register (TB 04)
« Treatment register (TB 03)

Monitoring the programme
at the central level

* Quarterly report

new cases and

relapses (TB 07
* Quarterly report

of treatment

outcome (TB 08)

Monitoring the programme
at the district level

vital if underlined

Indicators for analysing TB case-finding

Indicator Calculation Some possible interpretations
Less than xx per 100 000 population (70% of
New pulmonary TB+ New pulmonary TB+ registered in one year xx/100 000 estimated incidence of new
hotification rate times 100 000 pulmonary TB+ in the country): low sputum
‘ of people, poor
100 000 populat ; -
(per population) | ol population quality of smear examination, poor registration
of cases and poor accessibility of services
New pulmonary TB+ New pulmonary TB+ registered in one year Less than 70% (target for TB control): as above
times 100

detection rate

(percentage) New pulmonary TB+ expected in one year
New pulmonary TB+ Male new pulmonary TB+ in one year If large difference: as above for gender
ratio M:F

(in whole numbers)

Female new pulmonary TB+ in one year

Proportion of total
pulmonary TB who are
positive (percentage)

tin

Total pulmonary TB in one quarter

Pulmonary TB'+ (new + relapse) in one quarter | Less than 65%: poor quality of sputum smear
00

examination, over-diagnosis of pulmonary TB-
through X-ray

New pulmonary TB+
versus other new TB ratio
(in whole numbers)

New pulmonary TB+ in one quarter

New pulmonary TB- and extra pulmonary TB
in one quarter

More than 1:1 over-diagnosis of pulmonary
TB+
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Indicators for analysing TB treatment results

Indicator

Calculation

Some possible interpretations

Smear conversion rate
(percentage)

New pulmonary TB+ in one quarter® who became
negative after intensive phase treatment times 100

New pulmonary TB+ registered in the same
quarter

Less than 85%: absence of follow-up
sputum smear examination, poor DOT,
excess of deaths and transfers out, poor
investigation about previous TB treatment,
drug resistance or poor reporting

Cure rate (percentage)

New pulmonary TB+ cured in one quarter® times
100

New pulmonary TB+ registered in the same
quarter

Less than 85% cure: as above

Programme success rate
(percentage)

New pulmonary TB+ in one quarter cured and
completed treatment® times 100

New pulmonary TB+ registered in the same
quarter

Less than: 85% (target for TB control):
poor overall programme performance

aThe same is applied to relapse of pulmonary TB+. PThe same is applied to other treatment result rates in new
pulmonary TB+ and relapse pulmonary TB+. °The same is applied to calculate the other rates in new pulmonary
TB+ and relapse pulmonary TB+.

Cohort analysis

4

(3
In a foot race: m‘

In a TB programme:

A group of people start
together a 10-km foot race

A group of people with TB
» disease start treatment
within one quarter

How many people
completed the race?

How many patients
completed this treatment?

Results expected in a good TB
programme

- Success rate >85%
- Death rate <5%

- Unsatisfactory outcomes (default or failure)
<10%

TB forms and HIV/AIDS (1)

Additional information that will have to be
captured in TB recording and reporting forms:

-Offered HIV test

-Counselled and tested

-Test result positive or negative
-Given co-trimoxazole

-Referred for HIV care and support
-Given antiretroviral therapy during or at the

end of TB treatment

TB forms and HIV/AIDS (2)

- Main issue: confidentiality of HIV test
results in the TB register.

- The response: the TB register already
contains confidential patient information that
should be treated with the same level of
confidentiality as HIV results.

- The solution is not to hide HIV results but
rather to improve the confidentiality of the
TB register.
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Document 9.2

Recording and reporting for
controlling HIV/AIDS

Document No. 9.2

TB/HIV course for managers at the national
and subnational levels

Objectives of the presentation

* To describe how recording and reporting is
organized for controlling HIV/AIDS

* To discuss relevant country experiences on
TB/HIV recording and reporting and how
existing recording and reporting systems can
be harmonized to serve the implementation
of TB/HIV collaborative activities

Patient tracking data serve
multiple needs

- Direct patient care
- Clinical team caring for group of patients
- Facilitates shift from acute to chronic care
+ Monitoring drug supply and preparing facility
drug orders
- Summarizing and reporting data to meet district
and national programme needs and to track
progress to targets

Contribution of patient tracking to the
milestones on universal access to
antiretroviral therapy

Level of Milestone Data collection
monitoring
and
evaluation
Outcome | 9- Children, women and men | Country reports, site reporting,

with advanced HIV receiving
antiretroviral therapy

industry, nongovernmental
organizations; patient tracking —
current on antiretroviral therapy
(numerator), once established

11. Survival on antiretroviral
therapy

Patient tracking, once established

TB experience ...

Standardized treatment card
Standardized register

Globally standardized definitions
Deliberately constrains the data collected
Based on long experience

Recently, new TB/HIV indicators
Disease-specific (vertical)

HIV care (pre—antiretroviral therapy) register

To record data on:

» Patients’ data

Provides a link with antiretroviral

therapy register:

* Date eligible

Date of HIV diagnosis
Isoniazid prophylaxis
Co-trimoxazole prophylaxis
Fluconazole prophylaxis
TB treatment
Pregnancy
Clinical staging system
Outcome
— antiretroviral therapy
— lost to follow-up
— death

» Reason for eligibility

* Date eligible and ready

* Date antiretroviral therapy
started

* Unique antiretroviral therapy

number

88




Antiretroviral therapy register
(linked with pre—antiretroviral therapy register)

To record data on: Follow-up:
« Status when antiretroviral
therapy starts
— Clinical
— Immune
« Isoniazid prophylaxis
« Co-trimoxazole prophylaxis
« TB treatment
* Pregnancy
« Antiretroviral therapy
regimens
— First line
— Second line
— Reason for change

« Status at end of month
— 24 months at least

» Functioning and CD4
— 0, 6, 12 and 24 months

Consistent definitions for why an
antiretroviral drug or regimen is changed

1. Toxicity or side-effects
2. Pregnancy

3. Risk of pregnancy

4. New TB

5. New drug available

6. Drug out of stock

7. Other reason (specity)

8. Clinical treatment failure
9. Immune failure

10. Viral failure

Consistent definitions
Follow-up status (outcomes)

- Alive and on antiretroviral therapy
- Specify current regimen
- Alive and stopped antiretroviral therapy
- Alive and restart
- Lost (not the same as TB default)
- Dead

. Transfer in or transfer out with records

Consistent definitions for why antiretroviral
therapy is stopped — reason codes

Toxicity or side-effects

Pregnancy — planned treatment interruption
Treatment failure

Poor adherence

Illness or hospitalization

Drug out of stock

Patient lacked financial resources

Other patient decision

O 0 N AN R W N -

Planned treatment interruption (record reason, such as early
pregnancy)
10 Other

HIV care registers

Allow the measurement of’

- Medically eligible people
- Eligible and ready people
- Start of first-line therapy

Cohort analysis report:
Receiving antiretroviral therapy for 6 months,
12 months, yearly
Proportion working, ambulatory or bedridden

Proportion alive and receiving antiretroviral therapy at 6 and
12 months (survival indicator)

Proportion still on a first-line regimen
Proportion still on an original first-line regimen

Proportion who have substituted an alternative first-line
regimen

Proportion switched to a second-line (or higher) regimen

Median CD4 count (optional)

89




Cohort analysis report:

Receiving antiretroviral therapy for 6 months,
12 months, yearly

- Optional:

— Reasons for switching regimen

—Reasons for stopping

Malawi experience

Antiretroviral therapy patient
master card

Every three months, update the

register from the master card data

Antiretroviral therapy
facility register

Every three months, perform

quarterly cohort analysis from the

updated register

Antiretroviral therapy patient
cohort analysis

Cohort analysis

- Every three months, each cohort is analysed
for its treatment outcomes

[this allows survival analysis to be conducted]

- Every three months, all the cohort case
numbers and treatment outcomes are
combined together
[this allows cumulative up-to-date data]

Antiretroviral therapy quarterly cohort analysis form

NAME OF TREATMENT UNIT Thyolo DH
COHORT [specify the year and the quarter] 2003, Q2
Total number of patients initially registered in the cohort___ 116

Year in which evaluation is taking place: 2003

Date on which evaluation is taking place 10 July

Of the total number registered in the cohort:

Number Alive and on antiretroviral therapy 106 (91%)
[Alive and on first-line regimen 101]
[Alive and on alternative first-line regimen 5]
[Alive and on second-line regimen 0]
Dead 6
Defaulted 0
Stopped 4
Transferred out to another treatment unit 0

Of those alive:

Number Ambulatory 106
At work No information
With side-effects 14
With pill count in bottle 8 or less 63/63

(Note: pill count in bottle 8 or less is equivalent to 95% adherence)
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Document 9.3

Course organizers will hand out the type
of TB and HIV forms used in the
country or area where the course is
conducted.
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Unit 10: Surveillance of HIV prevalence
among people with TB disease

Objectives
By the end of this unit, participants will be able:
1) to describe surveillance of HIV prevalence among
people with TB disease; and
2) to discuss the main problems, constraints and
opportunities for implementing coordinated TB/HIV
surveillance.
Methods
Plenary presentation: Surveillance of HIV prevalence among people
with TB disease
Exercise
Plenary discussion
Materials

Document 10.1: Surveillance of HIV prevalence among people with TB
disease (slides)

Document 10.2: Exercise

Document 10.3: Guidelines for HIV surveillance among tuberculosis
patients (9)
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Document 10.1

Surveillance of HIV prevalence among

people with TB disease
Document No. 10.1

7
{
N

TB/HIV course for managers at the national
and subnational levels

Objectives of the unit

To describe surveillance of HIV
prevalence among people with TB

disease

To discuss the main problems,
constraints and opportunities for
implementing coordinated TB/HIV

surveillance

Guidelines for HIV surveillance among tuberculosis
patients, 2nd edition

Other sources of
information (prevention
of mother-to-child
transmission, voluntary
counselling and testing,
blood banks, TB
research, etc.)

First edition:
Guidelines for HIV
surveillance among TB
\patients. World Health

Organization, Geneva, Ethical concerns Tuberclsis Po
1994 (informed consent and

(WHO/TB/94.180) access to voluntary
: counselling and testing)

Guidelines for HIV

Survelonce among

« From experience in sub-Saharan Africa

« Unlinked, anonymous seroprevalence survey of HIV
infection among adults with newly diagnosed TB

Why is surveillance of HIV prevalence
among people with TB disease important?

- HIV prevalence among people with TB
disease is a sensitive indicator for the
spreading of HIV into the general population.

- Advocates increasing commitment to provide
comprehensive HIV/AIDS care and support,
including antiretroviral therapy, to HIV-
positive people with TB disease.

Surveillance methods

The three main methods for surveillance of
HIV among people with TB disease:

1. Data from routine patient care
2. Sentinel surveillance

3. Periodic (special) surveys

Surveillance methods for use in different HIV
and TB prevalence settings

Category

Criteria

Recommended surveillance method

1

Countries with national adult
HIV prevalence rate >1%

Routine testing
plus
Sentinel or special surveys to
calibrate the results of routine testing

Countries with national adult
HIV prevalence rate below 1%
BUT

HIV prevalence rate >5% in
groups with high-risk behaviour

Routine testing
or
Sentinel or periodic surveys

11

Countries with national adult

HIV prevalence rate below 1%
AND

No population group with HIV

prevalence rate >5%

Sentinel or periodic surveys

if

Routine testing not in use

6
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Methods for measuring HIV prevalence among people
with TB disease

Surveillance
method Description
Periodic Cfoss-sect.ional Hly §eroprevzllence surveys among a sample of people
(special) with TB disease within a country.
P To include all newly registered TB cases; easier to focus on adult cases
surveys with smear-positive disease.
A predetermined number of people with TB disease are routinely tested
. at selected sentinel sites. people with TB disease are used as a sentinel
Sentinel s . ;
) group within a general HIV sentinel surveillance system.
surveillance | T4 jncjude all newly registered TB cases; easier to focus on adult cases
with smear-positive disease.
Data collected from routine care of people with TB disease who are
Data from tested for HIV on a voluntary and confidential basis, through notification
. forms (TB or HIV/AIDS) or registers (TB; special TB + HIV; co-
routine care | . R B . .
trimoxazole; isoniazid preventive therapy; voluntary counselling and
testing; voluntary counselling and testing + TB) or cross-matching of
HIV and TB notification systems (computerized).

7

Periodic (special) survey (1)

How:

Description: cross-sectional survey in sample of people with TB disease

Eligibility: all new TB cases or new cases and relapses (only if survey <2-3
months) or only new adult (15-59 years) smear-positive cases; unlinked
anonymous testing or linked anonymous testing or testing with informed
consent

Data collection: sample size, sampling procedure (random, systematic,
consecutive, cluster); <8—12 weeks (point prevalence) or <6 months (period
prevalence); to repeat after 2-3 years

Specimen tested: blood, sputum (only with HIV prevalence >10%)

HIV testing: blood or sputum (only if HIV prevalence >10%); 1 enzyme-linked
immunosorbent assay (ELISA) (if HIV prevalence >10%), ELISA or ELISA
+ ELISA or another assay with different antigen (if HIV prevalence <10%) or
2 ELISA + Western blot (if HIV prevalence <5%)

Data management: standard reporting, confidentiality, quality, analysis and
feedback 8

Periodic (special) surveys (2)

Advantages Disadvantages

-Simple, no need for new infrastructure | -May be expensive and time-consuming

-Established method -Problems if sample not taken routinely
-If representative, gives reliable HIV -Ethical concerns

estimates -If sample too small, no detailed
-Can identify biases in sentinel or analyses

routine surveillance -If poor testing, inconsistent results

-If infrequent, no information on trends

Ethical issues in HIV surveillance

An unlinked anonymous method is used to reduce bias caused by people
refusing to be tested (based on testing blood drawn for other purposes).
This is ethical only if it is both anonymous and unlinked. The ethical
concern is that it limits access to antiretroviral therapy. All people with
TB disease included in unlinked anonymous seroprevalence surveys
should have access to actively proposed, free, voluntary, confidential
counselling and testing for HIV infection.

If leftover blood not available, each person with TB should give informed
consent. Alternatively, linked anonymous testing can be used in which
only person with TB knows the result.

« Security and confidentiality policies and procedures in the transfer of
information: minimal storage and retention of unnecessary or redundant
paper or electronic reports; names removed from surveillance records
when this no longer serves the public health purpose; records located in
security area; electronic data protected by coded passwords and computer

encryption. "

Methodological issues
Use of sputum samples in HIV surveillance

. HIV tests other than on serum or blood (principally gingival secretions)
are available and being further developed. In most countries sputum is
routinely collected as part of the preliminary diagnostic investigations for
all people with TB disease. In some settings this may favour the testing of
sputum specimens over blood samples, especially if unlinked anonymous
methods are followed (for example for sputum testing).

The current sensitivity and specificity of HIV tests favours the use of
blood testing over sputum testing. Even when unlinked methods are used,
the current sensitivity and specificity of sputum testing methods (93.5—
97.1% sensitivity and 99.7-100.0% specificity, respectively) are still not
sufficiently high to avoid having a low positive predictive value (71.9%) in
countries with low HIV prevalence (5%).

. Their use in HIV surveillance among people with TB disease is not
recommended unless these tests have been validated in the country against
gold-standard sero-HIV tests and found to be sufficiently reliable.

11

Sentinel surveillance

Advantages Disadvantages

-Simple and inexpensive -Possible conflict of responsibility
-Focuses on easily accessible people -Problems if sample not taken routinely
-Often part of a well-established HIV | -Ethical concerns

sentinel system -Low representativity of sentinel sites
-Good information on trends -Possible selection biases

-If poor testing, inconsistent results
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HIV testing from routine care

Data collection form for HIV prevalence surveys or sentinel
surveillance among people with TB disease

Advantages Disadvantages

- Access to HIV prevention and care -Need for large infrastructure (time,
-Estimates the burden of HIV-related costs)
disease and demand for care -If low coverage (<80%) of testing,
unreliable HIV prevalence estimates;
if poor testing, inconsistent results
-May reflect more the access to health
care services than the prevalence of

HIV within the TB population

Demographic data form*
Study site:

Date of patient visit:___/___/_____(dd/mm/yyyy)
Patient ID number:

Age: (vears)

Sex: Male: [ ] Female: []

Clinical
p ion: Pulmonary: [ ] [

If pulmonary: Sputum smear positive: [] Sputum smear negative: [ ]

(If relapse cases are included)
New: [] Relapse: []

Laboratory form*
Patient ID number:
Results test I: Positive: [] Negative: [] Doubtful: [] Notdone: []

Results test 2: Positive: [] Negative: [] Doubtful: [] Notdone: [](if

Methodological issues

Costs
Direct
— Specimen collection equipment
— Transport of specimens
— Specimen testing kits
— Laboratory staff time
— Travel costs of staff
— Costs of data entry and analysis
— Dissemination of information (printing of reports,
postage, presentations etc.)

Indirect

— Investment of staff time at all levels in activities, ranging
from specimen collection to the overall coordination of
surveillance activities

Challenges to TB/HIV surveillance

Organizational and financial

— Low awareness of importance: lack of political
commitment to surveillance and insufficient
investment

— Suffers from gaps in the TB/HIV initiative

— Lack of skilled epidemiological personnel

— Lack of feedback to those involved in
surveillance activities

Concluding remarks

« HIV surveillance among people with TB disease is a key
TB/HIV activity

- It should be part of a plan for joint TB/HIV activity with
proper allocation of funds

- Surveillance methods in countries should vary according to
the underlying HIV epidemic state and TB burden

« Considering ethical issues and any possible organizational
constraints is important

A guideline to provide a framework for this activity is now
available
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Document 10.2

Introduction to the exercise for Unit 10

For this exercise, your facilitator will divide the participants into four groups. The
purpose of the exercise is to discuss how to implement surveillance of HIV among
people with TB disease.

* Read pages 140-148 in the report on Fictitia in Annex 1.

* Review the available information on the epidemiological situation and
surveillance system in Fictitia.

* Identify gaps in the surveillance component, in particular with relation to
surveillance of HIV among people with TB disease, and propose priorities for

addressing the gaps.

» Estimate the sample size and costs for a special survey to be conducted in
Fictitia to estimate the prevalence of HIV among people with TB disease.

* Prepare to present the group work in the plenary session.

Tell a facilitator when you are ready for the plenary discussion.
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