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 B

ackground: Solidarité Thérapeutique et Initiatives contre le SID
A

 (SO
LTH

IS) is 
a french m

edical N
G

O
 com

m
itted to H

IV
 care w

hose m
ain objective is to provide 

H
IV

 care and antiretroviral therapy (A
R

T) to patients in resource-lim
ited countries. 

W
e report here the prelim

inary results of the first sim
plified  H

A
A

R
T program

 
im

plem
ented by SO

LTH
IS in Ségou rural district, M

ali, supported by  the Initiative 
M

alienne d’A
ccès aux A

R
V

 (IM
A

A
R

V
) and the M

inistry of H
ealth. 

M
ethods : Support included : training physicians in their use of A

R
V

s, healthcare 
providers in adherence-focused activities; developing form

-guided patient care 
protocols; support of pharm

acy and lab; developm
ent of an electronic patient 

m
onitoring system

.  
A

dults w
ho started H

A
A

R
T betw

een January 1
st, 2004 and June 30, 2005 w

ere 
included, except fem

ale patients enrolled in PM
TC

T program
. D

ata w
ere collected 

using FU
C

H
IA

 m
onitoring softw

are. C
linical assessm

ent w
as planned at baseline 

then every m
onth, im

m
unological evaluation at baseline, m

onth 6 then every six 
m

onths. V
irological evaluation w

as perform
ed in a subgroup of 108 patients after 

six or tw
elve m

onths of follow
-up. 

R
esults: 376 adult patients had been included: 61%

 w
ere w

om
en, m

edian age w
as 

35 years. A
t baseline 94 %

 pts w
ere W

H
O

 stage III or IV
. M

edian w
eight w

as 48 
kg (42 - 55 kg) . M

edian C
D

4 cell count w
as 112 cells/m

m
3; 98 %

 w
ere A

R
T-

naive. The dom
inant regim

en w
as stavudine/lam

ivudine/nevirapine (84%
), used in 

fixed-dose com
bination (C

IPLA
, India) since O

ctober 2004. A
t follow

 up, 231
(61,4%

) w
ere still on H

A
A

R
T, 82(21,8%

) had died (m
edian tim

e to death : 36.5 
days), 57(15%

) w
ere lost to follow

-up, 6 stopped treatm
ent. M

edian w
eight 

increase w
as + 11 kg and m

edian C
D

4 increase w
as + 177 cells/m

m
3 at six m

onths 
in evaluable patients. In virological substudy of 108 patients tested , 77.5%

 had a 
viral load below

 200 copies/m
Lafter six m

onths of treatm
ent and 82.5%

 after 12 
m

onths of treatm
ent. 

C
onclusion: O

ur prelim
inary data dem

onstrate 1/ that scaling-up H
A

A
R

T use for 
H

IV
- positive adults is feasible in A

frican decentralized area 2/ that a sim
plified 

H
A

A
R

T strategy provides efficient clinical and im
m

unological response. Increased 
early m

ortality, largely due to advanced H
IV

 disease at H
A

A
R

T initiation rises the 
question of m

edical care organization and inform
ation of population regarding 

access to V
C

T in rural A
frican setting. In next years, virological m

onitoring should 
be a critical issue for early detection of treatm

ent failure.  
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P

ropos : Solidarité Thérapeutique et Initiatives contre le SID
A

 (SO
LTH

IS) est une 
organisation non gouvernem

entale (O
N

G
) française de m

édecins engagés dans la 
lutte contre le V

IH
/SID

A
 dont l’objectif principal est de fournir un accès aux soins 

et aux m
édicam

ents antirétroviraux pour les patients infectés par le V
IH

 dans les 
pays à ressources lim

itées. N
ous rapportons les résultats prélim

inaires du prem
ier 

program
m

e d’accès aux A
R

V
 développé par SO

LTH
IS dans la région rurale de 

Ségou, au M
ali avec le soutien de l’Initiative M

alienne 
d’A

ccès aux 
A

R
V

 
(IM

A
A

R
V

) et du M
inistère de la Santé m

alien.  
M

éthodes : L’appui de SO
LTH

IS incluait : la form
ation des m

édecins à la pres-
cription et au suivi des A

R
V

 ; la form
ation des soignants à l’éducation thérapeuti-

que et à l’aide à l’observance ; le développem
ent de guides de prescription ; le 

support technique de la pharm
acie et du laboratoire ; le développem

ent d’un 
systèm

e inform
atisé de suivi des patients. 

Les adultes ayant initié des A
R

V
 entre le 1

er janvier 2004 et le 30 juin 2005 ont été 
inclus, à l’exception des fem

m
es enceintes incluses dans le program

m
e PTM

E. Les 
données ont été recueillies en utilisant le logiciel de suivi FU

C
H

IA
. L’évaluation 

clinique était réalisée à l’inclusion, puis tous les m
ois, l’évaluation im

m
unologique 

à l’inclusion, au sixièm
e m

ois, puis tous les 6 m
ois. U

ne évaluation virologique a 
été réalisé dans un sous-groupe de 108 patients après six m

ois de suivi. 
R

ésultats : 376 patients adultes ont été inclus : 61%
 étaient des fem

m
es, l’âge 

m
édian était de 35 ans. A

 l’inclusion, 94 %
 des patients étaient au stade III ou IV

 de 
l’O

M
S. Le poids m

édian à l’inclusion était : 48 kg (42– 55 kg). Le taux m
édian de 

C
D

4 sanguins était de 112/m
m

3. 98 %
 des patients étaient naïfs de traitem

ent. 84%
 

des patients ont initié stavudine/lam
ivudine/névirapine (d4T/3TC

/N
V

P), utilisée 
sous form

ulation com
binée à dose fixe (C

IPLA
, Inde) à partir d’octobre 2004. A

 la 
date d’analyse, 231(61,4%

) adultes étaient suivis sous A
R

V
, 82 (21,8%

) étaient 
décédés (m

édiane de survenue : 36.5 jours), 57(15%
) étaient perdus de vue, 6 en 

arrêt de traitem
ent. Le gain pondéral m

édian était de 11 kg et  le gain m
édian de 

C
D

4 était de + 177 cellules/m
m

3 chez les patients évaluables à 6 m
ois. D

ans la 
sous-étude virologique de 108 patients testés, 77.5%

 présentaient une charge virale 
< 200 copies/m

l après 6 m
ois de traitem

ent, 82.5%
 après 12 m

ois de traitem
ent.. 

C
onclusion: N

os données prélim
inaires dém

ontrent que 1) l’accès aux A
R

V
 des 

adultes infectés par le V
IH

 est réalisable dans un contexte africain décentralisé 2) 
qu’une stratégie A

R
V

 sim
plifiée fournit une réponse clinique et im

m
unitaire 

efficace. La m
ortalité précoce élevée, en grande partie due au stade avancé de 

l’infection V
IH

 au m
om

ent de l’initiation des A
R

V
, soulève la question de l’orga-

nisation des soins et de l’inform
ation de la population pour l’accès au conseil et au 

dépistage dans un contexte rural africain. D
ans les prochaines années, la surveil-

lance virologique pourrait devenir indispensable à la détection précoce de l’échec 
thérapeutique. 

Introduction 
 Solidarité Thérapeutique et Initiatives contre le SID

A
 (SO

LTH
IS)  

♦
        French m

edical non-governm
ental organization (N

G
O

) com
m

itted to H
IV care  

♦
        M

ain objective : to provide H
IV care and A

R
V to patients in resource-lim

ited 
countries.  

♦
        3 program

s in M
ali, N

iger and B
enin :  > 1200 H

IV
-infected patients included 

 W
e report here the prelim

inary results of the first sim
plified  highly active antiretroviral the-

rapy (H
A

AR
T) program

 im
plem

ented by SO
LTH

IS
 in Ségou rural district, M

ali, supported 
by  the Initiative M

alienne d’Accès aux AR
V (IM

AAR
V) and the M

inistry of H
ealth of the 

R
epublic of M

ali. 
 M

ethods  
 ♦

        Support provided by SO
LTH

IS :  
 

Training physicians in their use of A
R

V
s and therapeutic counselors in adherence-

focused activities  
 

D
eveloping form

-guided patient care protocols 
 

Technical support of pharm
acy 

 
Technical support of laboratory by training biologist and laboratory assistants to 
C

D
4 m

easurem
ent  

 
D

evelopm
ent of an electronic patient m

onitoring system
 

 
Provision of clinical care oversight  

♦
        Standardized first-line drug regim

en:                G
eneric d4T + 3TC

 + N
VP

  
♦

        Alternative regim
ens for contra-indication, intolerance, TB

, H
IV-2 

 
 

G
eneric AZT     ddI          EFV

       ID
V

         R
TV 

♦
        Eligibility criteria for initiation of H

AA
R

T:  
 
 

All W
H

O
 stage IV or III  

 
 

W
H

O
 stage I or II and C

D
4<200/m

m
3 

♦
        C

otrim
oxazole prophylaxis in all sym

ptom
atic patients or C

D
4< 350/m

m
3 

 Adults w
ho started H

A
AR

T betw
een January 1

st, 2004 and June 30, 2005 w
ere included, 

except fem
ale patients enrolled in P

M
TC

T program
.  

 ♦
        C

ollection of data using FU
C

H
IA

â  m
onitoring softw

are (Epicentre, Paris, France).  
♦

        C
linical and adherence assessm

ent  at baseline then every m
onth 

♦
        C

D
4 m

easurem
ent (BD

 FA
C

S
C

ount â) at baseline, m
onth 6 then every 6 m

onths 
♦

        Virological evaluation (R
oche Am

plicor assay) perform
ed after 6 or 12 m

onths by the 
laboratory of Virology, H

ôpital de la Pitié-Salpêtrière, Paris 
♦

        R
everse transcriptase genotyping perform

ed for viral load > 1000 copies/m
L 

 Statistical analysis w
as perform

ed using E
pi Info for W

indow
s, version 3.3.2 softw

are.  
O

utcom
e m

easures include survival, w
eight gain, C

D
4 and virological response to H

AA
R

T
. 

R
esults 

 ♦
        Initial training settled by SO

LTH
IS in January 2004 

 
15 physicians  

 
35 healthcare providers 

♦
        4 H

IV care centers :  
 

Ségou district hospital, H
ôpital R

égional N
ianankoro Fom

ba 
 

Ségou public health outpatient clinic, C
entre de Santé de R

éférence Fam
ory 

D
oum

bia  
 

2 com
m

unity-based N
G

O
 : W

alé, APR
O

FEM
.  

 Betw
een January and April 2004, these four centers initiated free AR

T services. T
he AR

Vs 
w

ere first provided by SO
LT

H
IS, then by the M

alian G
overnm

ent. 
 376 adult patients included (results updated for presentation) 
B

aseline characteristics (Table 1) 
♦

        Predom
inance of w

om
en 

♦
        W

H
O

 stage III or IV : 94%
 

♦
        Pulm

onary tuberculosis : 19 patients (5%
) 

♦
        M

edian C
D

4 cell count : 112 cells/m
m

3  
♦

        H
IV-1 : 94.3 %

             H
IV-2 :  5.7 %

 
 Treatm

ent (Table 2) 
♦

        H
A

AR
T-naïve : 98%

 
♦

        D
om

inant regim
en : d4T+3TC

+N
VP 84%

 
♦

        U
sed in generic form

ulations (Stavir, Lam
ivir, N

evim
une, C

IPLA
, M

um
bai, India) 

♦
        G

eneric fixed-dose com
bination (Triom

une, C
IP

LA) since O
ctober 2004. 

Patient D
isposition 

 ♦
       A

t follow
-up (m

edian duration= 5.8 m
onths, IQ

R
 1.3 to 12.7) 

  
231 (61.4%

) alive and still on H
A

A
R

T 
  

82  (21.8%
) died 

  
57 (15.2%

) lost to follow
-up 

  
6 (1.6%

) stopped treatm
ent.  

 C
linical R

esponse (Figure 1) 
♦

   M
edian w

eight at m
onth 6, 12 and 18 versus baseline  

                                   
                                  highly significant                             p<0.0001 
 ♦

   Patients w
ith new

 opportunistic infections after 6 m
onths  : 6.8%

 
 Im

m
unological R

esponse (Figure 2) 
 ♦

   R
em

arkable increase of C
D

4 cell counts in  m
ost of the pa-

tients  
 ♦

   M
edian changes from

 baseline: 
 

+ 177 cells/m
m

3 at m
onth   6 (± 1) 

+ 247 cells/m
m

3 at m
onth 12 (± 1)       M

6,M
12,M

18 vs B
L   

+ 308 cells/m
m

3 at m
onth 18 (± 1)                      p<0.0001 

 

 Figure 1 : Evolution of m
edian body w

eight on H
A

AR
T  

 Figure 2 : Im
m

unological response observed on H
A

A
R

T 
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Figure 3 : Virological response observed under first-line  
H

A
A

R
T regim

en 

Virological R
esponse (Figure 3) 

♦
      62 patients tested at m

onth 6 :             48 (77.4%
) patients below

 200 copies/m
L 

                                                                          14 patients w
ith detectable viral load 

                   M
edian H

IV
1 R

N
A : 2455 copies/m

L (IQ
R

 452 to 7740) 
 ♦

        46 other patients tested at m
onth 12 :              38 (82.6%

) patients below
 200 copies/m

L 
                                                                          8 patients w

ith detectable viral load   
                   M

edian H
IV

1 R
N

A : 5115 copies/m
L (IQ

R
 712 to 28750) 

 
♦

        Viral genotyping (n = 16) :      N
R

TI m
utations :                 K70R

 =1, M
184V = 4, K219E = 1 

                                                           N
N

R
TI m

utations :              K103N
 = 1 ,Y181C

/I = 3, G
190A = 1, K101E = 1, K101N

/K = 1 
                                                           W

ild type :                           8 patients                                                                           
                                                           N

ot am
plifiable :                  1 patient 

               R
esistance to 3TC

 : 1 patient                          R
esistance to 3TC

 and N
N

R
TI : 3 patients     R

esistance to N
N

R
TI: 1 patient 

                                 
A

dherence    85%
 of patients highly adherent (≥ 95%

 of drug intake betw
een each clinic visit) 

Tolerance 
♦

        First-line regim
en w

ell tolerated 
♦

      Transient m
ild to m

oderate side-effects (grade 1/2 W
H

O
 toxicity) : 65 (17.2%

) patients 
♦

      Stopping treatm
ent: 

    Stavudine (peripheral neuropathy) :               7 patients (2.0 %
/exposed) 

    N
evirapine (rash) :                                          6 patients (1.8 %

/exposed) 
    Indinavir (G

IT intolerance) :                            1 patient  
 

    Figure 4 : Survival probability under HA
A

R
T according to initial C

D
4 level              Figure 5 : Survival probability under HA

A
R

T according to initial W
HO

 stage 
         

O
utcom

e 
♦

        Probability of survival (i.e., alive and still in follow
-up)                    73.3%

 at 12 m
onths (95%

 C
I 68.8%

 to 77.4%
) 

 ♦
        57 patients lost to follow

-up (15.2%
) 

 
 

M
ost of them

 highly sym
ptom

atic at baseline 
 
 

one third lost to follow
-up w

ithin tw
o m

onths after initiation of H
AAR

T 
♦

        82 deaths                  related to H
IV: 72                other causes: 4                    not specified: 6 patients  

♦
        M

edian tim
e to death :                                         36.5 days (IQ

R
 13 to 77) 

♦
        M

ortality strongly associated w
ith baseline C

D
4 level 

Baseline C
D

4<50:                    33.7 %
 died          Baseline C

D
4 200-350:       14.3%

  died                         p=0.006 
 

♦
        D

ifference of survival probability depending on initial C
D

4 level (Figure 4) highly significant (Log-R
ank=17.2988, p=0.0006) 

 ♦
        D

ifference of survival probability depending on initial W
H

O
 stage (Figure 5) also highly significant at 12 m

onths :  
                                   stage 1=100%

       stage 2=94.1%
     stage 3=76.3%

      stage 4= 63.4%
, 

                                                                 Log-R
ank=12,6351, p=0,0055 

R
elated references  

 1. Laurent C
, K

ouanfack C
, Kaulla-Shiro S, et al. Effectiveness and safety of a generic fixed dose com

bination of nevirapine, 
stavudine and lam

ivudine in HIV-1 Infected adults in C
am

eroon: open-label m
ulticentre trial. Lancet. 2004;364:29–34 

 2. Idigbe EO
, Adewole TA, Eisen G

, Kanki P
, O

dunukw
e N

N, O
nw

ujekwe D
I et al. M

anagem
ent of HIV-1 Infection W

ith a 
C

om
bination of Nevirapine, S

tavudine, and Lam
ivudine. A Prelim

inary Report on the Nigerian Antiretroviral Program
. J Acquir 

Im
m

une D
efic Syndr 2005: 40:65–69 

 3. Ferradini L, M
acé C

, Pinoges L, C
irera A

, Pascual F, Hum
blet P

, et al. V
ery satisfactory outcom

es of fixed dose com
bina-

tions (FD
C

s) of anti-retroviral drugs am
ong patients on HA

A
R

T in M
édecins sans Frontières program

m
es. X

V International 
C

onference on AID
S. Bangkok, July, 2004 [abstract W

eor 1317]. 
 4. C

alm
y A

, Klem
ent E, Teck R, Berm

an D
, Pecoul B

, Ferradini L, Ford N
. Sim

plifying and adapting antiretroviral treatm
ent in 

resource-poor settings: a necessary step to scaling-up.. AID
S

 2004, 18:2353–2360. 
 5. Jeannin A, Pinoges L, C

alm
y A, Izopet J, O

dhiam
bo D

, M
ankham

bo L et al. C
linical and Virological O

utcom
es of Patients 

on HAA
R

T in a Large-scale Sim
plified Treatm

ent Program
 in a Rural D

istrict of M
alawi. 12

th C
R

O
I, B

oston, February, 2005 
[abstract 625B] 

C
onclusion 

 ♦
      B

ased on our prelim
inary cum

ulative data : 
 

Scaling-up H
AA

R
T use for H

IV- positive adults is feasible in A
frican decentralized area 

 
A sim

plified and affordable H
A

AR
T strategy provides efficient clinical and im

m
unological response.  

♦
        Increased early m

ortality, largely due to advanced H
IV disease at H

AAR
T initiation rises the question of m

edical 
care organization and inform

ation of population regarding access to VC
T in rural African setting.  

♦
      The developm

ent of a database for m
onitoring is a key issue to evaluate the effectiveness of im

plem
enting ac-

cess to H
AA

R
T   

♦
      In next years, virological m

onitoring should be a critical issue for early detection of treatm
ent failure.  

 
D

a
ys 

D
ays 

  

TA
B

LE 1 : B
aseline characteristics of the Ségou cohort ( 376 patients) 

 
B

aseline 
values (%

) 
D

em
ography 
Sex [n (%

)] 
 

Fem
ale 

M
ale 

 Age (y) 
 M

edian 
IQ

R
 

C
linical Presentation 

Stage of infection (W
H

O
 classification) [n (%

)] 
- 

stage I 
- 

stage II 
- 

stage III 
- 

stage IV 
 

Body w
eight (kg) 

M
edian 

IQ
R

 
 Initial presentation [n (%

)] 
W

asting syndrom
e 

N
ew

 or on-going opportunistic infections 
 D

egree of Im
m

unodepression 
 

C
D

4 cell count (/m
m

3) 
M

edian 
IQ

R
 

C
D

4 stage [n (%
] 

<50 
50-200 
200-350 
>350 

   
226 (60.1) 
150(39.9) 

   35 
28 – 42 

   
3 (0.8) 
17 (4.7) 

211 (58.6) 
129 (35.8) 

  48 
42 – 55 

  
84 (22.4) 
292 (77.6) 

    
112 

36 - 199 
 

80 (29.3) 
127 (46.5) 
49 (17.9) 
17 (6.3) 

TA
B

LE
 2 : First- line A

R
V drug regim

ens used in the Ségou cohort 
 

n (%
) 

d4T+3TC
+N

VP 
 d4T+3TC

+E
FV

 
A

ZT+3TC
+N

V
P

 
A

ZT+3TC
+E

FV
 

d4T+3TC
+ID

V
* 

A
ZT+3TC

+ID
V

* 
ddI+3TC

+N
V

P
 

A
ZT+3TC

+rtv/ID
V

 
A

ZT+ddI+ rtv/ID
V 

 

316 (84.1) 
 20 (5.3) 
9 (2.3) 
9 (2.3) 
16 (4.3) 
3 (0.8) 
1 (0.3)  
1 (0.3) 
1 (0.3) 
 

* boosted by ritonavir after M
ay 2005 (ID

V 400 m
g/R

TV 100 m
g bid)
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