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About RPM Plus

RPM Plus works in more than 20 developing and transitional countries to provide technical
assistance to strengthen drug and health commodity management systems. The program offers
technical guidance and assists in strategy development and program implementation both in
improving the availability of health commodities—pharmaceuticals, vaccines, supplies, and
basic medical equipment—of assured quality for maternal and child health, HIV/AIDS,
infectious diseases, and family planning and in promoting the appropriate use of health
commodities in the public and private sectors.

Abstract

RPM Plus conducted a workshop titled “Building Capacity in pharmaceutical management for
TB, MDR and TB/HIV” at the 37™ annual International UNION World Congress on Tuberculosis
and Lung Health held in Paris France.
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ACRONYMS

DOTS Internationally recommended strategy for Tuberculosis
FDC Fixed Dose Combination

GDF Global TB Drug Facility/ WHO

GLC Green Light Committee/ WHO

IUATLD International Union Against Tuberculosis and Lung Diseases
MDR-TB Multi-drug Resistant Tuberculosis

MSH Management Sciences for Health

NTP National Tuberculosis Program

RPM Plus Rational Pharmaceutical Management Plus

TB Tuberculosis

TB/HIV Co-infection with tuberculosis and HIV/AIDS

USAID United Sates Agency for International Development
WHO World Health Organization
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BACKGROUND

Since 2000, RPM Plus has worked to bring the issues of pharmaceutical management to national
agendas. Through regional and international venues, RPM Plus often works with partners like
the Global TB Drug Facility (GDF) and other Stop TB working groups. Today all technical
activities contribute to the Global Plan to Stop TB for 2006 — 2015.

MSH/RPM Plus, GDF and the Green Light Committee (GLC) believe that TB pharmaceutical
management practices are becoming better understood within the TB community; however, some
issues where the three health problems TB, multi-drug resistant TB (MDR-TB) and TB/HIV
come together remain sticking points for national TB programs and good models are not
presently available. Many national TB programs continue to encounter problems in providing
quality TB medicines to patients when they need them. While lack of financial resources may be
one constraint for procuring all TB medicines needed, national programs experience a host of
other problems in pharmaceutical management.

For the fifth year MSH/GDF were asked by the UNION scientific committee to prepare and
conduct a workshop for the UNION’s World Congress on Tuberculosis and Lung Health. This
report describes the topics and outcomes of the all day workshop.

Purpose of Trip
The purpose of the trip was to:

e Conduct a TB pharmaceutical management workshop Building Capacity in
Pharmaceutical Management for TB, MDR-TB and TB/HIV” at the Union international
congress

e Attend the 36th International UNION World Congress on Tuberculosis and Lung Health
conference

e Discuss potential technical assistance and disseminate informational materials and tools
developed by MSH/RPM Plus and partners on TB control and management
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ACTIVITIES

MSH/RPM Plus in collaboration with the GDF conducted a workshop at the 37™ annual UNION
World Congress on Tuberculosis and Lung Health.

Objectives:

To present relevant experiences from country programs

To raise issues and allow participants to share both concerns and examples of successful
interventions in their country programs

To reach a consensus through open discussion on how to move beyond what is currently
known about good TB pharmaceutical management to solving the more polemic issues
related to TB, MDR-TB and TB/HIV

To remind participants of a variety of resources and tools for managing the selection,
procurement, distribution, quality control and rational use of TB medicines/commodities
To disseminate the tools developed by RPM Plus and GDF over the course of the last 5
years

Experience from the USAID-supported Rational Pharmaceutical Management Plus Program, the
Global TB Drug Facility (GDF) and the Green Light Committee Secretariat (GLC) were
elaborated through discreet participatory sessions on operational research and workable
interventions to help countries understand what others are doing and mechanisms available to
them for promoting better management in their countries.

The target audiences included: managers of national TB programs (NTPs), managers of essential
medicines and procurement departments, medicines policy makers, and TB donors/partners,
including consultants who conduct program assessments on behalf of the GDF/GLC.

Topics:

Do TB Patient Kits Produce Better Results?

What is the best way to quantify needs and to order 1% line TB medicines?

Can there be a single TB and HIV medicines management system?

What are the challenges to managing 2™ line TB medicines?

What are the pharmaceutical implications for introducing new TB treatment
mechanisms?

Conclusions on outstanding TB pharmaceutical management issues, next steps and
closing remarks

Methodology: Each topic was carried out as follows:

15 minute presentation of country experiences by a national representative

10 minute response by an expert from MSH, GDF, and GLC presenting the known
bottlenecks with the TB pharmaceutical management topic and raising other polemic
issues related to the topic

25 minutes of questions and comments by participants relating their experiences

10 minutes for reaching a final consensus of all present
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Upcoming technical events and new developments involving GDF, GLC and MSH/RPM Plus
were presented within each related topic.

Session leaders led the 10 minute discussion at the end of each topic including both participants
and facilitators in the discussions which was aimed at gaining consensus on what works and the
issues in TB pharmaceutical management still at hand.

The final session of the workshop consisted of a forum whereby the results of the 10 minute
topic discussions were reviewed, major outstanding TB pharmaceutical management issues
agreed upon and next steps elaborated to help national programs overcome these issues. See
Next Steps in this report for a detailed description of the issues and who might be carrying out
activities revolving around the suggested solutions.

The workshop was well attended with over 71 participants from all over the globe. See Annex 1
for the workshop program, Annex 2 for consensus reached on each topic discussion, Annex 3
for a list of participants and Annex 4 for participant evaluations.

Main tools disseminated during the workshop were:

e Managing Pharmaceutical and Commodities: A Guide for National TB Programs,
2005. MSH/RPM Plus

This guide is available in English, Spanish and French and provides national TB
programs with a step-by-step approach to reviewing core components of pharmaceutical
management for TB in their countries. Using checklists and decision trees, NTP central
and district managers can identify and address key gaps in their systems related to TB
medicines selection, procurement, distribution, use, management support and policy.

e Pharmaceutical Management for TB: Assessment Manual, 2004 MSH/RPM Plus

The assessment manual is an indicator-based guide for evaluating the status of the TB
pharmaceutical sector and contains instructions, methodology, data collection sheets,
how to input and analyze data and how to present findings. It is available in English,
Spanish, Russian and French.

e Operational Guide for National TB Programmes on the Introduction and Use of Fixed-
Dose Combination Drug, 2002 WHO, MSH/RPM Plus and partners

This Guide is available in English, Russian and French and is designed for use by
national TB programs to use when switching from loose drugs to fixed-dose combination
drugs recommended by WHO. It allows the TB program manager to think through all
aspects including medicine selection, procedures development, training and phasing out
of previously used loose medicines.

Workshop Evaluation:
The workshop evaluation questionnaire was developed and analyzed by the UNION Congress

secretariat. Of the more than 71 persons attending throughout the day a total of 31 participants
completed the evaluation survey. The main findings include:




97% of respondents agreed that the workshop contents was interesting and well presented
90% stated they had the opportunity to participate fully in the discussion

55% reported that they would have like more presentations and topics

90% reported that the workshop met stated objectives

84% said the workshops were useful and relevant

94% agreed that the workshop title and description were in line with the course content

90% agreed that the workshop was related to conference theme

When asked if there are there any other topics they would like to be covered at a future
conference, participants replied:

Some logistics management training may be added
Clinical trials for new regimens
More country presentations

For under developed countries and high burden countries of TB like Pakistan medical
detailed pharmaceutical management for TB and TB-HIV if possible

Countries experiences in procurement of drugs locally and quality assurance
More countries experience
More country examples - More on X-MDR treatment

Global policy to countries that do not depend on GDF are need to buy medicines; how to
guarantee manufactures’ supply? Ex: Brazil

Very goods speakers - Wrap up and summary was helpful!

The role and perspective of the health facility manager health worker - actually
responsible for implementing on site the drug programmes

In general, facilitators received very positive feedback from participants who said the workshop
and tools will be very useful in their areas of work.

Collaborators and Partners

StopTB/GDF
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NEXT STEPS

Participants and facilitators discussed at length the issues needing attention to further
promote TB pharmaceutical management in national programs. The following lists the
issues and needs, and indicates who might be completing the task.

a) Need to develop specific guidelines for using and switching to patient kit
Answer: MSH plans to develop and disseminate these guidelines over the coming year.

b) Spreadsheets do not solve anything; need guidelines how to do calculations, how to take
into account weight band and side-effects and how to identify all of the stakeholders

Answer: MSH plans to discuss feasibility of developing and disseminating a reference
guide over the coming year taking into account the variables encountered by national TB
programs to help them do better TB quantification at all levels of the health system.

c) Need more information on models for collaborative pharmaceutical management of
TB/HIV medicines and commodities

Answer: MSH will continue its current technical activity of studying how selected
countries are collaborating on pharmaceutical management of TB/HIV medicines and
commodities and will present the findings at appropriate international and national
events.

d) Many challenges for supply of 2" line TB medicines such as lengthy GLC approval
process, long lead-time for receiving medicines, short shelf-life of medicines, not using
standardized treatment regimens because of poor understanding of resistance pattern in
countries.

Answer 1: GLC and GDF have merged and will pre-qualify suppliers and attempt to
reduce lead times of medicine procurement through creation of a buffer stock supply;
GLC will still promote use of WHO regimens for MDR-TB treatment by national TB
programs to help standardize a smaller variety of medicines needed.

Answer 2: MSH/RPM Plus and GLC will finalize its report of the global study recently
conducted on availability and use of 2™ line medicines which will serve to inform
producers of the size of the market and which drugs and formulations are needed. It is
expected that the supply issue will improve once this information has been disseminated.

Answer 3: The global study findings should increase the speed for transfer of
technology that is currently underway by big Pharma companies to countries such as
China.

e) New TB treatment mechanisms are needed such as sachets instead of tablets and FDCs
for 2™ line treatment to promote compliance in adults and children, but the biggest
underlying problem is still poor TB pharmaceutical program management

Answer: MSH/RPM Plus will still provide capacity-building technical activities
throughout the coming year in appropriate regions.
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ANNEX 1. WORKSHOP PROGRAM

Building Capacity in Pharmaceutical Management for TB, MDR-TB and
TB/HIV

How the proposed workshop is related to the UNION conference theme: Pharmaceutical
management is a primary component of any capacity-building program, and national programs
should be familiar with the contrast in managing medicines and commodities for treating DOTS,
DOTS-Plus and TB/HIV patients.

Target audience: Managers of NTPs, managers of essential medicines and procurement
departments, medicines policy makers, and TB donors/partners, including consultants who
conduct program assessments on behalf of the GDF.

Goal: Through open discussion reach a consensus on how to move beyond what is currently
known about good TB pharmaceutical management to solving the more polemic issues related to
TB, MDR-TB and TB/HIV

Underlying theme: MSH and GDF believe that TB pharmaceutical management practices are
becoming better understood within the TB community; however, some issues where the three
health problems come together remain sticking points for national TB programs and good
models are not presently available

Objectives:
e To remind participants of a variety of resources and tools for managing the selection,
procurement, distribution, quality control and rational use of TB medicines/commodities
e To present relevant experiences from country programs
e To raise issues and allow participants to share both concerns and examples of successful
interventions in their country programs

Time Topic Session Leader/Presenter/Responder
8:30 - 9:00 Introduction Leaders: Thomas Moore and Edgar Barillas
9:00 —10:15 Topic 1: Leader: Andrey Zagorskiy

Do TB Patient Kits Produce Presenter: Kenya — Dr. Joseph Sitienei

Better Results? Responder: Hugo Vrakking
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10:15-11:15 | Topic 2: Leader: Adam Thomas
What is the best way to Iérssentgrs: "
quantify needs and to order 1* gar barttlas
line TB medicines? Homero Hernandez
Responder: Chinwe Owunna
11:15-11:30
11:30-12:30 | Topic 3: Leader: Andrey Zagorskiy
Can there be a single TB and Presenter: Chinwe Owunna
HIV medicines management Responder: Thomas Moore
system?
12:30 — 14:00
14:00 - 15:15 | Topic 4: Leader: Adam Thomas
What are the challenges to Presenters:
managing 2" line TB Robert Matiru
icines? .
medicines? Fabienne Jouberton
Philippines
IDA
Responder: Fabienne Jouberton
15:15-16:15 | Topic 5: Leader: Robert Matiru
What are the pharmaceutical Presenter: Joel Keravec
implications for introducing
new TB treatment Responder: Andrey Zagorskiy
mechanisms?
16:15—-17:15 | Decisions, conclusions and Leader: Thomas Moore

closing remarks

Responders: All facilitators and participants

10




ANNEX 2. CONSENSUS REACEHD ON EACH WORKSHOP TOPIC

Topic 1: Do TB Patient Kits produce better results?

1) Cannot prove they increase the cure rate
2) It does produce better results in terms of pharmaceutical management provided that there
is better planning in:

a) Handling excess drugs

b) Providing for more space

¢) Transportation may need to be altered because of size of order
d) Consideration of which weight band to use

e) Need to develop specific guidelines for patient kits

Topic 2: What is the best way to quantify needs and to order 1* line TB medicines?

1) Ordering in complete treatments important for pharmaceutical management

2) Health facilities should report to central level on stock position of drugs

3) Keep track of consumption at primary-level; it is cost-effective for time invested since
better controls inventories

4) Quantification spreadsheet issues:

a) GDF spreadsheet tailored for GDF ordering only

b) Do NTPs need guidelines and spreadsheet for quantification?

c) With several players involved in quantifying drugs, makes it difficult to use a
single spreadsheet

d) Spreadsheets don’t solve anything; need guidelines how to do calculations, how to
take into account weight band and side-effects and how to identify all of the
players (stakeholders)

Topic 3: Can there be a single TB and HIV medicines management system?

1) There is insufficient evidence on best way for the TB/HIV medicines management teams
to collaborate

2) Need more information to have conclusive outcomes

3) Joint system and collaboration could be the solution

Topic 4: What are the challenges to managing 2™ line TB medicines?
1) Challenges:

a) Lengthy approval of proposal

b) Long lead-time

¢) Short shelf-life

d) Combination of empiric and individualized treatment make quantification difficult

2) Facing the challenges:

a) Changing of regimens over time

b) Transferring of technology

¢) Creation of buffer stocks

d) Understanding market demand so producers will fill market

11
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e) Merger of GLC-GDF?
f) Issue of quality assurance

Topic 5: What are the pharmaceutical implications for introducing new TB treatment
mechanisms?

1)
2)
3)
4)

5)

Based on previous experience, process may be lengthy

Would like to have FDC for 2™ line treatment

May not produce desired results

Key issues to improving detection and curing patients are still because of poor program
management

Other technologies should be considered such as the dosage forms sachets

12



ANNEX 3. LIST OF PARTICIPANTS

NAME TITLE ORGANIZATION COUNTRY EMAIL ADDRESS
Drug mngmt
Yuta Uchiyama consultant JICA/RIT Japan yutalll4d@aol.com
Manager TB
Marica Constantin Romania NTP Romania Romania ¢ _marica2002@yahoo.com
Junior Public
Verena Loch Health expert GITEC Consult Germany loch@gqitech-consult.de
lyramos@yahoo.com;
Lydia D. Ramos Director IV Department of Health Philippines dohrfo6@philwebinc.com
Tropical Disease ruth_orillaza@faf.org.pl;
Ruth Orillaza MD Foundation Philippines ruth_orillazamd@yahoo.com
Tropical Disease
Foundation & Swiss Philippines/
Christian Auer Tropical Institute Switzerland | christian.auer@unibas.ch
Procurement
Vineet Bhatia, MD Manager The Union India vbhatia@iuatld.org
V. S. Salhotra CMO (TB) MOH & FW India salhotrav@tbcindia.org
Ruay-Ming Huang MD Chest Hospital Taiwan hrm@mail.taiwantb.gov.tw
Medical Officer
Michael N. Voniatis StopTB WHO (Philippines) Philippines voniatism@phl.wpro.who.int
Shrikant Kulkarni Sr. GM Lupin LTD India shrikantkulkarni@Ilupinpharma.com
Mukul Jerath Manager-CTB Lupin LTD India mukulierath@Ilupinpharma.com
Mavlyud
Makhmudova Reg. Dr. Sp. Project HOPE Tajikistan hopedrugs@projecthope.j
Joseph Sitienei Dr. NLTP Kenya jsitienei@nltp.co.ke
Chantha Chak Dr. USAID/Cambodia Cambodia cchak@usaid.gov
Padmanesan
Narashmhan Dr. YRU CARE India padmanesan@yrgcare.org
Program
Tatyana Vinichenko Manager Project HOPE Tajikistan hopepm@projecthope.tj
NTP
Hubert Wang Coordinator NTP Cameroon wanghub2003@yahoo.fr
NTP
Radmila Curcic Coordinator NTP Serbia atdbgy@eunet.yu
Medical
Dr. Sevil Huseyonova | Officer/WHO WHO/AFG Afghanistan | huseynovas@afg.emro.who.int
Andrea Pantoja WHO WHO HQ Switzerland | pantoyaa@who.int
Shen Gwan-Han Dr. NTP Taiwan 911B@vghtc.gov.tw
Shum-Jien Chen Dr. Chest Hospital Taiwan chentb8@mail.ta.nantb.gov.tw
France/Swit
Makakeeto-Perriens Student zerland makakeeto@aol.com
Thuong Pham Huu Dr NTP Vietnam luc10802002@yahoo.com
Awa Helene Diop Dr. NTP Senegal ahdiop@sentoo.sn
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NAME TITLE ORGANIZATION COUNTRY EMAIL ADDRESS
drarlel@yahoo.com;
glra@phca.linkserve.com ;

Arturo Eligan Dr. GLRA Nigera Nigeria glra@infoweb.com.ng

D. Ulmasova Dr. PIUGFATM Uzbekistan d.ulmasova@dots.uz

A. Jalolov Dr. PIUGFATM Uzbekistan a.jalolov@dots.uz

Vesna Kuruc Dr./Prof NTP Serbia kvesna@eunet.yu

Lidiya Ristic Dr./Prof NTP Serbia risticl@eunet.yu

Saly Saint NTP NTP Cambodia salysaint@yahoo.com

Peou Sathe NTP CEWAT Cambodia peousathe@yahoo.com

Tan Vutha MD Battambang, Cambodia | Cambodia vuthatan@yahoo.com

B. Daku Ms. Sanof-Aventis South Africa | daku.bulelwa@aventis.com

Rajiv Alex Dr. Sandoz India rajiv.alex@sandoz.com

Maussyr Mukhmatov | Dr. Project HOPE Kazakhstan | mmukhmatov@projecthope.org

International Hospital France/Swit

Anazonum Miss Fedt. zerland sheila@ihf-fih.org

Alma Tostmann Ms. Radboud University Netherlands | a.tostmann@ulc.umcn.nl

Jakko Van Ingen Mr. Radboud University Netherlands | J.vaningen@ulc.umcn.nl
Taipei,

Kwen-Tay Luh Prof. Anti TB Association China ntbatpe.mcwl04@msa.hinet.net

Juanito Rubio Director LCP, QC Phil. Philippines vivs lofranco@yahoo.com

Vivian Lofranco Head DOTS LCP, QC Phil. Philippines vivs_lofranco@yahoo.com

Ozlen Tumer Dr. TB Association Turkey ozlentumer@yahoo.com

Kefas Samson Dr. WHO Nigeria samsonk@ng.afro.who.int

Sung-Kyu Kim Yonsei University Korea skkimpul@hotmail.com

Dinh Ngoc Sy Dr. NTP Vietnam ngocsy@bvlaopb.org
Turkmenista

Batyr Kochumov Manager Project HOPE n bkprojecthope@mail.ry

Panganai Dhliwayd Consultant The Union Zimbabwe pdhliwayd@iuatld.org

Noor Zakhura MD Dept. Health South Africa

Pharmacist/

Ron Wekrens Consultant Phasuma Netherlands | r.wehrens@phasuma.com

Tushar Kanti Ray Consultant India tusharray@yahoo.com
Mozambiqu

Catarina David Researcher CISM e catarina.david@manhice.net

Lori Armstrong Epidemiologist | CDC USA lra@cdc.gov
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NAME TITLE ORGANIZATION COUNTRY EMAIL ADDRESS
Maria Jose Procopio MD Ministry of Health Brazil mariajose.procopio@sande.gov.br
Kashef ljaz MD CDC USA kil6@cdc.gov
reuben.mauela@sanofi-
Reuben Mauela Mr. Sanofi-Aventis RSA aventis.com
Dr./Chief Med.
Lovett Lawson Dir. Zankli Medical Centre Nigeria lovettlawson@hotmail.com
Fatimah Shamaki Pharmacist CBN Clinic Nigeria ushamakifati@yahoo.com
Mustapha K Umow Dr. Nigeria mustaphaumav@yahoo.com
Miguel Alubhijja Dr. Ministry of Health Brazil miguel.hijjar@saude.gov.br
Jaime Lagahid Director Department of Health Philippines iylagahid@yahoo.com
John Wasonga Dr. USAID Kenya jwasonga@usaid.gov
Institute for Lung
Ljiljana Simonovska MD Diseases and TB Macedonia | damjanovska25@hotmail.com
University Hospital
Hayouni Abdulaziz MD Sousse Tunisia Tunisia abdelaziz.hayouni@laposte.net
Department of Health
Marion Ahern Dr. Gauteng S. Africa South Africa | aliceb@gpg.gov.za
WHO/National TB
Public Health Programme 12-D, Bewal
Zafar Igbal Toor Consultant Plaza, Islamabad Pakistan zafartoor@hotmail.com
Media GFATM/NTP 12-D,
Aman-Nawal Coordinator Bewal Plaza, Islamabad | Pakistan amannawal70@yahoo.com
Pushpa Malla Dr./Director NTP Nepal Nepal pushpamalla _ntp@yahoo.com
Norio Doi Dr. RIT: JATA Japan ndoi@jata.or.jp
Htar Htar Oo Assist. PM NTP Myanmar Myanmar ntp@baganmail.net.mm
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ANNEX 4 WORKSHOP EVALUATIONS BY PARTICIPANTS
EVALUATION WORKSHOP
Date: Wednesday, 1st November 2006 (08:30-17:00, Room 362/363)
Title: 5. Building capacity in pharmaceutical management for TB, MDR-TB and TB-HIV
Section: Tuberculosis
Coordinator: Thomas Moore (USA)

No. of evaluation forms collected: 31
General Practionner. 2 Specialist: 15 Graduate Student: 4
Program Implementor)

1==Strongly agree  2=Agree 3= Neither agree nor disagree 4 = Disagree 5 = Strongly disagree

11 2| 3] 4 5| Noreply
1. |The postgraduate course content was interesting and well presented 141 13| 3| Of 1 0
2. |l had the opportunity to participate fully in the discussion 141 12| 2| 2[ 1 0
3. [I'would have liked more presentations (if so, please state what topics you would have liked to hear 3 6] 8 9 1 4
4. |The postgraduate course met the stated objectives 13| 15| Of 2| 1 0
5. |The postgraduate course materials were useful and relevant 14] 11 1 2] 1 2
6. |The postgraduate course title and description were in line with the course content 120 141 3| 1] 1 0
7. |The postgraduate course was related to the conference theme 150 11| 2 2| 1 0

Are there any other topics that you would like to be covered at a future conference:
e Some logistics management training may be added.
o Clinical trials for new regimens.
e More country presentations.
e For under developed countries and high burden countries of TB like Pakistan medical detailed pharmaceutical management for TB and TB-HIV if possible.
e Countries experiences in procurement of drugs locally and quality assurance.
e More countries experience.
e More country examples - More on X-MDR treatment.

o Global policy to countries that not depend to GDF are ... need to buy medicines. How guarantee manufactures supply? Ex: Brazil
e \/ery goods speakers - Wrap up and summary was helpful!

o The role and perspective of the health facility manager health worker - actually responsible for implementing on site the drug programmes.
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