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Abbreviations and Acronyms

ACTs

Artemisinin-Based Combination Therapies

AFP

Acute Flaccid Paralysis

AI

Appreciative Inquiry

AIDS

Acquired Immuno-Deficiency Syndrome

AMTSL
Active Management of the Third Stage of Labor

ANC

Antenatal Care

ARI

Acute Respiratory Infection 

ART

Antiretroviral therapy

ARVs

Antiretroviral drugs

BCG

Bacille Calmette-Guerin

BCI

Behavior Change Interventions

BHR

Bureau for Humanitarian Response

CA

Collaborating Agency

CBD

Community-Based Distributor

CDC

Centers for Disease Control

CDD

Control of Diarrheal Disease

CHW

Community Health Worker

CORE

Child Survival Collaborations and Resources Group

CORPS
Community Oriented Resource Persons

CQ

Chloroquine

CSHGP
Child Survival and Health Grant Program

CSTS+

Child Survival Technical Support

CYP

Couple-Years of Protection

DCT
Diagnostic Counseling and Testing

DHS

Demographic and Health Survey

DIP

Detailed Implementation Plan

DOSA

Discussion-Oriented Self-Assessment

DOT

Directly Observed Therapy/Direct Observation of Treatment or Therapy

DOTS

Internationally recommended strategy for TB control consisting of 5 components (originally Directly Observed Therapy, Short-course, although current DOTS strategy is much broader now than these two concepts)

DPT

Diphtheria-Pertussis-Tetanus

DST

Drug susceptibility testing 

DTP

Diphtheria-Tetanus-Pertussis vaccine [N.B. International terminology has now shifted so that the convention is to use DTP rather than DPT.]

EBF

Exclusive Breastfeeding

EMNC

Essential Maternal and Newborn Care

EmOC

Emergency Obstetric Care

EOC

Essential Obstetric Care

EPI

Expanded Program on Immunization

FE

Final Evaluation

FP

Family Planning

GAVI

Global Alliance for Vaccines and Immunization

GDF

Global Drug Facility

GEM

Global Excellence in Management

GFATM
Global Fund for AIDS, Tuberculosis, and Malaria

GIVS
Global Immunization Vision and Strategy

GLC

Green Light Committee

HB

Hepatitis B

HI

Hygiene Improvement

Hib

Haemophilus influenzae type b

HIF

Hygiene Improvement Framework

HFA

Health Facility Assessment


HIS

Health Information System

HIV

Human Immuno-deficiency Virus

HQ

Headquarters

HR

Human Resources

ID

Intravenous Drug

IEC

Information, Education and Communication

IMCI

Integrated Management of Childhood Illnesses

IMPAC
Integrated Management of Pregnancy and Childbirth

IPT

Intermittent Preventive Treatment

IPTp

Intermittent Preventive Treatment in pregnancy

IR

Intermediate Results

IRS

Indoor Residual Spraying

ISA

Institutional Strengths Assessment

ITM

Insecticide-Treated Material 

ITN

Insecticide-Treated Nets

IUATLD
International Union Against Tuberculosis and Lung Diseases

IUD
Intrauterine Device

IYCF
Infant and Young Child Feeding

KPC

Knowledge, Practice, and Coverage Survey

LAM

Lactational Amenorrhea Method

LBW

Low Birth Weight

LQAS

Lot Quality Assurance Sampling

M&E

Monitoring and Evaluation

MCE

Multi-Country Evaluation

MCH

Mother and Child Health

MDR-TB
Multidrug-Resistant Tuberculosis (resistance to at least rifampin and isoniazid)

MIS

Management Information System

MNHP

The Maternal Neonatal Health Program

MOH

Ministry of Health

MPS

Making Pregnancy Safer

MTCT

Mother-to-Child Transmission

MTCT/HIV
Mother-to-Child Transmission of HIV

MTE

Mid-Term Evaluation

NACP

National AIDS Control Program

NGO

Non-Governmental Organization

NIDS

National Immunization Days

NMCP

National Malaria Control Programs

NMR

Neonatal Mortality Rate

NTP

National Tuberculosis Program

OPV

Oral Polio Vaccine

OR

Operations Research

ORS 

Oral Rehydration Solution

ORT

Oral Rehydration Therapy

PAHO

Pan American Health Organization

PEPFAR
President’s Emergency Plan for Aids Relief

PHC

Primary Health Care

PLA

Participatory Learning and Action

PMTCT
Prevention of Mother-to-Child Transmission

PVC

Office of Private and Voluntary Cooperation

PVO

Private Voluntary Organization

QA

Quality Assurance

QI

Quality Improvement

RED
Reaching Every District

RBM

Roll Back Malaria

RDT

Rapid Diagnostic Test

RFA

Request for Applications

RTI

Reproductive Tract Infection

SBA

Skilled Birth Attendance

SCM

Standard Case Management

SDM

Standard Days Method

SIAs •
Supplementary Immunization Activities
SNL

Saving Newborn Lives Initiative

SP

Sulfadoxine-Pyrimethamine

STD

Sexually Transmitted Disease

STI

Sexually Transmitted Infection

TB

Tuberculosis

TBA

Traditional Birth Attendant

Td 
combination of Tetanus toxoid and a reduced dosage of diphtheria

TRM

Technical Reference Materials

TT

Tetanus Toxoid

USAID
United States Agency for International Development

VA

Vitamin A

VAD

Vitamin A Deficiency

VCT

Voluntary Counseling and Testing

VVM

Vaccine Vial Monitor

WHO

World Health Organization

WRA

Women of Reproductive Age 
XDR-TB
Extensively Drug-Resistant Tuberculosis

Caretaker: An individual who has primary responsibility for the care of a child. Usually, it is the child’s mother, but could also be his or her father, grandparent, older sibling, or other member of the community. 

Introduction to the Technical Reference Materials

The Technical Reference Materials (TRMs) are a product of the Bureau for Global Health, Office of Health, Infectious Disease, and Nutrition Child Survival and Health Grants Program USAID/GH/HIDN/CSHGP.  This document is a guide (not an authority) to help you think through your ability and needs in choosing to implement any one technical area of the Child Survival and Health Grants Program.  An attempt has been made to keep the language simple to encourage translation for use as a field document.

The TRMs are organized into modules that correspond to the primary technical areas and key cross-cutting areas that are central to the Child Survival and Health Grants Program.  Each module is designed to reflect the essential elements to be considered when implementing the given intervention or strategy, important resources that grantees should consult when planning their interventions.  Grantees are encouraged to download the specific modules that are most relevant to their proposed programs, or to download the entire package of TRM modules as a zipped file.  The TRMs presently include the following modules:

	Technical Areas
· Family Planning and Reproductive Health

· Maternal and Newborn Care

· Nutrition

· Immunization

· Pneumonia

· Diarrheal Disease Prevention and Control
· Malaria

· Tuberculosis

· Childhood Injury and Prevention
	Cross-cutting Areas
· Capacity Building

· Sustainability

· Program and Supply Management

· Behavior Change Interventions

· Quality Assurance

· Monitoring and Evaluation 

· Integrated Management of Childhood Illness (IMCI)

· Health System Strengthening


The present TRMs are regularly reviewed and updated with input from technical specialists in the USAID Collaborating Agency (CA) community, CORE Working Groups, and USAID technical staff.  The date of revision of each specific TRM module can be found at the bottom of each page of the module.  The TRMs are updated regularly to ensure that they remain up to date and reflect current standards relevant, and useful to the PVO community.  With this in mind, we ask that each user of this document over the next year please keep notes and inform us on the usefulness of these references, information that should be amended or changed, additions and subtractions, and general comments.  This will help us keep this document alive and responsive to your needs throughout the life of your programs.  Please share comments and any (electronic) translated copies with Michel Pacqué at CSTS+, michel.c.pacque@macrointernational.com.

CSTS is grateful for the many contributions and reviews by staff of the different Offices of the Bureau of Global Health, and many of their collaborating agencies, the CORE working groups and most of all to our PVO partners who continue to use this guide and provide valuable insight on how to improve it.

The 2007 Revised Tuberculosis TRMs

Welcome to the 2007 revised Tuberculosis (TB) TRMs from the USAID Child Survival and Health Grants Program (CSHGP).  Over the years the TRMs have evolved into key technical references in the development of grant applications and detailed implementation plans submitted as part of the CSHGP.  Historically, the TRMs have been a single document covering an array of technical interventions.  In 2004 the transition began of issuing the technical areas as separate modules.

The focus of this module is on TB care, treatment, prevention and control.  In 2003 the format and content of the TB TRMs were revised to offer guidance to PVOs new to TB control and provide direction to more experienced PVOs in a number of technical areas.  The 2007 version has been expanded to reflect the growth and significance of TB control partnerships, the evolution of TB control strategies and  an increase in the spectrum of PVO TB control activities.

This document also uses a novel approach to the TRM format.  Given the wealth of TB control publications, in the form of handbooks, program guides and other documents—much of which is publicly available through the internet—there is no need to create another document which repeats or summarizes technical TB control information already well described elsewhere.  Furthermore, it is imperative that TB control implementation follow a standard set of protocols and forms specified by the World Health Organization (WHO).  PVO Program Managers should base plans and designs on the original source documents defining these protocols and forms.  Thus, this document frequently refers the reader to specific sections in the original source materials which provide the critical technical information, not only supplemental background.  Because of this, the reader must read both these sections of the original source materials (indicated by the words in bold “you should now read…”) as well as the TRM text in order to gain a full understanding of the topic presented.  Readers that are more experienced in TB control may have read these original or similar documents and therefore be familiar with the information in the required reading; such readers are encouraged to use their own judgment about whether they need to read (or re-read) a “required” selection in this TRM.  (Note:  the TB TRM authors do encourage all those undertaking TB control projects to read the original sources at least once.)  All sources for required and suggested readings are listed in the references section of this document with website addresses.  It is strongly suggested that the reader obtain a copy of the following six key references for this document prior to reading this document in full.  These references are available through the internet at the web addresses provided.  In addition, these core references as well as those listed at the end of this TRM can be accessed at the TB Virtual Resource Center (www.tbvrc.org), a site specifically dedicated to providing materials relevant to PVOs working in TB control.
· Community Contribution to TB Care: Practice and Policy

[WHO/CDS/TB/2003.312]

http://whqlibdoc.who.int/hq/2003/WHO_CDS_TB_2003.312.pdf
· Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs

[WHO/HTM/TB/2004.344]

http://whqlibdoc.who.int/hq/2004/WHO_HTM_TB_2004.344.pdf
· An Expanded DOTS Framework for Effective Tuberculosis Control

[WHO/CDS/TB/2002.297]

http://whqlibdoc.who.int/hq/2002/WHO_CDS_TB_2002.297.pdf 

· The Global Plan to Stop TB 2006-2015. Actions for life towards a world free of tuberculosis

[WHO/HTM/STB/2006.35]
http://www.stoptb.org/globalplan/ 
· The Stop TB Strategy: Building on and enhancing DOTS to meet the TB-related Millennium Development Goals
[WHO/HTM/TB/2006.368]
http://www.who.int/tb/publications/2006/who_htm_tb_2006_368.pdf 

· Treatment of Tuberculosis: Guidelines for National Programmes
[WHO/CDS/TB/2003.313 – version revised June 2004]

http://whqlibdoc.who.int/hq/2003/WHO_CDS_TB_2003.313_eng.pdf 
The current version of the TB TRMs was developed under the leadership and guidance of the CORE TB Working Group with technical writing assistance from Lisa V. Adams, MD.  As mentioned in the Introduction, any comments or feedback on the TB TRMs should be sent to Michel Pacqué at CSTS+, michel.c.pacque@orcmacro.com.

Before Designing a TB Control Project

PVOs interested in entering or expanding their work in the TB control field should begin by taking stock of their current capacity and expertise, and determine if new or expanded TB control activities are in line with their organization’s overall mission and future direction.  For example, PVOs with a solid track record of work in HIV/AIDS programming might extend their activities to include TB control due to the increasing overlap between the TB and HIV epidemics in many countries.  PVOs with experience in advocacy, communication and social mobilization (ACSM) activities on other topics may be well positioned to do ACSM activities on TB.  There are numerous avenues for engaging in TB control activities and each PVO will need to make its decision based on its own self-assessment and the country of interest’s TB control needs.  

The outcomes of most TB control interventions are not measurable until after 3-5 years of implementation.  Additionally, the approach is very clinical in nature and depends on a highly disciplined delivery structure in order to avoid the development of drug resistant TB.  National TB Control Programs are typically vertical in nature, although there are varying degrees of emphasis and interest among national and international entities in integrating TB control into primary health care (PHC) services in different countries.  Some PVOs may not have worked with vertically structured disease intervention programs previously.  Given the different approach and technical aspects, PVOs should not feel compelled to extend their activities to include TB control solely based on the sudden international interest in TB and corresponding availability of funding opportunities, rather they should determine if TB control is an appropriate fit for the organization, evaluate their capacity to ensure this level of quality programming, and be prepared to maintain their commitment over several years. Demonstration of adequate expertise available at an appropriate involvement level is essential for a PVO TB control project. Expertise may be “in-house” (i.e., within the organization) or on a consultant basis.

The following checklist of PVO “basics” for TB control was developed to assist PVOs considering new or expanded TB control activities in their decision-making.  The checklist contains recommended items, many of which should be in place prior to beginning preparations for a TB control proposal.  If a PVO does not have these attributes, it may be inadvisable to undertake a TB project until such capacity can be established.  It is important to keep in mind that poor preparation and programming in TB control can have seriously detrimental health repercussions.

· Checklist of PVO “Basics” for TB Control

· Experience in DOTS-based TB control programming in collaboration with a National Tuberculosis Program (NTP).
· Willingness to work directly with the Government, health care providers, and lab technicians, to improve the quality and effectiveness of TB diagnosis and treatment in accordance with the DOTS strategy.  (Note: A community-based DOTS project alone, without such health system involvement, is inadvisable.)

· Experience in an activity that could be adapted to TB control (e.g., home-based care for AIDS)

· Ready access to proven expertise in the critical areas of TB control, including TB diagnosis and laboratory management, TB DOTS treatment, TB drug logistics, and the DOTS information system and its use for program management

· Experience in advocacy, particularly at the national, regional or district government levels

· Experience in training and supervision of health care providers and managers in technical aspects of disease interventions, and in training and supervising community health workers in medically related activities

· Experience working with government health information systems to improve both the accuracy and reliability of recording data and the analysis and use of such data to manage and improve program effectiveness

· Experience with ACSM related to seeking care early, combating stigma and supporting treatment adherence

· Partnerships with agencies that have any of the above
For PVOs that are interested in working in TB control, but have limited or no prior experience in this area, it would be valuable to enter into a mentoring type relationship with an experienced agency or PVO. To further assist PVOs in their decision-making and/or preparation for undertaking TB control activities, a list of Web sites for information on TB training courses, listservs and conferences is included in the References section.

For basic guidance and examples of PVO involvement in TB control:

· NGOs and TB Control: Principles and Examples for Organizations joining the fight against TB  http://www.trc-chennai.org/Rntcp/ngotbcontrol.pdf 

For an overview of USAID’s support of tuberculosis control efforts and country locations:

· http://www.usaid.gov/our_work/global_health/id/tuberculosis/
To read USAID’s Tuberculosis Expanded Response to Tuberculosis:

· http://www.usaid.gov/our_work/global_health/id/tuberculosis/tbexpanded05.pdf
Brief Background on the Global Burden of TB

Approximately one-third of the world’s population is infected with Mycobacterium tuberculosis (M. tb).  Under ordinary circumstances, during the course of a lifetime, about 10% of people infected with M. tb will develop active TB disease.   Each year more than 8 million new TB cases occur and about 2 million people die of the disease.  Resource-poor countries are the worst affected with over 90% of all TB cases and TB deaths.  Tuberculosis kills more youth and adults than any other single infectious disease in the world today.  Seventy-five percent of TB cases in developing countries are among those in their most economically productive years (ages 15-54).  

Since the discovery of effective treatment for TB some 50 years ago, the persistence of TB has been due chiefly to the neglect of TB control by governments, poorly managed TB control programs, poverty, and migration.  Over the past decade, the growing HIV epidemic has significantly contributed to the rising number of TB cases.  HIV is an important risk factor that increases the likelihood of progression from TB infection to disease.  Specifically, individuals co-infected with HIV and latent TB have an annual risk of 10% of developing active TB, due to their decrease in immune resistance, versus a lifetime risk of 10% for persons without HIV infection.  Tuberculosis has become the leading cause of death among HIV-infected individuals, accounting for about one third of AIDS deaths worldwide.  In some of the worst affected countries in sub-Saharan Africa, up to 70% of smear positive pulmonary TB patients are HIV-infected.  With the convergence of these two epidemics, TB is the leading cause of death among HIV-infected individuals.
In other regions of the world, most notably the Baltic States and countries of the former Soviet Union, high levels of drug resistance have thwarted efforts to control tuberculosis.  Drug resistant TB, particularly multidrug-resistant TB (MDR-TB), is harder to cure even under ideal program circumstances and with adequate resources. In countries with a significant burden of drug-resistant TB, the lack of appropriate laboratory diagnostics, quality-assured second-line drugs, and national policies to address MDR-TB has allowed drug resistant TB strains to emerge and thrive.  In 2006, extensively drug-resistant TB (XDR-TB) emerged as a serious threat to international TB control efforts.  Virtually untreatable, XDR-TB was associated with particularly high mortality rates among HIV-infected individuals in the well-described outbreak in KwaZulu-natal, South Africa. Over the years, global surveillance of anti-TB drug resistance has demonstrated that drug-resistant TB is ubiquitous and on the rise in some parts of the world. There is a global consensus that unless drug-resistant TB is properly addressed, TB cannot be controlled. 
According to the WHO Report 2007
, approximately 80% of the world’s TB cases are found in the following 22 countries:

1. India

2. China

3. Indonesia

4. Nigeria

5. Bangladesh

6. Pakistan

7. South Africa

8. Ethiopia

9. Philippines

10. Kenya

11. DR Congo

12. Russian Federation

13. Viet Nam

14. UR Tanzania

15. Brazil
16. Uganda
17. Thailand

18. Mozambique

19. Myanmar

20. Zimbabwe

21. Cambodia

22. Afghanistan
Note: Some countries may have higher rates of disease, e.g., a number of African nations, but because of their smaller populations they do not contribute as many cases to the world’s burden of TB disease as do these 22 countries. 
For further discussion of the global TB epidemic, you should now read:

· The Global Plan to Stop TB 2006-2015 (pages 29-34)

· The Stop TB Strategy (pages 4-5)

· Treatment of Tuberculosis: Guidelines for National Programmes (pages 11-14)

For TB statistics and progress in global TB control by region, country and DOTS implementation:

· Key points and Summary sections in the Global Tuberculosis Control: Surveillance, Planning, Financing, WHO Report 2007. 

The DOTS Strategy: a historical perspective
The goals of TB control are to reduce morbidity, mortality and transmission of the disease, while minimizing the emergence of drug resistance, until TB no longer poses a threat to the public’s health.  To achieve this, it is necessary to ensure the diagnosis, treatment, and cure of each patient with active TB disease, particularly those capable of transmitting the disease.  This will both prevent transmission of TB to uninfected individuals and prevent the emergence of drug resistant strains of the TB bacteria.  

Historically, efforts to treat TB were highly ineffective and could take several years, but in the 1950s, the development of new drugs given in combination cured TB and revolutionized treatment by eliminating the need for lengthy hospitalizations.  However, despite the availability of these effective drugs, TB continued to be a persistent problem.  TB treatment is complicated and requires a minimum of 6 months of multi-drug therapy.  Years after the development of effective anti-TB drugs, it became apparent how difficult it is for patients to complete their full course of therapy without some support from the health system.  The practice of “Directly Observed Therapy” (DOT), in which a trained individual watches a patient take each dose of their medicines, was developed to address this problem.  While DOT was initially considered an absolute requirement for TB treatment, randomized controlled trials have not clearly demonstrated the effectiveness of DOT compared to self-administered therapy under good program conditions with close monitoring. Though the debate continues, DOT remains the national policy and preferred treatment approach in countries that are implementing the DOTS strategy.  Many countries are exploring options of making DOT less burdensome on the health care system by making arrangements for laypeople to provide DOT in the patient’s community 
Around the same time as the introduction of DOT, the discovery of highly effective drugs such as rifampin made it possible to cure the majority of TB cases in six to eight months.  The new rifampin containing regimen became known as Short Course Therapy.  These two dramatic breakthroughs in TB treatment formed the basis of the DOTS approach—Directly Observed Therapy, Short Course.  

However, short course therapy administered as DOT was still not enough to control TB; an even more comprehensive approach to TB control was required.  Developed by the International Union Against Tuberculosis and Lung Diseases (IUATLD) through their work in Africa, the DOTS strategy is a five-pronged comprehensive approach that builds upon the administration of therapy under direct observation.  This strategy has been endorsed by the WHO and is the cornerstone of USAID’s TB strategy.

The five components of the DOTS Strategy are: 

· Sustained political commitment

· Case detection by quality-assured sputum smear microscopy 

· Treatment of TB cases with standard short-course chemotherapy regimens under proper case-management conditions including direct observation of treatment

· Uninterrupted supply of quality-assured anti-TB drugs

· Recording and reporting system enabling outcome assessment and management of program effectiveness

In order for a National TB Program (NTP) to function optimally, all elements of the DOTS strategy need to be in place. PVOs proposing a TB activity may address all or any element(s) of the DOTS strategy in order to strengthen an NTP.  However, it is a mandatory responsibility of the PVO engaging in one element of TB control programming to ensure that 1) the essential complementary components are being addressed by the government or other partner(s), 2) the timing of the proposed component(s) is appropriate, and 3) that all the activities are coordinated and integrated into the host government’s NTP, as well as coordinated with other partners working to strengthen the NTP. 

It is important to emphasize that inadequate TB treatment is worse than no treatment.  The rapidly rising rates of drug resistant TB in many countries (e.g., the former Soviet Union countries) are due to previous poor treatment—specifically, a failure of patients to take drugs consistently and/or to drop out of treatment prior to completion of the prescribed course.  With the treatment of drug resistant cases being much longer, more difficult, and vastly more expensive than that of drug sensitive cases, the very ability of public health measures to control tuberculosis is threatened by rising rates of drug resistant cases.  For this reason, organizations and governments should not embark on TB treatment projects unless they are willing to commit the resources and management effort and skill needed to ensure treatment success rates above 85%, the level at which emergence of resistance is controlled.

The DOTS strategy has now been studied in a number of different settings and found to be successful under a variety of conditions.  In addition, the DOTS strategy has been shown to be one of the most cost-effective public health interventions.  By the end of 2005, 187 out of 212 countries and territories were implementing DOTS.
For the critical details of each of the DOTS components from the original technical documents; you should now read: 

· An Expanded DOTS Framework for Effective Tuberculosis Control (pages 3-9)

· Treatment of Tuberculosis: Guidelines for National Programmes (pages 17-20)

For a summary of the cost-effectiveness of DOTS:

· Tuberculosis Handbook (pages 23-29)

· Current Global Policies on TB Control

While the DOTS Strategy is the foundation to effective TB control, the evolution of the TB epidemic from the time when the DOTS Strategy was first conceived have called for an expanded vision and approach for controlling TB.  In response to current challenges in TB control, WHO, in collaboration with the Stop TB Partnership, drafted The Stop TB Strategy: Building on and enhancing DOTS to meet the TB-related Millennium Development Goals. 
The new Stop TB Strategy is built upon six principal components and implementation approaches:

1. Pursue high-quality DOTS expansion and enhancement

a. Political commitment with increased and sustained financing

b. Case detection through quality-assured bacteriology

c. Standardized treatment, with supervision and patient support

d. An effective drug supply and management system

e. Monitoring and evaluation system, and impact measurement

2. Address TB/HIV, MDR-TB and other challenges

a. Implement collaborative TB/HIV activities

b. Prevent and control MDR-TB

c. Address prisoners, refugees and other high-risk groups and situations

3. Contribute to health system strengthening

a. Actively participate in efforts to improve system-wide policy, human resources,

financing, management, service delivery, and information systems

b. Share innovations that strengthen systems, including the Practical Approach to

Lung Health (PAL)

c. Adapt innovations from other fields

4. Engage all care providers

a. Public–Public and Public–Private mix (PPM) approaches

b. International Standards for Tuberculosis Care (ISTC)

5. Empower people with TB, and communities

a. Advocacy, communication and social mobilization

b. Community participation in TB care

c. Patients’ Charter for Tuberculosis Care

6. Enable and promote research

a. Programme-based operational research

b. Research to develop new diagnostics, drugs and vaccines
These new key components do not replace or supersede those of the original DOTS Strategy but rather expand the fundamental DOTS concepts to reflect the current challenges and demonstrated obstacles to controlling the global epidemic of TB.
A companion policy document to the new Stop TB Strategy is The Second Global Plan to Stop TB 2006-2015.  This follow-up plan to the original Global Plan to Stop TB, outlines the necessary strategic directions, examines global and regional scenarios for TB control and discusses the partnership action necessary to achieve the goals. Lastly, the International Standards for Tuberculosis Care were published in 2006.  Written by the TB Coalition for Technical Assistance and endorsed by WHO and other leading TB and health agencies, 17 universal standards dictate the acceptable level of care to be maintained by health care providers of TB patients. While these documents focus on the global picture of TB control, a PVO involved in TB control should be familiar with the key concepts, stated vision, goal, objectives and targets expressed in these documents.

For pertinent selections from the new Stop TB Strategy and Global Plan to Stop TB, you should now read:

· The Global Plan to Stop TB 2006-2015 (pages 35-57)

· The Stop TB Strategy (pages 6-18)

· International Standards for Tuberculosis Care (pages 1-4)

Developing and Implementing a TB Control Project Based on the DOTS Strategy

· General Guidelines

There are many steps to developing and implementing a TB control project, however, an underlying principle throughout the process is coordination and collaboration with the NTP.  This cannot be emphasized enough—a close relationship must be established with the NTP and with the NTP representatives at the level of the proposed project activity (i.e., district or provincial level).  Ultimately, the responsibility for TB control rests with the government/NTP and it is both counterproductive and potentially harmful to undertake any TB control activity without the express approval of the NTP. Furthermore, the PVO staff should become familiar with the NTP policies, guidelines and work plan since every TB control effort must be in accordance with these documents.  The NTP should be involved from the start in the initial assessment, and regular coordination meetings should be incorporated into the planned project.

· TB Project Assessment

A TB control assessment is essentially an assessment of the NTP, its partners, and the core TB control activities, including the five DOTS components, in the proposed project setting.  The assessment must be performed in collaboration with the NTP, Ministry of Health (MOH) and other potential partners.  NTP and MOH engagement is necessary even if the planned project consists of activities at the district level, since all TB control activities must be coordinated by the NTP with MOH oversight. The 2007 CSHGP Request for Assistance (RFA) requires that a PVO demonstrate its role and involvement with the NTP.  This involvement should begin with the initial assessment.

Due to the complexity of TB control projects, detailed data will need to be collected to support the design of appropriate TB control interventions, even for the preparation of a proposal.  Within the CSHGP, the Rapid Catch and Knowledge, Practice and Coverage (KPC) surveys have been developed to enable PVOs to gather baseline data and evaluate change relevant to child survival projects targeting women of reproductive age and children less than five years of age. The standard Rapid Catch and KPC surveys are not appropriate for TB projects or activities.  For the most part, the target population for TB control is infectious adults, not children and mothers, and a project is evaluated based on treatment success in that population.  Internationally recognized guidelines for conducting assessments, indicators and reporting tools are available.  The Basic Assessment Checklist [Annex 1] provides examples of the type and level of data collection recommended for a TB control assessment.

To review the approach and forms used for a TB project assessment, you should now read:

· Tuberculosis Handbook (pages 31-53)

For additional examples, TB control assessment materials created and used by PVOs can be found at the TB Virtual Resource Center:  www.tbvrc.org 

· Core Project Activities for DOTS-based TB Control

To a large extent, appropriate TB control activities for a PVO in a particular setting will be determined by the epidemiology of the TB burden (i.e., if an underlying high HIV prevalence or high levels of drug resistance exist) and by the NTP’s stage of DOTS implementation (i.e., early stages) or expansion (i.e., later stages). Therefore, the general guidance that follows in this document will need to be adapted to the setting under consideration for your TB control project.  For example, if a solid and extensive quality-controlled laboratory network exists in your selected setting, more advanced activities such as obtaining supranational certification for the national reference lab in drug susceptibility testing or perhaps ensuring proper technical assistance for the first drug resistance survey may be more appropriate than re-training experienced technicians in smear microscopy. The resources provided are intended to provide the full spectrum of activities for settings in various stages of DOTS implementation and expansion.

· Sustained political commitment to TB control

PVOs with a strong background in advocacy at the MOH level may be well-positioned to advocate for the development of a national TB control policy and strategy in accordance with the DOTS strategy and the expanded Stop TB Strategy.  It is important to recognize that a government statement of commitment alone is not enough.  Commitment must be demonstrated by the presence of the following:

· An appropriate organizational structure for TB control (e.g., a central NTP unit and regional and district structures)

· An appropriate work plan and activity targets

· The allocation of reasonable financial resources for TB control activities in the MOH budget and assistance/support with securing external aid (e.g., from the Global Fund to Fight AIDS, TB and Malaria).

· Adequate human resources at national, regional, district, and sub-district or primary health care levels and/or a feasible human resources development plan (with appropriate budget) to provide adequate staffing at these different levels.
· A national reference laboratory coordinating and supervising a network of peripheral (i.e., regional and district-level) laboratories

· The presence of appropriate national guidelines and standards in the form of a manual of technical policies (e.g., case detection policy, case definitions, standardized treatment regimens, policy on DOT)

· The involvement of relevant external partner agencies (e.g., WHO, other appropriate technical advisors) and the existence of a coordinating mechanism among key agencies

· The allocation of reasonable financial resources for TB control activities in the MOH budget and assistance/support with securing external aid (e.g., from the Global Fund to Fight AIDS, TB and Malaria).

Where these elements of commitment are weak or absent, advocacy and often technical support will be needed to create or strengthen them before the other components are or can be fully in place.

For guidance on evaluating political commitment, you should now read:

· The Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs (pages 78-102)

For a discussion of global plans for Advocacy, Communication and Social Mobilization, you should now read:

· Advocacy, Communication and Social Mobilization to Fight TB: A 10-Year Framework for Action (2006-2015) (pages 15-37)
· Stop TB Strategy (page 15)

· The Global Plan to Stop TB (pages 37-38)

For a brief discussion of PVO advocacy for enhanced TB control efforts:

· NGOs and TB Control: Principles and Examples for Organizations joining the fight against TB (page 30)
· Case detection by quality-assured sputum smear microscopy

The recommended and most cost-effective method of case detection is sputum smear microscopy among symptomatic persons seeking care on their own initiative.  The DOTS Strategy does not recommend using radiographic examination or the tuberculin skin test to diagnose or to screen populations for TB, because neither is specific for active TB disease (e.g., x-ray findings suggestive of TB may be seen in a number of other pulmonary diseases).Access to a laboratory network with internal and external quality control measures and competent, trained, motivated and supervised general health service lab technicians is essential. Often a neglected component of TB control activities, the importance of a functional laboratory network cannot be overstated. 

Mycobacterial culture is the gold standard for definitively diagnosing TB.  However, due to the expense and technical requirements, access to mycobacterial culture is not widely available outside of the major cities of most resource-limited countries.  Therefore, sputum smear microscopy—the examination of the stained smear of sputum from a suspected patient—remains the most commonly used diagnostic technique.  It is inexpensive, rapid, comparatively easy to implement with adequate quality, and feasible to sustain.   Most importantly, it is particularly effective in identifying the most infectious TB cases, i.e., those which have substantial numbers of TB bacteria in their sputum and are therefore sources of transmission in the community.  Thus, it is an ideal low cost and effective public health tool. The new Stop TB Strategy proposes the gradual introduction of culture and DST as part of a strengthened laboratory network so it is likely these techniques will become more readily available in the future.  Furthermore, there are instances in which mycobacterial culture is particularly useful or even required for diagnostic purposes and these special situations are discussed in the sections on TB/HIV and drug-resistant TB.

Improving smear microscopy services requires technical expertise in both clinical management and microbiology laboratory procedures, ideally from specialists with experience in low and/or middle income countries.  Utilizing such expertise, PVOs have effectively provided technical training for laboratory technicians and managers, including quality assurance procedures, laboratory supervision, and the use of the WHO diagnostic protocols for TB specialists and PHC providers.  PVOs must take special care to address these two areas in tandem.  For example, if laboratory capacity to perform quality sputum smear microscopy is built without simultaneously working with TB specialists to promote adoption of the WHO diagnostic protocols, intended project results will not be achieved.

For discussion of case detection, case definitions and the WHO diagnostic protocol, you should now read:
· Treatment of Tuberculosis: Guidelines for National Programmes (pages 21-26 and diagnostic protocol on page 85)

For guidance on assessing the laboratory network, efforts to strengthen lab performance and components of the strategic approach, you should now read:
· Strategic Approach for Strengthening of Laboratory Services for Tuberculosis Control 2006-2009 (pages 1-15)

For guidance on evaluating TB laboratory services, you should now read:

· The Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs (pages 103-120)

For basic information on laboratory services and TB diagnostic techniques:

· Laboratory services in tuberculosis control: Part 1, Organization and Management (pages 7-11 and 41-44)

For more detailed information on laboratory services in TB control:

· Laboratory services in tuberculosis control: Part 1, Organization and Management; Part 2, Microscopy; Part 3, Culture

· Treatment of TB cases with standardized short-course chemotherapy regimens under proper case management including use of directly observed therapy

Similar to case detection, this component is a highly technical aspect of the DOTS strategy.  A possible role for a PVO is assisting the NTP officials in training and supervising health workers in implementing the standard TB case definitions and treatment protocols.  PVOs must take special care in working in this area, as training in the use of standard case definitions and treatment protocols may appear fairly straightforward, however, training has not always resulted in adoption of new case definitions and/or treatment protocols.  Work in this area requires a thorough assessment of existing treatment practices and protocols as well as identification of the barriers that may exist and prevent health workers from adopting the standard DOTS protocols.  The results of such an assessment should inform the development of effective training approaches as well as strategies to overcome barriers to implementation. 

For WHO standardized treatment regimens and protocols, you should now read:
· Treatment of Tuberculosis: Guidelines for National Programmes (pages 27-39) – note these pages were revised in 2004.

For guidance on evaluating TB treatment, you should now read:

· The Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs (pages 121-126)

For a discussion and examples of PVOs providing TB treatment services:

· NGOs and TB Control: Principles and Examples for Organizations joining the fight against TB (pages 14-17)

Direct observation of therapy (DOT) is performed to ensure that the patient takes his/her medicines as prescribed to ensure their cure and to prevent the emergence of drug-resistant forms of TB.  DOT is almost universally performed for the initial phase (first two months) of therapy. In some countries, DOT is specified for the full course of therapy if rifampin is used in the continuation phase. DOT consists of the assignment of a trained, regularly supervised treatment observer to every TB case.  This observer or “treatment supporter” watches the patient swallow each dose of medication and documents it in a patient record.  The treatment supporter ideally should also provide support and health education for the patient and their family. In settings in which patients are routinely hospitalized at the beginning of their treatment, the treatment observer is commonly the TB nurse.  In outpatient settings, the treatment supporter will be the first to know when a patient misses a dose of medication and interrupts their therapy. The treatment supporter, especially those based in the patient’s community, can often make a home visit to follow-up a patient who has interrupted therapy and, work with the patient to resolve any concerns to barriers to care enabling the patient to return to medical care.  

As described in the section “Where Innovation in TB Control is Encouraged", various types of treatment supporters can be effective in delivering outpatient treatment.  PVOs have been involved in the identification, training and management of DOT treatment supporters of various types, including health workers, representatives from community-based or faith-based organizations, and other community members.  DOT can be provided in a variety of settings from a TB hospital to an outpatient clinic to the patient’s home or other meeting place in the community jointly agreed to by patient and treatment supporter.  While there is a lack of data and no clear consensus within the international TB community on the issue of using salaried versus volunteer DOT treatment supporters, some form of incentive (monetary or non-monetary) is generally provided to retain volunteers and staff and to motivate them to ensure that their patients complete treatment. Through their network of collaborators and concurrent programming, PVOs have developed innovative methods for providing incentives to DOT treatment supporters from outside the health care system.  A Case Study on incentives is available on the CORE Web site: 
http://www.coregroup.org/working_groups/Proj_Hope_Tajikistan_TB_case_study.pdf
For planning DOT and specific activities, you should now read:

· Treatment of Tuberculosis: Guidelines for National Programmes (pages 47-50) 

For examples of successful community-based DOT treatment supporter models:

· Community Contribution to TB Care:  Practice and Policy (pages 21-77)

Incentives and enablers have also been used to motivate TB patients and their providers (i.e., doctors and nurses).  Such inputs have been shown to improve treatment outcomes in certain settings.  PVOs have assisted the NTP in developing various incentive/enabler schemes for patients including transportation reimbursement/vouchers, provision of food or hygiene items, meals on site, and coupons that can be redeemed at local markets.  Providers have been given incentives, including monetary incentives, based on the successful completion by individual patients of sequential treatment milestones such as sputum smear conversion from positive to negative at 2-3 months and treatment completion/cure at the end of treatment.  PVOs can play an important role in assuring that the choice of incentive/enabler is appropriate for the social and cultural context as well as sustainable in the long term. 
· An uninterrupted supply of quality-assured anti-TB drugs

While not a common PVO activity or area, PVOs have assisted NTPs with drug procurement, distribution, stock management, drug quality assessment and assurance, and training in all of these areas.  In addition, PVOs have been instrumental in assisting NTPs in obtaining funding from various sources such as the Global Drug Facility (GDF) and the Green Light Committee (GLC), both of which are pooled-procurement mechanisms of the Stop TB Partnership that provide first-line drugs at minimal or no cost and second-line drugs at drastically reduced prices respectively.  Drug management is also a very technical field best served by experts with experience in low and/or middle income countries.  As mentioned previously, if a PVO is working within TB control, even if they are not directly involved in drug procurement, distribution and management logistics, they are still responsible for assuring that an uninterrupted supply of quality TB drugs exists in the country in which they work.  Without a guaranteed continuous supply of drugs, intervening in other areas of TB control may be futile and/or detrimental.    

For planning and specific activities of drug logistics and management, you should now read:

· Treatment of Tuberculosis: Guidelines for National Programmes (pages 67-74)

For guidance on evaluating TB drug management, you should now read:

· The Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs (pages 127-143)

Additional information can be found in:

· Improving TB Drug Management—Accelerating DOTS Expansion (pages 28-52)

· The Manager: Improving Drug Management to Control Tuberculosis

· Recording and reporting system enabling outcome assessment

The DOTS TB recording and reporting system is the most critical tool for TB program management.  Standardized recording and reporting forms created by WHO have been translated and adapted by most NTPs for use in their countries.  In 2006, these standard forms were revised to align the forms and registers with the new Stop TB Strategy. While the format of the reporting forms may be adjusted, internationally accepted definitions for TB case classification and treatment outcomes must be strictly adhered to and are not open to interpretation or adaptation. (It is only through the ubiquitous and consistent use of standard definitions that TB data can be compared between countries.)  At the national-level, the standardized records and reporting forms of a DOTS information system allow supervisors and managers to routinely determine key program indicators such as treatment success and case detection rates.  Therefore, the recording and reporting system data provide the basis for action by NTP supervisors and managers to solve problems and improve program outcomes and effectiveness.  Ensuring that the recording and reporting system provides reliable and timely data for the analysis of patient outcomes (through a standardized cohort analysis) is one of the most important program functions.  Initially, training in the use of a recording system that is in accordance with WHO guidelines is necessary for all health care workers responsible for documenting TB patient data.  PVOs have provided training in recording and reporting to TB specialists and PHC providers, including reviewing proper use of the various TB forms and assisting in data quality validation, cohort analysis using standardized treatment outcome definitions, and database management.  PVOs have also trained and supported supervisors and managers at facility, district and national-levels, in the use of this data to identify and to overcome or eliminate program problems through supportive action with providers and/or laboratory technicians.

For an overview of the standardized recording and reporting forms and functions, you should now read:
· The Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs (Annex B, pages B1-B14)

For an overview of how to record patient data and monitoring, you should now read:

· Treatment of Tuberculosis: Guidelines for National Programmes (pages 53-60)

For guidance on evaluating the recording and reporting system, you should now read:

· The Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs (pages 144-148)

· Where Innovation in TB Control is Encouraged

The DOTS strategy allows for innovation and flexibility in certain areas.  Such modifications may actually strengthen and improve the effectiveness of DOTS programs.  As mentioned, direct observation of treatment (DOT) is essential and is implemented in some manner by every NTP.  However, the mechanism of providing DOT may vary from country to country.  DOT is the practice of having a trained treatment supporter observe a patient swallow each dose of medication and document this information on the patient’s treatment card.  Ideally, DOT should be carried out in a “patient-centered” fashion—the “who, when and where” of DOT being at the patient’s convenience.  Such responsiveness to patient needs will improve the patient’s ability to continue treatment and achieve cure at the end of the 6 or 8 month regimen.  

To achieve patient-centered treatment, various models of providing DOT have been explored, often with highly successful results. Such models frequently include the use of community‑based DOT treatment observer-supporters—trained individuals from the community, from faith-based organizations or places of worship, as well as local PHC staff.  The spectrum of potential DOT treatment supporters ranges from TB specialists to trained laypersons from the community.  Though still controversial, new data are suggesting family members may be a reasonable and effective choice for a DOT treatment supporter, especially for patients living in remote or isolated areas.    

The location and time of the daily or thrice weekly meeting between DOT treatment supporters and patients are also important in facilitating patient treatment compliance and completion.  Health providers serving as treatment supporters typically provide the medicines and observation in their health facilities, for provider convenience.  In more patient-centered programs, DOT is administered in a variety of settings based on patient convenience, from specialty TB hospitals and clinics, to nearby PHC clinics to patients’ homes, workplaces or other mutually acceptable community locations, and at a variety of times, so as to be agreeable to both the patient and DOT treatment supporter.

Beyond the provision of DOT, there are other components of the DOTS strategy which can be adapted to different settings.  TB case detection and referral for diagnosis can be carried out by community health workers (CHWs) asking families about TB symptoms such as chronic cough or weight loss and/or by PHC providers, in addition to patients presenting themselves directly to TB specialty facilities (passive case finding).  Similarly, patient education to improve adherence to treatment, as well as pursuing defaulters to ensure the completion of therapy can be done through a variety of community-based individuals and groups.  
For examples of community-care based TB control interventions, including various models of DOT treatment supporters and their effectiveness:

· Community Contribution to TB Care:  Practice and Policy (tables on pages 27 and 30, and pages 33‑77)
· Newell JN, Baral SC, Pande SB, Bam DS, Malla P.  Family-member DOTS and community DOTS for tuberculosis control in Nepal: cluster-randomised controlled trial.   Lancet. 2006 Mar 18;367(9514):903-9.

· Where the DOTS Strategy is Not Flexible

While some aspects of the DOTS strategy may benefit from PVO ingenuity, there are certain components which are not flexible and must be followed closely to prevent the risk of doing more harm than good.  The components of diagnosis by sputum smear microscopy, adequate drug supply, adherence to treatment categories and regimens, and recording and reporting for outcome monitoring must be implemented in accordance with international standards of DOTS implementation.  The WHO has developed (and updates/revises when appropriate) the following standardized systems—

· Diagnostic protocols

· A classification scheme which guides treatment decisions (see Figure 1)
· Standard TB regimens and treatment outcomes (see Figure 2)
· Guidelines for drug stocks and management

· Sample TB treatment cards

· TB Patient Registries and forms

· Laboratory Registers and forms

· Quarterly case finding and treatment outcome report forms

Deviation from these accepted and well studied practices is generally discouraged.

To review these standard forms, regimens and protocols in their original sources, you should now read:
· Treatment of Tuberculosis: Guidelines for National Programmes (pages 21-38, 53-60 and 85-107) 

· The Compendium of Indicators for Monitoring and Evaluating National Tuberculosis Programs (Annex B, pages B1-B14)

Figure 1.  Standard TB Case Definitions

Correct classification using standard international TB case definitions is important because treatment decisions are based upon the designated classification.

New Case:  A patient who has never had treatment for TB or who has taken anti-TB drugs for less than one month

Relapse:  A patient previously treated for TB who has been declared cured or treatment completed, and is diagnosed with bacteriologically positive (smear or culture) TB
Treatment after Failure:  A patient who is started on a re-treatment regimen after having failed previous treatment

Treatment after Default:  A patient who returns to treatment, positive bacteriologically, following interruption of treatment for 2 months or more.
Transfer In:  A patient who has been transferred from another TB register to continue treatment
Other:  All cases that do not fit the above definitions.  This group includes “chronic case”, a patient who is sputum-positive at the end of a re-treatment regimen.

Figure 2.  Standard TB Treatment Outcomes of Smear-Positive TB Patients

Cure:  Patient who is sputum smear-negative in the last month of treatment and on at least one previous occasion.

Treatment Completed:  Patient who has completed treatment but who does not meet the criteria to be classified as a cure or failure.

Treatment Failure:  Patient who is sputum smear-positive at 5 months or later during treatment (also a patient who was initially smear-negative before starting treatment who becomes smear-positive after completing the initial phase of therapy)

Died:  Patient who dies for any reason during the course of treatment

Default:  Patient whose treatment was interrupted for two consecutive months or more.

Transfer Out:  Patient who has been transferred to another recording and reporting unit and for whom the treatment outcome is  not known.

In addition to understanding the DOTS strategy, PVOs planning a TB control project must follow the four “golden rules” of TB control.

1. Close collaboration with the NTP at all levels is essential.  As described earlier, the NTP is the final authority on TB control for the country and no activity should be planned or implemented without the approval and support of the NTP.   
2. A supply of anti-TB medications sufficient to complete a patient’s therapy should be in stock for every patient started on treatment.  Similarly, a patient who will not be able to complete therapy should not be started on therapy.  Both these tenets of TB control are based on the knowledge and evidence that incomplete or partial treatment of TB is more dangerous than no treatment.  The tuberculosis bacilli mutate frequently, and insufficient or interrupted therapy leads to the selective breeding of drug-resistant strains.  DOT is used to prevent the emergence of drug resistance, by ensuring that patients take every dose of their therapy for the full duration of 6-8 months.  Once a patient has acquired drug-resistant TB due to incorrect or incomplete therapy, they often require treatment with second-line anti-TB drugs that are more toxic, more expensive, less effective, and must be taken for a longer period of time.  In addition, the patient with drug resistant TB may spread this organism to others.  When TB micro-organisms are resistant to the two most effective anti-TB drugs, rifampin and isoniazid, they are termed multidrug-resistant (MDR).  

To ensure that this requirement is met, many NTPs label and set aside the full set of drugs needed for a patient’s treatment course at the time the patient initiates treatment.  This guarantees that every patient started on therapy will not run out of drugs, even if that facility is not re-supplied in a timely fashion and experiences a temporary stock out.  As an example, some clinics can set aside 6 months of drugs in a pack labeled with the patient’s name, and use drugs from this pack as the source of drugs for that patient, thus insuring that that patient has the full 6 months of drugs, even if the “system” experiences a drug stock-out during the 6 months of treatment. Another option is the use of a pre-packaged patient kit which contains the medications for a complete course of therapy.  A new kit is opened for every new patient started on treatment.
3.  All components of the DOTS strategy must be implemented fully.  The DOTS strategy should be considered an “all-or-none package” where one component cannot be undertaken in isolation from the others.  A PVO need not attempt to implement all five components itself and typically will choose to concentrate on the components which make use of its particular strengths.  However, as stated above, even though a PVO will not be undertaking all five DOTS components, the burden is upon the PVO to ensure and demonstrate that the remaining components will be provided by the NTP and/or other partners.  For example, it is usually the case that a PVO does not take primary responsibility for drug availability or procurement.  Nonetheless, the PVO must ensure and demonstrate that the medication supply is secure and continuous (through a partner) before engaging in TB control activities.
4.  Active case finding should not be initiated until adequate diagnostic and treatment services are available to cover the TB cases identified through passive case finding.  It is inappropriate to burden the TB care system with additional cases when it cannot effectively manage the cases it currently has.  As already mentioned, poor treatment is worse than no treatment.  
Other Key Elements of TB Control

· Community-based care

Beginning with the WHO coordinated “Community TB Care in Africa” project in 1996, the experience and results of numerous models of community-based care have been shared among policy makers, NTPs, community-based organizations and PVOs.  PVOs have contributed to the development of innovative methods of providing patient-centered care, patient and community level education, as well as contributions to case finding—all of which allow the NTP to expand the availability of services that are reflective of the community’s needs.  As mentioned previously, community-based efforts to identify possible TB cases (active case finding) must be carefully coordinated with the NTP.  

For a review of community contributions to TB care including lessons learned, you should now read:

· Community Contribution to TB Care:  Practice and Policy (pages 21-31)

For a brief discussion and examples of community based care:

· NGOs and TB Control: Principles and Examples for Organizations joining the fight against TB (pages 23-29)

· Development of Human Resources/ Capacity Building through Training 
Training is usually needed for all levels of staff to bring about the new behaviors and practices demanded by a highly structured DOTS program, and address the evolution in TB control practices under the expanded Stop TB Strategy.  Within the past few years, changes in treatment regimens have occurred based on new evidence about effectiveness and a whole framework for addressing HIV-associated TB has emerged.  Thus, the training needs within TB control are constantly changing. Training needs should be assessed at baseline and, as mentioned previously, this assessment should identify factors in the care environment that may hinder the application of newly acquired knowledge and skills among health care providers targeted for training.  PVOs have provided training in several (and occasionally all) of the DOTS components and in other areas such as health education/social mobilization and management training for supervisory staff.  The development of training materials by PVOs has also been useful, but should be carried out only in accordance with both national and WHO policies and program procedures. Many NTPs have developed training curricula for their staff at the different levels (e.g., district, national). 
Training alone is usually ineffective in changing provider practices.  Many NTP staff at all levels have undergone numerous trainings. To be successful, training must be followed by activities that support implementation, such as a second or third training session for which trainees must complete an implementation assignment from the earlier session, and by active monitoring/supervision and support of implementation at the trainees’ worksites.  Training activities should not be undertaken unless there is a clear plan and adequate resources (transport, per diem) for rigorously monitoring and supervising the effectiveness of the trainees in implementing the training, based in large part on the resultant change in outcome indicators.

For guidance on developing training in management of TB, you should now read:

· Task Analysis - The Basis for Development of Training in Management of Tuberculosis (pages 1-24) (WHO/HTM/TB/2005.354)

For a general strategic approach to training and managing human resources, you should now read:

· Training for Better TB Control:  Human Resources Development for TB Control (pages 5-13)

Training materials and other training guides from WHO for staff at facility and district levels include:

· Management of tuberculosis training for health facility staff. How to organize training for health facility staff on TB control (WHO/HTM/TB/2004.332) 
· Management of tuberculosis training for district TB coordinators: How to organize training for district TB coordinators (WHO/HTM/TB/2005.353)
· Strengthening the teaching of tuberculosis control in basic training programmes - a manual for instructors of nurses and other health care workers (WHO/HTM/TB/2006.367)
· Supervision, monitoring and evaluation, and management

DOTS is essentially a management strategy for addressing TB control which requires effective supervision and active management at every level to achieve the desired results.  Supervision may be differentiated from monitoring and evaluation (see reference below), but both have the same objective—to ensure both the correctness and quality of practices by providers and technicians and the achievement of the outcomes toward which those practices are aimed.  In effective DOTS programs, supervisors/managers use monitoring methods—analysis of the indicators of program activity (cohort analysis)—to identify areas of likely weakness in implementation.  Supervisory checklists then become tools for diagnosing the causes for such weaknesses.  Such “results-oriented supervision” ensures that checklist use is linked inseparably with improvements in program effectiveness.

In many places of the world hit hardest by the TB epidemic, the development of supervisory and monitoring skills as well as skills in supporting and encouraging performance improvement by supervisees may be a new and/or challenging area, especially among health workers.  PVOs have helped NTP supervisory staff and program managers to enhance their skills, adapt standard checklists and other supervisory monitoring forms to their setting, to incorporate cohort analysis from monitoring into their activities, and to take a more active role in supporting problem resolution.

Monitoring and Evaluation (M&E) is essential for measuring progress towards target health outcomes and impacts.  In TB control there are well established indicators, many determined through cohort analysis, which measure the success of the TB control program.  However, M&E for NTPs is also critical for fundamental program planning and implementation. In addition, the effectiveness of new or novel interventions should be monitored and evaluated by the PVO and/or NTP.  PVOs with experience in M&E can provide needed assistance to NTPs in structuring M&E activities beyond standard case finding and cohort analysis so as to include actions to resolve problems, and to evaluate certain interventions through operational research

 (see Operational Research section that follows).

The Compendium of Indicators for Monitoring and Evaluating National TB Programs was developed by WHO and several other collaborating organizations to standardize M&E of TB control activities.  The compendium contains a wide selection of indicators corresponding to the five components of the DOTS Strategy and five additional key areas to TB control. The Compendium is intended to be used by NTP staff, external evaluators and PVOs engaged in TB control activities.  The Compendium is available at: http://whqlibdoc.who.int/hq/2004/WHO_HTM_TB_2004.344.pdf.

For guidance on monitoring and evaluation of TB programs, you should now read:

· Compendium of Indicators for Monitoring and Evaluating National TB Programs, (pages 1-17)

· Advocacy, communication and social mobilization (ACSM)
Advocacy, communication and social mobilization (also referred to as civil society mobilization) have been acknowledged as essential elements for global TB control.  The Stop TB Partnership has established an ACSM Subgroup at Country Level and published a 10-year framework for action. The 2006 Stop TB Strategy contains ACSM component 5 – Empower people with TB, and communities – and emphasizes the importance of ACSM at the country level.  ACSM activities must be scaled-up to achieve the TB control global targets for case detection and treatment success. Several activities fall under the broad heading of ACSM including but not limited to: 1) educating policy makers and leaders about the DOTS strategy as part of advocacy efforts to ensure TB is placed/remains high on the political agenda (advocacy), 2) educating TB patients and their families about TB, its mode of transmission and treatment or training providers in establishing effective relationships with clients (communication), and 3) educating the general public about TB through mass media campaigns to ensure broad consensus and social commitment within civil society to combat stigma and eliminate TB as a public health problem (social mobilization).  In addition to ACSM efforts focused on advocacy to secure resources for TB control, today, it is recognized that greater attention to communication and engagement of civil society are needed..

The stigma associated with TB is severe in some countries.  It is stigma and the resultant discrimination and/or shame that may cause people with TB symptoms to delay seeking care, or those recently diagnosed to lose their jobs, or for women with TB to be considered “unmarriagable” in some settings.  TB is often associated with being poor and/or “unclean”, and when TB occurs among a member of an already marginalized group (e.g., an ethnic minority), stigma and discrimination may be compounded. In areas where there are significant rates of HIV-associated TB, a diagnosis of TB may be believed to be confirmation of an HIV diagnosis. PVOS that are well-integrated into a community can be very effective at fighting stigma.  Stigma and discrimination result in part from a lack of information or misinformation.  PVOs often have experience using radio and television media for health education campaigns in other public health areas.  
All PVO activities in ACSM should be in agreement with the NTP’s ACSM national strategy. If the NTP is in the process of developing such a strategy, an experienced PVO may be able to assist. In close collaboration with the NTP, PVOs have provided training in effective patient education for TB health and outreach staff, and have assisted with the production of brochures, pamphlets and other printed matter, and organized mass media educational campaigns around international events such as World TB Day. PVOs can also assist with advocating for the rights of TB patients that have suffered discrimination at both the local and policy-making levels. (See also ACSM section under “Comparative Advantages of PVOs in Undertaking TB Control Activities”).
For guidance on communicating TB messages to patients, their families and the general public, you should now read:
· Advocacy, Communication and Social Mobilization to Fight TB: A 10-Year Framework for Action (2006-2015) (pages 10-14)
· Stop TB Planning Framework for Global Fund TB Proposals – Round 7: Advocacy, Communication and Social Mobilization (ACSM) for TB Control & Community and Patient Involvement (though aimed at developers of GFATM proposals, these two documents provide important definitions and examples).
· Tuberculosis Handbook (pages 153-158)
For ACSM examples of best practices:

· ACSM at Country Level website: http://www.stoptb.org/wg/advocacy%5Fcommunication/acsmcl/tools.asp
· NGOs and TB Control: Principles and Examples for Organizations joining the fight against TB (pages 21-22)

Gender and TB Control

In most of the world, more cases of TB are diagnosed among men than women.  However, it is unclear if the higher TB rates among men are due to biological (i.e., sex-linked) or gender-based (i.e., sociocultural) factors.  The higher rates of TB among men may reflect higher rates of exposure leading to increased risk of infection or shortcomings in most health systems to detect, diagnose, and report cases of women with TB.  Despite the higher case notification in men, TB remains a major cause of morbidity and mortality among women.  Each year, more than 3 million women are diagnosed with TB and approximately 750,000 will die of the disease. More women die of TB each year than from all maternal conditions.  Data suggest that women progress from TB infection to active disease more quickly than men do.  As with the male TB cases, most women that succumb to TB are in their economically and reproductively active years creating a great social burden on their children and families.  Further research into the division of TB rates by gender is needed to identify possible gender-related barriers to TB care.   
For further discussion of gender and TB:

· Gender in Tuberculosis Research (pages 5-36)

Specialized Areas of TB Control 

It is recommended that involvement in the following activities be reserved for PVOs with a proven track record in implementing DOTS-based TB control projects in collaboration with the NTP, or PVOs that can be mentored in these areas by experienced PVOs or other appropriate technical partners. Each of these areas is highly technical and the necessary interventions often build upon an existing TB control project.

· TB/HIV 

As the HIV/AIDS epidemic continues to ravage much of the developing world, the need to link control and treatment services for TB and HIV/AIDS has become apparent.  In many areas where there is a high burden of both diseases, it is impossible to separate the two merging epidemics.  In sub-Saharan Africa in particular, the HIV epidemic is driving the TB epidemic, resulting in as much as a fourfold increase in the number of TB cases reported in recent years.  In these countries, the vast majority of TB is HIV-associated. Therefore, PVOs that have been working with national HIV/AIDS Control Programs (NACP) may find work in TB control not only a natural extension of their current programming, but a necessary element of effective HIV/AIDS case management.  PVOs can play an important role in developing innovative approaches to dealing with co-infected patients and creating linkages between HIV/AIDS and TB programs.

The WHO has outlined a strategic framework to decrease the burden of TB/HIV which calls for a unified health sector approach. Under this framework, mechanisms for strong collaboration and linkage between TB and HIV/AIDS control programs need to be established.  Furthermore, specific activities need to be undertaken to decrease the burden of TB in HIV-infected persons and to decrease the burden of HIV in TB patients. The scope of TB control in high HIV prevalence populations has been expanded to include, for example, intensified and targeted TB case finding.  Under this approach, diagnostic HIV counseling and testing (DCT) is provided to all persons diagnosed with TB.  DCT is currently offered in an “opt-out” fashion (i.e., presented as the standard of care so patients must actually decline testing).  Similarly,  all persons testing positive for HIV are routinely screened for TB infection and disease. NTPs and NACPs in many sub-Saharan African countries are working together to determine the best model of care for HIV-associated TB.  In some settings a strong referral system between TB and HIV care sites is being used while others are striving for seamless care with diagnostic testing for both diseases available at both TB clinics and all settings where Voluntary Counseling and Testing (VCT) is performed including HIV care and treatment sites, antenatal care clinics and primary care facilities. 

The wide-scale introduction of antiretrovirals (ARVs) in countries with a significant HIV burden has also necessitated close collaboration between TB clinics and ARV sites. Programs such as WHO’s “3 x 5” Initiative and the President’s Emergency Program for AIDS Relief (PEPFAR) will soon help ARVs reach those outside of the major urban areas.  The careful use of ARVs in these countries will undoubtedly have a positive impact on TB case rates.  In addition, the roll-out of ARVs will present numerous opportunities for PVOs to assist with training in the proper use of ARVs, program scale-up for vulnerable and hard-to-reach populations, and ACSM activities.  HIV-infected individuals with TB present a diagnostic challenge as, with worsened immunosuppression, they may have an atypical presentation with negative sputum smears and a normal chest x-ray.  Sputum culture can be useful in diagnosing these patients due to their low mycobacterial loads.  HIV-infected individuals also have a propensity for developing extrapulmonary TB which previously had been a lower priority for diagnosis and treatment. In recognition of the frequency presentation of smear-negative and extrapulmonary TB among HIV-infected patients, the WHO has issued new guidelines to improve the diagnosis and treatment of both of these forms of TB. It should also be noted that co-treatment of TB and HIV is complicated due to various drug-drug interactions requiring dosage or regimen adjustments and must be given under specialized medical supervision. When latent TB infection is diagnosed in an HIV-infected individual, treatment with 9 months of INH is being implemented in some settings.  

PVOs planning or currently implementing TB/HIV control activities should be familiar with WHO’s TB/HIV strategic framework, interim policy on and guidelines for implementing collaborative TB and HIV activities.  PVOs must ensure that their activities support this framework and foster collaboration and a unified approach. Coordination with the NTP, any joint TB/HIV bodies, and the HIV/AIDS Control Program will be essential.  If engaged in TB and/or HIV control or care activities, a PVO representative may be an appropriate participant on a joint TB/HIV coordinating body.  For more information on the Interim Policy on Collaborative TB-HIV Activities, see also—http://www.who.int/hiv/pub/tb/en/Printed_version_interim-policy_2004.pdf.  In addition, the Stop TB Partnership has summarized the findings from a joint meeting in 2006 on best practices of a joint response to the epidemic of HIV-associated TB.
In some places, the collaboration between TB control and HIV/AIDS programs and partners is still in the early stages.  Bringing together two separate systems can be quite challenging and opportunities for synergy should be explored at the community and facility level.  PVO efforts in collaborative TB/HIV programming have included training of health care personnel in co-administration of anti-TB medications and ARVs, strengthening referral systems between TB and HIV diagnostic and care sites ACSM activities at the community level, and providing care and support at the community or household level through the training and supervision of DOT treatment supporters to administer both TB and HIV/AIDS medications, and assisting patients and their families to address obstacles to treatment compliance.  For background information and potential assistance opportunities in TB infection control, including in HIV-prevalent settings, see the section on Infection Control below. As with all diagnostic and treatment related components, involvement in TB/HIV activities requires the appropriate level of expertise and experience.

For a summary of the background of global TB/HIV co-morbidity, you should now read:
· Treatment of Tuberculosis: Guidelines for National Programmes (pages 75-83) 

· An Expanded DOTS Framework for Effective Tuberculosis Control (pages 16-17) 

For guidance on effective collaboration between TB and HIV/AIDS programs, you should now read:

· Strategic Framework to Decrease the Burden of TB/HIV  (pages 35-37)

· Guidelines for Implementing Collaborative TB and HIV Programme Activities (pages 23-42)
· HIV and TB in the context of universal access: What is working and what is not? (pages 1-15)
For guidance on co-treatment issues of HIV-associated TB and treatment of latent TB infection among HIV-infected, you should now read:

· TB/HIV: A Clinical Manual (pages 153-154 and 199-203)
· Improving the diagnosis and treatment of smear-negative pulmonary and extrapulmonary tuberculosis among adults and adolescents: Recommendations for HIV-prevalent and resource-constrained settings (algorithms on pages 9, 11, 12, and 18)
For additional background information on TB/HIV epidemics:

· Strategic Framework to Decrease the Burden of TB/HIV (pages 11-13)

· Guidelines for Implementing Collaborative TB and HIV Programme Activities (pages 13-17)

For a summary of interventions used to control TB in high HIV prevalence areas:

· Strategic Framework to Decrease the Burden of TB/HIV  (pages 15-34) 

· Guidelines for Implementing Collaborative TB and HIV Programme Activities (pages 19-21 and 43‑72)

· Drug resistance
·  - Multidrug-resistant TB and DOTS-Plus
The emergence of TB strains that are resistant to anti-TB drugs is the result of years of inadequate treatment of TB.  In each of the three global surveys of drug resistance conducted jointly by the WHO and IUATLD between 1994 and 2002, resistant strains of M. tb were found in all of the countries surveyed.  Interventions building upon the DOTS strategy using second-line drugs were needed to treat the growing numbers of multidrug-resistant TB (MDR-TB) cases.  Thus, the DOTS-Plus strategy was created. 

It is important to note that the basic DOTS program functions and protocols are still the most effective and least expensive means of preventing further increases in drug resistance, by curing the still predominant drug sensitive infectious TB cases with the standard DOTS first-line drugs.  Hence, the first priority in managing MDR-TB is to ensure the effectiveness (as measured by cohort analysis of smear conversion and treatment success rates) of basic DOTS activities.   

In some MDR-TB “hot spots”, however, where rates of MDR-TB have already reached high levels, additional measures are needed to control MDR-TB, including the treatment and cure of resistant cases using second-line drugs.  If a PVO is working is in one of these “hot spots” –  such as the Baltic States, some Russian Oblasts and countries of the Former Soviet Union – it may be reasonable and downright prudent to include aspects of MDR-TB management in a TB control project. The strategy designed to address MDR-TB – DOTS-Plus – includes the designation of specialized treatment centers for MDR-TB, special clinical guidelines for management of MDR-TB patients with second-line drugs, and actions to make second-line drugs available for such treatment.  The Green Light Committee, which through a pooled procurement mechanism provides second-line drugs at drastically reduced prices, is often the source of such drugs. The new Stop TB Strategy has taken MDR-TB management to the next step by declaring the prevention and control of MDR-TB to be a key component of the strategy and implementation approach.  The Strategy further states that diagnosis and treatment of all forms of MDR-TB should be an integral part of NTP activities. 

Based on the collective evidence from the DOTS-Plus projects throughout the world, the WHO recently published guidelines for the management of drug-resistant TB.

For a summary of the development and global epidemiology of TB drug resistance, you should now read:
· Guidelines for the Programmatic Management of Drug-Resistant Tuberculosis (pages 3-7)

· Treatment of Tuberculosis: Guidelines for National Programmes (page 39)

For additional background on MDR-TB:

· Guidelines for Establishing DOTS-Plus Projects for the Management of Multidrug-Resistant Tuberculosis (pages 9-13)

In settings where high or rapidly increasing levels of MDR-TB are present, mycobacterial culture and drug susceptibility testing (DST) are necessary due to ensure patients are placed on adequate treatment regimens. Data from either individual patient DST or periodic drug resistance surveillance is needed to inform the development of appropriate treatment regimens and national guidelines. PVOs have worked in close collaboration with NTPs in establishing DOTS-Plus projects, by strengthening laboratory capacity to perform the necessary mycobacterial culture procedures and DST, assisting with the management and procurement (typically through the GLC) of second-line anti-TB drugs, and applying international MDR-TB clinical guidelines using these drugs.  The management of MDR-TB is extremely complex and it is advised that all activities in this area be undertaken only by PVOs with solid experience in implementing DOTS, in close collaboration with the NTP, and with full access to appropriate specialized expertise.  For most situations, the most important action to control drug resistance is the prevention of increasing resistance through standard DOTS.

For a summary of MDR-TB management and DOTS-Plus, you should now read:
· An Expanded DOTS Framework for Effective Tuberculosis Control (page 18) 

· Treatment of Tuberculosis: Guidelines for National Programmes (pages 39-45)

· Guidelines for the Programmatic Management of Drug-Resistant Tuberculosis (pages 8-37)

For further details:

· Guidelines for Establishing DOTS-Plus Projects for the Management of Multidrug-Resistant Tuberculosis (pages 15-31)

· Guidelines for the Programmatic Management of Drug-Resistant Tuberculosis (pages 38-126)

· 
- Extensively-drug resistant TB (XDR-TB)
In September 2006, a more dangerous form of TB was described: extensively-drug resistant TB, or XDR-TB. Like MDR-TB, XDR-TB is resistant to at least isoniazid and rifampin among the first-line drugs but is also resistant to two additional second-line drug classes, namely the flouroquinolones and either aminoglycosides or capreomycin. The first major report of XDR-TB described an outbreak among 53 predominantly HIV-infected individuals in South Africa with an alarmingly high mortality rate: 52 of the 53 patients died with a median survival of 16 days.  This report brought TB back into the headlines as the WHO, South Africa’s NTP and others prepared an emergency response.  

XDR-TB has been described in every region of the world and is actually most frequent in the former Soviet Union countries and in Asia.  In March 2006, the Centers for Disease Control and Prevention (CDC)/WHO international laboratory network survey results from 2000-2004 revealed that 20% of all TB isolates tested were MDR-TB, and of those 2% were XDR-TB. In response to these reports, the WHO has called for a strengthening of basic TB control activities and particularly laboratory services to prevent the further emergence of resistant strains and ensure timely and reliable diagnosis and treatment of resistant TB cases and increased collaboration between TB and HIV control programs. For basic information and to keep others abreast of the XDR-TB response, the WHO now manages an XDR-TB homepage on its website and publishes monthly updates. In addition, new recommendations to strengthen drug-resistant TB surveillance have been issued.
Many PVOs are working in areas where XDR-TB has been identified and is being addressed programmatically.  The management of XDR-TB requires the highest level of technical expertise generally reserved for a specialized team within the NTP and with external assistance from the WHO and other international experts.  Therefore, generally PVOs will not be engaged in activities specifically related to the identification and management of XDR-TB. However, PVOs involved in TB control activities in these settings can contribute significantly to controlling XDR-TB by supporting general TB control activities to prevent the emergence of drug-resistant TB from patients with drug-susceptible TB (and the emergence of XDR-TB from patients with MDR-TB, if involved in DOTS-Plus activities).  PVOs involved in DOTS implementation should understand that retreatment cases are at the greatest risk for the development of MDR-TB and XDR-TB, and that careful monitoring of the prevalence and treatment outcomes of these cases is extremely important.  In addition, as described above under Case Detection, PVOs with access to appropriate technical expertise can assist in strengthening laboratory services including the performance of drug resistance surveillance in accordance with the WHO’s latest guidelines.  
As always, close collaboration with the NTP is necessary in implementing any of these activities.
For a summary of XDR-TB emergence, FAQs and current activities, you should now read:
· The WHO’s news release from September 2006 on the emergence of XDR-TB at http://www.who.int/mediacentre/news/notes/2006/np23/en/index.html
· Latest update(s) on the WHO’s XDR-TB home page at http://www.who.int/tb/xdr/en/index.html
· Frequently-asked-questions – XDR-TB at http://www.who.int/tb/xdr/faqs/en/index.html
For more information:
· Emergence of of Mycobacterium tuberculosis with Extensive Resistance to Second-Line Drugs — Worldwide, 2000–2004 Morbidity and Mortality Weekly Report, March 24, 2006/Vol. 55/No. 11 (pages 301-305)
· Infection Control
PVOs whose staff are working in facilities where TB patients are hospitalized, especially in settings where MDR-TB and XDR-TB are present, should be familiar with and, if appropriate, may help develop, reinforce and/or strengthen proper infection control practices to reduce the risk of transmission within that facility.  Key practices include the rapid identification, separation from others, and initiation of appropriate treatment of all TB suspects in a facility. Other practices such as teaching cough hygiene are also important once a patient has been diagnosed with TB, however, the prompt initiation of adequate therapy is the fastest way to render a TB patient non-infectious. An addendum to the guidelines for infection control in health care facilities was published in 2007 which focuses on TB infection control in the context of expanded HIV care and treatment.  
For a summary of TB infection control practices, you should now read:
· Guidelines for the Prevention of Tuberculosis in Healthcare Facilities in Resource-Limited Settings (pages 5-7)
· Addendum to "WHO guidelines for the prevention of tuberculosis in health care facilities in resource-limited settings", 1999. (Writing committee: CDC, WHO, The Union): Tuberculosis infection control in the era of expanding HIV care and treatment (pages 5-18)
For further details:

· Guidelines for the Prevention of Tuberculosis in Healthcare Facilities in Resource-Limited Settings (pages 11-51)

· Addendum to "WHO guidelines for the prevention of tuberculosis in health care facilities in resource-limited settings", 1999. (Writing committee: CDC, WHO, The Union): Tuberculosis infection control in the era of expanding HIV care and treatment (pages 19-32)
· Public-Private Partnerships

A significant proportion of TB patients worldwide obtain their care in the private sector.  In some settings it is estimated that more than half of all TB patients will seek consultation from a private provider. Broadly defined, the private sector includes private allopathic and non-allopathic practitioners, traditional healers and pharmacists.  Where private practitioners are not engaged in any form of collaboration with the NTP, delays in diagnosis, irregular management, and lack of reporting cases to the NTP have been demonstrated.  It was clear that without the involvement of private practitioners in DOTS-based TB control activities, TB would continue to thrive.   

In recent years, ideological and structural barriers have been overcome and numerous successful public-private partnerships (also referred to as “public-private mix” or PPM-DOTS projects) have been formed.  These collaborative partnerships have taken many forms but certain key elements have remained.  First, basic components of the DOTS Strategy have been preserved – namely, adherence to standard diagnostic and treatment guidelines.  The spectrum of involvement of the private provider may range from simple referral of TB suspects to public sector (NTP) TB clinics to arrangements in which the private provider diagnoses and treats the patient under direct observation with free anti-TB medications provided by the NTP.  In all cases, the NTP is informed of the TB case for reporting purposes.  With a global case detection rate of only 53% (meaning that approximately half of all TB cases worldwide are not notified), closing the gap of the “private sector loophole” may be one means of significantly increasing the case detection rate.  The new Stop TB Strategy includes engagement of all care providers (with specific mention of public-private mix approaches) as one of its key components.

Countries are at different stages of developing public-private partnerships. Certain countries such as the Philippine and India have well-developed models of public-private collaboration for TB care.  India’s Revised NTP has published guidelines outline several different possible private practitioner involvement schemes.  A recent report of a public-private partnership in Nepal described a public-private partnership which also included a role for a PVO.  In that example, the PVO provided DOT and traced patients who had missed appointments.  PVOs may also assist with the training of private providers or private laboratories, educating patients and the community about the benefits of the partnership, and M&E of the partnership activities.

For information about public-private partnerships, you should now read:
· Involving Private Practitioners in Tuberculosis Control: Issues, Interventions, and Emerging Policy Framework (pages 15-48) 
· Engaging All Health Care Providers in TB Control:  Guidance on Implementing Public-Private Mix Approaches (pages 9-28 and 31-42)

For an example of a public-private partnership which included a PVO, you should now read:

· Newell, JN, Pande, SB, BaralSC. et al. Control of tuberculosis in an urban setting in Nepal: public-private partnership. Bull World Health Organ. Feb. 2004, vol.82, no.2, p.92-98. 
· Pediatric Tuberculosis
Currently, it is estimated there are approximately 900,000 new TB cases each year among children under age 15.  As with adult TB cases, the vast majority of these patients live in resource poor settings. Children with TB are rarely infectious (i.e., sputum-smear positive) but rather serve as are sentinel cases.  Therefore, TB in a child signifies recent transmission of TB in the community.  Moreover, children under age five are more likely to develop more severe forms of TB such as miliary (disseminated) TB or TB meningitis which are associated with higher mortality rates.  And, children who do recover from untreated primary TB disease are the reservoir of future active, and often infectious, cases.  
Since children with TB are infrequently sputum-smear positive, TB control programs may have placed less emphasis on diagnosing and treating TB in children in the past. However, the new Stop TB Strategy emphasizes equitable access to care for all TB patients – and specifically lists children as a beneficiary.  Accordingly, new guidelines for NTPs on the management of pediatric TB were published by the WHO in 2006. Similarly, the WHO-endorsed International Standards for Tuberculosis Care published in the same year also specify standards for diagnosing pulmonary and extrapulmonary TB in children (the latter is also more common in children). All forms of pediatric TB are now considered a priority according to internationally agreed upon standards. 
Children with active TB generally respond well to standard TB treatment.  Evaluation of all child household contacts to an infectious TB case should be evaluated and if found to have latent TB infection, treated with 9 months of INH.  Most children in the world receive BCG vaccine which is very effective at preventing life-threatening forms of TB among children under age two.  However, the BCG vaccine is not considered a TB control strategy because it does not prevent infection with M. tb., is of unknown but indisputably low effectiveness in the prevention of pulmonary TB, and prevention of TB in children, who are generally non-infectious, does not affect community-level transmission. 

Pediatric TB is a new area to most PVOs, even those that have been active in DOTS-based TB control activities previously (due to the emphasis DOTS placed on detecting and treating sputum-smear positive TB cases). PVO involvement in pediatric TB care may mirror the activities performed in adult TB care such as training of providers in appropriate patient management, training lab personnel in proper diagnostic techniques (e.g., mycobaterical culture) for improved detection of pediatric TB cases, performing DOT and/or training and supervising DOT supervisors, and M&E of TB care.

For information about pediatric TB, you should now read:
· Guidance for national tuberculosis programmes on the management of tuberculosis in children (pages 1-3)
· Treatment of Tuberculosis: Guidelines for National Programmes (pages 61-66)
For further information:

· Guidance for national tuberculosis programmes on the management of tuberculosis in children (pages 4-24)
· Operational research

The WHO defines Operational Research (OR) in TB control as research specifically aimed at developing interventions that result in improved policy-making, better design and implementation of health systems, and more efficient methods of service delivery.  OR must address gaps in existing TB control activities to be meaningful and useful to the NTP.  PVOs with experience in OR in other public health areas may be able to apply some of their expertise to assist in the development of local capacity in OR skills and study design, the scaling-up of interventions shown to be successful through OR, and the wider dissemination of OR results.  OR can play a valuable role in identifying approaches to improving treatment compliance and effective incentives for patients and health care providers.  Use of a community-based survey on knowledge, attitudes and practices (KAP) is often used to evaluate the impact of an OR project involving ACSM interventions. Research studies are sometimes needed on interventions already well documented in other countries, however, for purposes of local demonstration to convince policy makers or opinion leaders of the appropriateness of approaches new to their experience (although they may be standard practice in other locations).  The WHO has defined a research agenda for TB control which should be consulted when initiating or expanding TB OR in the field.  

For an outline of WHO’s recommended agenda for TB OR:

· Bulletin of the World Health Organization 2002, 80 (6), “The research agenda for improving health policy, systems performance, and service delivery for tuberculosis control” a WHO perspective”, (pages 471-476)

For a brief discussion and example of conducting/supporting OR:

· NGOs and TB Control: Principles and Examples for Organizations joining the fight against TB (pages 31-32)

Comparative Advantages of PVOs in Undertaking TB Control Activities
Due to their organizational structure, established collaborative relationships, and related expertise, PVOs can have a comparative advantage for undertaking certain TB control activities.  All TB control activities must be conducted in close collaboration with the NTP, even if the activities are limited to a single district or facility, as the NTP has ultimate responsibility for all TB control programming.  However, PVOs are often well positioned to make significant contributions and implement complementary activities which will build local capacity in that particular area or expertise. 

· Community-Level Programming

As discussed under Other Key Elements of TB Control, PVOs often have tremendous experience working at the community-level.  They may already have the support of key policymakers, public health officials, community leaders and community-based organizations in the region or country.  PVOs can use their established networks and partnerships for a variety of critical activities including: 

· Patient education and support case detection and raising community awareness about TB  

· Improving access to DOT by establishing treatment observers who are not health professionals

· Addressing stigma (which can be severe with TB alone and is magnified in areas where TB and HIV are closely linked)

· Tracing patients that interrupt therapy and assist in returning them to care

· Providing social support to TB patients and their families to ensure treatment completion

Traditionally, NTPs operate primarily through the traditional healthcare structure, with only limited emphasis on community outreach and education.  Being part of the governmental health structure, the NTP typically is not well-positioned to reach out and extend access of their services to the community.  In some settings, the NTP may not be inherently trusted by the community.  PVO collaboration with the NTP can create a mechanism for community access that will extend the natural reach of the NTP and increase access to care for some segments of the population. Specifically, PVOs can identify ways to link or integrate the community with the formal NTP structure to improve treatment, community education and case detection.  By not being a part of the official health system, home care offered by a PVO may provide greater confidentiality and help lessen the stigma a patient may feel. As always, all community-based activities must be coordinated directly by the NTP, so that they are an extension of the NTP and not a parallel system of TB care in the community.

For a review of community contribution to TB care, you should now read:

· Community Contribution to TB Care: Practice and Policy (pages 13-31)

· Delivery of Directly Observed Therapy (DOT)

There are numerous models of community-based DOT that have been shown to be effective in a variety of settings.  PVOs, through their community partnerships, have often trained and managed community-based DOT treatment supporters who also pursue and support patients that interrupt their therapy.  The development of such innovative methods is necessary to bring treatment success rates to above the 85% target.  PVOs are often unbridled by the bureaucracy of many health systems and, therefore, have a relative advantage at developing creative solutions for service delivery outside the health system.  In addition, PVOs may have experience or access to expertise within their organization in performing OR to document parameters of effective methods, or compare different models of DOT or incentives/enablers for patients, DOT treatment supporters, and TB health care providers.
For a brief discussion of community based DOT, you should now read:
· Community Contribution to TB Care: Practice and Policy (pages 22-24)

· Access to Vulnerable or “Hard to Reach” Populations

Increasing access to health services among vulnerable populations is a common objective of many PVO projects.  While this should be an important component of a NTP, the MOH may be limited in its ability to identify and/or target these populations by political or financial barriers.  Therefore, PVOs may present a comparative advantage in working with marginalized groups, such as ethnic minorities, prisoners, intravenous drug users and impoverished populations, because they are internationally-based, politically-neutral, and separate from the ruling government.   These factors can enable PVOs to be accepted by otherwise “hard to reach” populations.  PVOs often have already established strong relationships with local partners that include members of these populations or work specifically with them.  PVOs also often directly employ staff or use volunteers from these groups.  Marginalized populations of any society tend to be at higher risk for TB due to a variety of factors including general lack of access to health care, overcrowded living conditions, poor baseline health status, and increased risk of HIV infection.  PVOs with already established ties and projects with these vulnerable populations are well-suited for improving access to TB control services for these groups.  In addition, PVOs can assist in linking its beneficiary groups to NTP services.  For example, PVOs have worked with prison systems to create mechanisms to link prison TB data and laboratories to NTP data and civil laboratories, and to ensure that prisoners with TB released while on TB treatment are effectively transferred to civilian follow-up care and complete their treatment.

For guidance on identifying and addressing poverty-related barriers to TB care, you should now read:
· Addressing Poverty in TB Control:  Options for National TB Control Programmes (pages 12-73)

· Training and Supervision to Build Local Capacity

PVOs often have extensive experience in training in a wide variety of technical and non-technical areas, many of which can appropriately be transferred to training in TB control.  In addition, training in supervision and management skills is often lacking in health programs, and PVOs may have experience in providing this type of training in other technical areas and/or access to appropriate expertise.  PVOs currently managing cadres of community staff would be well suited for managing those staff as DOT treatment supporters.  All training in TB control must be coordinated with the NTP to ensure accuracy and consistency of messages.  Moreover, the ultimate goal of all training activities should be to build the capacity of the NTP staff to eventually conduct their own training activities. Through training in management and supervision based on analysis of program data, PVOs can develop the capacity of the NTP to continuously improve the effectiveness of its activities and the program.

For a brief discussion and example of supporting existing services for TB control:

· NGOs and TB Control: Principles and Examples for Organizations joining the fight against TB (pages 18-20)

· ACSM, Active Case Finding and Contact Investigations

PVOs with strong community-based projects and access to vulnerable populations are often ideal partners for conducting social mobilization targeted to these communities as well as implementing active case finding procedures, including contact investigations, among these populations.  Many PVOs have significant experience in conducting and evaluating social mobilization activities on a variety of issues. Furthermore, through the established trust and acceptance of the PVOs working in these areas, they may be exceptionally well-positioned to take on these activities.  When partnered with organizations such as the TB Control Assistance Program consortium (TB CAP) for coverage of specific technical areas, PVOs may provide the necessary comparative advantage by drawing upon their strengths in social mobilization and unique access to hard-to-reach and/or vulnerable populations. As always, PVOs must coordinate closely with the NTP on the timing and extent of all active case finding activities.  In addition to finite activities of case finding and referral of household contacts to TB cases for testing, PVOs may be appropriate implementers for long-term assistance such as providing treatment for latent TB infection to high risk individuals (HIV-infected and children under age five) through community-based care.

· Complementary Programming In-country

PVOs frequently take a holistic approach to programming by addressing factors that contribute to poverty.  By addressing such factors, as well as TB, there can be a potential synergistic effect. Examples of complementary project areas include micro-finance, education, other social support projects, HIV-prevention among high risk groups, Voluntary Counseling and Testing (VCT) services, and advocacy for other public health mandates. For example, a PVO providing HIV home-based care to impoverished slum dwellers will have established relationships and be known to the community, and it is highly likely that the population at-risk for TB is the same group.   

For guidance on identifying and addressing poverty-related barriers to TB care, you should now read:
· Addressing Poverty in TB Control:  Options for National TB Control Programmes (pages 74-77)

Table 1.  Examples of PVO Involvement in TB Control Activities

	Activity
	Country/
Region
	Setting
	PVO Comparative Advantage
	Implementing PVO
	Description

	Advocacy for  political commitment
	India, Indonesia, and the Philippines
	Urban & Rural
	History of collaboration with MOH
	World Vision, Canada
	Lobby for increased political support by promoting human and economic benefits of a sustainable TB program, ensure adequate human resources, drug supply and logistics, and develop TB Task Forces and Committees.

	Improved diagnosis by direct smear microscopy
	Kosovo
	Urban
	Expertise in technical training of laboratory staff 
	Doctors of the World, USA
	Technical training in direct smear microscopy provided to staff in each district laboratory, institution of quality control practices, and periodic proficiency testing performed.

	DOTS training for health care workers
	Kazakhstan
	Urban & Rural 
	History of collaboration with MOH in health system strengthening, expertise in training health care workers
	Project HOPE
	WHO training modules on DOTS augmented with adult learning methods for TB specialists, PHC doctors, nurses, lab technicians and epidemiologists.  Functional emphasis on management responses to program data.  Post-training monitoring/support and problem identification and solving.

	Provision of DOT
	South Africa
	Rural
	Implementation of a CSHGP with an HIV/AIDS component in the region, expertise in home-based care
	Medical Care Development International
	In partnership with MOH and a local non-governmental organization (NGO), trained volunteers providing home-based care for AIDS to provide and document DOT and to conduct community education on early signs and symptoms of TB.

	Monitoring and evaluating recording and reporting system
	Kosovo
	Urban
	History of collaboration with MOH, expertise in surveillance
	Doctors of the World, USA
	Train NTP supervisory staff in use of recording and reporting forms, develop supervisory tools, perform data quality validations, train in cohort analysis and other uses of epidemiologic data.

	Access to vulnerable populations
	Kazakhstan and Kyrgyzstan
	Prisons
	Neutrality, increased access to prison population, expertise in prison care
	Project HOPE
	Strengthening the lab system, defining accountability between the Ministries of Justice and Health, assisting with transition to civil society and to civilian TB care services.


Pitfalls to Avoid in TB Control Projects

The DOTS strategy for TB control is a complex package which is more than the sum of its parts.  Each component must be conducted in concert with the NTP and other partners to ensure coordination to achieve overall program goals.  Particularly for PVOs new to TB control, there may be certain activities which appear to be a reasonable means of accomplishing one aspect of the DOTS strategy, but in fact can be counterproductive and in some cases even harmful.  Some example of these types of “pitfalls” to avoid are described below.

· Implementing TB prevention and control activities in isolation, i.e., without identifying existing partners and coordinating project efforts through the NTP.

This can result in activities that actually obstruct national TB control.  It is critical that all TB control efforts of a PVO are planned and conducted in coordination with the NTP, MOH, donors and other implementing partners to ensure the appropriate selection, timing and implementation of activities.
· Designing TB projects without clearly delineating measurable indicators for project activities.

Measurable indicators should be defined at the outset – during the project planning phase and included in your proposal. The Compendium of Indicators is a key resource that clarifies the characteristics of a good indicator, distinguishes between different kinds of indicators and can guide the selection and development of project indicators.

· Ignoring issues of sustainability when developing human resources
Many PVOs rely heavily on large cadres of community-based volunteers during the life of their project but do not incorporate plans for sustaining these pools of volunteers at the completion of the project. Similarly, when additional staff are hired for a TB control efforts, clear plans must be developed and described for accommodating the salaries of these additional staff once the project funding has ceased.

· Unsolicited distributions of anti-TB medications and x-ray equipment.

PVOs may receive donated shipments of anti-TB medications and x-ray equipment as part of their humanitarian assistance work.  While it may seem reasonable to distribute these supplies directly to health facilities in need, this action can actually sabotage TB control efforts.  For example, if the NTP is trying to promote the use of smear microscopy for diagnosing TB, installing new x-ray equipment may conflict with that objective.  Also, PVO provision of drugs, even when given directly to the NTP, is not a sustainable way to ensure an adequate drug supply.  In addition, provision of medicines with short expiration dates can create a disposal problem for the NTP.

· Focusing TB control programming on the identification and treatment of pediatric TB cases.

Although children with TB are generally not infectious, the diagnosis and treatment of children with TB is a component of TB control aimed at decreasing the overall disease burden in a population.   However, it must be acknowledged that TB in children is not the same as TB in adults (see section above on Pediatric TB).  A PVO should not consider a TB control project that focuses on pediatric TB unless this is an area designated by the NTP for PVO involvement.  As always, all TB control activities should adhere to national and international guidelines, including the diagnosis and management of pediatric TB patients.  

· Focusing on BCG vaccination as a strategy to control TB.  

BCG vaccination is effective in preventing the development of serious forms of TB in young children (e.g., TB meningitis).  However, the BCG vaccine does not prevent infection with the TB bacteria and, therefore, is not an effective tool in controlling infectious TB in the population.  BCG vaccination should be an integral part of the national childhood expanded program of immunization (EPI) and is not an activity overseen by the NTP.

· Focusing on general ACSM campaigns in the community, without ensuring that adequate TB diagnostic and treatment systems are in place.  

Community health education campaigns intended to increase TB case detection when appropriate diagnostic and treatment services are not yet available will result in increased numbers of incompletely treated cases and increase drug resistance.

· Establishing TB diagnostic or treatment services in parallel with the NTP.

These types of services, regardless of their quality, will undermine the NTP’s efforts to control TB in their country, can challenge the NTP’s authority and credibility, and are certainly not sustainable.

Coordinating TB Control Efforts

Intra- and interagency coordination are critical elements of efficient and effective TB control programming.  Generally, the MOH is the overarching body which oversees the NTP, but the NTP is the entity ultimately responsible for all TB control activities in the region and is typically the driving force behind DOTS implementation.  Coordination of activities must occur within the MOH to allow for an effective NTP to successfully control TB.  In general, the NTP is the appropriate counterpart for a PVO working in TB control; however, the PVO should also establish a solid working relationship with the MOH and, depending on the circumstances, keep the MOH apprised of its activities, either directly or jointly with the NTP.  The PVO may also have partners in other departments of the MOH (e.g., the NACP) and, therefore, communication with the appropriate MOH officials will be necessary.  PVOs working at the regional and/or district-level must establish active routine communication with the national level/NTP, as well as regional and district-level MOH authorities to ensure effective coordination.

For guidelines on intra-agency coordination of TB control activities, you should now read:
· Tuberculosis Handbook (pages 193-196)

Similarly, interagency coordination among TB control implementing partners is important for ensuring collaboration and preventing disparate or duplicate services.  PVOs engaged in TB control will often become members of the NTP advisory committee where internal and external partners can review their activities and discuss possible expansions and/or new collaborations.  In the field of TB control, PVOs may find they have “new” partners such as the NTP, WHO TB officers, the Stop TB Partnership, the GDF, the Centers for Disease Control and Prevention (CDC) as well as other external donors and technical consultants.  Information about each of these organizations can be found at their web sites.  Typically, staff from the WHO serve in the role of technical advisors to the NTP.  GDF staff, in response to an NTP application for low cost or free anti-TB medications, make site visits and follow-up monitoring visits to ensure proper use of the drugs distributed.  PVOs may be involved in WHO or GDF site visits as a collaborating partner in DOTS implementation.  All PVO contact with any of these international organizations should be through the NTP.  Lastly, the Global Fund to Fight AIDS, TB and Malaria (GFATM) has created another entity for PVOs to interact with — the Country Coordinating Mechanism (CCM).  The GFATM provides multi-million dollar awards to countries through the CCM to combat these three diseases.  If a PVO is working in a country which is applying for or is receiving funds from the GFATM, it is essential that the PVO and NTP closely coordinate their planning of activities and resources. In some instances, the GFATM program is set up to allow PVOs to apply for grants from the NTP/CCM.  In other situations, the PVO is a member of the CCM and in at least one case, a PVO was the Primary Recipient for a GFATM award.  With the increasing complexity in potential relationships, the PVO should never lose sight of the fact that the NTP will retain ultimate long-term responsibility for TB control activities in the country.
For guidelines on interagency coordination of TB control activities, you should now read:

· Tuberculosis Handbook (pages 197-199)

Sustainability of TB Control Activities

The sustainability of TB control activities depends on the government’s commitment and support of the NTP, which has ultimate oversight and responsibility for all TB control programming.  PVO TB control activities designed and implemented in partnership with the NTP and the MOH are more likely to be sustainable.  Fortunately, the epidemiology of TB is such that the favorable impact of an effective program on the current TB burden has an innately sustainable effect on future transmission and morbidity, because it permanently reduces the number of sources of infection in the community.

Careful planning of the handover of TB control activities to the NTP will also increase the potential for sustainability.  CSHGP projects are typically implemented over a 4-5 year period.  Sustainability of activities should be a consideration from the outset—apparent in the project planning and Detailed Implementation Plan (DIP)—with specific arrangements for the handover occurring well in advance of the project completion (often 1-2 years prior to the expected end date).  As with initial planning, turnover of activities to the NTP and other local entities should be coordinated by the NTP and MOH.  Preparations for conclusion of a PVO project might include assisting the NTP or other local NGOs with applications to alternative funding sources such as the GFATM for national level support or the GDF for free or low cost anti-TB medications.  In addition, it may be appropriate for PVOs to assist with the creation of local NGOs to aid the NTP in its mission.  All PVO TB control projects should include strengthening of the NTP capacity to manage the PVO activities at the time of project handover.  The PVO project activities should be fully integrated into the NTP from the beginning and remain so during the life of the project.  Training and developing the skills of NTP staff necessary to take over the project should occur throughout the project, so that the final handover is a natural transition to a system that has been well prepared to take full responsibility for these activities.

References and Resources

Introduction

Many of the references listed below are now web-based and contain their highlighted (in blue) “hyperlinked” website address.  To access them, use an electronic copy of this document (which you can access from our website: http://www.childsurvival.com/documents/usaid.cfm). Simply click on the blue highlighted website address of the reference that you want to find in this document, and you will automatically be connected to that site/reference online.  Another option is to be online using your browser, and manually cut and paste/or type in the website address for the reference you want to find from this document.

Some of the references still remain available only in hard copy, and an attempt has been made to provide information on how to obtain them.  All documents published under USAID-funded projects can be obtained from USAID’s Development Experience Clearinghouse (DEC), http://www.dec.org. The order number of each document begins with PN- or PD- and appears in parentheses at the end of the citation.

This reference and resource list is by no means the last word on any of these interventions or cross cutting strategies.  This annex cannot possibly be exhaustive, but rather can help steer the user in the right direction when researching these areas.

This is a dynamic list, as are the TRMs in general.  We ask that throughout the year you provide us with information on the availability and usefulness of each entry, as well as additional resources that you think should be added to this list, as appropriate, so that next year we can continue to update it.  Please send comments and recommendations to Michel Pacqué at CSTS+ mailto:Michel.C.Pacque@orcmacro.com.
Useful Web Sites

For “one-stop-shopping” for materials relevant to PVOs designing and/or implementing TB control projects:

· Tuberculosis Virtual Resource Library: http://www.tbvrc.org
Other useful sites for resources and documents:

· WHO Tuberculosis Web site: http://www.who.int/gtb/
· Stop TB Partnership Web site: http://www.stoptb.org/
· Global Drug Facility (Stop TB): http://www.stoptb.org/GDF/default.asp 

· HIV Virtual Resource Library: http://www.childsurvival.com/vrc/ 
Tuberculosis Control Training Courses, Listservs and Conferences

· International Union Against TB and Lung Diseases (UNION) [Click on “Courses” or “Conferences”]: http://www.iuatld.org/full_picture/en/frameset/frameset.phtml.  The UNION sponsors an annual World Conference on Lung Health each year..

· Royal Netherlands Tuberculosis Association (KNCV) [Click on “Events”]: http://www.tuberculose.nl/english/index.html
· Stop TB Partnership Listing of Events: Stop TB Partnership Calendar of Events 

· StopTB Partnership listserv: http://www.cdcnpin.org/scripts/subscribe.asp#journal
· CORE Group TBlistserv: http://www.coregroup.org/register/User_Reg_Form.cfm?action=add
· Tuberculosis Control Programming for PVOs. Regional course for Africa planned for 2007. Check for upcoming course announcement at http://www.coregroup.org/working_groups/tb.cfm or by joining CORE’s TBlistserv.
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Annexes

Annex 1: Basic Checklist for DOTS-based TB Project Assessment 

(Adapted from the Tuberculosis Handbook)

· Assessing the TB Problem-Background and Situational Analysis

· Demographic, Socioeconomic and Epidemiologic Situation

· Obtain population data, including distribution by health administrative jurisdiction

· Review key socioeconomic indicators

· Epidemiologic data

· Determine/estimate infection rate (where possible)

· Data from community/targeted (schoolchildren) surveys

· Consider using data from surveys of neighboring countries

· Morbidity data

· Case notification absolute numbers, rates and trends for new and retreatment cases
· Distribution of cases by several variables (e.g., age, geographic area, etc.)

· Estimate case detection rate

· Mortality data

· Case fatality absolute numbers, rates and trends for new and retreatment cases
· Distribution of cases by several variables 

· Health System Analysis

· Assessment of MOH infrastructure and organization of the NTP

· Assessment of other public sector providers of health services (e.g., social insurance institutions), other community and faith-based organizations
· Assessment of the roles and responsibilities of the variety of health care providers involved in TB control activities, including primary health care providers in countries in which health care reform is underway

· Assessment of PVOs, local and international, involved in TB control services

· Assessment of private sector providers or other for-profit agencies involved in TB control activities

· Assessment of educational institutions that train health care workers

· Assessment of the NTP on each of the five DOTS Strategy components

· Determine level of government commitment

· Review of MOH policy on TB control, work plans and funding allocations

· Determine needs for further advocacy efforts

· Review of case detection methods, use of smear microscopy and culture for diagnosis and laboratory services

· Review NTP manual, diagnostic protocols, patient cohort and laboratory data

· Determine needs in technical policies and protocols development and adherence, training and/or laboratory services

· Assessing Laboratory Network and Services
· Laboratory levels and functions

· Peripheral lab—basic smear microscopy unit

· National reference lab—in addition to higher-level services, (e.g., culture, DST), provides training/technical support, quality control, managerial support and often performs research and surveillance; presence of certification by a supranational laboratory; performance of drug resistance surveillance/surveys
· Equipment and materials for microscopy examinations at peripheral labs (see checklists on pages 116-117 of Tuberculosis Handbook)

· Training and Supervision of Laboratory Technicians

· Training in technical methods and managerial skills

· Training in supervision of labs including ensuring adequate laboratory quality control system in place

· Regularity, frequency, and methods used in supervision and supportive management

· Review treatment categories and regimens, methods of case management and use of directly observed therapy (DOT)

· Review NTP manual and treatment guidelines

· Patient classification and TB treatment definitions to determine if they are in accordance with WHO guidelines

· Review DOT protocols, observe DOT performance in inpatient, outpatient, and community settings, interview patients about DOT

· Determine use of incentives and enablers for DOT treatment supporters and/or patients to improve adherence

· Determine needs in treatment protocols development and adherence, identification and training of DOT treatment supporters, possible incentive/enabler opportunities

· Determine if an uninterrupted supply of quality-assured drugs is available

· Review drug logistics at central level and distribution scheme

· Determine needs in procurement, obtaining funding (from Global Drug Facility and/or Green Light Committee), drug distribution and stock management, and ensuring drug quality

· Review recording and reporting system

· Review recording and reporting forms, quarterly and annual cohort analyses, data validation system, and other program management forms to determine if they are in accordance with WHO guidelines

· Assess use of data by managers and supervisors at all levels for problem identification, including frequency and agendas for regular management review meetings and methods for following up on data exhibiting substandard activity performance or outcomes

· Determine if the recording and reporting system enables outcome assessment of every patient and assessment of the overall program performance through a cohort analysis

· Determine needs to address gaps in recording and reporting system

Annex 2: Sample Logical Framework for a TB Control Project

Goal:  To reduce TB morbidity and mortality in the country.

Overall Project Objective: To achieve 70% detection rate and 85% treatment success rate in the designated areas

	Sub-Objectives
	Activities
	Process Indicators
	Outcome Indicators
	Timeframe

	1.  To support the NTP in obtaining sustained political commitment for TB control activities
	1. To assist the NTP in revising its policy on TB control include all relevant stakeholders in the process 
2.  To assist the NTP in advocating at the MOH for increased  resources to be allocated for TB control activities
	1. NTP policy on TB control is revised based on DOTS strategy

2. NTP work plan and budget are updated


	1. NTP policy on TB control is adopted by the MOH

2. MOH allocates adequate resources based on revised NTP budget
	1. To start in the 1st quarter of year 1 and be completed by the end of the 2nd quarter of year 1

2. To start in the first quarter of year 2 and to continue indefinitely

	2.  To ensure use of standardized treatment regimens (in accordance with international guidelines) for all TB patients in region X
	1.  Training of health care workers at all levels in region X in the DOTS strategy and internationally accepted treatment protocols
	1. Training courses at the 2 TB clinics, 6 family medicine clinics, and 14 health outposts  are conducted for all physicians and nurses

2. Follow up monitoring documents functional adoption of standard treatment regimens
	1. Treatment is in accordance with standard treatment protocols in 95% of cases

2. Treatment success rate (completion plus cure rates) > 85%

3. Sputum conversion rates 

> 85% of new cases
	1. To start in the 3rd quarter of the 1st year and to be completed by the 1st quarter of the 2nd year

	3.  To ensure DOT treatment supporters are available in 3 communities in Region X
	1.  Collaborate with community based organization Y to identify and train 25 DOT treatment supporters for 100 TB patients in communities 1, 2 and 3 in Region X
	1. 25 community based DOT treatment supporters are trained in the provision of  DOT in  communities 1, 2 and 3 in Region X
	1. 100 TB patients in communities 1, 2 and 3 receive at least 80% of their outpatient medication as DOT with supervision from a community based DOT treatment supporter
	1. Training to start in the 4th quarter of year 1 and to be completed by the 1st quarter of year 2, DOT provision to start in the 2nd quarter of year 2 and to continue throughout the project
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� Based on cases notified in 2005.
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