Study outcomes

Table S5 — Adverse events reported by studies (to be continued)

Osteoporosis from adverse events

Number  Number Incidence rate
ART of stud of (number of Credibility interval
y events/1000 (95%)
arms women
person-years)
Dolutegravir/Abacavir/Lamivudine 50/600/300 1 59 6,15 001 - 4037.00
mg/day
Discontinuation or dropouts/withdrawals due to adverse events
Number  Number Incidence rate
ART of stud of (number of Credibility interval
y events/1000 (95%)
arms women
person-years)
Elvitegravir/Cobicistat/Emtricitabine/Tenofovir
disoproxil fumarate 150/150/200/300 mg/day ! 289 18,05 003 - 986835
Atazanavir 300 mg/day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir disoproxil 2 533 81,97 4,16 - 1611,00
fumarate 200/300 mg/day
Dolutegravir/Abacavir/Lamivudine 50/600/300 5 307 6158 214 - 179700
mg/day
Nevirapine 200 mg 12/12h +
Emtricitabine/Tenofovir disoproxil fumarate 2 370 44,25 2,38 - 838,60
200/300 mg/day
Lopinavir/Ritonavir 400/100 mg 12/12h +
Emtricitabine/Tenofovir disoproxil fumarate 2 371 0,31 0,00 - 29,70
200/300 mg/day
Darunavir/Cobicistat/Emtricitabine/Tenofovir
alafenamide 800/150/200/10 mg/day 2 184 1541 021 - 876,59
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil fumarate 1 41 121,30 0,21 - 67219,50
200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir
alafenamide 50/200/25 mg/day 1 234 0,00 000 - 020
Efavirenz 600 mg/day + Tenofovir disoproxil
fumarate 300 mg/day + Lamivudine 300 1 29 0,00 0,00 - 048
mg/day
Efavirenz 600 mg/day +
Lamivudine/Zidovudine 150/300 mg 12/12h 1 30 126,40 023 - 6938900
All treatments 15 2388 20,78 558 - 57,31
Discontinuation or dropouts/withdrawals due to ART-related adverse events
Number Incidence rate
ART of stud Number (number of Credibility interval
Y ofwomen  events/1000 (95%)
arms
person-years)
Nevirapine 200 mg 12/12h +
Emtricitabine/Tenofovir disoproxil fumarate 1 249 44,89 0,09 - 24219,50
200/300 mg/day




Table S5 — Adverse events reported by studies (continuation)

Discontinuation or dropouts/withdrawals due to ART-related adverse events

Incidence
Number  Number rate (number S
ART of study of of Credibility interval
(95%)
arms women  events/1000
person-years)
Lopinavir/Ritonavir 400/100 mg 12/12h +
Emtricitabine/Tenofovir disoproxil fumarate 1 251 0,00 0,00 - 0,06
200/300 mg/day
Darunavir/Cobicistat/Emtricitabine/Tenofovir
alafenamide 800/150/200/10 mg/day 2 184 1541 021 - 876,59
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil fumarate 1 41 121,30 0,21 - 67219,50
200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir
alafenamide 50/200/25 mg/day ! 234 0,00 000 - 020
Efavirenz 600 mg/day + Tenofovir disoproxil
fumarate 300 mg/day + Lamivudine 300 1 29 0,00 0,00 - 0,8
mg/day
All treatments 7 988 4,31 0,13 - 54,72
Clinical and/or laboratory adverse events
Incidence
Number Number rate (number S
ART of study of of Credibility interval
(95%)
arms women  events/1000
person-years)
Atazanavir 300 /day + Ritonavir 100 mg/day
+ Emtricitabine/Tenofovir disoproxil fumarate 1 247 972,10 1,82 - 511395,00
200/300 mg/day
Dolutegravir/Abacavir/Lamivudine
50/600/300 mg/day 1 248 933,00 1,69 - 498690,00
Darunavir/Cobicistat/Emtricitabine/Tenofovir
alafenamide 800/150/200/10 mg/day 2 184 922,90 5688 - 15170,00
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil fumarate 1 41 913,40 1,67 - 482400,00
200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir
alafenamide 50/200/25 mg/day 1 234 718,40 1,35 - 375995,00
All treatments 6 954 888,20 759,90 - 1045,00

Clinical and/or laboratory adverse events related to ART

Number

Number

Incidence rate

(number of Credibility interval
N Gisimey O events/1000 (95%)
arms women
person-years)
Atazanavir 300 /day + Ritonavir 100 mg/day
+ Emtricitabine/Tenofovir disoproxil fumarate 1 247 594,80 1,10 - 318800,00
200/300 mg/day
Dolutegravir/Abacavir/Lamivudine 1 248 395,20 073 - 211000,00

50/600/300 mg/day




Table S5 — Adverse events reported by studies (continuation)

Clinical and/or laboratory adverse events related to ART

Incidence rate

ART g'f“STubde; N“g}ber (number of  Credibility interval
events/1000 (95%)
arms women
person-years)
Darunavir/Cobicistat/Emtricitabine/Teno
fovir alafenamide 800/150/200/10 2 184 357,80 8,25 - 15370,00
mg/day
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil 1 41 545,80 0,99 - 304395,00
fumarate 200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir 1 234 91,31 0,17 - 4945950
alafenamide 50/200/25 mg/day
All treatments 6 954 341,60 133,60 - 862,70

Clinical adverse events related to ART

Incidence rate

ART l(;lfu;?ubde; Nu(r)r:cber (number of Credibility interval
events/1000 (95%)
arms women
person-years)
Elvitegravir/Cobicistat/Emtricitabine/
Tenofovir disoproxil fumarate 1 289 322,40 0,60 - 174800,00
150/150/200/300 mg/day
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 286 570,60 1,07 - 315895,00
disoproxil fumarate 200/300 mg/day
All treatments 2 575 431,50 13,84 - 13630,00

Grade 3 and/or 4 clinical and/or laboratory adverse events
Number  Number LCLENEE R S
ART of study of (number of Credibility interval
events/1000 (95%)
arms women
person-years)
Darunavir/Cobicistat/Emtricitabine/
Tenofovir alafenamide 800/150/200/10 2 184 80,75 3,16 - 2072,00
mg/day
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil 1 41 95,23 0,17 - 53989,50
fumarate 200/300 mg/day
Efavirenz 600 mg/day + Tenofovir
disoproxil fumarate 300 mg/day + 1 29 77,39 0,14 - 42889,50
Lamivudine 300 mg/day
Efavirenz 600 mg/day +
Lamivudine/Zidovudine 150/300 mg 1 30 137,80 0,25 - 74109,50
12/12h
All treatments 5 284 96,34 55,04 - 158,90

Grade 3 and/or 4 clinical adverse events
Incidence rate
ART l;lfugubder Nug}ber (number of Credibility interval
y events/1000 (95%)
arms women
person-years)
Elvitegravir/Cobicistat/Emtricitabine/Ten
ofovir disoproxil fumarate 1 289 93,37 0,17 - 50589,50

150/150/200/300 mg/day




Table S5 — Adverse events reported by studies (continuation)

Grade 3 and/or 4 clinical adverse events

Incidence rate

Number ~ Number S
(number of Credibility interval
ol | events/1000 (95%)
arms women
person-years)
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 286 117,60 0,22 - 62379,00
disoproxil fumarate 200/300 mg/day
Nevirapine 200 mg 12/12h +
Emtricitabine/Tenofovir disoproxil 2 370 45,83 246 - 876,20
fumarate 200/300 mg/day
Lopinavir/Ritonavir 400/100 mg 12/12h
+ Emtricitabine/Tenofovir disoproxil 2 371 45,40 1,90 - 1001,00
fumarate 200/300 mg/day
All treatments 6 1316 59,93 33,74 - 104,60

Grade 3

and/or 4 laboratory adverse events

Incidence rate

Number Number

(number of Credibility interval
a i Sileg o events/1000 (95%)
arms women
person-years)
Elvitegravir/Cobicistat/Emtricitabine/
Tenofovir disoproxil fumarate 1 289 251,40 0,46 - 136000,00
150/150/200/300 mg/day
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 286 703,70 1,32 - 364000,00
disoproxil fumarate 200/300 mg/day
Nevirapine 200 mg 12/12h +
Emtricitabine/Tenofovir disoproxil 2 370 86,76 509 - 1528,00
fumarate 200/300 mg/day
Lopinavir/Ritonavir 400/100 mg 12/12h
+ Emtricitabine/Tenofovir disoproxil 2 37 71,04 4,07 - 123500
fumarate 200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir 1 234 188,80 0,35 - 100900,00
alafenamide 50/200/25 mg/day
All treatments 7 1550 145,10 57,71 - 359,90

Grade 3 clinical and/or laboratory adverse events

Incidence rate

ART glfugubder Nu(r)r}ber (number of Credibility interval
y events/1000 (95%)
arms women
person-years)
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 247 181,00 0,34 - 98849,50
disoproxil fumarate 200/300 mg/day
Dolutegravir/Abacavir/Lamivudine
50/600/300 mg/day 1 248 83,97 0,16 - 45879,50
All treatments 2 495 125,50 3,51 - 4295,00




Table S5 — Adverse events reported by studies (continuation)

Grade 4 clinical and/or laboratory adverse events

Incidence rate
(number of Credibility interval
events/1000 (95%)
person-years)

Number Number
ART of study of
arms women

Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 247 42,49 0,08 - 23669,50
disoproxil fumarate 200/300 mg/day

Grade 4 clinical and/or laboratory adverse events

Number  Number 'ncidence rate

(number of Credibility interval
ART LRz O events/1000 (95%)
arms women
person-years)
Dolutegravir/Abacavir/Lamivudine
50/600/300 mg/day 1 248 12,36 0,02 - 7240,75
All treatments 2 495 25,05 0,50 - 1017,00
Grade 4 clinical adverse events
Incidence rate
ART ONfu;Lbder Nu(r)r}ber (number of Credibility interval
y events/1000 (95%)

arms women
person-years)

Nevirapine 200 mg 12/12h +

Emtricitabine/Tenofovir disoproxil 1 249 8,60 0,02 - 4567,85
fumarate 200/300 mg/day
Lopinavir/Ritonavir 400/100 mg 12/12h
+ Emtricitabine/Tenofovir disoproxil 1 251 9,79 0,02 - 5430,00
fumarate 200/300 mg/day
All treatments 2 500 9,31 0,39 - 216,30
Serious clinical and/or laboratory adverse events
Number  Number Incidence rate
ART of stud of (number of Credibility interval
y events/1000 (95%)
arms women
person-years)
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 247 96,95 0,18 - 51859,50
disoproxil fumarate 200/300 mg/day
Dolutegravir/Abacavir/Lamivudine 2 307 67.41 266 - 176395

50/600/300 mg/day

Nevirapine 200 mg 12/12h +
Emtricitabine/Tenofovir disoproxil 2 370 30,05 1,33 - 637,10
fumarate 200/300 mg/day

Lopinavir/Ritonavir 400/100 mg 12/12h
+ Emtricitabine/Tenofovir disoproxil 2 371 20,74 0,78 - 491,70
fumarate 200/300 mg/day

Darunavir/Cobicistat/Emtricitabine/Teno

fovir alafenamide 800/150/200/10 2 184 40,91 1,16 - 1488,95
mg/day
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil 1 41 95,23 0,17 - 53989,50

fumarate 200/300 mg/day




Table S5 — Adverse events reported by studies (continuation)

Serious clinical and/or laboratory adverse events

Number  Number Incidence rate
ART of stud of (number of Credibility interval
y events/1000 (95%)
arms women
person-years)
Bictegravir/Emtricitabine/Tenofovir
alafenamide 50/200/25 mg/day ! 234 30,64 0,06 - 17229,50
Efavirenz 600 mg/day + Tenofovir
disoproxil fumarate 300 mg/day + 1 29 112,10 0,21 - 61089,00
Lamivudine 300 mg/day
Efavirenz 600 mg/day +
Lamivudine/Zidovudine 150/300 mg 1 30 126,40 0,23 - 69389,00
12/12h
All treatments 13 1813 49,34 31,60 - 77,10
Grade 3 and/or 4 clinical and/or laboratory adverse events related to ART
Number Incidence rate
ART Number of o (number of Credibility interval
study arms events/1000 (95%)
women
person-years)
Darunavir/Cobicistat/Emtricitabine/Teno
fovir alafenamide 800/150/200/10 2 184 21,91 0,47 - 943,60
mg/day
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil 1 41 42,17 006 - 24359,50
fumarate 200/300 mg/day
All treatments 3 225 27,75 2,56 - 272,90
Serious clinical and/or laboratory adverse events related to ART
Number Incidence rate
ART Number of o (number of Credibility interval
study arms events/1000 (95%)
women
person-years)
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 247 12,70 0,02 - 7228,85
disoproxil fumarate 200/300 mg/day
Dolutegravir/Abacavir/Lamivudine
50/600/300 mg/day 1 248 0,00 000 - 021
Darunavir/Cobicistat/Emtricitabine/Teno
fovir alafenamide 800/150/200/10 2 184 0,00 0,00 - 0,12
mg/day
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil 1 41 68,36 0,11 - 39559,00
fumarate 200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir
alafenamide 50/200/25 mg/day 1 234 0,00 000 - 020
All treatments 6 954 1,09 0,01 - 21,47




Table S5 — Adverse events reported by studies (continuation)

Serious clinical adverse events related to ART
Number Incidence rate -
ART Number of of (number of Credibility interval
study arms events/1000 (95%)
women
person-years)
Elvitegravir/Cobicistat/Emtricitabine/Ten
ofovir disoproxil fumarate 1 289 10,21 0,02 - 5968,00
150/150/200/300 mg/day
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 1 286 18,85 0,03 - 10450,00
disoproxil fumarate 200/300 mg/day
Dolutegravir/Abacavir/Lamivudine
50/600/300 mg/day 1 248 0,00 000 - 021
Serious clinical adverse events related to ART
Number  Number IS 12 S
ART of study of (number of Credibility interval
events/1000 (95%)
arms women
person-years)
Darunavir/Cobicistat/Emtricitabine/
Tenofovir alafenamide 800/150/200/10 1 140 0,00 0,00 - 0,35
mg/day
Bictegravir/Emtricitabine/Tenofovir 1 234 0,00 0,00 - 0,20
alafenamide 50/200/25 mg/day
All treatments 5 1197 1,53 0,01 - 21,29

Death from all causes

Incidence rate

Number Number

number of Credibility interval
ART of study of (
arms women events/1000 (95%)
person-years)
Elvitegravir/Cobicistat/Emtricitabine/
Tenofovir disoproxil fumarate 1 289 0,00 0,00 - 0,17
150/150/200/300 mg/day
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 2 533 0,73 0,00 - 60,56
disoproxil fumarate 200/300 mg/day
Dolutegravir/Abacavir/Lamivudine
50/600/300 mg/day 2 307 1,04 0,00 - 72,82
Nevirapine 200 mg 12/12h +
Emtricitabine/Tenofovir disoproxil 2 370 7,87 0,26 - 238,40
fumarate 200/300 mg/day
Lopinavir/Ritonavir 400/100 mg 12/12h
+ Emtricitabine/Tenofovir disoproxil 2 371 5,75 0,08 - 226,10
fumarate 200/300 mg/day
Darunavir/Cobicistat/Emtricitabine/
Tenofovir alafenamide 800/150/200/10 2 184 0,00 0,00 - 0,09
mg/day
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil 1 41 0,00 0,00 - 1,07
fumarate 200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir 1 234 0,00 000 - 020

alafenamide 50/200/25 mg/day




Table S5 — Adverse events reported by studies (conclusion)

Death from all causes

Incidence rate

ART l(:lfusr?ubder Nucr?fber (number of Credibility interval
y events/1000 (95%)
arms women
person-years)
Efavirenz 600 mg/day + Tenofovir
disoproxil fumarate 300 mg/day + 1 29 7,30 0,01 - 4814,00
Lamivudine 300 mg/day
Efavirenz 600 mg/day +
Lamivudine/Zidovudine 150/300 mg 1 30 7,42 0,01 - 4967,95
12/12h
All treatments 15 2388 4,47 142 - 791

Death from adverse events related to ART

Number Number

Incidence rate

(number of Credibility interval
a i Sileg el events/1000 (95%)
arms women
person-years)
Elvitegravir/Cobicistat/Emtricitabine/
Tenofovir disoproxil fumarate 1 289 0,00 0,00 - 0,17
150/150/200/300 mg/day
Atazanavir 300 /day + Ritonavir 100
mg/day + Emtricitabine/Tenofovir 2 533 0,00 0,00 - 0,03
disoproxil fumarate 200/300 mg/day
Dolutegravir/Abacavir/Lamivudine
50/600/300 mg/day 2 307 0,00 000 - 0,05
Nevirapine 200 mg 12/12h +
Emtricitabine/Tenofovir disoproxil 2 370 0,29 0,00 - 20,77
fumarate 200/300 mg/day
Lopinavir/Ritonavir 400/100 mg 12/12h
+ Emtricitabine/Tenofovir disoproxil 2 371 0,94 0,00 - 60,39
fumarate 200/300 mg/day
Darunavir/Cobicistat/Emtricitabine/Teno
fovir alafenamide 800/150/200/10 2 184 0,00 0,00 - 0,12
mg/day
Darunavir/Cobicistat 800/150 mg/day +
Emtricitabine/Tenofovir disoproxil 1 41 0,00 0,00 - 1,07
fumarate 200/300 mg/day
Bictegravir/Emtricitabine/Tenofovir
alafenamide 50/200/25 mg/day 1 234 0,00 000 - 020
Efavirenz 600 mg/day + Tenofovir
disoproxil fumarate 300 mg/day + 1 29 0,00 0,00 - 0,48
Lamivudine 300 mg/day
Efavirenz 600 mg/day +
Lamivudine/Zidovudine 150/300 mg 1 30 0,00 0,00 - 0,49
12/12h
All treatments 15 2388 0,18 0,00 - 1,56




Table S6 - Adverse events by antiretroviral regimen (to be continued)

Atazanavir 300 mg/day + Ritonavir 100 mg/day + Emtricitabine/Tenofovir disoproxil fumarate 200/300 mg/day

Incidence rate

Outcome '(;IquTub;r Number of (number of Credibility interval
Y women  events/1000 (95%)
arms
person-years)

Discontinuation due to adverse events 2 533 81,97 4,16 - 1611,00
Clinical and/oer\::rt]);)sratory adverse 1 247 972.10 182 - 51139500
Clinical and/or laboratory adverse

events related to ART 1 247 594,80 1,10 - 318800,00

Clinical adverse events related to ART 1 286 570,60 1,07 - 315895,00

Grade 3 and/or 4 clinical adverse events 1 286 117,60 0,22 - 62379,00
Grade 3 and/or 4 laboratory adverse 1 286 703.70 132 - 364000,00
events
Grade 3 clinical and/or laboratory 1 247 181,00 034 - 9884950
adverse events
Grade 4 clinical and/or laboratory 1 247 42,49 008 - 2366950
adverse events
Serious clinical and/or laboratory 1 247 96.95 018 - 5185950
adverse events
Serious clinical and/or laboratory
adverse events related to ART 1 247 12,70 002 - 722885
Serious clinical adverse events related to 1 286 18.85 003 - 10450,00
ART
Death from all causes 2 533 0,73 0,00 - 60,56
Death from adverse events related to 5 533 0,00 000 - 003

ART

Bictegravir/Emtricitabine/Tenofovir alafenamide 50/200/25 mg/day

Number

Incidence rate

Outcome of stud Number of (number of Credibility interval
y women events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 1 234 0,00 0,00 - 0,20
Discontinuation due to ART-related 1 234 0,00 000 - 0,20
adverse events
Clinical and/or laboratory adverse 1 234 718,40 135 - 375995,00
events
Clinical and/or laboratory adverse
events related to ART 1 234 91,31 0,17 - 49459,50
Grade 3 and/or 4 laboratory adverse 1 234 188,80 035 - 10090000
events
Serious clinical and/or laboratory 1 234 30,64 006 - 1722950
adverse events
Serious clinical and/or laboratory
adverse events related to ART 1 234 0,00 0,00 - 020
Serious clinical adverse events related to 1 234 0,00 000 - 0,20

ART




Table S6 - Adverse events by antiretroviral regimen (continuation)

Bictegravir/Emtricitabine/Tenofovir alafenamide 50/200/25 mg/day

Incidence rate

. lglfusrpubder Number of (number of Credibility interval
Y women  events/1000 (95%)
arms
person-years)
Death from all causes 1 234 0,00 0,00 - 0,20
Death from adverse events related to 1 934 0,00 000 - 020

ART

Darunavir/Cobicistat 800/150 mg/day + Emtricitabine/Tenofovir disoproxil fumarate 200/300 mg/day

Incidence rate

Number (e
Number of (number of Credibility interval
(Gl 1Sy women events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 1 41 121,30 0,21 - 67219,50
Discontinuation due to ART-related 1 a1 121,30 021 - 6721950
adverse events
Clinical and/or laboratory adverse 1 a1 913.40 167 - 482400,00
events
Clinical and/or laboratory adverse
events related to ART 1 41 545,80 0,99 - 304395,00
Grade 3 and/or 4 clinical and/or 1 a1 9523 017 - 5398950
laboratory adverse events
Serious clinical and/or laboratory 1 a1 9523 017 - 5398950
adverse events
Grade 3 and/or 4 clinical and/or
laboratory adverse events related to 1 41 42,17 0,06 - 24359,50
ART
Serious clinical and/or laboratory
adverse events related to ART ! 4l 68,36 011 - 39559,00
Death from all causes 1 41 0,00 0,00 - 1,07
Death from adverse events related to 1 a1 0,00 000 - 107

ART

Darunavir/Cobicistat/Emtricitabine/Tenofovir alafenamide 800/150/200/10 mg/day

Incidence rate

Outcome lglfugubder Number of (number of Credibility interval
y women events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 2 184 15,41 0,21 - 876,59
Discontinuation due to ART-related 5 184 15.41 021 - 87659
adverse events
Clinical and/or laboratory adverse 5 184 922,90 5688 - 1517000
events
Clinical and/or laboratory adverse
events related to ART 2 184 357,80 8,25 - 15370,00
Grade 3 and/or 4 clinical and/or 5 184 80.75 316 - 2072,00
laboratory adverse events
Serious clinical and/or laboratory 5 184 40,91 116 - 148895

adverse events




Table S6 - Adverse events by antiretroviral regimen (continuation)

Darunavir/Cobicistat/Emtricitabine/Tenofovir alafenamide 800/150/200/10 mg/day

Number Incidence rate
. of stud Number of (number of Credibility interval
Y women  events/1000 (95%)
arms
person-years)
Grade 3 and/or 4 clinical and/or
laboratory adverse events related to 2 184 21,91 0,47 - 943,60
ART
Serious clinical and/or laboratory
adverse events related to ART 2 184 0,00 0,00 - 012
Serious clinical adverse events related to 1 140 0,00 000 - 035
ART
Death from all causes 2 184 0,00 0,00 - 0,09
Death from adverse events related to 5 184 0,00 000 - 012
ART
Dolutegravir/Abacavir/Lamivudine 50/600/300 mg/day
Number Incidence rate
Outcome of stud Number of (number of Credibility interval
y women events/1000 (95%)
arms
person-years)
Osteoporosis from adverse events 1 59 6,15 0,01 - 4037,00
Discontinuation due to adverse events 2 307 61,58 2,14 - 1797,00
Clinical and/or laboratory adverse 1 248 933,00 169 - 498690,00
events
Clinical and/or laboratory adverse
events related to ART 1 248 395,20 0,73 - 211000,00
Grade 3 clinical and/or laboratory 1 248 83.97 016 - 4587950
adverse events
Grade 4 clinical and/or laboratory 1 248 12.36 002 - 724075
adverse events
Serious clinical and/or laboratory 5 307 67.41 266 - 1763.95
adverse events
Serious clinical and/or laboratory
adverse events related to ART 1 248 0,00 000 - 021
Serious clinical adverse events related to 1 248 0,00 000 - 021
ART
Death from all causes 2 307 1,04 0,00 - 7282
Death from advir\sl,QeTevents related to 5 307 0,00 000 - 005

Efavirenz 600 mg/day + Emtricitabine/Tenofovir disoproxil fumarate 200/300 mg/day

Incidence rate

Number S
Number of (number of Credibility interval
(il Of;ﬁgy women events/1000 (95%)

person-years)

Laboratory adverse events 1 242 40,55 0,08 - 21369,50




Table S6 - Adverse

events by antiretroviral regimen (continuation)

Efavirenz 600 mg/day + Tenofov

ir disoproxil fumarate 300 mg/day + Lamivudine 300 mg/day

Incidence rate

Outcome lglfusrpubder Number of (number of Credibility interval
Y women  events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 1 29 0,00 0,00 - 0,48
Discontinuation due to ART-related 1 29 0,00 000 - 048
adverse events
Grade 3 and/or 4 clinical and/or
laboratory adverse events 1 29 7,39 014 - 42889,50
Serious clinical and/or laboratory 1 29 112,10 021 - 61089,00
adverse events
Death from all causes 1 29 7,30 0,01 - 4814,00
Death from adverse events related to 1 29 0,00 000 - 048

ART

Efavirenz 600 mg/day + Lamivudine/Zidovudine 150/300 mg 12/12h

Incidence rate
Number

Outcome of stud Number of (number of Credibility interval
y women events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 1 30 126,40 0,23 - 69389,00
Laboratory adverse events 1 241 65,60 0,12 - 36399,50
Grade 3 and/or 4 clinical and/or 1 30 137,80 025 - 7410950
laboratory adverse events
Serious clinical and/or laboratory 1 30 126,40 023 - 6938900
adverse events
Death from all causes 1 30 7,42 0,01 - 4967,95
Death from adverse events related to 1 30 0,00 000 - 049

ART

Elvitegravir/Cobicistat/Emtricita

bine/Tenofovir disoproxil fumarate 150/150/200/300 mg/day

Incidence rate

Outcome lc:lfusrpubder Number of (number of Credibility interval
y women events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 1 289 18,05 0,03 - 9868,95
Clinical adverse events related to ART 1 289 322,40 0,60 - 174800,00
Grade 3 and/or 4 clinical adverse events 1 289 93,37 0,17 - 50589,50
Grade 3 and/or 4 laboratory adverse 1 289 251.40 046 - 136000,00
events
Serious clinical adverse events related to 1 289 1021 002 - 596800
ART
Death from all causes 1 289 0,00 0,00 - 0,17
Death from adverse events related to 1 289 0,00 000 - 017

ART




Table S6 - Adverse events by antiretroviral regimen (continuation)

Lopinavir/Ritonavir 400/100 mg 12/12h + Emtricitabine/Tenofovir disoproxil fumarate 200/300 mg/day

Incidence rate

Outcome lglfusrpubder Number of (number of Credibility interval
Y women  events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 2 371 0,31 0,00 - 29,70
Discontinuation due to ART-related 1 251 0,00 000 - 0,06
adverse events
Grade 3 and/or 4 clinical adverse events 2 371 45,40 1,90 - 1001,00
Grade 3 and/or 4 laboratory adverse 2 371 71.04 407 - 123500
events
Grade 4 clinical adverse events 1 251 9,79 0,02 - 5430,00
Serious clinical and/or laboratory 5 371 2074 078 - 49170
adverse events
Death from all causes 2 371 5,75 0,08 - 226,10
Death from adverse events related to 5 371 0,94 000 - 60,39

ART

Nevirapine 200 mg 12/12h + Emtricitabine/Tenofovir disoproxil fumarate 200/300 mg/day

Number

Incidence rate

Outcome of stud Number of (number of Credibility interval
y women events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 2 370 44,25 2,38 - 838,60
Discontinuation due to ART-related 1 249 44,89 009 - 2421950
adverse events
Grade 3 and/or 4 clinical adverse events 2 370 45,83 246 - 876,20
Grade 3 and/or 4 laboratory adverse 5 370 86.76 500 - 152800
events
Grade 4 clinical adverse events 1 249 8,60 0,02 - 4567,85
Serious clinical and/or laboratory 5 370 30,05 133 - 637.10
adverse events
Death from all causes 2 370 7,87 0,26 - 238,40
Death from adverse events related to 5 370 0,29 000 - 2077
ART
All treatments
Number Incidence rate
Outcome of stud Number of (number of Credibility interval
y women events/1000 (95%)
arms
person-years)
Discontinuation due to adverse events 15 2388 20,78 558 - 57,31
Discontinuation due to ART-related 7 988 431 013 - 5472
adverse events
Clinical and/or laboratory adverse 6 954 888,20 75090 - 104500
events
Laboratory adverse events 2 483 52,02 1,89 - 1388,00
Clinical and/or laboratory adverse 6 954 341,60 13360 - 862,70

events related to ART




Table S6 - Adverse events by antiretroviral regimen (continuation)

All treatments

Incidence rate

Outcome lglfusrPubder Number of (number of Credibility interval
Y women  events/1000 (95%)
arms
person-years)
Clinical adverse events related to ART 2 575 431,50 13,84 13630,00
Grade 3 and/or 4 clinical and/or 5 284 96,34 55.04 158,90
laboratory adverse events
Grade 3 and/or 4 clinical adverse events 6 1316 59,93 33,74 104,60
Grade 3 and/or 4 laboratory adverse 7 1550 145,10 5771 359.90
events
Grade 3 clinical and/or laboratory 2 495 125,50 3,51 4295,00
adverse events
Grade 4 clinical and/or laboratory 5 495 25,05 0,50 1017,00
adverse events
Grade 4 clinical adverse events 2 500 9,31 0,39 216,30
Serious clinical and/or laboratory 13 1813 49,34 31,60 77.10
adverse events
Grade 3 and/or 4 clinical and/or
laboratory adverse events related to 3 225 27,75 2,56 272,90
ART
Serious clinical and/or laboratory
adverse events related to ART 6 954 1,09 0,01 21,47
Serious clinical adverse events related to 5 1197 153 0,01 21.29
ART
Death from all causes 15 2388 4,47 1,42 7,91
Death from adverse events related to 15 2388 0,18 0,00 1,56

ART




