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1. Malaria treatment

Randomized controlled trials

First Year ID Study objective Region Country AQ Tr Comment
author AQ/ total (total) (days) up reported?
enrolled (days) Y =yes
A = report absence
NM = not mentioned
Adjuik 2002 90 to assess the safety, treatment efficacy, and effect Africa KEN, 941/ 941 AQ, AQ- 30 mg/kg 3 28 Y
on gametocyte carriage of adding artesunate to AQ SEN, GAB ART
in 3 randomized trials in Kenya, Senegal, and
Gabon
Adou-Bryn 2000 430 to evaluate the sensitivity of P. falciparum to AQ Africa Clv 1387138 AQ 35 mg/kg 3 7 Y
and the tolerance of patients to AQ depending on
either administration under strict surveillance or self
administration
Agnamey 1995 1290 | to determine the prevalence of falciparum malaria Africa CMR 19/37 AQ 35 mglkg 3 7 NM
and its plasmodial indices and to evaluate the
degree of resistance to CQ and AQ
Anabwani 1996 1150 | to determine the relative efficacy of 4 commonly Africa KEN 50/188 AQ 27 mg/kg 3 28 Y* *Not clear which treatment group
used antimalarials for the elimination of adverse events occurred in: vomiting
parasitaemia in uncomplicated highland malaria and/or spitting of the drug (3
discontinued treatment as a result); and
cerebral complications of malaria (1
discontinued treatment as a result)
Basco 2002 10 to further examine the clinical response and Africa CMR 90/160 AQ U U 14 NM
characteristics of recrudescent malaria parasites
after chloroquine or amodiaquine treatment. The
authors have also analysed the threshold level of in
vitro drug resistance in relation to the in vivo
response
Basco 2002 | 20 to assess the efficacy and tolerance of AQ and SP, | Africa CMR 62/191 AQ 30 mglkg 3 28 Y* *Not clear which treatment group
alone and in combination adverse events (purulent ofitis media
and measles) occurred in
We suspect that Basco ID 70 is
duplication of data from this publication.
Basco 2000 290 to differentiate between recrudescence and Africa CMR ulu AQ 30 mglkg 3 >14 NM
reinfection after correct and complete treatment by (6 available
comparing the genotypes of clinical isolates for analysis)
obtained before treatment and of parasites that
reappeared or persisted in the peripheral blood
Biaud 1985 3660 | to evaluate the efficacy of various antimalarials in Africa MDG Atleast 64 / AQ 25 mg/kg U 28 NM
the treatment of falciparum malaria 174 for in vivo
test
Blair-Trujillo | 2002 | 40 to evaluate the in vivo and in vitro sensitivity of P. South CcoL 31/92 AQ 25 mg/kg 3 7 NM
falciparum to chloroquine, AQ, and SP America
Borrmann 2001 80 to evaluate the efficacy and safety of atovaquone Africa GAB AQ - - Not data extracted because "The
combined with proguanil compared with incidence of adverse events was similar
amodiaquine in both treatment groups, with no
serious adverse events attributed to
atovaquone and proguanil."
Brasseur 1999 500 to evaluate whether amodiaquine is still effective in | Africa SEN, 179/ 364 AQ 30 mg/kg 3 14 Y
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the treatment of falciparum malaria compared to CMR, (some
standard chloroquine GAB, BFA 28)

Brasseur 1995 1230 | to compare the efficacy in vivo and in vitro of AQ Africa CMR, u/148 AQ 35 mg/kg 3 7(14 Y Duplication of data in Brasseur 1992 (ID
and chloroquine for treatment of uncomplicated P COG (64 available for 8 18500)
falciparum malaria for analysis) participa Suspect duplication of data in Brasseur

nts) 1995 (ID 18380) and Brasseur 1992 (ID
30)

Carme 1987 | 3370 | to evaluate the resistance of P. falciparum to CQ Africa COG 33/64 AQ 25 mglkg 3 7 NM
and AQ in vivo

Chambon 1997 | 800 to evaluate the effect of AQ and CQ to P. Africa CMR, u/458 AQ 300r35 3 7 Y
falciparum COG, (222 available mglkg

GAB, for analysis)
GNQ

Charles 1958 460 to evaluate the comparative value of chloroquine Africa NGA U/373 AQ 100 mg 1 56 Y* *Not clear which treatment group
and AQ as suppressive drugs in African children (159 available (59 adverse events occurred in: nausea &
from a holoendemicmalaria area for analysis) children), vomiting (14 participants)

200 mg
(48), 300
mg (52)

Courtney 1960 | 680 to evaluate the drug combination AQ and North USA 12718 AQ-PQ 3600 mg (1) 74 (1) 224 NM Study arms 2+3/3
primaquine with respect to the prevention of patent | America (600 mg
infection and to the radical cure of the infection in AQ (2) 144 (2) 264
patients with clinical malaria monothera

py, then
300 mg
weekly
combined
with
primaquine
)

Dinis 1990 2270 | to compare the efficacy of SP and combination Africa MOz u/69 AQ-SP 25-30 3 28 Y Duplication of data in Vaz Dinis 1990
SP+AQ in the treatment of chloroquine resistant (30 available mag/kg (ID 10570)
falciparum malaria for analysis)

Dorsey 2002 10 to compare the efficacy of sulfadoxine- Africa UGA 55/106 AQ-SP 25 mglkg 3 14 Y ‘vomiting’ reported in “fewer than 1% of
pyrimethamine alone, sulfadoxine-pyrimethamine + patients”, but not clear from what study
amodiaquine, and sulfadoxine-pyrimethamine + group
artesunate for treatment of uncomplicated malaria
in children using a longitudinal study design

Fasan 1974 570 to evaluate Basoquin in the treatment of acute Africa NGA 80/230 AQ 200 mg 2 8 A
malaria of young children in Nigeria (40

participans
)

400 mg
(40
participant
s)

Gasasira 2001 70 to compare different regimens for treatmnet of Africa UGA u/105 AQ-SP 25 mg/kg 3 14 NM
uncomplicated malaria (32 available

for analysis)

Gazin 1989 60 to evaluate the sensitivity of plasmodium falciparum | Africa CMR 151/310 AQ 25 mg/kg 3 7 A Duplication of data in Louis 1991 (ID
to AQand CQ 10130)

Guiyedi 2001 220 to evaluate the efficacy and tolerance of AQ and Africa GAB 27153 AQ 30 mgkg 3 14 Y
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CQ in the treatment of uncomplicated malaria

Hagos 1993 1590 | to evaluate the in-vivo and in-vitro sensitivity of P Africa KEN ul/75 AQ 25 mg/kg 18 Y
falciparum to 3 drugs and the in-vitro sensitivity of (25 available
the parasite to chloroquine for analysis)

Hengy 1989 1060 | to compare the efficacy of AQ and CQ in the Africa CMR 119/236 AQ 35 mg/kg 7 A Duplication of data in: Hengy 1990 (ID

0 treatment of uncomplicated malaria 2340),
Hengy 1990ii (ID 2330) -

Huang 1988 1850 | to evaluate the therapeutic use of four regimens: Asia CHN 148/169 AQ, AQ- 1800 mg 28 Y
amodiaquine (AQ), sulfadoxine-pyrimethamine (48 AQ+SP; SP, AQ-S
(SP), amodiaquine plus sulfadoxine-pyrimethamine 50 AQ; 50
(AQ+SP), and amodiaquine plus sulfadoxine AQ+S)

(AQ+S)

Irare 1991 240 to assess the in vivo response Plasmodium Africa TZA u/ 560 AQ 25 mg/kg 7 NM
falciparum to of chloroquine, amodiaquine, (108 available
pyrimethamine-sulfadoxine (Fansidar) and for analysis)
pyrimethamine-sulfalene (Metakelfin) in Dodoma in
1988

Kamugisha | 1994 150 to evaluate the relevance of present primary Africa UGA u/ 527 AQ u 7 NM
healthcare malaria treatment guidelines for (94 available
Kabarole District using in vivo sensitivity testing for for analysis)
chloroquine, amodiaquine, and sulfadoxine-
pyrimethamine

Kremsner 1988 | 280 to investigate oral short term regimens of the South BRA 29/115 AQ 25 mglkg 28 Y
combination of quinine and America
sulfadoxine/pyrimethamine and of quinine and
clindamycin. We also used amodiaquine in this
comparative trial because it is the drug officially
recommended

Marchais 1987 | 3260 | to evaluate the effect of AQ and CQ to falciparum Africa MDR 5871122 AQ 19 mg/kg 14,28 NM
malaria in vitro and in vivo (58 available base (some

for analysis) participa
nts)

Msangeni 2000 10 to evaluate the efficacy of chloroquine, AQ and S/P | Africa TZA u/126 AQ 25 mglkg 28 A
in treating malaria (37 available

for analysis)

Muller 1996 180 to study "the clinical, parasitological and Africa GMB 100/ 300 AQ 25 mglkg 28 Y Data from this study duplicated in:
haematological responses in children with P. Duraisingh 1997 (ID 7810)
falciparum disease randomly allocated to oral Duraisingh is a study on blood samples
treatment with CQ, AQ or PS in a central region of collected during Muller 1996 (ID 180)
The Gambia"

Nevill 1994 630 to compare chloroquine and amodiaquine in Africa KEN 731158 AQ 25 mglkg 14 Y
symptomatic patients with P. falciparum malaria in
order to further evaluate both therapeutic toxicity
and clinical efficacy

Ngouesse 2001 6020 | toinvestigate the electrocardiographic effects of Africa CMR 23123 AQ 300r35 14 Y "We also investigated whether a
amodiaquine in symptomatic, malaria-infected mag/kg sulfadoxine-pyrimethamine (SP)
patients and correlate these changes with plasma combination produces
concentrations of amodiaquine and those of electrocardiographic changes in
monodesethylamodiaquine, the biologically active patients." (this is a nonrandomized
metabolite of amodiaquine. study reported in this paper; no data

extracted)

Olise 1984 80 to compare amodiaquine and chloroquine for Africa NGA 21/51 AQ 25 mglkg 7 Y
treating malaria in children

Olumese 2003 1854 | to directly compare amodiaquine and chloroquine in | Africa NGA u/u AQ 30 mglkg 14 Y
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relation to toxicity and adverse events

(127 available

for analysis)
Passos 1987 | 3130 | to monitor the resistance of chloroquine, AQ and South BRA 36/96 AQ 25 mg/kg 3 7 Y
SP America
Penali 1994 1520 | to compare the efficacy and safety of AQ and CQin | Africa Clv 62/121 AQ 30 mg/kg 3 7 Y Duplication of data in: Penali 1994
the treatment of uncomplicated malaria (ID1490)
Pinichpongs | 1982 | 5070 | to compare five regimens for the radical treatment Asia THA u/658 AQ 1600 mg 3 28 NM
e of falciparum malaria in five geographically (101 available
separate areas of Thailand for analysisO
Radloff 1996 1110 | to compare a combination of atovaquone and Africa GAB 711142 AQ 1500 mg 3 28 Y
proguanil with amodiaquine in the treatment of
acute uncomplicated P falciparum malaria in
Lambarene, Gabon
Ramanamiri | 1985i | 3950 | to evaluate the effect of CQ and AQ in vitro and in Africa MDR 165 /563 AQ (1)10 (M1 28 NM We have extracted data from one of the
ja vivo mg/kg (85 two studies published in this paper, the
patientsin | (2)3 other study contains data duplicated
asingle from Deloron publications.
dose)
(2)25
mg/kg (80
patients
over 3
days)
Reid 1963 | 600 to compare single doses of the new acridine Africa ZWE u/170 AQ 600mg (9 |1 35 A
antimalarial drug Cl-423 with amodiaquine, a known (73 available patients)
drug for analysis)
300 mg
(24
patients)
150 mg
(31
patients)
75mg (9
patients)
Reyes 1986 | 3700 | to monitor the resistance of chloroquine, AQ and South BRA 30/98 AQ 25 mglkg 3 7 Y
SP America
Reyes 1985 220 to study the resistance of P falciparum to 3 different | South BRA 31/92 AQ 25 mg/kg 3 7 Y
drugs America
Ringwald 2000 | 400 to evaluate the efficacy of AQ and SP in the Africa CMR 70/140 AQ 30 mglkg 3 14 Y
treatment of P. falciparum malaria
Roche 1993 1580 | to test "the efficacy of four antimalarial therapy Africa GNQ u/170 AQ 25 mg/kg 3 14 NM
regimens (chloroquine, amodiaquine, quinine, and (42 available
sulphadoxine-pyrimethamine) in a randomized trial for analysis)
using an in vivo test"
Schapira 1988 890 to investigate the effect of four treatment regimens - | Africa MOz 100/ 200 AQ, AQ-SP | 251030 3 35 NM Duplication of data in: Schapira 1987
chloroquine, amodiaquine, sulfadoxine- mglkg (Portuguese)
pyrimethamine, and amodiaquine+sulfadoxine- 50 (AQ)
pyrimethamine - in a randomized trial using an in 50 (AQ+SP)
vivo test methodology supplemented by in vitro
drug susceptibility assays
Schellenber | 2002 50 to study the safety and efficacy of AQ, S/P and AQ Africa TZA 241/ 361 AQ, AQ-SP | 25 mglkg 3 28 Y
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g + S/P in the treatment of uncomplicated P (120 AQ; 121
falciparum malaria in young Tanzanian children AQ+SP)
Simon 1987 | 3380 | todetermine the efficacy of AQ and CQ in the Africa COG 11124 AQ 25 mg/kg 7 NM
treatment of P.falciparum malaria in vivo and to
evaluate the frequency of resistance to CQ in vitro
Simooya 1988 2790 | to compare the schizontocidal effect of chloroquine | Africa NGA 29/61 AQ 25 mg/kg 14 Y* *Not clear which treatment group
to that of amodiaquine in vivo and mefloguine in adverse events occurred in: viremia (3
vitro people)
Soula 2001 3 evaluation of the efficacy and tolerance of SP and Africa CMR 1271191 AQ, AQ-SP | 30 mglkg 28 Y
AQ administered in monotherapy and in (62 AQ; 65
combination SP+AQ in the treatment of falciparum AQ+SP)
malaria in children
Sowunmi 2002 | 30 to compare the efficacies of chloroquine or Africa NGA 159/308 AQ, AQ-SP | 30 mglkg 28 Y
amodiaquine in the oral treatment of acute, (83 AQ; 76
symptomatic, uncomplicated, Plasmodium AQ+SP)
falciparum malaria with those of oral treatments
with the combination of chloroquine or amodiaquine
with sulfadoxine-pyrimethamine
Sowunmi 2001 230 to compare the efficacy of amodiaquine with Africa NGA u/212 AQ 30 mglkg 28 Y Duplication of data in Sowumni 2001 (ID
chloroquine in the treatment of acute, symptomatic, (104 available 320)
uncomplicated, P. falciparum malaria for analysis)
Sowunmi 1992 1840 | to carry out a parallel group randomized Africa NGA u/427 AQ 25 mglkg 28 Y
comparison of the therapeutic efficacy of (52 available
chloroquine, amodiaquine, quinine, sulphadoxine- for analysis)
pyrimethamine, mefloquine (15 mg/kg) and
mefloquine (25 mg/kg) in acute symptomatic
uncomplicated falciparum malaria
Sowunmi 2002 40 to evaluate and compare how treatment of acute P. | Africa NGA u/142 AQ 30 mg/kg 14 A
falciparum infections in children, with AQ, (43 available
chloroquine alone, or a combination of chloroquine for analysis)
plus chlorpheniramine, affected the malaria-
attributable hepatomegaly
Spencer 1987 | 3060 | to determine the association of pruritis and Africa KEN 1731619 AQ 10 mg/kg 1 Y
ingestion of chloroquine phosphate in Saradidi,
Kenyar by randomly giving children and adults
either regular chloroquine, enteric-coated
chloroquine, amodiaquine, or enteric-coated ferrous
sulphate
Staedke 2001 260 to compare the efficacy of sulfadoxine- Africa UGA 298 / 445 AQ, AQ-SP | 25mglkg 14 Y | suspect that Staedke 2000 (ID 100) is
pyrimethamine, amodiaquine, and an amodiaquine- (147 AQ; 149 a preliminary report of this reference. It
SP combination for treatment of uncomplicated AQ+SP) reports data so far (ie study incomplete).
malaria in a region of high chloroquine resistance Therefore | am filing them together and
deleting Staedke 2000 (ID 100) from the
data extraction sheet.
| have not used the unpublished data
available as the numbers don't make
sense without explanation. | have
entered it as published only.
Walker 1984 | 4130 | to conduct a survey of the sensitivity of P. Africa NGA ul/87 AQ 15 mglkg 28 Y
falciparum to chloroquine and amodiaquine in (22 available
Ibadan, Nigeria for analysis)
Watt 1987 3220 | to compare the therapeutic efficacy of chloroquine Asia PHL 13727 AQ 25 mg/kg 14 A this paper reports 2 studies - one in a

and amodiaquine against Philippine strains of P.

village and one in a hospital - and |
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falciparum in a group of hospitalized patients as
well as inhabitants of an an endemic area with
malaria

have added the numbers together and
reported it as one as they use the same
treatment

Yavo 2002 | 5860 | toevaluate the sensitivity of P. falciparumin vivoto | Africa Clv u/121 AQ 30 mglkg
AQ and CQ; and to evaluate the efficacy of SP in (59 available
the treatment of resistant malaria for analysis)
ART, artesunate; AQ, amodiaquine; PQ, primaquine; S, sulfadoxine; SP, sulfadoxine-pyrimethamine
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Quasi-randomized controlled trials

First Year | ID Study objective Region Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
author AQ/ total (total) (days) up reported?
enrolled (days) Y =yes
A = report absence
NM = not
mentioned
Aubouy 2003 | 20 to assess the efficacy of AQ and SP to treat Africa GAB 126 /252 or AQ 30 mglkg 3 28 Y
uncomplicated falciparum malaria in Gabonese children 256 (unclear)
Gorissen | 2000 | 420 | to determine the in vivo efficacy of AQ and S/P as part of | Africa KEN u/130 AQ 30 mglkg 3 14 Y At least 1 death occurred, but not clear
i the continuous monitoring of drug resistance (32 available what treatment group occurred in
for analysis)
Grounds 1960 | 620 | tostudy the relative efficacy of AQ, chloroquine sulphate | Africa KEN 50/150 AQ 600 mg 1 2 days Y
and mepacrine hydrochloride given as a single dose in (300 mg < after
the treatment of malaria 10 years; apparent
150 mg <4 cure
years)
Carme 1991 | 208 | to evaluate the efficacy of AQ and CQ in children with Africa COG 61/125 AQ 35 mglkg 3 7 A
0 falciparum malaria (30
participants
)
25 mglkg
(31
participants
)
Khan 1951 | 280 | to test the efficacy of the drug (amodiaquine) in menand | Asia IND 180/ 180 AQ 200 to 400 1t03 u (until A
particularly to find the correct dosage mg patients
were
afebrile
for 72
hours)
Nevill Uncl | 173 | to compare chloroquine, amodiaquine, and sulfadoxine- | Africa KEN 164 /422 AQ 25 mg/kg 3 14 A there are some WBC unpublished data
ear 30 pyrimethamine in symptomatic outpatients with non- attached, but they cannot be understood
severe P. falciparum malaria from widely different without explanation
malaria ecologies using multisite modified WHO 14 day
in vivo tests Nevill (ID 10830) and Nevill (ID 420)
contain duplicate data
Boroda 1955 | 30 to determine the relative efficacy of Mepacrine, Africa CMR u/u (658 AQ 200 to 600 1t03 U=3) NM
chloroquine and AQ in acute malarial infections evaluated) mg (200
daily)
(210
available for
analysis)
Cedillos 1978 | 474 | to determine if dose regiments of less than 14 days South SLV 320/320 AQ,AQ-PQ | 600mg (> | 1 270 NM
0 Primaquine would have an effect on the number of America 15 years)
parasite recurrences in patients known to have been 67 (AQ)
infected with P vivax 157 150 mg (1
(AQ+primaqu to 3 years)
ine)
225mg (3
to 7 years)
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300mg (7
to 12 years)

450 mg
(1210 15
years)
Chambon | 1994 | 90 to evaluate the resistance to CQ and AQ in vivo Africa CMR 206 /409 or AQ 25 mglkg 3 7 NM only those who had parasitemia on day 0
410 were followed up;
Duplication of data in Louis 1994 (ID 70)
Chambon | 1994 | 40 to evaluate the resistance to CQ and AQ in vivo Africa CMR 100/ 200 AQ 25 mg/kg 3 7 NM only 54 children who had parasitemia on
day 0 were followed for 7 days,
Duplication of data in Louis 1994 (ID 70)
Gorissen | 2000 | 420 | to determine the in vivo efficacy of AQ and S/P as part of | Africa TZA 85/171 AQ 30 mg/kg 3 14 NM
i the continuous monitoring of drug resistance
Hall 1975 | 560 | to compare the therapeutic efficacy of the two drugsina | Asia THA 17130 AQ 1500 mg 3 28 NM
i chloroquine-resistant endemic area
Heymann | 1987 | 327 | toconducta comparative trial of amodiaquine in doses Africa MWI 76/152 AQ (1)10 M1 21 NM
0 of 10 and 25 mg/kg and Fansidar at a dose of 25 mg mglkg
sulfadoxine/kg body weight in young children 39 (AQ 10 (2)3
mg/kg) (2) 25
37 (25 mglkg) mglkg
Keuter 1992 | 230 | to observe children with Plasmodium falciparum Africa KEN u/142 AQ 25 mglkg 3 7 NM
infections in Western Kenya for their parasitological, (27 available
clinical, and haematological response to chloroquine, for analysis)
amodiaquine and pyrimethamine-sulfadoxine + quinine
Louis 1994 | 50 to evaluate the sensitivity of plasmodium falciparum to Africa CMR 201/400 AQ 25 mglkg 3 7 NM The 76 children with parasitemia on day
CQand AQ in vivo 0 were followed up.
Duplication of data in Louis 1994 (ID 70)
van Dillen | 1999 | 560 | to compare amodiaquine and sulfadoxine- Africa KEN u/239 AQ 35 mglkg 3 14 NM
pyrimethamine chemotherapy in symptomatic
outpatients with uncomplicated falciparum malaria in two (84 available
diverse epidemiological settings in western and northern for analysis)
Kenya
Nevill 1988 | 340 | to compare "the use of mosquito nets with treatment with | Africa KEN AQ- - No data extracted because AQ-
proguanil and placebo as protection from malaria" doxycycline doxycycline was used to clear the study
participants of Plasmodium falciparum
before they started with the main study
interventions: (1) mosquito net, (2)
proguanil, or (3) placebo, which were
started on day 5 after AQ was taken;
they have stated that "assessment of
protection [of the interventions] was
started on day 14, once they were clear
of the effects of the clearance drugs".
Sokhna 2001 | 240 | to perform a study in children of an endemic area, Africa SEN 106 /319 AQ 25 mglkg 3 14 Y* *Not clear which treatment group

presenting with uncomplicated malaria, and treated with
CQ, AQ, and SP, with the main objective to identify the
variables linked with the post-therapeutic
gametocytaemia

adverse events occurred in: vomiting (20
people)

Concomitant medication: paracetamol
(30 mglkg) on days 0 and 1

AQ, amodiaquine; PQ, primaquine
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Non-randomized trial (comparative)

First Year ID Study objective Region Country n receiving AQ AQ dose Treatment | Follow Adverse events Comment
author AQ/ total (total) (days) up reported?
enrolled (days) Y = yes
A = report absence
NM = not mentioned
Barkakaty 1990 1810 | monitoring of chloroquine resistance and studying Asia IND 31/106 AQ 25 mglkg 3 7 NM
treatment of PI. falciparum cases with alternative
drugs
Campbell 1983 | 4170 | to evaluate the ability of AQ compared with Africa TZA 38/70 AQ 25 mglkg 3 28 NM
chloroquine to rapidly reduce the P falc density in the
blood and to completely cure malaria infections as a
step in identifying a reliable curative drug regimen for
chloroquineresistant P falc infections
Camphyn 1953 280 to determine the effect of DDT and antimalarials in Africa COD 431228 AQ 13.45 mg/kg 3 45 NM
the frequency of subsequent malaria episodes (average) or
531.8
(average)
Carme 1990 | 2300 | to evaluate the effect of CQ SP and AQ in the Africa COG u/485 AQ 25 mglkg 3 7 NM
treatment of P. falciparum in Congo; summary of (52 available
studies conducted from 1985 to 1989 for analysis)
Carme 1991 1970 | to compare the resistance of P falciparum to Africa COG u/u (203 AQ 25 mglkg 3 7 NM
chloroquine and AQ in 1986 and 1990 evaluated)
64 available
for analysis
Chaudhuri 1950 150 to find a single non-toxic dose from paludrine, Asia IND 26/78 AQ 500 mg 1 12to Y
chloroquine and Camoquin which would be able to 60
effect a clinical cure
Clyde 1976 4870 | characterization of a strain of P falciparum in non- North USA 115 AQ 1500 mg 3 u A
immune volunteers Americ 17)
a
Coatney 1950ii | 150 to study the therapeutic efficacy of SN 10,751 North USA 8/14 AQ 3000 foreach | 14 foreach | around | A
against the Chesson strain of Plasmodium vivax Americ malaria attack | malaria 540
a (3 to 6 malaria | attack (3 to
attacks 6 malaria
treated with attacks
AQ per treated
patient) with AQ
per
patient)
Coosemans | 1985 3500 | toevaluate the effects of several antimalarials in vivo | Africa BDI 62 (at least) / AQ 25 mglkg 3 28 NM
and in vitro 232 (at least)
(62 on day 3
and 50 on day
28 available
for analysis)
De Smet 1952 190 to determine the optimal dose for AQ in malaria Africa COD 515 AQ (10) 30 mg/kg, | (10)2, (10030 | Y Other study arms report absence of
treatment (12) 75 mglkg, | (12) 5, (12) 30 adverse events
(13) 20 mg/kg, | (13)1 (13) 30
(14) 40 mglkg, | (14) 2 (14) 30
(15) 60 mg/kg, | (15)3 (15) 30
(16) 100 (16)5 (16) 30
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mglkg, (17) (17)
(17) (18)2 (18) 30
(18) 50 mg/kg, | (19)3 (19) 30
(19) 75 mglkg, | (20)5 (20) 30
(20) 125 (211 (21) 30
mg/kg, (22)2 (22) 30
(21) 30 mg/kg, | (23)3 (23) 30
(22) 60 mg/kg, | (24)u (24) 84
(23) 90 mg/kg, | (twice per (at
(24) 20 mg/kg, | week) least)
(25)25mglkg | (25)u (25)u
(oncea
month)
De Smet 1952 190 to determine the optimal dose for AQ in malaria Africa COD 515 AQ (1) 5 mglkg M1 30 A Other study arms report the presence of
treatment (2) 10 mg/kg (2)2 adverse events
(3) 15 mglkg (33
(4) 25 mg/kg 45
(5) 10 mg/kg (5)1
(6) 20 mg/kg 6)2
(7) 30 mg/kg n3
(8) 50 mg/kg 8)5
(9) 15 mg/kg 91
(11)45mgkg | (11)3
(17)25mglkg | (17)1
Deloron 1988 2780 | toinvestigate the efficacy of amodiaquine and Africa RWA 64 /98 AQ 25 mg/kg 3 7 Y
sulfadoxine-pyrimethamine as a second-line therapy
for P falciparum infections resistant to chloroquine
Deloron 1984 4070 | totest AQ and chloroquine efficacy against Africa MDG 91/360 AQ (1) 10 mg/kg) M1 >7 NM
Plasmodium falciparum
77 (10 mg/kg) (2) 25 mglkg )3
14 (25 mglkg)
Deloron 1983 | 4100 | to determine the in vivo and in vitro antimalarial Africa MDG 741202 AQ (1) 10 mg/kg M1 14 (39 NM Data from this study duplicated in:
(1984 activity of different drugs (58 particip Deloron 1983 (ID 290), which is a
) participants) 23 ants) discussion of study results of Deloron
1983 (1984) (ID 4110, 4120, and 4100)
(2) 25 mglkg 71019
(16 (17
participants) particip
ants)
<9(14
particip
ants)
Deloron 1983 4120 | to determine the in vivo and in vitro antimalarial Africa MDG 7179 AQ 10 mg/kg 1 10 NM Data from this study duplicated in:
(1984 activity of 7 drugs Deloron 1983 (ID 290), which is a
) discussion of study results of Deloron
1983 (1984) (ID 4110, 4120, and 4100)
Deloron 1983 4110 | to determine the in vivo and in vitro antimalarial Africa MDG 53/148 AQ 10 mglkg 1 14 (47 NM Data from this study duplicated in:
(1984 activity of different drugs particip Deloron 1983 (ID 290), which is a
) ants) discussion of study results of Deloron
71022 1983 (1984) (ID 4110, 4120, and 4100)
(4
particip
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ants)

Desfontaine | 1990 320 to evaluate the sensitivity of P. falciparum to AQ and | Africa CAF 21/80 AQ 25 mglkg 3 7 NM Duplication of data from this study in:
CQin vitro and in vivo Debat-Zoguerch 1988 (ID 1940);
Delmont 1987 (ID 3360;
Delmont 1988 (ID 1140)
Dutta 1954 70 to evaluate the efficacy of nivaquine, camoquin and Asia IND 31/227 AQ U (6007 “three | 1 7510 Y
resochin against malaria tablets”) 90
Edeson 1955 10 to study the efficacy of different doses of AQ and Asia MYS u/ 466 AQ 50 mg (4 1 7? Y
chloroquine (252 available patients)
for analysis) 5(5
300t0 400 mg | patients)
(128 patients)
600 mg (114
patients; adult
dose)
Vs adult dose
(0to 1 year)
3/8 adult dose
(2 to 4 years)
Y: adult dose
(4 to 6 years)
% adult dose
(7 to 12 years)
adult dose (>
12 years)
5 patients:
2000 mg over
5 days (5
patients)
Gascon 1987 3400 | to evaluate the sensitivity of plasmodium falciparum Africa RWA 54 /162 AQ 30 mg/kg 3 28 NM
to CQ, AQ and SP in vivo
Gascon 1985 | 3430 | to study chloroquine resistance in Rwanda and to Africa RWA 541108 AQ 30 mg/kg 3 28 NM
evaluate amodiaquine as an alternative antimalarial
drug
Gazin 1990 | 2310 | to evaluate the sensitivity of plasmodium falciparum | Africa CMR 55/357 AQ 25 mglig 3 7 A
to AQand CQ
Germanetto | studyii | 420 to evaluate the sensitivity of CQ and AQ in vivo Africa GUF 8/16 AQ 1500 mg 3 7 Y
Gikunda Not 1852 | to document parasitological response of P. Africa KEN 186 /372 AQ u u 14 NM
provid | 0 falciparum malaria to sulphadoxine-pyrimethamine
ed and to compare the response to second-line
antimalarial, amodiaquine
Hamilton 1950i | 160 "to given an account of the treatment of 'ambulant Asia IND 42205 AQ 1000 mg 1 U Y

patients' attending dispensaries as against
hospitalized patients in a malarious district in East
Bengal" and to "to evaluate the comparative effects
of chloroquine, amodiaquin and pyrimethamine in
the suppressive prophylaxis of malaria"
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Hengy 1990i | 2330 | to evaluate the effects of AQ and CQ in the Africa CMR 731168 AQ 25 mglkg 5 7 A (see admin for note about 1990ii)
treatment of malaria

Hoekenga 1954 120 to treat acute malaria with a single oral dosage of South HND 500/ 1020 AQ 400, 600, 800, | 1 U Y Duplication of data in: Hoekenga 1951 (ID
either amodiaquin (Camoquin), chloroquine (Aralen), | Americ 100 mg 230) and Hoekenga 1951 (ID 320) in that
hydroxychloroquine (Plaguenil) or pyrimethamine a this paper includes all the participants
(Daraprim) mentioned in the previous two papers (ID

320 includes all the participants
mentioned in ID 230)

Johnson 1972 5350 | to study the response of infections that had South PAN - AQ - - - - No data extracted because participants
previously failed treatment with chloroquine and Americ were entered in this study if they had
amodiaquine to treatment with sulphonamide a failed AQ treatment. Some of the
combinations participants who failed treatment with the

test drugs - sulphonamide combinations -
were subsequently treated with AQ. We
know that 11 participants had failed AQ
treatment, but we do not know how many
were treated with AQ following a failure
with sulphonamide combinations.

No adverse events reported.

Keundjian 2000 270 to determine the plasma concentrations and efficacy | Africa CMR 471191 AQ 30 mg/kg 3 14 NM
of CQ, AQ and SP in patients with malaria

Khatri 1953 | 260 to report on a clinical trial of pyrimethamine Asia IND 24128 AQ 600 mg 1 22 NM
(Daraprim) and amodiaquin (Camaquin) at the
malaria field station, Thirmamalapur, Nizamabad
District

Laing 1971 580 to test the efficacy and acceptability of 3 injections of | Africa GMB 100/200 AQ+ 30 mg/kg (<50 | 90 365 A *Not clear which treatment group adverse
dapolar over a year at 4-monthly intervals in an Dapolar kg) events occurred in: stillborn baby (4
African village community subject to hyperendemic months pregnant; 1 person); miscarriage
malaria; one group of subjects also to had additional, 1800 mg (> 50 (1); itchy patches and wheals on trunk
single therapeutic doses of amodiaquine at the times kg) and limbs (2)
of injection

Dapolar = sulphone p,p’sulfonyl-
bisacetanilide + cycloguanil

Le Bras 1987 | 3340 | toevaluate the effect of various antimalarials in vivo | Africa CMR, 3771917 AQ (1) 10 mg/kg (1)1 71028 | NM
and in vitro COG, (108 days

MDR, BFA participants) 2)3
(2) 25 (225 (3)5
participants)

(3) 35 (44
participants)

Le Hesran 1997 860 to assess how the efficacy of chloroquine and Africa CMR u/195 AQ 25 mglkg 3 7 A
amodiaquine varied with the age of the subject (55 available
treated for analysis)

Lemnge 1988 2940 | Toinvestigate the number of cases reported as not Africa ZMB 551157 AQ 25 mglkg 3 7(50% |Y
responding to chloroquine tretament as part of a cases)
monitoring programme of the emergence and spread or 14
of CQ resistant Pfalciparum malaria. Amodiaquine (50%
being the second line drug in Zambia was used to cases)
determine its value in cases of CQ resistant malaria.

Looareesuw | 1985 3380 | to treat Thai patients who had chloroquine-resistant Asia THA 47147 AQ, AQ- 25 mglkg 33 3 Y the clinical result for participants in White

an falciparum malaria with intravenous amodiaquine (14 AQ; 33 erythromyci 1987ii have been reported in
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and the oral combination amodiaquine and AQterythromy | n Looareesuwan 1985 (ID 3380) - it says so
erythromycin cin) - therefore | have not extracted them
again
NOTE: 16 patients included in this study
and only 14 reported in Looareesuwan
1985

Louis 1994 | 90 to report the results obtained in 1993 and 1994 from | Africa CMR 801/1674 AQ 25 mglkg 3 7 NM
a surveillance network implemented in 1985 in
Cameroon for chloroquine resistance and 1986 for
amodiaquine resistance

Louis 1992 | 390 to evaluate the sensitivity of Plasmodium falciparum | Africa CMR 2281360 AQ (1) 25 mglkg 3 7 NM
to CQ and AQ in vivo and in vitro (54 patients)

(2) 35 mg/kg
(174 patients)

Louis 1993 150 to evaluate the sensitivity of plasmodium falciparum | Africa CMR 751228 AQ 25 mglkg 3 7 NM Duplication of data in: Louis 1994 (ID 70)
to CQ and AQ in vivo

Macaigne 1989 | 2600 | to perform an in vivo study of AQ sensitivity of the Africa CMR 184 /184 AQ (1) 35 mg/kg M3 7 Y
local strain of the malaria parasite in school children (96 patients)

6 to 12 years of age (2)2
(2) 27 mg/kg
(73 patients) (31
(3) 15 mg/kg
(15 patients)

Matteelli 1990 10 to assess P falciparum sensitivity to chloroquine, Africa TZA u/232 AQ 25 mglkg 3 28 NM
amodiaquine and sulfadoxine/pyrimethamine (57 available
(Fansidar) for analysis)

Misra 1995 110 "Keeping toxicity in mind, studies have been Asia IND 1771388 AQ 25 mglkg 3 28 NM
undertaken to evaluate the advantage of the drug
[amodiaquine] over chloroquine in the treatment of
P. falciparum malaria

Naing 1988 1270 | "to identify the relationship of pregnancy to degree of | Asia MMR 44193 AQ 25 mg/kg 3 U A* *Not clear which group adverse events

0 parasitaemia (parasite density), and to study (Burma) occurred in: spontaneous termination of
response to treatment in pregnant women with pregnancy (10 participants); viral hepatitis
malaria" concurrent with fulmitant hepatic failure

(cause of death) (1); premature delivery
@)

Nandi 1998 20 to study cases of severe falciparum malaria admitted | Asia IND - AQ-TET- - - - - No data extracted because the results do
between January and December 1993 for their SP-PQ not clearly differentiate between events
clinical features and response to treatment with that occurred after treatment with
either Regime | (quinine + tetracycline + sulfadoxine- amodiaquine and the data provided on
pyrimethamine + primaquine) or Regime Il clinical features when the patients
(amodiaquine + tetracycline + sulfadoxine- presented with severe falciparum malaria.
pyrimethamine + primaquine)

Njokou 1999 140 to determine the sensitivity of CQ, AQ and SP to Africa CMR 154 /362 AQ 30 mg/kg 3 14 NM
falciparum malaria and to evaluate the level of
gametocytes after treatment and its infectivity to
Anopheles gambiae

Oloo 1991 1980 | toreport a "series of studies conducted in four Africa KEN 58/119 AQ 25 mglkg 3 7 NM information only extracted for the one
districts of western Kenya from 1985 to 1987" study that included AQ

Pandya 1994 1370 | to evaluate the comparative efficacy of chloroquine Asia IND 106 / 307 AQ 25 mglkg 3 28 NM

and amodiaquine (4 aminoquinolone drugs) in
chloroquine sensitive areas of Assam and in
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chloroquine resistant areas

Pene 1968 5720 | to see if association with Camoquin would reinforce Africa SEN 81/154 AQ- u 1 150 Y
the late action of Camolar dihydrotriaz
ine 1 tablet (1
participant)
1% tablets
(11
participants)
2 tablets (8
participants)
27 tablets (2
participants)
3 tablets (6
participants)
3 % tablets (1
participant)
4 tablets (39
participants)
Rapuoda 1998 250 to compare chloroquine, amodiaquine, and Africa KEN 185/754 AQ (1) 10 mg/kg M1 14 NM
sulfadoxine-pyrimethamine with a view to finding an
alternative to chloroquine as the first line drug for (2) 25 mglkg )3
treating uncomplicated malaria in Kenya
Rieckmann 1966 5790 | "to determine the antimalarial effects of cycloguanil Asia PNG 1731173 AQ- 11.0t0 15.6 1 150 Y Duplication of data in Rieckman 1966 (ID
pamoate with amodiaquine in an island population cycloguanil | mglkg 100)
group near Rabaul, New Guinea" pamoate (children)
(Camolar)
9410133
(adults; total
dose of 600
mg base for
adults
weighing > 45
kg)
Rouet 1993 160 to evaluate the sensitivity of plasmodium falciparum | Africa CMR 219/440 AQ 25 mglkg 3 7 NM Follow up only for the 83 children who had
to CQ and AQ parasitaemia on day 0, duplication of data
in Louis 1994 (ID 70)
Schuurkam | 1989 2500 | to monitor caes of Plasmodium falciparum infection Asia PNG u/631 AQ 25 3 28 Y
p for in vivo sensitivity to chloroquine and amodiaquine
over a 2-year period in the North Fly region of the
Western Province of Papua New Guinea
Singh 1952 490 to compare amodiaquine with other antimalarials for | Asia IND 387339 AQ 1000 mg 1 420 A
treating malaria
Singh 1953 | 220 to assess the role of single dose treatment of Asia IND 1111261 AQ (1) 600 (80 1 U NM
resochin, nivaquine and amodiaquine participants)
(2) 400 (31
participants)
Sowunmi 1989 1310 | to evaluate several antimalarial drugs for efficacy, Africa NGA 52 /301 AQ 25 3 0 Y

safetly, and tolerability in uncomplicated malaria in a
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part of Nigeria where there is less than 10% P
falciparum resistance to chloroguine

Sowunmi 1997 | 7660 | to prospectively evaluate intramuscular artemether Africa NGA - U - - - - No data extracted because of the 32
given for five days to 32 patients with acute participants, 1 participant had failed
recrudescent Plasmodium falciparum malaria treatment with CQ, AQ, SP, and

erythromycin (because of suspected
bacterial upper respiratory tract infection;
adverse events were volunteered by older
children in this study following treatment
with intramuscular artemether: abdominal
pain (1), poor sleep and poor appetite (1)

Sowunmi 1992 9730 | toreport the clinical and parasitological findings and | Africa NGA M AQ 25 mglkg 3 28 A Not clear which treatment group adverse
response to oral antimalarial therapy in a group of events occurred in: convulsion (1 person)
African children with falciparum hyperparasitaemia in
an endemic area Concomitant medication: antipyretic (eg

paracetamol)

Spencer 1984 4660 | tolook for chloroquine resistance in the Kenyan Africa KEN 21/42 AQ 25 mglkg 3 14 NM
coast, test for amodiaquine effectiveness and find
out if school children with in vivo resistance achieved
adequate blood levels of chloroquine

Srivastava 1953 270 to conduct therapeutic trials with pyrimethamine Asia IND 13/14 AQ 600 mg 1 U NM
(Daraprim), resochin, amodiaquin (Camoquin) and
quinine

Strickland 1986 4030 | to study the effects of chloroquine, amodiaquine, and | Asia PAK 287198 AQ 20 mg/kg 2 28 NM
sulfadoxine-pyrimethamine on the infection rate and
density of Plasmodium falciparum gametocytes in
patients with falciparum malaria from an area in the
Punjab where malaria is endemic but seasonally
transmitted

Watkins 1984 | 4090 | (1) to document the degree of chloroquine resistance | Africa KEN u/423 AQ 25 mglkg 3 14 NM
after a standard therapeutic regimen in semi-immune (60 available
individuals at the Kenyan coast, and (2) to compare for analysis)
the effectiveness of chloroquine and amodiaquine as
P. falciparum schizonticides

Young 1961 420 to compare the usual curative doses of amodiaquine | North USA ulu Unclear (1)600mg (3 | (M1 U Y
(Camoquin) and hydroxychloroquine (Plaquenil) for Americ (6 available for participants)
treating chloroquine-resistant malaria a analysis) (23

(2) 1400 mg
3
participants)

AQ, amodiaquine; PQ, primaquine, SP, sulfadoxine-pyrimethamine; TET, tetracycline
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Non-randomized trial (non-comparative)

First Year ID Study objective Region Country n receiving AQ AQ dose Treatment | Follow Adverse events Comment
author AQ/ total (total) (days) up reported?
enrolled (days) Y =yes
A = report absence
NM = not mentioned
Checchi 2001 | 500 to measure the efficacy of AQ Africa LBR 107 /107 AQ 30 mg/kg 3 28 Y
Copin 1952 | 610 to evaluate the effects of AQ in the treatment of Europe FRA 42142 AQ 600 mg (31 1 7015 | Y
malaria (probably) patients)
800 mg (4
patients)
1000 mg (2
patients)
1200 mg (1
patient)
1600 mg (3
patients)
2000 mg (1
patient)
De Mello 1952 | 200 to test the efficacy of AQ against sub-tertian Africa U 91/91 AQ 600 mg U U Y
malaria on a farm in a malareous area (adults);
400 mg (5 to
15 years);
200 mg (<5
years)
some patients
given an extra
200 mg later
when fever
returned
without
positive blood
slides
Faye 1999 | 340 monitoring the chemosensitivity of P falc Africa SEN 53153 AQ 30 mglkg 3 8 Y
Halawani 1947 | 120 to investigate the antimalarial activity of AQ U U 42142 AQ 400t0500mg | 1to4 90 to Y Duplication of data in: Halawani 1947
150 (ID 130)
Hall 1975i | 560 because only a minority of patients were cured by | Asia THA 24124 AQ 2000 mg 4 28 Y
1.5 g of amodiaquine given during 3 days, a2.0 g
course during 4 days was studied in an additional
group of patients
Hoekenga 1950i | 180 to test the therapeutic efficiency of Camoquin on South PAN 50/ 50 AQ 10 mg/kg 1 U Y
the Isthmus of Panama, an area in which the America
mosquito vector is almost entirely Anophales
albimanus
Jame 1954i | 540 to report outcomes of patients treated with malaria | Europe FRA 153 /153 AQ 15t0 30 1 (the 15 Y
(probably) mmg/kg single dose
was
repeated
after 15
days, and
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some

patients
received
other doses
of AQ
according
to the
severity)

Kalbian 1952 | 310 to asses the merits of camoquin in the therapy of Middle ISR 22122 AQ 600 mg 1 23to
malaria in this country and to substantiate the East 212
claims that the curative amount of the drug can be
administered in a single dose

Laufer 1953 | 620 to conduct a controlled series of trials with Africa BWA 2571257 AQ 600 mg (two 1 3to
Camoquin (25 available 18-month-old 247

for analysis) children
received only
200 mg each;
2 adult
received an
additional dose
of 400 mg on
the 2nd or 5t
day)

Love 1953i | 600 to treat one hundred consecutive patients with North USA 100/100 AQ 10 mg/kg 1 U
relapsing Plasmodium vivax malaria with America
Camoquin

Mein 1951 | 220 to report on a more extensive study of treating South BRA 2471247 AQ 600 mg (13+ 1 U
malaria with with a single therapeutic dose of America years)

Camoquin 400 mg (6 to
12 years)
200mg (1to5
years)

100 mg (<1
year)

Noeypatim | 1983 | 5310 | to conduct a clinical trial using a combination of Asia THA 62 /62 AQ-TET | 2400 mg 5 28 1 participant excluded because of

anond the drugs amodiaquine and tetracycline at adverse events
Phrabuddhabat Hosptial in Central Thailand for
treating Plasmodium falciparum malaria

Payne 1949 | 110 to study the minimum effective dose of Camoquin | North USA 27121 AQ 246 mg 1 U
Hydrochloride for parenteral (intramuscular) America (severa
administration to interrupt the clinical course of I
induced malaria months

)
Raccurt 1990 | 2320 | to evaluate the sensitivity of P. falciparum to AQin | Africa BEN 600 /600 AQ (1) 15 mg/kg (M1 (M1
Vvivo (participants
with negative (2)3 @7
blood films)
(2) 35 mg/kg
(positive blood
films)

Villarejos 1951 | 290 to treat unselected cases of vivax and falciparum South BOL 359/359 U (1) initially, 0.4 | U U
malaria in different stages of the disease with America g AQ givenin
Camoquin morning and

the same dose
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at night for 2d

(2) later, single
dose adopted
using
approximately
15 mglkg/
bodyweight

(3) dose
readjusted to
latter 1/3
patients to an
adult dose of
08¢

(4) some
cases of P.
falciparum
given a single
dose 10
mg/kg/
bodyweight
followed by 0.2
gevery 24 h
during 3d
Winstanley | 1990 | 840 to study the pharmacokinetics of oral AQ in Africa, ZMB,NGA, | 19/19 AQ 25 mg/kg 3 7 Y Winstanley 1989 (ID 2490) is a
patients with malaria in order to (1) assess the Europe GBR conference proceedings reporting the
effectiveness of the dose regimes in achieving results of the Zambians and the full
effective plasma concentrations of report is published in Winstanley 1990
desethylamodiaquine and (2) to determine (ID 840).
whether there were important differences in the Duplication of data in Winstanley 1988
disposition of amodiaquine in malaria patients (ID 60) - Chapter 4 of thesis
which might explain their apparent insusceptibility
to major adverse effects
Ansari 1952 | 330 to assess the effect of a single dose of Asia IND 28128 AQ 7.331010.53 1 1 day A
amodiaquine on temperature, parasitaemia, ma/kg to3
splenic enlargement and the occurrence of years
relapses
Hamilton 1950i | 160 "to given an account of the treatment of 'ambulant | Asia IND 163 /205 AQ (1) 500 mg (M1 U A study arm 4 must be elsewhere
patients' attending sispensaries as against
hospitalized patients in a malarious district in East (1) 97 (500 mg (2) u (500 mg (2)u
Bengal" and to "to evaluate the comparative single dose) single dose
effects of chloroquine, amodiaquin and (2) 25 (500 mg followed by (3)1
pyrimethamine in the suppressive prophylaxis of single dose + 500 mg
malaria" 500 mg fortnightly)
fortnightly)
(3) 41 (1000 (3) 1000 (also
mg single dose received bi-
+100 mg weekly
paludrine bi- paludrine)
weekly)
Hamilton 1950i | 160 to treat malaria with different types of dosages of Asia IND 75175 AQ (1) 450 mg (M4 U A
i camoquin recommended by the manufacturers
(2) 400 mg (22
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(3) 500 mg (3)1
Payne 1951i | 300 to use intravenous administration of amodiaquin North USA 515 AQ 150 mg 1 U A 2 patients received an additional dose
i(La solution to treat patient with naturally acquired P. America of AQ to treat a relapse
Paz vivax malaria infections
study
)
Payne 1951i | 300 to treat patients with artificially induced malaria North USA 23123 AQ 300 mg 3 u A
i with intravenous solution of amodiaquin America
(Mich
igan
study
)
Gaud 1953i | 650 to evaluate the effect of AQ in a single dose in Africa MAR 21121 AQ 600 mg (> 12 1 30 A
individual malaria patients years)
400 mg (6 to
12 years)
200mg (1to 5
years)
100 mg (<1
year)
Gaud 1953i | 650 to evaluate the effect of AQ in a single dose in Africa MAR 3000/ 3000 AQ 600 mg (> 12 1 U A
i the mass treatment of malaria years)
400 mg (6 to
12 years)
200mg (1to5
years)
100 mg (<1
year)
Fadat 1991 1920 | to evaluate the results of treatment of Africa CMR 100/ 100 AQ 35 mg/kg 3 7 A
uncomplicated falciparum malaria with oral
amodiaquine
Patel 1954 | 130 to use a single oral dose camoquin (0.5 g) in a Asia IND 33/33 AQ 500 mg 1 u A 1 participant was given an additional
clinical trial for treatment malaria 500 mg 14 days later because of a
history of fever with rigors for 2 days;
given an additional 500 mg 7 days
later; 3 days later given quinine as
had another bout of fever with
persistent parasitaemia
al-Yaman 1996 | 830 to report the proportions of P falciparum Asia PNG u (all children AQ 30 mg/kg 3 21 NM
infections which were resistent to AQ or weighing less
chloroquine in children attending aid posts with than 20 kg) /
symptomatic malaria as well as the in vitro 134
resistance
al-Yaman 1997 | 950 to address the issue of recrudescense or new Asia PNG 7112 AQ U u 21 NM
infection by determining the genotypes of malaria
parasites
Barkakaty 1980 | 170 to test the efficacy of amodiaquine with primaquin | Asia IND u(182?)/u AQ-PQ 600 mg u (?single 7 NM
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as treatment in chloroquine resistant Plasmodium (1827) (adults), dose)
falciparum infection children a

proportionally

lower dose

Domarle 1999 | 6820 | toinvestigate the relationship between the Africa GAB 61/61 AQ 20 mglkg 2 (youngest | 210 NM
immunologic factorsand the infection rate at the (youngest children)
beginning of the study as well as the delay of re- children)
infection with P falc 3 (older

30 mg/kg children)
(older children)

Edrissian 1993 | 9180 | toinvestigate the sensitivity of 69 cases of Middle IRN 69 /69 AQ-SP 25 mglkg 3 u NM
chloroquine-resistant P. falciparum in vivo and the | East
sensitivity of 22 other isolates of P. falciparum in
vitro to sulfadoxine-pyrimethamine

Fadat 1991 | 50 to evaluate the efficacy of AQ in the treatment of Africa CMR 100/100 AQ 35 mglkg 3 7 NM Data duplicated in Fadat 1992 (PC
P. falciparum 9760)

Khaliq 1987 | 3290 | to evaluate amodiaquine as a replacement drug Asia PAK 40/40 AQ 20 mg/kg 2 28 NM
for treating falciparum malaria in an area of
Pakistan Punjab where chloroquine-resistant
Plasmodium falciparum has recently emerged

Kone 1992 | 410 to reevaluate the sensitivity of P. falciparum to AQ | Africa Clv 104 /104 AQ 35 mg/kg 3 7 NM

Kremsner 1987 | 2860 | toinvestigate the efficacy of amodiaquine in the South BRA 20/20 AQ 25 mglkg 3 28 NM
State of Acre, Brazil America

Mihaly 1985 | 470 "This report describes the high-performance liquid | Asia, THA, GBR 2/2 AQ 15 mglkg 3or4 u NM
chromatographic (HPLC) analysis of amodiaquine | Europe
in human plasma. In addition, we have applied the
method to the measurement of amodiaquine in
samples derived from two patients in Thailand
undergoing antimalarial therapy with this drug."

Nasreen 1987 | 10 (1) to monitor chloroquine-resistant strains of Asia PAK 31 (only given | AQ 25 mglkg 3 28 NM Suspected to contain duplicate data in
Plasmodium falciparum and (2) to demonstrate to those who Nasreen 1988 (ID 40).
the technical validity of the Pakistan Malaria had tried and
Control Programme's proposal to use were shown to
amodiaquine and Fansidar to treat chloroquine- be resistant to
resistant falciparum malaria by evaluating these first-line
drugs treatment with

CQ) /51

Phillips 1986 | 3520 | toinvestigate the effect of antimalarial drugs, Asia THA 717 AQ 10 base/kg 1 U NM
including quinidine, on the homeostasis of glucose dissolved in
in volunteers and patients with falciparum malaria 250 ml 0.9%

saline

Sapak 1991 1950 | to examine in vivo amodiaquine resistance in Asia PNG 88/88 AQ mean total 3 7 NM
children from the Kunjingini area with symptomatic dose 36 mg/kg
P. falciparum infection treated according to the (range 26 to
standard treatment schedule for PNG 44)

Segurado 1997 | 870 to carry out a parallel in vivo and in vitro study of South BRA 27110 AQ 1500 mg 3 28 NM
Plasmodium falciparum sensitivity to chloroquine, America
amodiaquine and quinine in patients with
falciparum malaria who acquired the disease in
the Brazilian Amazon region

Sharma 1990 | 1044 | toreport on measures taken to control an Asia IND 421648 AQ 1500 mg 3 28 NM

0 outbreak of malaria in Muliad village of Kheda (proportionatel
District, Gujarat, India (these were y low doses for
the 42 who did children)
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not respond to

treatment with
chloroquine
(600 mg) or to
subsequent
chloroquine
(1500 mg)
Sher 1992 | 30 to study the Plasmodium falciparum response Asia PAK 16/44 AQ 25 mglkg 3 28 NM
against chloroquine and amodiaquine in Dera
Ismail Khan district (Pakistan) using the WHO (these 16 were
extended field test participants
who failed to
respond to
first-line
treatment with
chloroquine
(25 mglkg over
3 days))
Spencer 1983 | 4190 | To examine the efficacy of amodiaquine in Africa KEN 1M1/1 AQ 25 mglkg 3 7 NM
treating patients infected with P.falciparum in
Kenya and to compare the sensitivity of isolates
from these patients to amodiaquine and
chloroquine
Trenholme | 1993 | 620 to report the proportion of amodiaquine-resistant Asia PNG 58/58 AQ 30 mg/kg 3 7 NM
P. falciparum infections in children attending an
aid post in the Madang region of Papua New
Guinea
Walker 1955i | 480 to use amodiaquine (camoquin) to treat Malayan Asia MYS 110/110 AQ 400 mg u 7 NM
patients with malaria
Walker 19551 | 480 to use amodiaquine (camoquin) plus primaquine Asia MYS 1141132 AQ-PQ 100t0200mg | 1,2,0r3 U NM
i to treat Malayan children with malaria (according to times
size of child)
Commey 1994 | 1350 | toinvestigate the role of complicating septicaemia | Africa GHA 20/33 AQ 25 mg/kg 3 u Y* *Not clear which treatment group

in cases of "go slow malaria"

adverse events occurred in: death (2);
deatness (4); hypertonia (3);
hemiparesis (2); bacteria found on
blood culture (19); clinical pneumonia
(confirmed by CXR) (1); meningism
with cerebospinal fluid pleocytosis but
negative culture (1)

AQ, amodiaquine; PQ, primaquine; TET, tetracycline
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Cohort (comparative)

First Year ID Study objective Region Country n receiving AQ AQ dose (total) | Treatment | Follow Adverse events Comment
author AQ/ total (days) up reported?
enrolled (days) Y =yes
A = report absence
NM = not mentioned
Mutabingwa | 1994 8770 | to assess the possible influence of maternal Africa TZA 235/329 AQ 25 mg/kg 3 7 NM
malaria prophylaxis [proguanil cohort or children
chloroquine cohort or proguanil-chloroquine (delivered to
cohort] on infancy malaria 327 women; of
these 241
(AQ was used as first-line treatment for were included
management of malaria parasitaemias) in the analyses
- the number
available at
10-12 months
follow up)
Mutabingwa | 1992 220 "to assess the therapeutic potential of Africa TZA u/109infants | AQ 25 mglkg 3 365 NM
amodiaquine, naturally acquired P. falciparum (had
infections in two cohorts of newborns whose completed 1
mothers received either chloroquine or proguanil year follow up;
prophylaxis were treated with 25 mg amodiaquine 49 from
base/kg body weight in a longitudinal study." proguanil
mother cohort
and 60 from
CQ mother
cohort)

AQ, amodiaquine
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Cohort (non-comparative)

First

Year

ID Study objective Region Country | nreceiving AQ AQ AQdose | Treatme | Follow Adverse events Comment
author | total enrolled | U =unclear (total) nt (days) up reported?
(days) Y =yes
A = report absence
NM = not mentioned
Christie 1988ii | 50 to test serum for AQ antibodies in order to testthe | Europe GBR 13/13 Unclear 25 mglkg 3 7 NM Christie 1989 (ID 6100) contains
hypothesis that these play an important role in the (1000 to duplication of information from Christie
development of AQ-induced agranulocytosis and 1500 mg) 1988 (ID50)
hepatitis
Draft 24




Survey

First Year ID Study objective Region Country n receiving AQ AQ dose Treatment | Follow Adverse events Comment
author AQ/ total (total) (days) up reported?
enrolled (days) Y =yes
A = report absence
Dossou- 1998 7160 | to evaluate the behavior of patients in Africa BEN u(?21) /157 Unclear U 0 NM
Gbete presumptive treatment of non-severe malaria
Ezedinachi 1991 1008 | to study the antimalarial drug utilization with a Africa NGA U (25+?)/ Unclear U 0 NM
0 view to determining what drugs people take when 496
they have a malaria attack and who diagnoses
and prescribes the drugs
Harries 1993 9130 | toanalyse the case files and treatment charts of Africa MLI 8/509 Unclear U U NM
509 patients admitted to non-fee paying medical
wards of Queen Elizabeth Central Hospital,
Blantyre, Malawi for the month of September
1992 in order to determine the amount and costs
of drugs and antimicrobial agents given to
inpatients
Mutanda 1999 540 "to assess the resistance of malaria parasites to Africa UGA u/268 Unclear U 0 NM
single and multiple drugs amongst residents of
Kampala city, Uganda" between 1994 and 1997
(they took blood samples from participants and
asked them what drugs they had taken)
Talani 2002 60 to study the diagnostic and therapeutic practices Africa COG 711390 or Unclear U 0 NM
of health staff and mothers with regard to fever 3%
Wiwat 1982 60 to investigate the drugs used for the treatment of Asia THA - Unclear - No data extracted because the study

malaria by the patients in the villages of Sai-Yok
District, Thailand

found that most participants bought
drugs under the name of "Ya-Chud"
from drug stores and groceries to
treat their "malaria”. Ya-Chud is the
name for several (unspecified) drugs
collected in a plastic bag. The
authors found that only 65.3% of all
Ya-Chud contained antimalarial
drugs, including AQ. They were
dispensed alone or with other groups
of drugs including analgesics-
antipyretics, steroids, vitamins,
tranquilizers, and antimicrobial
agents. Because of this unusual drug
source, we do not know whether the
following adverse events occurred
after taking AQ: tinnitus, blurred
vision, nausea, vomiting, dizziness,
palpitation, and drowsiness.
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Unclear study design

First Year ID Study objective REgion Country n receiving AQ AQ dose (total) Treatment | Follow up Adverse events Comment
author AQ/ total (days) (days) reported?
enrolled Y =yes
A = report absence
NM = not mentioned
Makame 1993 9210 | "to examine the management of malaria in Africa TZA u /400 AQ U U u NM
Zanzibar and its possible role in increasing the
existing problem of chloroquine-resistant malaria."
Moir 1986 | 2740 | to describe "the use of height to determine doses | Asia PNG u/116 AQ 0mg (0to49.9 cm; 1 u NM
of oral chloroquine or amodiaquine, in a village- <3.2 kg)
based programme of presumptive treatment of
fever in a coastal area of Madang Province, 50 mg (50 to 64.9 cm;
Papua New Guinea (PNG)" 3.2t0 7.5kg)
100 mg (65 to 84.9
cm; 5.6-12.3 kg)
150 mg (85 to 103.9
cm; 9.7 to 16.9 kg)
Omar 2001 140 to investigate the genetic diversity and drug- Africa KEN u(atleast7)/ | U U U u NM
resistance-associated polymorphisms of malaria 24
patients admitted for emergency parenteral (AQin the
quinine treatent of P. falciparum infections after 7 where
failed first-line and second-line drug treatments clear)
[these include amodiaquine]
Tchuinkam 1993 8940 | toinvestigate factors which could influence the Africa CMR 10871/ AQ 35 3 u NM
success of experimental infections of Anopheles 10871
gambiae with Plasmodium falciparum in
Cameroon
Gikunda ? 1851 | to document and investigate trends in clinical and | Africa KEN - U - - - No data extracted
(none | 0 parasitological response of P. falciparum malaria because it was
provid to chloroquine, amodiaquine and sulphadoxine- difficult to
ed) pyrimethamine combinations in Kenya determine exactly
what the
intervention is
and when AQ
was taken in
relation to the
specific
symptoms
mentioned: fever,
headache,
vomiting, loss of
appetite,
splenomegaly,
cough, diarrhoea,
joint
pains/backache,
apathy, stomach-
ache.
Some 1994 1490 | to document the effects of malaria epidemic and Africa KEN - AQ - - - No data extracted

how it was controlled in one highland district of
Kenya

because it does
not state when

Draft
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treatment was
started or how
many people
were treated; this
makes it know
how many of the
deaths followed

treatment with
AQ.
Moir 1985 3720 | to evaluate the impact of a village-based Asia PNG - AQ - - No data extracted
programme of presumptive treatment of fever on because the

village health using a number of parameters
including malaria-related mortality and morbidity,
and the prevalence of parasitaemia and splenic
enlargement in children in the study area

study is a project
evaluation; data
are not provided
on AQ use and
adverse events
following its use.

AQ, amodiaquine
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2. Malaria prophylaxis

Randomized controlled trials

Authorand | Year ID Study objective Region Country n receiving AQ AQ dose Treatment | Follow | Adverse events reported? Comment
year AQ/ total (total) (days) up Y =yes
enrolled (days) A = report absence
NM = not mentioned
Virbova 1992 200 to compare the prophylactic efficacy of Asia PNG 1271318 AQ 130 mg/kg 91 91 Y We suspect this data is
amodiaquine with Maloprim (pyrimethamine with duplicated in Vrbova 1981 (ID
dapsone) in a placebo-controlled trial 30).
Longombe 1991 1800 | to observe the effect of preoperative AQ Africa COD 81/158 AQ 5 mg/kg 1 2 NM
administration on the postoperative outcome (children)
600 mg
(adults)
AQ, amodiaquine
Quasi-randomized controlled trials
First Year ID Study objective Region Country n receiving AQ AQ dose Treatment Follow Adverse events Comment
author AQ/ total (total) (days) up reported?
enrolled (days) Y =yes
A = report absence
NM = not mentioned
McDermott 1988 370 to compare the effectiveness of chloroquine and Africa MWI AQ - - No data extracted because "after

amodiaquine in preventing P. falciparum
parasitaemia and placental infections when used
weekly by pregnant women during the second and
third trimester of pregnancy, but after the report of
apparent toxicity of amodiaquine its administration
was stopped and the aim of the study was
changed to an evaluation of the effectiveness of
prophylaxis with either drug

the report of apparent toxicity of
amodiaquine its administration
was stopped and the aim of the
study was changed to an
evaluation of the effectiveness of
prophylaxis with either drug".
This means we do not know if the
reported pruritis occurred in
people who received AQ alone or
AQ followed by CQ or by CQ
alone.

AQ, amodiaquine
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Non-randomized trial (comparative)

Authorand | Year ID Study objective Region Country n receiving AQ AQ dose Treatment Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) Y =yes
A = report absence
NM = not mentioned
Clyde 1970 590 to study the sensitivity to antimalarials of 2 North USA u/bs AQ- 300 mgbase | U 60
strains of P. falciparum in volunteers America (5 available for | dapsone weekly
analysis)
Coatney 1950i | 150 | to study the protective efficacy of SN 10,751 North USA 10/14 AQ (1) 2100 mg (1) 49 540
against the Chesson strain of Plasmodium America 5
vivax participants) (2)8
(2) 2700 mg
5
participants)
Edeson 1955 20 to evaluate the effectiveness of suppressive Asia MYS 109/149? AQ 20800 mg 365 365
AQ for 12 months on a rubber estate
Fabre 1955 420 to evaluate the effect of AQ as prophylaxis in | Africa COG 318/518 AQ Every 15 390 390
children days:
100 (<1 year)
200 (1-5
years)
400 (6-12
years)
Singh 1953 | 210 | todetermine the efficacy of amodiaquinasa | Asia IND 286 /452 AQ 3000 mg 70 140
suppressant and to evaluate the merits of (adult)
two different regimens (0.3 gm once a week
or 0.6 gm fortnightly) 2000 mg
(child; 4 to
12 years)
500 mg
(child; <1
year)
Stace 1981 4420 | to conducta 12 month pilot project in which Asia PNG 1498 /1699 AQ approx: 365 365
1300 young children received weekly 1300 (0 to 6
amodiaquine from voluntrary village months)
dispensers
2600 (7
months to 2
years)
5200 (2to 7
years)
ie (weekly
dose for
approx 52
weeks):
25(0t0 6
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months)
50 (7 months
to 2 years)
100 (2to 7
years)
Houel 1954 | 560 | toevaluate the effects of AQ and CQ as Africa MAR 767203 AQ 400 mg (<1 U 120 A
malaria prophylaxis in children year) prophylacti
800 mg (1to c single
6 years) dose was
1200 mg (6to | given every
12 years) month for a
2400 mg (> period of 4
12 years) months;
unclear for
how long)
Cambourna | 1952 | 640 | to evaluate the efficacy of 3 antimalarial Europe PRT 131/u AQ 1757 mg (100 | 123 123 NM
c drugs for prophylaxis mg per week;
2to 4 years)
3514 mg (200
mg per week;
5to 15 years)
Rougemont | 1988 2690 | to test the specificity and usefulness of Africa MLI 186/ 271 AQ 10 mglkg (1)30 U NM
hypohaptoglobinaemia as an epidemiological (2) 60
indicator for measuring malaria endemicity (3) 90
Young 1962 320 to determine if weekly doses of chloroquine North USA 3/8 AQ 400 mg U U NM
or amodiaquine would suppress infections of | America weekly
the Colombia strain of P. falciparum, known
to have resistance against chloroquine and
amodiaquine
Clyde 1957 610 to demonstrate dosages of AQ and Africa TZA ulu AQ 25t0150mg | 56to 84 U NM Receive prophylaxis at
chloroquine just sufficient to prevent overt (354 available (6t0 10 start of study
parasitaemia in children in a holoendemic for analysis) years)
area
50 to 200 mg
(111012
years)
50 to 250 mg
(13t0 15
years)
Clyde 1962 10 to study the feasibility of interrupting malaria | Africa TZA Around 18818 | AQ-PQ | (1)2925mg(0to | (1)273 (1) 273 A
transmission in an area of holoendemic [ around 5 years old);
malaria solely by the mass administration of 20025 5850 mg (> 6 (2) 270 (2) 270
4-and 8-aminoquinoline years)
(3) 112 (3) 112
(2)675mg (0to 2
years old);
900 mg (2% to 5
years) (75 mg

monthly, after 6
months increased
to 150 mg
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monthly);

1575 (> 6 years)
(150 mg monthly,
then increased to
225 mg monthly)

(3)600mg (0to 5
years old);

1200 (> 6 years
old)

AQ, amodiaquine; PQ, primaquine
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Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Region Country n receiving AQ AQ dose (total) Treatment (days) | Follow Adverse events Comment
year AQ/ total up reported?
enrolled (days) Y =yes
A = report absence
NM = not mentioned
Tulloch 1980 4530 | to study the efficacy of infant amodiaquine Asia PNG 21127 AQ u once aweek from | u Y
in preventing malaria in children in one of early August 1979
the inland villages of the Duke of York Yatablet (0 to 5 to end of May
Islands; and to study the response of P. months) 1980
falciparum to chloroquine in children
admitted to the Nonga Base Hospital, " tablet (6 months to children received
Rabaul, with uncomplicated malaria 2 years) a mean number of
27 doses, out of
1 tablet (2 years to 5 43 possible
years)
de Mello 1955 460 a trial of AQ as a suppressant of malaria for | Africa KEN 23123 AQ 2200 to 4400 mg 153 153 Y
5 months
Germanetto | study | 420 to evaluate the effect of AQ as prophylaxis Africa GUF 15007/ AQ 450 (base) per week 730 (maximum) 730 Y
i in children 15007 (maximu
m)
Miller 1954 530 "to evaluate the comparative effects of Africa LBR 36 /148 AQ 2400 mg 84 84 Y
chloroquine, amodiaquin and
pyrimethamine in the suppressive
prophylaxis of malaria"
Chaudhuri 1952 | 590 | toinvestigate the effect of fortnightly AQas | Asia? IND? 125/around | AQ 4000 mg (> 12 years) | around 140 around NM
malaria prophylaxis 250 182
2000 mg (< 12 years)
400 mg fortnightly (>
12 years)
200 mg fortnightly (<
12 years)
Churchill 1985 | 3900 | toidentify and quantify the major human North USA 212 AQ u (5 mg/kg weekly) U U NM
metabolites of AQ and to attempt to assess | America
the contribution of each to antimalarial
activity
Courtney 1960 | 680 to evaluate the drug combination AQ and North USA 6/18 AQ- 5400 mg 126 236 NM Study arm 1 out of 3 arms
primaquine with respect to the prevention of | America PQ
patent infection and to the radical cure of
the infection in patients with clinical malaria
Pussard 1987ii | 3300 | to measure monodesethylamodiaquine Europe FRA 6/6 AQ (1) 3.5 mglkg on See dose 126 NM
levels in six healthy subjects following three alternate days for 3
schedules (alternate days, weekly, daily) of weeks; then 4 weeks
the conventional prophylactic dose of 10 with no AQ

mglkg per week

(2) 10 mg/kg per week
for 3 weeks; then 4
weeks with AQ

(3) 1.5 mg/kg per day
for 3 weeks
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Vrbova 1980 20 to institute an antimalarial programme using | Asia PNG 2000/2000? | AQ 5 mglkg - No data extracted because the
amodiaquine for chemoprophylaxis in a authors do not provide the time
coastal area of Papua New Guinea frame for the study including

the days when blood slides
were prepared to check for
malaria parasites.

Children

Motabar 1971 5460 | to study the effectiveness of chloroquinized | Middle East | IRN - AQ - No data extracted because the
or amodiaquinized salt as a prophylactic study started with

measure to interrupt transmission of malaria
and also to investigate its acceptance
amongst nomadic populations and relevant
costs

chloroquinized salt in April
1963, but changed to AQ in
September 1965. We do not
know the number of people
who used the salt as it included
nomadic populations. Some
people reported "a variety of
minor complaints, such as
itching maculae or
pigmentation", but it does not
say what type of salt was being
used at the time of the
complaints.

Duplication of data in: Saebi
1968 (ID18530)

AQ, amodiaquine; PQ, primaquine
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Survey

Authorand | Year ID Study objective Region Country n receiving AQ AQ dose Treatme Follow up Adverse events Comment
year AQ/ total (total) nt (days) reported?
enrolled (days) Y = yes
A = report absence
NM = not mentioned
Campbell 1960i | 1610 | to determine the incidence of AQ-induced Asia PNG 100/ 964 U u (doses of 400 | 35to 0 Y
pigmentation and of 600 mg around
Camoquin base | 2200
weekly were
mentioned)
Coursaget 1993 1350 | to reinvestigate the etiology of cases of non- | Africaand | DZA, 13/87 U u U 0 Y
A, non-B hepatitis through assays for anti- Europe TCD,
HCV and anti- HEV antibodies GUF,
FRA
Steffen 1990 1071 | to assess the use, safety and efficacy of the Europe CHE, u/ 55767 AQ,AQ- | U U 90 Y
0 malaria prophylaxis used by short-term DEU SP
European visitors to Africa
Sturchler 1987 3010 | to explore the effects of amodiaquine of Europe CHE 92/684 AQ u U u Y ‘hepatitis A’ reported in at
leucocytes and liver function in travellers least 3 people, but not clear
from Switzerland by retrospectively reviewing from which treatment group
the medical records of travellers consulting
the Swiss Tropical Institute between 1984 at least 8 probable cases of
and 1985 non-A, non-B hepatitis, but not
clear from which treatment
group
Carme 1993 | 9170 | to evaluate the measures taken against Africa COG u (9% of AQ U U 0 NM
malaria by the foreigners in Congo those taking
prophylaxis
regularly)/
380
Eono 1999 450 to evaluate the attitudes and the practices of | Africa Clv 62/u AQ U u U NM
the foreigners in Abidjan interms of malaria
prophylaxis by a survey
Bessard 1990 1010 | to evaluate the effect of malaria prophylaxis Africa ClvV 155 or 156 / AQ U U 0 Y* *Not clear which treatment
on the frequency of febrile episodes and the 843 group adverse events
outcome of pregnancy occurred in: stillbirth (3
people); abortion (2 people);
fever (no. unclear);
Carme 1991 2000 | to evaluate the behaviours in the treatment Africa COG About 60 / AQ U U 0 Y* *Not clear which treatment
and prevention of malaria in the foreigners in 535 group (or numbers of

Congo

participants) adverse events
occurred in: minor digestive
problems; vertigo; and
headaches
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Unclear study design

Authorand | Year ID Study objective Region | Country n receiving AQ AQ dose Treatment | Follow | Adverse events reported? Comment
year AQ/ total (total) (days) up Y =yes
enrolled (days) A = report absence
NM = not mentioned
Clarke 1990 110 to refine the ELISA in terms of antigen and Europe | GBR 22122 AQ, AQ- 400 to >60 0 A
antigen concentration and to screen a number SP, 19200 mg,
of patients for human anti-AQ antibodies 16 (AQ) some
Unclear unknown
5 (AQ+SP; 1
received
AQ+SP+Darap
rim)
1 (unclear)
Bohoussou 1989 2270 | to determine the relationship between Africa Clv u/330 AQ U U u NM

malaria, maternal clinical state and outcome
of pregnancy in pregnant women with fever

AQ, amodiaquine; SP, sulfadoxine-pyrimethamine
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3. Malaria treatment and prophylaxis

Randomized controlled trial

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up Yes | No | NM
enrolled (days)
Gusmao 1970 5550 | to compare the suppressive | South BRA 300/900 AQ- 10 mg/kg 1 360 Y Unclear which
and prophylactic efficacy of | America CP- treatment group
CI-564 alone and with AQ Dipolar following adverse
against parasitism in events occurred in:
untreated persons local reaction at
injection site of CI-564;
fever; transient
measle-like rash;
transient oedema and
erythema on the right
thigh; transient allergic
facial oedema; and
transient macular
eruption
AQ, amodiaquine; CP, cycloguanil pamoate; Dipolar, diacetyldiaminodiphenylsulfone
Non-randomized trial (non-comparative)
Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up Yes | No | NM
enrolled (days)
Sagnet 1963 230 evaluation of the effect of Africa COG 100/100 AQ Treatment | 1 1to Y
AQ in the treatment of : 314
malaria 100 (<1
year old)
200 (>1
year old)
Prophylaxi
s following
treatment:
100 per 15
days (<1
year old)
200 per 15
days(>1
year old)

AQ, amodiaquine
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4. Lupus erythematosus

Non-randomized trial (non-comparative)

First author | Year ID Study objective Region Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
AQ/ total (total) (days) up reported?
enrolled (days) Y = yes
A = report absence
NM = not mentioned
Maguire 1964 | 90 to assess the effect of Europe GBR 5/5 AQ 2800 to u U Y
amodiaquine on patients 29400 mg | (maximum
with chronic discoid lupus of 90)
erythematosus
Maguire 1962 | 400 to describe "the treatment of | Europe GBR 17117 AQ daily 200 2110270 u Y
17 patients (8 males and 9 to 400 mg
females) with amodiaquine
hydrochloride"
Robinson 1957 | 1760 | to treat discoid lupus North USA 22122 AQ (1) 8400 (1)14 U Y
erythematosus with orally America
administered amodiaquine (2) 200 2)
daily between
56 days
and 378
days
AQ, amodiaquine
Survey
Authorand | Year ID Study objective Continent Country n receiving AQ AQ dose Treatme | Follow Adverse events Comment
year AQ/ total (total) nt up reported?
enrolled (days) (days) | Yes | A NM
Muntendam | 1961 450 to find and describe corneal | Europe NLD 3/ AQ (1) 6000 to (M2 0 Y
changes in lupus 12000 mg months
erythematosus patients 21
treated with antimalarials (2) 6000 mg month
(chloroquine or (32
amodiaquine) (3) 146000 to years
292000 mg

AQ, amodiaquine; A, report absence; NM, not mentioned
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5. Giardiasis

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Lamadrid- 1954 | 550 | to compare the South MEX 50/100 AQ 600mg(> | 1(=8 30to Y
Montemayo effectiveness of chloroquine | America 13 years) | years old) 180
r and amodiaquine in the
treatment of giardiasis 400mg(2 | 2(2to7
to 12 years old)
years)

AQ, amodiaquine; A, report absence; NM, not mentioned

Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM

Coutelen 1955ii | 440 to determine the tolerance Europe FRA 5/5 AQ 1800 mg 8 7 (at Y

i to AQ and efficacy of AQ in least)

the treatment of giardiasis

Coutelen 19551 | 440 to determine the tolerance Europe FRA 10/10 AQ 100 mg/kg | 10 38 Y

v to combination of AQ and

choleretic cholagogue and
to evaluate its efficacy in the
treatment of giardiasis

Coutelen 1955v | 440 to determine the tolerance Europe FRA 14714 AQ 160 mglkg | 28 48 Y
to combination of AQ and
choleretic cholagogue and
to evaluate its efficacy in the

treatment of giardiasis
Hutet 1952i | 580 to report efficacy of AQ in Europe FRA 15/15 AQ 600 mg 1 u Y
the treatment of giardiasis (probably) (probably)
Coutelen 19551 | 440 to determine the tolerance Europe FRA 9/9 AQ 50 mglkg 10 38 Y
to AQ and efficacy of AQ
Coutelen 1955ii | 440 to determine the tolerance Europe FRA 12/12 AQ 100 mg/kg | 10 38 Y
to AQ and efficacy of AQ
Gupta 1967 | 5740 | to evaluate single dose Asia IND 42142 AQ 600 mg 1 14 to Y 8 patients had a
treatment of giardiasis by (adults) 21 (30 repeated dose
AQ hydrochloride particip because of treatment
400 mg (6 ants) failure
to 12
years) 10to
14 (8
200 (<6 particip
years) ants
who

Draft




receive
da
second
dose)

5t07
(4
particip
ants)

Rosenberg

1957

770

"with the aim of avoiding the
occassional toxic effects of
atrabrine, amodiaquin was
administered in a single
dose of 0.6 gm. To 15 adults
harboring Giardia lamblia"

North
America

USA

15/15

AQ

600 mg

U

4 patients received a
second dose because
infection was not
cleared

AQ, amodiaquine; A, report absence; NM, not mentioned
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6. Filariasis treatment

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM

McMahon 1979 410 (1) "to determine which of Africa TZA u/ over 50 AQ, (1) AQ: (1)1or2 U Y This contains duplicate
these two drugs [levamisole (9AQ,5AQ- | AQ- 600 to 8 data from McMahon
-laevo-rotatory isomer of LEV, 3 AQ- LEV, 1200 mg participant 1979 (ID 10). Except
tetramisole- and LEV-DEC AQ- (8 s) that the latter article
amodiaquine], or what available for LEV- participant gives a little more
combination of them, might analysis) DEC s);600mg | 4 (1 information (more
produce sufficient (1 participant) numbers) on the
parasitological response to participant adverse events with
warrant a controlled clinical ) (2)20r3 amodiaquine alone -
trial. The effect of included here.
administering levamisole (2) (3)2 McMahon 1979 (PC
followed by (a) DEC and (b) AQ+levisa 410) is the primary
amodiaquine was also mole: 610 reference
investigated." to 1650

mg
(2) "to assess the value of
the DEC provocative test as (3)
a preliminary screening AQtlevisa
method for the antifilarial mole+DE
activity of an anthelminthic." C:5
mgl/kg

AQ, amodiaquine; DEC, diethylcarbamazine; LEV, levisamole; A, report absence; NM, not mentioned

Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment

year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM

Chakravertt | 1982 4290 | to determine the filaricidal Asia IND 14 /14 AQ Around 15 330 Y

y effect of AQ against 180 mglkg
Wucheria bancrofti in
humans 9000 mg

AQ, amodiaquine; A, report absence; NM, not mentioned
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7. Taenia saginata (tapeworm) treatment

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
De Lecuona | 1956 1750 | to use Camoquinasa Africa GNB 176 /176 AQ 200 mg 1 90 Y
treatment for Taenia (upto3
saginata years)
300mg (3
to 5 years)
400 mg (6
to 9 years)
500 mg
(10t0 14
years)
600 mg
(>15
years)
AQ, amodiaquine; A, report absence; NM, not mentioned
Non-randomized trial (non-comparative)
Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
van 1954i | 100 to evaluate the effect of Africa CoD 133/133 AQ 60 1 3 Y
Grunderbee Camoquin in the treatment centigram
ck of taeniasis s(3
tablets)

AQ, amodiaquine; A, report absence; NM, not mentioned
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8. Rheumatoid arthritis treatment

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Bepler 1959 670 to discover whether North USA u(187?)/36 AQ (1) around | (1) 360 (1510 | Y 3 groups out of 5 listed
Camoquin possesses America 48240 mg here
antirheumatic properties, (average) | (2)270to (2) 330
and, if so, to evaluate its 300 to 510
toxicity (2) 200
mg daily (3) 270 (3) 330
average
(3) around
36180 mg
(average)
Nova 1962 360 to evaluate the efficacy of 3 | South BRA 3/94 AQ U U U Y
antimalarial drugs in the America
treatment of rheumatoid
arthritis
AQ, amodiaquine; A, report absence; NM, not mentioned
Cross-over study
Authorand | Year ID Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Kersley 1959 690 to treat rheumatoid arthritis Europe GBR 36 /36 AQ 400 mg u (approx u Y Not clear what
with alternating courses of (daily for 90 days (at treatment group
hydroxychloroquine approx 90 | per least following adverse
sulphate (‘Plaquenil’), days) treatment 730) events occurred in:
amodiaquine (‘Camoquin’), period; gastric symptoms (24);
and control tablets -> unclear headache (3);
because how many giddisness (12);
"toxic treatment fatigue (4); rash (2);
sequelae periods) misty vision or saw
were very haloes around lights
common” (12)
changed
to:
200 mg
(daily for
approx 90
days)
Pomeroy 19591 | 660 to attempt to define the North USA 13/13 AQ U 120 u Y Cross-over with
course of rheumatoid America placebo
arthritis in a group of drug- starting (at
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treated and placebo-treated
patients by performing
multiple evaluations in small
groups of patients over a
long period of time

dose of 50
mg per
day, which
was
rapidly
built up to
200 mg
per day

least
240d
as
either
had AQ
or
placeb
o for 4
months
and
then
swappe
d over)

AQ, amodiaquine; A, report absence; NM, not mentioned
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9. Volunteer

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Payne 1951i | 300 to study the action of North USA ulu AQ U U U Y
amodiaquin on non-malaria America
patients with chronic
incurable disease
AQ, amodiaquine; A, report absence; NM, not mentioned
Non-randomized trial (non-comparative)
Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Cahn 1962 20 to determine the tolerance North USA? 30/30 AQ-PQ | 2400 mg 56 56 Y
to a combination of AQand | America?
primaquine in healthy
volunteers and in people
with Glc-6-phosphate
dehydrogenase deficiency
Hodgkinson | 1961i | 690 to measure the change in North USA 1/11 AQ-PQ | 1958 (8 1958 (8 u Y
the hematocrit of 11 children | America weeks): weeks): 56
known to be primaquine- mean 0.29 (at
sensitive during and mg per 1958 least 8
following the weekly, pound (week 9):7 | days
intermittent administration of primaquin after
amodiaquin and primaquin, e body -->0ne 1959
at dosage levels of weight year break | study)
approximately 0.3 and 0.5
mg of primaquine per pound 1958 1959 (5
of body weight (week 9): weeks): 35
"daily
medicatio
n given for
7
consecutiv
e days to
5 children"
-->one
year break
1959 (5
weeks):
mean 0.45
per pound
primaquin
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e body

weight
White 1987i | 3180 | to study the plasma Asia THA 717 AQ 3 mglkg 1 7 the clinical result for
pharmacokinetics of participants in 1987ii
amodiaquine in man have been reported in
following intravenous Looareesuwan 1985
administration to normal (ID 3380)
volunteers
Hoekenga 1950ii | 180 to test the therapeutic South PAN 10/10 AQ 60 mg/kg 3 u
efficiency of Camoquin on America
the Isthmus of Panama, an
area in which the mosquito
vector is almost entirely
Anophales albimanus
Laurent 1993 1670 | to determine the Europe FRA 8/8 AQ 400 mg 1 6
pharmacokinetic disposition
of amodiaquine and its
metabolites
monodiethylamodiaquine
and bisethylamodiaquine
after a single oral dose, to
measure their diffusion into
blood cells and to determine
the relationship between in
vivo concentration and in
vitro activity against
chloroquine-resistant strains
of P falciparum
Fuhrmann 1965 5850 | totry to develop a simple Europe? DEU? 8/8 AQ 1000 mg 2 10
and quick test for
amodiaquine presence
through modification of
Haskin's test
Hodgkinson | 1961ii | 690 "to give the amodiaquin- North USA 92/92 AQ-PQ | between 35 U
primaquine combinationtoa | America 0.3t00.5
larger group of children mg of
[primaquine non-sensitive primaquin
Caucasian and Negro e per
children] under more pound
carefully controlled body
conditions than is possible weight per
in field trials in Africa" week
Hodgkinson | 1961ii | 690 "to determine the effect of Africa East Africa 235/235 AQ-PQ | between 35 U
i the combination on the and 0.25t00.5
hemoglobin level of a large COG mg of
unselected group of African primaquin
children” e per
pound
body
weight per
week
Idowu 1987 2280 | to describe a procedure for Africa NGA 5/5 AQ 600 mg 1 60

"the specific detection and
spectrophotometric
determination of
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amodiaquine in urine and
saliva based on its oxidation
with potassium persulphate
to an intensely-coloured
derivative"

Menager

1990

1064

to extract
monodesethylamodiaquine
from human urine

Europe

FRA

1/1

AQ

306.2 mg

1?

Minzi

2003

30

to describe a high-
performance liquid
chromatographic method for
determination of
amodiaquine,
desethylamodiaquine,
chloroquine, and
desethylchloroquine in
human whole blood,
plasma, and urine

Africa,
Europe

SWE, TZA

1/1

AQ

600 mg

21

Molokhia

1987

3050

"A high performance liquid
chromatographic assay for
quantitating amodiaquine
(A) in tablets, urine, plasma,
bile and saliva is described."

SAU

111

AQ

600 mg

Mount

1986

1060

"to develop an HPLC
method to permit sensitive
monitoring of Am
[amodiaquine] and three
metabolites and to
determine the relative in
vitro activities of these four
compounds against several
strains of P. falciparum."

North
America

USA

2/2

AQ

400 mg
(participan
t1 - initial
test)

3600 mg
(participan
t1;25
months
later)

3600 mg
(participan
t2)

1
(participant
1 - initial
test)

63
(participant
1,25
months
later)

63
(participant
2)

Ogunbona

1985

2970

to investigate the
metabolism of amodiaquine
in man through
chromatographic analysis

Africa

NGA

10/10

AQ

600 mg

1

Pussard

1986

3520

to describe "a column
liquind chromatographic
method for the simultaneous
determination of
chloroquine, amodiaquine
and their monodesethyl
metabolite in human
plasma, red blood cells,
whole blood and urine"

Europe

FRA

111

AQ-CQ

5mglkg

Pussard

1985

3320

to determine AQ metabolism
and its influence on efficacy
of AQ as prophylaxis

Europe

FRA

5/5

AQ

20 mg/kg

14

Pussard

1985

3920

a pharmacokinetic study to
explain the discrepancy

Europe

FRA

474

AQ

10 mglkg

35
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between AQ's in vivo and in
vitro activity using healthy
subjects
Pussard 1987i | 3300 | to study the disposition of Europe FRA 474 AQ 10 mg/kg 1 35
monodesethylamodiaquine AQ base
in four healthy subjects after as whole
a single oral dose of 10 tablets (or
mg/kg amodiaquine base fractions)
containing
155 mg
dihydrochl
oride AQ
Salako 1985 3780 | to characterize the Africa NGA 717 AQ 600 mg 1 u
pharmacokinetic profile of
amodiaquine (21 for
some
particip
ants)
Trenholme 1974 | 5110 | to describe a new North USA 5/5 AQ 10 mg/kg 1 7
fluorometric method for America
analysis of amodiaquine in
serum, plasma, or red cells
Winstanley 1987 | 2970 | to describe a method for the | Europe GBR 717 AQ 600 mg 1 4(6 Duplication of data in
simultaneous determination particip Winstanley 1986 (ID
of amodiaquine and ants) 3100). 1D 3100 is a
desethylamodiaquine in conference paper and
plasma, urine, whole blood 29 (1 ID 2970 is the full
and packed red cells particip journal article. | have
ant) filed with ID 2970 and
not extracted data from
ID 3100 (even though
it was published first).
Duplication of data in
Winstanley 1988 (ID
60) - Chapter 3 of
thesis
Winstanley 1987 | 450 to measure the plasma and Europe GBR 6/6 AQ in 1 7 this has also been
urine concentrations of randomize reported in a
amodiaquine and d order conference
desethylamodiaquine after with at proceedings
oral administration of least 6 Winstanley 1986 (ID
amodiaquine 200, 400, and weeks 2810)
600 mg in randomised order between
to 6 healthy subjects doses:
200
400
600
Churchill 1986 | 3560 | toisolate and standardize a | North USA 1/1 AQ 1200 mg "on two U
useful quantity of an AQ- America separate
metabolite to delineate the occasions
primary metabolic pathways several
of AQ, to characterize the weeks
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metabolites in evidence and
to infer the presence of
metabolites not detected by
the present methodology

apart"

Fabayo 1991 1011 | to find out about the amount | Africa NGA 10/10 AQ 600 mg 1 7 Y
0 of urinary recovery of AQ in

man

AQ, amodiaquine; CQ, chloroquine; PQ, primaquine; A, report absence; NM, not mentioned

Unclear

First Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
author AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM

Lindegardh | 2002 160 to develop and validate an Europe SWE ulu AQ 30 mg/kg 3 (unclear | 21 Y Some participants in
automated, solid-phase and for some (unclea this study received
extraction method for unclear for | participant | rfor treatment for malaria
simultaneous determination some s) some using AQ
of AQ, chloroquine and their participant particip
metabolites in capillary s ants)

blood applied to sampling
paper

AQ, amodiaquine; A, report absence; NM, not mentioned
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10. Leprosy treatment

Non-randomized trial (comparative)

Author and
year

Year

ID

Study objective

Continent

Country

n receiving
AQ/ total
enrolled

AQ

AQ dose
(total)

Treatment
(days)

Follow
up
(days)

Adverse events

reported?

Comment

Yes

A

Doull

1959

740

to test whether AQ or blue
placebo is the cause of
bluish discoloration of the
skin

Asia

PHL

5/10

AQ

around
9800 mg
or more
(200 mg
daily)

around 49
or more

around
133 or
more

Y

Part of data from this
study duplicated in
Doull 1961 (ID 630)

Doull

1961

630

to compare the efficacy of
AQ, SU 1906 and two
different doses of DDS in
the treatment of leprosy

Asia

PHL

1137450

AQ

86400 mg
(but the
prescribed
dose was
not always
taken,
sometime
s the dose
was
reduced or
suspende
d because
of
erythema
nodosum)

504

644

Includes duplication of
data from Doull 1959
(ID 740); only extra
information extracted
from Doul 1961 (ID
630)

AQ, amodiaquine; A, report absence; NM, not mentioned
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11. Amoebic liver abscess

Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Gordon 1955 450 to try Camoquin in the Africa ZAF 9/9 AQ 12000mg | 281030 various | Y
treatment of amoebic liver (10 days of | (30
abscess in humans 600 mg days,
daily then 58
eighttoten | days,
days 60
without days,
Camoquin, | 90
then days,
another 10 | 112
days of days)
600 mg
daily)

AQ, amodiaquine; A, report absence; NM, not mentioned
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12. Intestinal amoebis treatment

Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Hoekenga 1950 190 to test enteric-coated South HND 15/15 AQ 1800 to 21020 u Y
Camoquin as a treatment for | America 11400 mg
intestinal amebiasis

AQ, amodiaquine; A, report absence; NM, not mentioned
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13. Onchocerciasis treatment

Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Kale 1982 | 4400 | to conduct a clinical Africa NGA 20/20 AQ 1200 to 5t09 730 Y
chemotherapeutic study of 3000 mg
amodiaquine for treating
onchocerciasis

AQ, amodiaquine; A, report absence; NM, not mentioned

Draft

52



14. Photosensitive skin reaction

Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Cahn 1958 | 740 to evaluate the effectiveness | North USA? u/u(9?) AQ 400 mg U (early U Y
of AQiin the treatment and America? (9 available daily for summer to
suppression of for analysis) oneweek | 15th Oct
polymorphous light eruption then 200 1956, April
mg daily 1957
throughout
spring and
summer)

AQ, amodiaquine; A, report absence; NM, not mentioned
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15. Clinical febrile illness

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Yameogo 1999 3790 | toinvestigate the efficacy of | Africa BFA u/130 AQ- U U U Y
sulfamethoxazole- (63 available | amoxic
trimethoprim compared to for analysis) illin
amoxicillin associated with
amodiaquin in the treatment
of clinical febrile illness

AQ, amodiaquine; A, report absence; NM, not mentioned
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16. Schizophrenia

Non-randomized trial (non-comparative)

Authorand | Year ID Study objective Continent n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Makanjuola | 1988 360 "to investigate the influence | Africa NGA 5/15 AQ 600 mg 1 4 Y

of the commonly used
antimalarial agents on the
plasma levels of CPZ
[chlorpromazine] and its
major metabolites in
psychiatric patients"

AQ, amodiaquine; A, report absence; NM, not mentioned
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17. Acute lepra reaction treatment (in leprosy)

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQdose | Treatment | Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes NM
Thangaraj 1959 1650 | to compare potassium Asia IND 15/45 AQ (1) 2750 UK U y
antimony tartrate and mg
camoquin for treating acute (2)6
lepra reaction in (2) 3250
lepromatous patients mg (1
participan
7

AQ, amodiaquine; A, report absence; NM, not mentioned
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18. Indication unclear

Non-randomized trial (comparative)

Authorand | Year ID Study objective Continent Country n receiving AQ AQ dose Follow Adverse events Comment
year AQ/ total (total) (days) up reported?
enrolled (days) | Yes | A NM
Gaudebout 1993 1080 | to evaluate the efficacy and | Africa GAB - u - - - - - - No data extracted
tolerance of amopyroquin because the use of AQ
given in two im injections of was not part of the
6 mg/kg each at a 24-hour study; but screening
interval participants for
previous self-
prescribed antimalarial
use revealed
chloroquine or AQ use
in 51% of the
participants.
AQ, amodiaquine; A, report absence; NM, not mentioned
Survey
Authorand | Year ID Study Study objective Continent Country n receiving AQ AQ AQ Treatment | Follow Adverse events Comment
year design | total enrolled dose (days) up reported
(total) (days) | Yes | A NM
Delmont 1990 1070 | Survey to evaluate the prevalence Africa CAF u/1512 Unclear Uncle | Unclear Unclear | Y
1990 0 of pruritis due to CQ or AQ ar
by survey
Olatunde 1981 420 Survey to study "some brands of Africa NGA 724 /1059 AQ U U 0 Y one of the questions
chloroquine and was about the
amodiaquine, including the indication CQ and AQ

most popular ones among
the general public, and
inquired into the incidence
and pattern of the
commenest unwanted
reaction to these drugs, i.e.
pruritis"

were used for; these
included:

- "occasionally, to treat
an attack of malaria
fever"

- "regularly, to prevent
malaria fever"

- "for treatment of non-
malaria fever (other
illnesses)".

Other illnesses
included: fever,
headache, "flu",
headache and cold,
cold and weakness,
body aches, pains and
prophylaxis, yellow
fever and typhoid, hay
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fever, illness, stomach
ache, tiredness and
yellow urine, after
drinking
Boulanger 1999 170 Survey to determine the potential Africa KEN u (overall 3 Unclear u U 0 Y Indication is
impact of using the IMCI tablets “antimalarial”
guidelines on treatment prescribed) /
costs 747
Massele 1997 7620 | Survey to describe "therapeuticand | Africa TZA u /200 AQ u u u Y Indication is treatment
prophylactic use of or prophylaxis
antimalarial drugs among
pregnant women attending
the antenatal clinic of
Muhumbili University
Teaching Hospital from April
to December 1995"
AQ, amodiaquine; A, report absence; NM, not mentioned
Case control
Authorand | Year ID Study Study objective Continent Country n receiving AQ AQ AQ Treatment | Follow Adverse events Comment
year design | total enrolled dose (days) up reported?
(total) (days) | Yes | A NM
Larrey 1989 | 1989 1560 | Case to assess the overall Europe FRA 6/51 Unclear Uncle | Unclear Unclear | Y 2 of the 6 participants
control influence of debrisoquine- ar (56 to 189) taking AQ have

related oxidation
polymorphism on drug
hepatotoxicity in a large
number of patients

already been reported

in Larrey 1986 (3760) -

therefore not extracted
here; strongly suspect
- ages slightly different
but we think they have
provided their ages at

the time of publication,
not time of problem in

Larry 1989

AQ, amodiaquine; A, report absence; NM, not mentioned
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	Annex 2. Prospective studies: description
	Sorted by (1) indication and (2) study design
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	Non-randomized trial (comparative)
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	Randomized controlled trial
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	ID
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	ID
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	ID

	Non-randomized trial (non-comparative)
	ID

	6. Filariasis treatment
	Non-randomized trial (comparative)
	ID

	Non-randomized trial (non-comparative)
	ID

	7. Taenia saginata (tapeworm) treatment
	Non-randomized trial (comparative)
	ID

	Non-randomized trial (non-comparative)
	ID

	AQ, amodiaquine; A, report absence; NM, not mentioned �8. Rheumatoid arthritis treatment
	Non-randomized trial (comparative)
	ID

	Cross-over study
	ID

	9. Volunteer
	Non-randomized trial (comparative)
	ID

	Non-randomized trial (non-comparative)
	ID

	Unclear
	ID

	AQ, amodiaquine; A, report absence; NM, not mentioned �10. Leprosy treatment
	Non-randomized trial (comparative)
	ID

	11. Amoebic liver abscess
	Non-randomized trial (non-comparative)
	ID

	12. Intestinal amoebis treatment
	Non-randomized trial (non-comparative)
	ID

	AQ, amodiaquine; A, report absence; NM, not mentioned �13. Onchocerciasis treatment
	Non-randomized trial (non-comparative)
	ID

	Non-randomized trial (non-comparative)
	ID

	15. Clinical febrile illness
	Non-randomized trial (comparative)
	ID

	16. Schizophrenia
	Non-randomized trial (non-comparative)
	ID

	17. Acute lepra reaction treatment (in leprosy)
	Non-randomized trial (comparative)
	ID

	Non-randomized trial (comparative)
	ID
	
	
	
	
	
	Survey






	ID
	
	
	
	
	
	Case control






	ID


