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Introduction

This document includes a brief description of the C.A.S.A. project and the activity planned
for the year 2014,

To provide a more detailed description of the project we have included in this document
also the English translation of an article on the C.A.S.A. project recently published in
ltalian in the monthly bulletin of the Istituto Superiore di Sanita (Notiziario dell’lstituto
Superiore di Sanita (October 2013).

To receive information about the project please contact raffaella.bucciardini@iss.it




The project in brief

The C.A.S.A. project (Cohort of African people Starting Antiretroviral Therapy), which
started in early 2012, is an operational research for improving care of people with HIV
infection. The C.A.S.A. Project is a partnership Project among Istituto Superiore di Sanita
(ISS), Mekelle University (MU) and Tigray Health Bureau (THB).

The THB is the competent public body in charge of health planning and care management
at regional level (Tigrai). It represents the Ethiopian Institution of reference for this project,

of which it has full ownership. THB provides the legal and administrative support to ISS.

The MU with its College of Health Sciences, is located in Mekelle, the largest city in Tigrai.
The MU provides its health care skills and prestige to support the project. The University
guarantees the availability of specialized personnel as well as a work-space dedicated to

the project.

The ISS is the main technical-scientific body of the National Health Service in Italy. 1SS
coordinates the CASA project and supports it providing both human and financial

resources.

The fight against HIV/AIDS in Ethiopia is for ltaly a major commitment in the context of
international cooperation programs. The CASA project is in line with the Growth and
Transformation Plan (GTP), which describes the five year plan (2011-2015) for the
economic development of the Nation. In particular, the general objective of this project is to
contribute to halting and reversing the spread of major communicable diseases (CDs)
such as HIV/AIDS, TB and Malaria.

The specific objective, which the project aims to reach within five years, is to contribute to
improve the quality of care of patients with HIV-infection and related co-infections and
comorbidities in Tigrai. The achievement of this objective needs a holistic approach
including training for health workers (HWSs), strengthening of the laboratory services,
involvement of patients and community based organizations (CBOs) and the optimisation

of the use of antiretroviral therapy (ART).



The direct beneficiaries of the project will be the HWs (physicians, nurses, laboratory
technicians, health-officers, data-managers, case-managers) participating in this project
who will be able to acquire better competency to manage the care of HIV/AIDS patients in
a setting of clinical practice. The final beneficiaries will be people with HIV/AIDS who will
gain medium and long term benefits from the results of the project, in terms of reduced

probability of mortality/morbidity and improvement of the quality of life.

The CASA project has been funded by the Italian Ministry of Health and additional funds

are expected by the Italian Cooperation.




Project Activity 2014

Currently four health facilities (HFs) are participating in the CASA project.
In 2014, the extension of the project to additional HF s is expected.

They will include four Health Centers (HCs) and four Hospitals. Below the list:

1. Alamata Health Center
2. Alamata Haospital

3. Mehoni Health Center
4. Machew Hospital

5. Mekelle Health Center
6. Mekelle Hospital

7. Ayder Hospital

8. An additional Health Center to be selected by THB

The activities of the project currently in progress will continue in 2014 and further activities
will also be added. The project activities will include: A. Training activities; B. Equipment of
HFs: C. Activities of health communication and therapeutic education for patients; D. Multi-

site epidemiological data collection on HIV/AIDS treated patients,

A. Training activities

Training activities will be addressed to the local HWs including physicians, nurses, health
officers, laboratory technicians, data-managers and case managers. Training activities will
have the objective of reinforcing clinical and laboratory skill as well as improving
collection, analysis and management of epidemiological data on HIV/AIDS patients in
clinical practice. Training activities will include: 1. e-learning training; 2. on-site training; 3.

participation in international meetings/conferences/congresses by local HWs.
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1. E-learning training

In 2014, a key of CASA training activities will be the implementation of an E-learning
platform. The advantages of a E-learning platform compared to traditional training systems
are many, in particular time optimization and cost savings. Users will be able to have
lessons at any time and in any place provided with internet connection. A specific
software, installed and activated in ISS, will allow to communicate via web with similar
software located at the MU. The software will also contain the material necessary to the
formative activities and an e-learning platform for distance learning .

Lessons on clinical and epidemiological topics will be periodically provided by 1SS team
(about once in a month). After each lesson, learners will be asked to do an assessment

test on the lesson contents. The assessment results will be immediately made available.



2. On-site training

In 2014, on site three month short courses are expected. The course will be aimed at
transferring the I1SS know-how to the local HWs. In addition to this, it will be also used
“train the trainer approach” The MU personnel, previously trained, will be able in turn to
train the HWs working at the HFs involved in the CASA project. In 2014, the local HWs
working at HFs will benefit of periodic on-site assistance in their clinical practice by Italian
physicians, as per previous agreements stipulated with the School of Specialization in
Infectious Diseases and Tropical Medicine, University of Genoa. The presence of two

infectious diseases specialists is foreseen on site throughout 2014. Two physicians are

expected to stay for two months two times in a year.




3. Participation in international meetings/conferences/congresses

The formative program will include the integration of the on-site training activities with
further initiatives to be implemented through HWs participation in meetings, conferences or
congress at international level. This training will be ensured to a maximum of 5 persons in
2014. Among these international activities it is scheduled the participation in the AIDS
Society (IAS) congress (July 2014) of two people partners of CASA project.

B. Equipment of HFs

The eight HFs participating in the project will be adequately equipped with basic furniture,
hardware and software necessary for collection and management of HIV/AIDS patients
data in clinical practice. Four out of the eight HFs have previously been equipped by ISS.

Besides. each HF (if it's lacking) will be provided with an instrument for CD4 cell count.
Seven out of eight HFs already have CD4 machine (four CD4 machine have previously
been purchased and delivered by ISS). In addition to the CD4 instruments, HFs will also
be provided with consumables necessary for their use (KITs and reagents) and technical

training for using CD4 machines.

C. Activities of health communication and therapeutic education for patients

In 2014 the CASA project will still rely on the collaboration of local CBOs, which they will
be essential to carry out communication and therapeutic education of patients through
seminars, events (coffee ceremonies, theater) and dissemination initiatives (posters,

brochures).



D. Multi-site epidemiological data collection on HIV/IAIDS treated patients

In 2014 the collection of epidemiological data will be extended to eight HFs. Data on
demaographic and clinical characteristics, medical care and clinical and laboratory

outcomes will be collected on HIV-infected patients taking ART at each HF.

Currently around 700 patients have been enrolled in the CASA project. It is expected to
reach more than 1000 patients at the end of 2014. In next mission in Tigrai (at the end of
January) ISS team will show the first report of CASA data collected at participating HFs
and an abstract will be written to be submitted to IAS Conference (July 2014).
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Annex 1. English version of the Article published in in Italian in the

Notiziario dell’istituto Superiore di Sanita (October 2013)
Available from http://www.iss.it/binary/publ/cont/PROGETTO CASA INGLESE.pdf

otiziario
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SUMMARY - BIV infaction is still a major threat 10 the health of paople living in less economically develbped countries.
According 1o the eqtimates Dy the Wond Health Omanisation, in 2072 thare were 35 million paople Iving with HY,
mostly (30 million) in tha low- and medium-incomea countrias. Sub-Saharan Africa, accoming 10 the most Rcent edi-
mates (2013, 15 still the ragion most severely affacted by the HIVALIDS pandemic, with aver 24 million people iving with
HIV The frag ity of haalth systems in Sub-Saharan Africa, as well 33 poorintegmtion of senvicesand the lack of adaquate
funding, are the main obstackes for the population toaccess to haalthcare and prevention services, and toachiave the
sama standards of care of the more economically developed countries. Ina context of extreme fragility and poverty,
such as Sub-Saharan Africa, the mle played by opermtional research is cent@lin optimizing the useof @il ble resouras
and impmving the effectivanass of intanentions. The CA SA Poject aim s 12 provideacontribution 1oimprove the quality
of petient car thmough a holistic spprach including training of health personnel, frengthening of labortory facilitias,
patient involvemant in their own care and activities 1o maximize the affactivenessaf antiret ioviral therapy.

Feywords operational rseamch; 410S; HW; tRining  coopemtion raffael b bucciardini@i ss.11

RIASSUNTO (45, A up progetrodi Fceraoperagonale per mighoraelaquaitadeiacura delepersenecon infezicne daMiVin
Ethiopiat - lal W12 sacondo lastime dellOmanzmzione Mondiale dalla Sanita, 25 milioni di personearno affettadal vins
dallHIV, dicui pitdi 20 milioni nei Paesia basso & madio rddito. Nelis tema decade delia mndamia, noncsiant2 i notevoli
storzida parte delke iniziative intemaziorali per la bta all'HWVAIDS, IAfrice subsaharana dmane & regione maggiormente
colpita con pid di 24 milionidi parsone faduitia tambind che vivonocon | 'HIV. La fragilita deisistemi sanftan dellAirica subsa-
harana, [@ sarm inteQrzone dei servizie B mancarza difinanziamenti adeguatisono | principali osacoli alls peesibilig
di gerantire allinter popolazione |accesso ai servizidi prevenziona e cum e asscurare gl stessi standard di cum dei Paesi
emnomicamente piil siiluppati In uncontesto di estrerms fragilita e poverta, come quelio subsahaniano, 2 centralke il ol
assuntodalls ricera operazionale, il cul oblettiva & fottima ke utilizo delie rsnse disponibili peruna maggiore efiicacia degli
interienti. | Pogenodi ricerta opamzom ke denominato CASA (Cohortof Afcan peopla Starting Antirtmuiral therz py) si
proponedi fornire un contributo 3l mighor mento della Quelita delk cur del pazienta con HIV/AIDS att myarso una pproccic
olistico che comprende b famazione del personale snfari, il potenziamento delle strutturd labomtonstiche, il colmolgi-
mento dei pazienti edelle Associazion dei pazienti e I'tilzzo tempestivo e efficace delk teraprRantictovinle.

Parok dhazwe: ricercaoperazionale; HIV, AIDS, formazione; coope@zione

frer over 30 years from its initial outbreak,

HIV infection is stll & major threat to the

alth of people living in less economically
developed countries (LDCs), According to esti-
mates of World Health Organisation (1), in 2012,
35 million people were living with HIV (PLWH),

Wot i Super Sanits SR, 2630177- 76 (Fnghish verion)

of whom over 30 million in low and medium
income countries, Subssharan Africa, according to
the most recent estimmates (2012) is still the region
most affected by the HIV/AIDS pandemic, with
over 24 million people (adults and children) living
with HIV infection. ¥
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Posters made by haalth workars of Alamata haalth centar
{Ethiopa )

Since 2000, many iniuatves amed 3t supporting
the fight against the so called dissases of p overty (AIDS,
tuberenloss- TB and molaris) have been undermalen,
nchiding thase launched by Glebal Fund, PEPFAR
(15, Prasident's Emergency Plan for AIDS Relief)
and UNAIDS (Jeint United Mation Programme On
HIV/AIDS). Despite such interventions, thare are still
rmany challenges to be ficed in order to achieving one
of the Millennium Development Goals (2000.2015),
ie “halting by 2015 and begin 1o reverse the spread
of HIVAAIDS™ It is 3 prionity to optiouze the use
of anureuwoviral therpy (ART) with new drugs and
innovative thepapeutic strategies as well as to hawe
sdequate labortary services for monitoring of thesapy
and control of diszase. In addition, the low retention
of patienits in care represents ane of the main obstacles
to wetment success in Africa (2-5), Interventions
amned at umproving patient involvemnent in the man-
apement of their own care are sxwemely necessary
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Basides. integration of health intervenuons far pre-
wention and treatment of infections most associated to
HIV (co-infactions) is also needed TE, for example.
rarains one of the most common infectious dissases
(Communicable Diseasas - CDs) and the main cause
of daath among PLWH (6). An addiuaonal difficulry is
the lack of health workers (HWs) adequately waned
to give cate to the patients,

In a context of extremne fragility and poverty, like
that of Sub-Saharan Africa, the role played by opera-
ronal reszarch is cantral. The operational research, in
fact, shows us “how to do” to improve the effective-
ness of interventions, To date, there is sull much to
learn about the correet use of ART and how to opt-
nze its officacy and reduce costs in LDCs context.

Health situation in Ethiopia

Healthcare system in Ethiopia sgnificandy suf-
fers of the limited aconomic resources. Povarty, low
education level, inadequate access to drinking water
contribute to worsen halth problems i dus coun-
uy (7-10). The CDs, including TE, makna, HIV/
AIDS, sespuatory infections, diarrheal diseases and
nutsitional deficiencies contribute to the high disease
burden in Ethiopsa (11). HIWAIDS is sull one of the

St i
s

Structure usad for the Projct metings 3t fehoni Health
Center (Ethopid
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main health challenges to be faced. Although HIV
prevalence 1s not very high, and the counuy recently
experienced 3 majar reduction in new HIV infec-
tions, it has sdll a large number of PLWH, with some
800,000 case of Lnfection and about 1 milion AIDS
orphans (11).

In addition. TB infecticn in Ethiopis is one of the
major public health problems ranking this country
amnaong those with higher rate of TE (12,13). The high
number and severity of TB cases are attibutable to
the high presence of people with HIV Infection (co-
infection HIV/TE).

Although over 80% of adults but anly 20% of
children are under ART treatmert (11), only some
antiretrovinal drugs are currently avatlable in Ethiopia
for the weatment of HIV infections and especially
for first-line treatment, Health faclides (HFs) in
Ethiopis, in line with other subssharn countries, suf-
fer from lack of adequate laboratory services for rou-
tine labaratary tests (hematology and biochemistry) as
well as virological and immunological tests to monitor
the progression of the disease and the efficacy of teat-
menr, [naddition to this, H'Ws are numerically insuf-
ficient and not always adequately trained.

The CASA project

The CASA project (Cohart of African people
Starting Antiretroviral Therapy) is an operational
research for improving care of peaple with HIV infec-
tion, Coordinated by Istingo Superiors di Saniti
(the Nauonal Insturute of Health in Iraly, ISS) since
12 and funded by the Italian Ministry of Heslth,
this project is designed to provids a conuibution to
the improvement of HIV/AIDS patient care through
a holistic approach including training for HWs,
strengthening of the labomtary structures, invalve-
ment of PLWH and community based organiza-
tions (CBOs), and the optimization of ART. The
first country invelved in the project is Ethiopia. The
Italian conuibution to the fight aginst powerty in
Ethiopia has been remarable, The fight a gainst HIV/
AIDS in Ethuopia is one of the main challenges which
[taly has faced, with interventions in sactors of crucial
importanse such as education, energy wganization
of healthears sarvicss, The fighe apainst HIV/AIDS
epidermnics in Ethiopia is part of the priority objectives
that Italy intends to reach,

The CASA project is in line with the healtheare
priorities established by Ethiopian Government (14),
which recognizes 2 close carrelation betwsen haalth
improvernent and econamic development of the coun-
try. This Project, which will kawe 2 minimum duration
of 5 years, is a partnership-Project among 185, Makelle
University (M), and Tigray Health Bureau (THBE).
This latcer has full ownership of the Project.

The general objective of this Project is to contrib-
ute to halt and reverse the spread of major CDs such
us HIV/AIDS, TB and malaria, The specific objec-
tive 15 to contribute to Ionprove the quality of care of
patients with HIV-infection and related co-infactians
and co-morbidities in the HFs participating in this
Project.

Figure | shows the general objective, the specific
objective and the expected results, The activities of
the CASA Project to achieve the expected results are
grouped into four groups, schematically listed and
deseribed in Figure 2. >

' =
{ \

General objective

Tohaltand reverse the spread of HIVAAIDS and ma-
Jor CDsdiseasas in Ethiopi.

/

Specific objective

To imprenie the quality of caredf patients with HWV
infactionand rlated-co-infactionsand comorbidi-
ties in HFs partcipeting in the progct.

‘

Expected results (and related activities)

1. Toimprowe clinical skillsof Hits (47, 42, A3).

1. Tostrengthen laboratory services fordisanosis
and trastment monitoring (47, B

3, Toimprowing retention of patients incane and

adherence tothetherapy (21,C2).

To improve data callection in clinical practice

d 45 A6, B2, 01,02, DA,

L3 e

Figure 1-CASA Poject. General objective, spacifc objective
and expacted results. In brackets the activities related o the
results
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Training

patcipating in the projgct,

21 active invodvernant of CBDs,

n

CASA Project activities

. Clineal and Bbomtory taining for Hws.
. Participation of HW's (a0 active) in international meatings, confarances, congrassas,
. Chinkal care support povidad by falian physicansto madical saffof the HFs

. Training on wollactionand management of epidamiciogical data in clinical pactice.
. Training on operstional ressarch methods.
. Tmining on wigntific writing, commun cstion and resuftsdissemingtion stratagias.

. To provide fabortory equipment C04 + cell count and viral load detemination machine,
To provide bese fumiture, handware/software resounes and internet access

O THerapautic commun ation and aducation
L2 Epdemipicgcalassassmeant of pradictive fac worsof iow retantion.

Mutticentric epideminlogical datacallection

Anstysis of epidemiciogical data collacted in the cohart CASA
D2, Pmd uction of pericdic reports and scientific publications,
03, Sharingy of msu ks andoafin tion of effartivend s intareantion Mratagies.

Figure 2- CASA Pmiject activity related toexpected rsults

Training activities

Trainung activities fall into different typologies,
invalving differsnt sectors and addressing different
targsts. They includs on-site tmining coursss pro-
vided by the ISS team as well as the parteipation
of local HWe in international mestings, conferencas
and congresses on specific issues related to the Project
objectives, Besides, on-site clinical assi stance provided
by Italian physicians to the HFs participating in the
Project 1s periodically planned. Training activities are
also carried out through E-learning platfarm that will
allows o manage distance lsarning for all the duration
of the project, Teaching activities have the constant
support of an [$3 information technology unit (IT),
also responsible for the implementation and manage-
ment of a wehsite specifically designed for CASA
Project,

14
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Equipment forHFs

The 153 is respansible for the basic equipment as
well 25 for Jabaratocy facilities of each participating HFs.
185 also guarantass technical support, hardwere and
saftware t carry out the project.

Activities of health communication
andtherapeutic education for patients

The projact involves local Community Based
Organizations (CBOs) working in the social context
where the patent lives, CBOs initiatives provide
counselling to the patiants, contribute in increasing
knovledge of HIVIAIDS and understanding the
importance of adherance and retention, CBOs initia-
tives also contribite to assist patients in dealing with
the social problems of the community where they live,
such a5 stigma, with positive effects on adherence and
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retention. In addition, CBOs receive periodic training
sessions by 1SS team specialized in editing, communi-
cation and strategies for information dissemination
Besides, periodic short courses are organized to diseuss
how communication an HIV/AIDS can be delivered
to the patients.

fhulti-site epidemiological data collection
an HIY/AIDS treated patients

The project includes also the longitudinal collection
of epiderniological data of patients with HIV infection
taking ART. Dam on demographic and clinical charac-
teti stics, medical care and clinical and kbaratory oue-
cornes are collectad on HIV-infected patients receiving
ART for the first time at each participating HE

The analysis of the data will be able to provide evi-
dence about how to suppart the successhul implemen-
tation of ART in the setting of routine care. In addi-
tion, data analyses will also assess how the activities
proposed in this projact are transated into benafit,

Beneficiary groups

The disect beneficiaries of the project are the
HWs (physicians, nurses, laboratary tachnicians,
health-officers) participating in this project, They can
inerease their competence in managing of the care of
HIV/AIDS patients in a semting of clinical practics,
Direct beneficiaries are also the HW's playing in the
project. technical and operatioral rales, ie case manag-
ers and dara manapers. They have the opportunity
10 acquire knowledge on methodology in epidemio-
logical ressarch, data analysis, interpretation of results
and disssmination of scientific information, The final
beneficiaries are people with HIV/AIDS referring
to each participating HFs who gain medium and
long term benefits in terms of reduced probability of
clinical events (mortality and morbidity) as well as of
improvement of the quality of 1ife,

Activities results

The CASA project beganin Ethiopia in early 2012,
After 3 start-up period, in which 2 "Memorndum of
Understanding” was signed by partnars (THE, MU
and 198), planned activities have begun,

Below is a brief summary of the results achieved
for each activiry,

Meeting at AlBmam Heaafth Center (Ethiopia)

Training activities

The training activities are carried out on-site by
ISS team on 2 quarterly basis,

The local HWs, composed of physicians, nurses,
health officers, laboratary technicians, data managers
and case managers, regularly receive specific train.
ing in clinical, labaratory and epidemiclogy fields.
Abroad training of local HWs wers made in Iuly
by participation both in congresses on CDs and in
meetings on methodolagical aspects of operational
teseasch,

Equiprnent for HFs

To date, four HFs in Tigray ace involved in CASA
Project. They are situated both in rural and whan
areas. The HFs paricipating in the project have bean
equipped with basic furninre, hardware and softwaue,
Each HF has been also equipped with an instrument
far counting CD4 (CD¢ miniPOC Partee maching)
permitting the counting of CD4 and evalmate a
prompt starting of ART Besides, laboratory techni-
clans receive periodic tralning to propery use the
CD¥ instrument,

Activities of health communication
and therapeutic education for patients

A CBOs called OSSA (Organizition for the
Support Service for AIDS) is actively involved in
CASA project is, along with other smaller organiza-
tions situated in mare remote nural areas. Such p

15



R Beogadio, U Fragolg S lucattini etal

Case enanager of CASE proyectar & lmana health center
(Eehiope)

contribution has allowed the implementition of
ativities almed it patient therapeutic education
and active involvement in their own cars. The
first follow-up data show an increased retention
in patients due to the active intervention of the
Associations.

Multi-site epideriological data collection
on HIV/AIDS treated patients

The systematic collection of epidemiological data
is intended to assess the longitudinal effectivensss of
ART as used in Ethiopia in a real-world sstting, For
this purpase, a CASA dedicated website has besn
realized Ir allowes to shere dama betwesn 1SS and
MU (lecstion of the centralized database), To date,
abeut 700 patients (in four HFs) participats in the
study with an average follow-up of 7 months. A first
derailed assessment of collected data will be provided
at the nawt International AIDS Conferance (July
2014, Melbourne, Australia). ]

The Italian version of this article is avails ble from
wiwwiistitibinan/publicont/onlineottobre2013,pdf

16
17

Conflict of interest statement

The Awthors declare that there are No po t&n tial confiice of
interest or any financirl or personal retationship with other
peopleor arganzativns thatcould bappropriztelybizs conduct
and findhgsof this study

References

1. World Health Organiztion (www whaint/hividatken/
index.htrnl).

UNAIDS. Global raport: UNAIDS report on the global
#IDS apidemic 2010;2010,

Cohen M3, Che YQ, McCauky M, et al. Prevention of
HIV-T infection with Eay Antiretrowiral Therapy. & £ng!
I Wed 2011,365:493-505.

World Heatth Omanization (wwwwhoint/haathsys-
temsfask_shifting_booklet pdf).

. WHO, UNAIDS, UNICEF. Towards Universal Access
Scaling up prioeity HIVIADS ipterventions o the heaith
sector. Progress Report 2009  (www.whoint/hiv/
pub2010pmogress re portfan/indas. him|).

. World Health Organimtion. Giobal twbercwosis report
2012 Geneva; 2012 (http./fappswho.inViris/bitstre
am/ 1066 5759 38/1/9730241564502_eng pdf).

. Intemational Human Development Indicators (hitps/
hdratats undporgien/countrias/ prafilas/ETH. htenl),

World Health Organization fwww.who.int/gho/coun-
triesfeth, pdf).

World Health Organization (www whoint/rasearchf
ans.

TheWord BankGroup (httpfidar.worddbank om/indica
tor/SEADTLTR.ZS.

. The Federal Democratic Republic of Ethiopia. Country
Progress Reporton MV ADS Aesponse; 2012

UNAIDS. Getting to 2erm: 201 1-2015 strategy. jont United
Wations Programme on HW 405,010

. The Federal Democmtic Republic of Ethiopia. Guidednes
for clinicaland programmatic management of T8, TRHIV
and kprosy In Eehibpia; March 2013.

14, The Federal Democratic Republic of Ethiopia.

wowth and Transformation Plan (GTR) X010/2001-

2014/20152010 (wwwethopienscom/Ethiope_GTP_

2015 pdf).



o,

TIGRAY ‘Nz Mekelle University
HEALTH BUREA St Py L5 A

An Intervention
to improve the Care of People with HIV
infection in Tigrai

Concept note, version 1.0

December 2013



ACRONYMS ...t ee e et e et e e e e eats s e kb e e et et e et e e be s e sa bbb e s 2
1. PROJECT ESSENTIAL DATA .......ocoioreieiesrareseraressassssossssasssnnsesassasssssssensssnsnesssnsssssaasasanes 3
2. BACKGROLIND'OF THE INTERVENTION s v s st 4
BLLCIGICAL FRIBNMEMWNIORI ... cuoucanimssmssnsisimimessmsion s s e s s et 7
4. BENEFICIATRY GIRITIUIPES: o csmssiosseonosowasissss o essasss s s oiossissisissds G553 aasiosa s s oo san sl sy 11
5. INTERVENTION STRATEGY ....niiiiiiii e ese e e e s ese e anseseeesaseenneesnnns 13

5.1 General ODJECHVE..........oei e e e e e e ae e nreeeens 13

5.2 SpEciNC OBBCHVE .o R s R 13

5.3 Explictod ReBulE ... oo orsssmais i s s s s i R 13

O RIS <o sonssnsmieiiasosni 0SB S A AR S YA R NSRS AR 14

5.4.1 Activities for expected results 1 ...t 14
54,2 Aclivities forexpeated TeSUIE 2. v i insissiseiis s isss faisisnsisnies srmetsmrms s 14
5.4.3 Adtivities for expected resulls 3.....cuwinnuiitiiiiaiin s e iaida s 14
8. MIET DDLU v syminis oy o sy e s o S s A i U s R VO S VSR AN 16

6.1 Methodology for expected reSUIt 1...........oiviviiiiiiieiiie i sres 16

6.2 Methodology for expected result 2.........cccoviiiiiiiiiiiiiiiiecciieeiie e 17

6.3 Methodology of expected reSUlt 3..........c.cccerirreserrisiarasasmmmssssasssassrosssrmnssssssssnsansrnsaras 17

6.4 Methodology of expected resSUlt 4 ... 7
T PRI TPPLID .simimscmsonosensmsoo ol s i o Ko A A A A PSR 20
B BLUDBET o s s s e e e s s i e P e 22
8, REFERENGES .......ccoorcrrnsmosarrssmmmmissnnesmmmmssnsenssssrantssntapss sasssssusmisnsnusssrssrinsonsissaysassavasns 27



ACRONYMS

AIDS
ARV
ART
CcBO
CDs
CHWSs
FHARPCO
FMOH
GTP
HBC

HC

HF

HIV

HW

ISS

T

LDC
MDC
MDG
MDR-TB
MU
NCDs
PEPFAR
PLWH
B

THB
UNAIDS
WHO

Acquired Immune Deficiency Syndrome
Antiretroviral

Antiretroviral therapy

Community Based Organization
Communicable disease

Community health workers

Federal HIV/AIDS Prevention and Control Office

Federal Ministry of Health

Growth and Transformation Plan

High TB burden countries

Health Centre

Health Facility

Human Immunodeficiency Virus

Health Worker

Istituto Superiore di Sanita

Information Technology

Economically- Less-developed countries
Economically- More-developed countries
Millennium development goal

Multi Drug Resistant-TB

Mekelle University

Non communicable diseases

President's Emergency Plan for AIDS Relief

People living with HIV
Tuberculosis
Tigrai Health Bureau

Joint United Nation Programme on HIV/AIDS

World Health Organisation



1. PROJECT ESSENTIAL DATA

Title
An Intervention to improve the Care of People with HIV infection in Tigrai.

Short Title
CASA project

Duration of the intervention

3 years.

Country of intervention
Ethiopia (Tigrai).

Partners

The Tigrai Health Bureau'’ (THB) is the competent public body in charge of health planning and care
management at the Tigrai regional level. It represents the Ethiopian Institution of reference for this project, of
which it has full ownership. THB provides the legal and administrative support to Istituto Superiore di Sanita
(ISS), and the permission to access to epidemiological data and to work at health facilities (HFs). THB will
also recognize the 1SS local representatives and give them the appropriate powers to act on behalf of the
ISS.

The Mekelle University® (MU) with its College of Health Sciences, is located in Mekelle, the largest city in
Tigrai. The MU will provide its health care skills to support the project. The University will guarantee the
availability of specialized personnel as well as a work-space dedicated to the project.

The ISS™ is the main technical-scientific body of the National Health Service in Italy. ISS will coordinate the

project and will support it providing both human and financial resources.

HFs participating in the project
The HFs participating in the project will be situated in urban and rural area. They will include four MHealth

Centers (HCs) and four Hospitals. Below the list:
1. Alamata HC

Alamata hospital

Mehoni HC

Machew hospital

Mekelle HC

Mekelle hospital

Ayder hospital

An additional HC to be selected by THB

® N OO AW N



2. BACKGROUND OF THE INTERVENTION

Health in Ethiopia significantly suffers of the limited economic resources. Communicable diseases (CDs),
inciuding tuberculosis (TB), malaria, HIVIAIDS, respiratory infections, diarrheal diseases and nutritional
deficiencies contribute to the high disease burden in Ethiopia® HIV/AIDS is still one of the main health
challenges to be faced Althaugh HIV prevalence is not very high, and the country recently experienced a
major reduction in new HIV infections, it still has a large number of people living with HIV (PLWH): in 2010
(latest estimated data) the adult prevalence was 1.5 percent, with some 800.000 PLHIV and about 1 million
AIDS orphans’. In line with other sub-Saharan countries, Ethiopia has implemented numerous efficacious
strategies to scale up antiretroviral therapy (ART) and improve the quality of HIV care. In 2003, the
Government of Ethiopia introduced its ART programme with the goal of reducing HIV-related morbidity and
mortality. in 2005, Ethiopia started to provide “free ART" with the support of the U.S. President's emergency
Program for AIDS Relief (PEPFAR) and the Global Fund. In the third decade of the pandemic, despite
numerous interventions in the fight against HIV/AIDS both by Governments and global health initiatives™,
the gap between economically- less- developed countries (LDC) and economically-more-developed
countries (MDC) with reference to universal access to prevention, care and treatment is still huge. This calls
for a more robust and targeted response by Ethiopian Government, alsc in the light of the progressive switch
from an emergency aid intervention to a locally sustainable response of some global initiatives and
organizations like PEPFAR. In addition, the recent publication of the new "World Health Organization (WHO)
guidelines’ (June 2013) on “The Use of Antiretroviral Drugs for Treating and Preventing HIV Infection” will
put the country in front of a renewed effort to reach its progressive implementation. The 2013 guidelines
reflect important advances in HIV responses during the past three years. Since 2010, new technologies,
inciuding CD4 point-of-care testing, and new service delivery approaches allow HIV testing and treatment
monitoring to be diversified and decentralized. Simple, safer, once-daily, single-pill ARV regimens have
become more affordable and more widely available in iow- and middie-income countries. The new clinical
recommendations promote starting HIV treatment earlier and expanded eligibility for ART with a CD4
threshold for treatment initiation of 500 cells/mm3 or less for adults, adolescents. Viral load testing is now
recommended as the preferred approach to monitor ART success and diagnose treatment failure,
complementing clinical and immunological monitering.. The extended eligibility for ART and a wider range of
options for using ARV drugs provide new opportunities to save lives, improve clinical outcomes and reduce
HIV incidence but also poses challenges to policy-makers and implementers in many countries. New
operational guidance in 2013 provides recommendations for strengthening key aspects of the continuum of
HIV care and improving linkages across the health system.
Incdeed, major challenges remain, which are summarised below;
1. To foster the introduction of better antiretroviral drugs and drug combinations for the treatment of HIV

infection, also subsequently to the publication of the updated 2013 WHQ guidelines.
2. To strengthen the laboratory services for the monitoring of antiretroviral therapy.

To scale-up the training and education of health workers (HWs).
4. To scale-up integrated interventions and to improve the management and the treatment of HiV-related

comorbidities and of co-infections

5 Toimprove the retention of patients in care and treatment.
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1. To foster the introduction of better antiretroviral drugs and drug combinations for the

treatment of HIV infection.
According to a recent update (year 2010) from the Federal HIV/AIDS Prevention and Control Office
(FHAPCOQ) over 80% of adults but only 20% of children are under treatment”. Although the ART coverage is
high, only some antiretroviral (ARV) drugs are currently available in Ethiopia for the treatment of HIV
infections and especially for second line treatment’®. Current first and second-line ART regimens may be
further improved with the introduction of new and safer drugs and of innovative strategies. Treatment
simplification should be progressively introduced to allow further antiretroviral therapy scaling-up and to

support long-term retention in care.

2. To strengthen the laboratory services for the monitoring of antiretroviral therapy

In Ethiopia many HFs do not have a sufficient number of equipped laboratory services for conducting basic
biochemistry analysis as well as virologic and immunologic tests for HIV testing and therapy monitonng.
Because of this, the diagnosis and treatment can be inaccurate and as a result the care of patient is impaired

Scaling-up laboratory services will be also necessary to be in line with the new WHO guideli-nes.g In fact, one
of the major challenges will be the progressive implementation of the new guidelines which highlight: 1.
earlier initiation of ART (moving to 500 CD4 the threshold for treatment starting) and 2. monitoring for ART
efficacy and toxicity, with emphasis on the progressive introduction of HIV-RNA measurement as the
standard of care to define therapeutic failure. In this contest, the health system will have to be equipped to
conduct more HIV tests, CD4 count and viral-load determinations.

3. To Scale- up the training and education of HWs
The HWSs are numerically insufficient and not always fully qualified. Ethiopia, like other sub-Saharan
countries, is adopting a task-shifting strategy to overcome the lack of physicians. To ensure the access to
HIV prevention and cure services, including provision of ART, the government has decentralized HIV patient
care, which it has been transferred from physicians in hospitals to mid-level HWs (nurses and health officers)
in health centres (HCs). The HWs involved in the task-shifting strategy, in order to successfully provide the

care to the patients, need to be supported with continuous training and education activities .

4. To scale-up integrated interventions and to improve the management and the treatment of HIV-

related comorbidities and of co-infections
Since the 1850's, TB has been considered one of the mast important public health problems in Ethiopia. The
most recent estimates (year 2011) rank the Ethiopia among the 22 high TB and the 27 high multi-drug
resistant TB (MDR-TB) burden countries (HBCs) in the world'"™*. The elevated number of cases of TB is
also observed due to the presence of a significant number of PLWH. According to the 2012 TB/HIV
Surveillance report, 91.2% of HIV infected patients newly enrolled in HIV-care were screened for TB; of
these 8 6 % were found to have active TB. According to the same report 87% of TB patients have undergone
HIV test and 19.7% out of these were tested HIV positive'’-"”. The Federal Ministry of Health (FMOH) in
Ethiopia. with support from development partners, in line with TB related millennium development goal
(MDG) and Stop TB partnership targets, has developed a guideline for scaling up integrated management of
T8 and HIV infections™ = The main specific goals include: 1. to address adequately TB/HIV interventions in

5



order to reduce burden of TB among PLWH and to reduce the burden of HIV among TB patients; 2. to
increase the proportion of notified MDR-TB cases; 3. to promote program based on health operational

interventions.

To manage the care of PLWH suffering from other diseases, in addition to HIV/AIDS, is another key
challenge. Peaple with HIV have a major risk of having comorbidities than people not infected with HIV. This
causes serious implications for health care costs, as many of these conditions result in hospitalization and
extended use of health care services. More information are necessary to better understand the impact of
comaorbidities in PLWH and provide evidence to support preventive health interventions and disease

management.

6. To improve retention of patients in care and treatment
According to UNAIDS report on the global AIDS epidemic 2010 '* there is new evidence that high ART
retention rate is achievable. Of the countries with the highest number of PLHW, Botswana, Brazil and
Cameroon report that at least 90% of people are still receiving treatment one year after initiating ART.
Ghana. India, Kenya, Lesotho, Thailand, Uganda, Ukraine, and Vietnam report that about 80% of people are
in treatment for at least one year. A recent study conducted in Ethiopia“‘ has estimated that 80%, 74% and
68% of patients are still in ART at 6, 12 and 24 months, respectively. These data show that ensuring a good
retention in care is still @ major challenge for ART programs. This is also more difficult because of different

retention rates among health facilities (HFs), with high, medium and low retention rates.

This project, in line with the Growth and Transformation Plan (GTP}‘B‘ is designed to provide a contribution to
the improvement of HIV/AIDS patient care through a holistic approach including training for HWs,
strengthening of the laboratory structures, involvement of PLVWH and optimisation of the use of ARV therapy.
It appears increasingly clear that improving care of PLWH may also improve the care of the major CDs
(eg.TB and malaria) and chronic non communicabie diseases (NCDs), such as hypertension, cardiovascular
diseases, diabetes and cancer. Ethiopia, like other sub-Saharan countries is experiencing the
epidemiological transition in which CDs co-exist with the new NCDs. Although the CDs are still the
prevalent health problem in Ethiopia, the chronic NCDs are becoming one the principal challenges to be

q According to the most recent data, NCDs are estimated to account for 34% of all deaths. The

faced"”’
above measures call for an urgent intervention for policies for control of the new double burden of disease.
HIV infection is characterized by being a chronic infection which impact throughout lifecycle, with periods of
illness and periods of wellness, with multiple clinical and psychosocial needs, needing life-long care and
treatment and secure supply of medicines and laboratory tests. The same picture is applicable to other
chronic conditions, which requires demand and access to services, HWSs training, support for adherence,
infrastructure and equipment, drug and laboratory supplies, great attention to linkage to care and, finally, the

need for an important community involvement and educational campaigns for people.
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4. BENEFICIARY GROUPS

3.1 Direct beneficiaries

The direct beneficiaries of the project will be the HWs (physicians, nurses, laboratory technicians, health-
officers, data-managers, case-managers) participating in this project who will be able to acquire better
competency to manage the care of HIV/AIDS patients in a setting of clinical practice.

3.2 Final beneficiaries

The final beneficiaries will be people with HIV/AIDS referring to each participating HF s who will gain medium
and long term benefits from the results of the project, in terms of reduced probability of clinical events
(mortality and morbidity) and improvement of the guality of life. Particular attentich will be provide in all
activities of the project at the most vulnerable population, such as women.
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5. INTERVENTION STRATEGY

5.1 GENERAL OBJECTIVE

In recent decades, the Ethiopian Government has recognized the close relationship between health
improvements and economic development and as a result it has assigned utmost priority to health sector
development. This project is in line with the GTP'"™, which describes the five year plan (2011-2015) for the
economic development of the nation. In particular, the general objective of this project is to contribute to
halting and reversing the spread of major CDs such us HIV/AIDS, TB and Malaria.

Indicators of achievement of general objective:
= reduction of mortality refated to HIV/AIDS and major co-infections.

5.2 SPECIFIC OBJECTIVE

The specific objective which the project is intended to realize within the three years is to contribute to
improve the quality of care of patients with HIV-infection and related co-infections and comorbidities
in Tigrai. The achievement of this objective needs a holistic approach including the improvement of the skills
of HWs, the strengthening of the laboratory services, the involvement of patients and community based
organizations (CBOs) and the optimisation of the use of ARV therapy.

Indicators of achievernent of specific objective:

« Increase of 100 CD4 cell (average measure) after the first year of treatment.
«  CD4 >200 cell after two years of treatment in all patients.

«  CD4 >350 cell after three years of treatment in all patients.

= Clinical non progression of the disease in all patients taking therapy.

. Reduction in mortality in each participating HF.

5.3 EXPECTED RESULTS

The project strategy, in achieving the specific objective, is composed of 4 expected results:

1. Toimprove clinical skills of HWs (physicians, health-officers, nurses).

2. To strengthen laboratory services for diagnosis and treatment monitoring.
3. Toimprove retention of patients in care and adherence to the therapy.

4 To improve data collection in clinical practice-

Indicators of achievement of expected result 1;

» 100% of HWs (physicians, health-officers, nurses, laboratory technicians) taking part in fraining
achvities pass the assessment test,

Indicators of achievement of expected result 2:

. Each HF involved in the project performs routinely blood chemistry analyses.
«  Each HF involved in the project performs routinely CD4 test.

Indicators of achievement of expected result 3:
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« Al least 85% of patients return to the routinely clinical visits at HFs involved in the project.

indicators of achievement of expected result 4:

«  100% of data-managers and case-managers taking part in training activities pass the assessment test.
« Each HF involved in the project utilizes electronic treatment cards and registers to colfect the
epidemiological data on HIV/AIDS treated patients.

5.4 ACTIVITIES

The activities planned over a 3-year period can be grouped into 4 main groups:

Training activities
Equipment of HF s

Activities of health communication and therapeutic education for patients

o6 w >

Multi-site epidemiological data collection on HIV/AIDS treated patients

5.4.1 ACTIVITIES FOR EXPECTED RESULTS 1

To achieve the expected result 1 the following activities are planned:

A, Training activities:

E-learning clinical training provided by ISS team to physicians, nurses and health-officers of MU.
1.2 On-site clinical training provided by ISS team to physicians, nurses, health-officers of MU and HFs.

1.3 On-site clinical assistance provided by physicians from ltaly to the HFs participating in the project.

1.4  Participation of HWs (physicians/nurses/health-officers) in international
meetings/conferences/congresses.

1.8 On-site training, in scientific writing, provided by ISS team to MU personnel (physicians, nurses,
health-officers).

5.4.2 ACTIVITIES FOR EXPECTED RESULTS 2

To achieve the expected result 2 the following activities are planned:

A Training activities

2.1 On-site laboratory training provided by Partec team to laboratory technicians of MU and HFs.
2.2 On-site laboratory fraining provided by MU (trained through 2.1 point) to laboratory technicians of
HFs

B. Equipment of HFs

2.3  To provide |aboratory equipment to each HF involved in the project: laboratory service for blood
chemistry analysis; CD4 counting machine.

5.4.3 ACTIVITIES FOR EXPECTED RESULTS 3

To achieve the expected result 3 the fallowing activities are planned:
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C. Activities of communication and therapeutic education for patients:

3.1 Active involvement of local CBOS.
3.2 Interaction between CHWs and 1SS team.

5.4.4 ACTIVITIES FOR EXPECTED RESULTS 4

To achieve the expected result 4 the following activities are planned:

A_Training activities:

4.1  E-learning training (collection, analysis and management of epidemiclogical data in clinical
practice) provided by 1SS team to data-managers of MU.

4.2 On-site training (collection, analysis and management of epidemiological data in clinical practice)
provided by ISS team to case-managers and data-managers of MU and HFs.

4.3  Abroad (ltaly) training (collection, analysis and management of epidemiclogical data in clinical
practice) provided by ISS team to data- managers of MU.

4.4  On-site training (collection and management of epidemiological data in clinical practice) provided
by MU team (frained through 4.1 /4.2 / 4.3 points) to case-managers of HFs.

45 On-site training, in scientific writing, provided by ISS team to MU personnel (physicians, nurses,
health-officers. case-managers, data-managers).

B. Equipment of HFs

4.6 Ta provide basic equipment, hardware resources and internet access to each HF involved in the
project.

D. Muiti-site epidemiclogica!l data collection on HIV/AIDS treated patients

4.7 Implementation and management of a website dedicated to the project situated at MU.

4 8 Collection of epidemiclogical data of HIV/AIDS treated patients in clinical practice at each HF
participating in the project.

4% Production of periodic reports and scientific publications based on epidemiological data collected.

15



6. METODOLOGY

6.1 METHODOLOGY FOR EXPECTED RESULT 1

A. Training activities

The training activities will have the objective of reinforcing the clinical skills of the local HWs for improving the care of
patients with HIV infection, These training aclivities fall into three typologies:

1. E-learning training

2 On-site training courses provided by 1SS and MU team

3 Participation in international meetings/conferences/congresses

1. E-learning training

A key of the training activities will be the implementation of a E-learning platform. Lessons will be periodically
provided by ISS team to MU (about once in a month). The advantages of a E-learning platform compared to traditional
training systems are many, in particular time optimization and cost savings. Users will be able to have lessons at any
time and in any place where there is an internet connection with the use of a personal computer or mobile device
(smartphone and tablet). Lessons on clinical aspect on CDs will be periodically provided by ISS physicians (about
once in a month). After each lesson, learners will do an assessment test on the lesson contents. The assessment

results will be immediately made available.

2. On-gite training courses

1. On-site short courses of two days (four times in a year) aimed to improve the clinical skill of physicians, nurses
and health-workers involved in the project will be provided by 1SS physicians with solid experience in the field
of CDs

2. Onr-site short courses of ane day (four times in a year) aimed to facilitate active participation of physicians in
international contexts through submissions of oral communications or posters will be provided by 1SS teamn
expert in communication field,

3. The local HWs will benefit of periodic on-site assistance in their clinical practice by Halian physicians, as per
previcus agreements stipulated with the School of Specialization in Infectious Diseases and Tropical
Medicine, Dept of Health Sciences . University of Genoa. The presence of two infectious diseases specialists
is foreseen on site throughout the project. Two physicians are expected to stay for two manths two times in a
year,

3. Participation in international meetings/conferences/congresses
The project includes short training or refresher periods (from 5 to 7 days) for the local HWs (physicians/nurses/health-
officers) through their participation in international meetings or conferences/congresses on CDs. The participation of
HWs in international contest will be scheduled at least once in a year. Among these the participation in the AIDS
Society (IAS) annual congress of at least two people will be organized.

16



6.2 METHODOLOGY FOR EXPECTED RESULT 2

A. Training activities
Periodically on-site short courses will be provided by experts in laboratory techniques. The training activities will have
the objective of reinforcing the laboratory skills of the local laboratory technicians involved in the praject. These
courses fall into three typologies:
1. On site short courses of four days (by two to four times in a year) for laboratory technicians will be provided by
PARTEC experts (supplier of CD4 machines)..
2 On site short courses of one to two days (each six months) for HF s laboratory technicians will be organised by MU
laboratory technicians (previously trained by Partec team. "train the trainer approach’) .

B. Equipment of HFs

Each participating HF will be adequately equipped with standard laboratory services. In addition to blood chemistry
analyses, the evaluation of CD4 cell and HIV viral load determination are crucial for the correct diagnosis and
treatment of HIV/IAIDS patients. The availability of adequate laboratory services will be also necessary to be in line
with the strong recommendations of the new WHO guidelines in the laboratory test assessment before and after ART
is initiated''. Each HF participating in the project will be equipped with CD4 machine. The equipment will be providec
within the first six months of the project.

6.3 METHODOLOGY OF EXPECTED RESULT 3

C. Activities of communication and therapeutic education for patients

Communication and therapeutic education of HIV/AIDS patients plays an important role for HIV prevention and
treatment success The project will involve local CBOs since the beginning and throughout the study. Specifically
CBOs initiatives will provide counselling to the patients, contribute in increasing knowledge of HIV/AIDS and
understanding the importance of adherence and retention. CBOs initiatives also will contribute to assist patients in
dealing with the social problems of the community where they live, such as stigma, with positive effects on adherence
and retention. In addition, a strong interaction throughout the project between CHWSs and ltalian experts in
communications is to be expected. Periodic short sessions (two days, four time in a year) will be organized to discuss
how communication on HIV/AIDS can be delivered to the patients. Production of multimedia toecls such as videos,
posters, cartoons, booklets addressed to PLWH and informal meetings at local level to spread information on HIV will

be provided.

6.4 METHODOLOGY OF EXPECTED RESULT 4

A. Training activities

An essential part of the project concerns collection, analysis and management of epidemiological data on HIV/AIDS
patients in clinical practice The ISS multidisciplinary team. composed of physicians, epidemiologists and data-
managers will be responsible for conducting training on this topic in the CDs field. These activities fall into two main
typolegies:

1. E-learning training
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2. Training courses,

1. E-learing fraining

Lessons will be periodically provided by 1SS team to data-managers working at MU (about once in a month). After
each lesson each learner will do an assessment test on the lesson contents. The assessment results will be

immediately made available.

2. Training courses

1. On-site short training sessions of two to four days (four times in a year) will provide by ISS team to case—
managers and data-managers of MU and HFs,

2. Abroad training courses seven to ten days (at least once in a year) will be organized in Italy.

3. On site short courses of two to three days each six months will be provided by data-mangers and case
managers of MU (previously trained: train the trainer approach”), to case-managers of HFs participating in the
project.

4. Basic skills for health information dissemination will be also faced from the initial stages of the project (two days
four time in a year). Tools will be provided to enable HWs to acquire the basic skills to produce quality scientific
publications through the application of technical and ethical standards in scientific writing. Different types of
scientific publications will be produced at different stages of the project, from activity reports to journal articles,
oral communications or posters selected through abstracts submission te national and international conferences,
blog postings, and other types of internet communication.

B. Equipment of HFs

Each participating HFs will be equipped with basic equipment (furniture and consumer materials), basic hardware
resources (personal computers, scanners, printers, general office supplies) and internet access.

Besides a specific website will be developed for this project. The MU will be the location of the central database,
where data will be merged and stored. An Information Technology (IT) expert together with data-managers will have
responsibility for managing the central database and will personally update the database with new data collected at
HFs. They will periodically visit the HFs for updated data collection. Data will be copied directly at each HF into
common USB pen drives. The updated data will periodically be revised at MU, then automatically sent to ISS for

additional quality control.

D. Multi-site epidemiological data collection on HIV/AIDS treated patients

In this project is also included the lengitudinal collection of epidemiclogical data (over the entire period of the project)
of patients with HIV infection taking ART. The systematic collection of epidemiological data is intended to assess the
longitudinal effectiveness of ART as used in Ethiopia in a real-world setting. Data on demographic and clinical
characteristics, medical care and clinical and laboratory outcomes will be collected on HIV-infected patients receiving
ART at each participating HF. The main objectives of the data collection are:

1. to improve ART delivery by providing information based on a longitudinal multi-site database. First, the analysis of
the data will be able to provide suggestions about how to support the successful implementation of ART at each
participating HF First, data on HIV/AIDS ftreated patients will be studied to investigate predictors of patients
adherence and retention. Several factors may cause low retention: distance from HFs, high cost of transports, stigma,
premature death, etc. This latter factor is noteworthy, starting treatment at a late stage of HIV disease and the
premature death of treated patient may represent a cause of low retention. Additional studies are needed for better
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understanding factors that discourage retention. Secondly, data will provide detailed information about care and health
status of HIV infected people with major co-infections and comorbidities. Besides, a good monitoring and evaluation is
crucial also considering the future adaptation to the new WHO guidelines. Currently, Ethiopia uses the national
“guideline for antiretroviral treatment in adults and adolescents’ . If Ethiopia adopts the new WHQ guidelines, on the
one side the health system will have to be equipped to conduct more HIV tests, CD4 count and viral-load
determinations, on the other side systematic collected data will be necessary to evaluate the impact of the new guides
on the health of the HIV/AIDS patients.

2. to assess the efficacy of health intervention proposed in this project. Periodic evaluations of the data collected will
enable to verify that this intervention effectively generate the benefits described in the expected results. The clinical
and iaboratory outcomes of each participating HF will be routinely compared to those of other HF s not involved in this
project and situated in Tigrai region. In addition to this, a pre-post intervention assessment intra each participating HF

will be also performed.

The MU staff will be responsible for picking up data at the participating HF s (data will be copied on common USB
flash drives, then assembled in the centralized database at MU). These actions will be carried out by data-managers
on a monthly basis, in the last week of every month. The management of database, monthly updated, will be
centralized and carried out at the MU. The analysis of data, scheduled each six months, will be provided by ISS tean
at early stage of the project then by MU personnel after receiving specific training. A key aspect of this activity will be
the discussion of the results and sharing of ideas. Periodic meetings (each six months) will be organized and a strong
coliaboration between all participating in the project will be encouraged. A large space will be dedicated to
development of discussion points, sharing ideas and proposals, and particular attention will be paid to avoid

misunderstandings and any barriers related to cultural difference,
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1 . Human resources

The project will fully be supported by a team consisting of personnel already working at the 1SS. Two further
units will have to be added to them: 1 IT manager (responsible for the informatic activity) and 1
administrative assistant for managing technical and scientific activities.

The IT Manager will be responsible for the management of epidemiological data in electronic format, through
the use of a software specifically developed for the project. The program, installed and activated in 1SS, will
allow to communicate via web with similar software located at the MU. The software has been designed for
assemblage and management of epidemiological data collected and stored (in databases installed locally) at
decentralized structures without internet connection. The software will also contain the material necessary to
the formative activities and an e-learning platform for distance learning . The administrative assistant will

provide administrative and technical support to all project activities.

The project team will carry out its functions both in Italy and in Ethiopia (Table 1), The transfer of the know-
how is the key activity of the project. Training activities by IS8, will be address to MU personnel as well as
the HWs working at the HF s involved in the project. Such activities will aim to strengthen specific skills in the
clinical, laboratory and epidemiological fields. Training will be also addressed to improve management of

data in the clinical practice.

Tab. 1. 1SS personnel: project activities costs

Human resources Person-month Month-Cost Year-Cost
(€) (€)
General manager 2 6.700,00 13.400.00
Project leader and responsible for training activities 10 4.300,00 43.000.00
1 Responsible for training activities 8 4.300,00 34 400,00
(coliection. management and control of epiderniological data
in clinical practice)
1 Administrative assistant 12 4.000,00 48.000,00
11T Responsible 12 4.000,00 48.000.00
1 Bioinformatics 4 4.000,00 16.000,00
1 Responsibie for training activities 5 6.300,00 31.500,00
(communication toois for the dissemination of information)
1 Responsible for training activities 2 4.300,00 8.600.00
(educational training for CHWs working at the focal CBOs)
1 Technical assistant 4 4.000,00 16,000,060
(educational training for CHWs working at the local CBOs)
1 Graphic designer 2 4,000,00 8.000,00
(support training activities at the local CBOs)
1 Administrative Responsible < 4.000,00 16.000,00
Total 282.900,00
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2 . Training

A) On-site short course

To ensure the sustainability of the project, four IS5-team missions per year are planned, with short-term on-
site permanence (average 10 days). 1SS personnel (5 people per mission) will carry-out the following
activities:

« Monitoring of all project activities;

= Organization/participation in meetings with the local partners of the project (THB, MU):

« Coordination of local coordinator;

s Training of local HWs operating at MU and HF s involved in the project;

+ Training of CHWs operating at the local CBOs;

= Meetings in Addis Ababa with representatives of the Ministry of Health of Ethiopia.
Travel costs will include the flight (Rome-Mekelle-Rome), the accommodation, food and local transport. The
average cost per person is estimated to be about 3.000,00 euro. Four missions will be organized each year,
with 5 people, for an estimated total cost of € 60,000. While staying on-site, |SS personnel will benefit of a
car with driver in order to reach the participating HFs. The transfer costs, also including fuel expenses,
should approximately amount to € 80 per day. The expected annual total cost is € 3,200.00, for 4 missions
with an average duration of 10 days.

B) On-site long permanence

On-site long permanence carried out by physicians coming from Haly for providing clinical training to local
HWs have been planned. 4 physicians will stay on site, alternately (in pairs) for two consecutive months
each year. They will carry out their activities both at MU that and HFs involved in the project. The expected
costs are those related to flight (Genoa-Mekelle-Genoa), accommadation, foods, local transport, insurance
and vaccinations. The estimated total annual cost is € 30,000.00 .

C ) Formative travels for local partners: participation in international meetings/conferences/congresses

The formative program includes the integration of the on-site training activities with further initiatives to be
implemented through HWSs participation in meetings, conferences or congress at international level.
Transfers in and outside Europe with a minimum duration of 7 days and a maximum of 10 days have been
planned. This training will be ensured to @ maximum of 5 persons each year. The total estimated cost, which
includes air transfer, accommodation, food, per-diem and possible registration for the conference/congress,
is between € 2,000.00 and € 3,500.00, depending on the purpose of the journey. Considering the average of
the above possibilities, it is expected a average cost of € 2,750.00 per person (5 people ), for a total annual
amount of € 13.750.00 .

THB- Training expenses

We will involve in the project, as a starting point, a total of 8 health facilities (4 Health Centers, twinned with 4
Hospitals). The HF s personnel who will receive the training will be refunded for travel, accommodation, food,
plus a per diem during their training days. The THB will guarantee the realization of the project and the
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execution of all activities, For all support activities performed by THB, a lump sum for general expenses has

been planned.

MLU- Training expenses
The University, as an essential support to the project, will ensure the availability of personnel to be trained by
1SS team. They will be able, in turn, to train the HWSs working at the HFs participants (Train-the-trainer

approach). The MU team will also be responsible for picking up data at the participating HF s and managing
of centralized database. MU personnel will receive a financial reward for its training activities, in addition to a
per diem and a reimbursement for travel, food and accommodation during their missions at the HF s.

3. Equipment and Supplies

The eight HFs participating in the project will be adequately equipped with basic furniture, hardware and
software necessary for collection and management of HIV/AIDS patients data in clinical practice. Four out of
the eight HF s have previously been equipped by ISS. Below, a detailed list of equipment:

s Furniture (1 desk, 2 chairs, 2 lockers for each HF). Average cost per structure: € 300,00. Average
overal! cost for 4 structures: € 1.200,00.

+ B laptops (2 computers for each HF: one to be used for the clinical data collection, the second to be
used for internet connection. Average cost per computer approximately € 700.00. Average overall
cost for 8 computers: € 5.600,00.

« 4 printers (1 for each HF). Average unit cost: € 150,00. Average overall cost for 4 printers: € 600,00.

« Stationery (paper, pens, pencils, staplers, binders, etc.). Annual average unit cost: € 120,00. Annual
average overall cost for 8 structures: € 960,00.

Strengthening of laboratory services was also planned in this study. Each HF (if it's lacking) will be provided
with an instrument for CD4 cell count. Seven out of eight HF s already have CD4 machine (four CD4 machine
have previously been purchased and delivered by ISS). Project funds will be utilized to buy one CD4
machine for 1 additional HC. It will be purchased at PARTEC (a specialized company internationally
recognized) and will have a unit cost of approximately € 10,000.00. In addition to the CD4 instruments, HF s
will also be provided with consumables necessary for their use (KITs and reagents) and technical assistance
for any malfunctions. The total cost of the KITs, annually needed for CD4 detection in the area of the 8 HFg,
amounts to € 55.000,00.

The University will provide the material necessary to carry out training activities and make available a room
to be used as an office for the project local coordination, meeting place for the MU team responsible for the
project, and also meeting place for the ISS team during the missions.

A specific software for centralized management of epidemiological data and distance learning activity (E-
learning platform) will be used all through the project. Expected annual average cost for the software
management is € 80.000.00.
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4. Other costs

General expenses for THB and MU
They will consist in local transpaortation, communication, internet connection, meeting organization, printing

of educational material etc.

Invoivement of local CBOs

Involvernent of local CBOs will be essential to carry out communication activities and therapeutic education
of patients through seminars, events (coffee ceremonies, theatrical performances) and dissemination

initiatives (posters, brochures). Annual cost: € 20,000.00,

HFs Internet connection

Installation and use of internet in all the HF s participanting in the project. Annual cost: € 6.000,00.
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