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[Abstract] Objective To investigate the factors influencing the compliance of pre-exposure prophylaxis (PrEP) among
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high-risk groups of human immunodeficiency virus (HIV). Methods A total of 352 subjects were selected into the cohort by
non-probability sampling, including 153 men who have sex with men (MSM), 36 female sex workers (FSMs) . and 163 fixed
sex partners(PARs) of HIV carriers. Each subject was randomly given a medication regimen of either once daily or twice a
week., The pre-exposure prophylaxis compliance was evaluated by observing the maintenance of the cohort and medication
omission every 4 weeks from week 0 to week 28. Cochran-Mantel-Haenszel (CMH) test was employed to conduct univariate
analysis and logistic regression was adopted for multiple variable analysis. Results It was found that 76. 70% (270/352) of the
subjects finished the 28-week-observation in this PrEP clinical trial among high-risk groups of HIV. The medication omission
rate fluctuated around 35% during the follow-up, with the total compliance score being 82. 12427, 48 and the median score
being 95. 24. Logistic regression suggested that the monthly income, presence of worries or difficulties during the trials, need
for medical service, and the way of follow-up were the factors influencing the maintenance of cohort. The marital status,
medication method, presence of worries or difficulties during the trial, and presence of adverse effect were the influencing
factors of medication omission. The population type, number of sex partners, taking of other drugs at the same time, need of
medical service during the trial, and way of follow-up were the factors impacting the overall compliance score. Conclusion The
compliance of the present PrEP clinical trials among high-risk groups of HIV is high, and it has multiple influencing factors.
Compliance management should be reinforced among MSM and FSW populations with greater motility. The cohort management

model of follow-up by fixed specialists should be continued with more frequent follow-up; meanwhile, classified management

should be implemented for individuals with different characters, so as to ensure a good compliance during the clinical trials.
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Tab 1 Univariate analysis of compliance with PrEP clinical trial
Varizble N Maintenance of cohort Medication omission Overall compliance
n(%) x’ P n( %) x’ P n(%) I P
Population 12.4205 0.002 0 0.152 6 0.926 6 13.2345 0.001 3
MSM 153 122(79.74) 105(68. 63) 95(62.09)
FSW 36 18(50. 00) 23(63.89) 15(41.67)
PAR 163 130(79.75) 93(57.06) 118(72.39)
Age(year) 0.8103 0.3680 2.0139 0.155 9 2.0131 0.1559
<30 188 142(75.53) 128(68.09) 112(59.57)
=30 164 128(78.05) 93(56.71) 116(70.73)
Education level 4.737 6  0.192 0 3.502 8 0.320 4 1.858 2 0.602 4
Primary school and below 69 57(82.61) 40(57.97) 52(75.36)
Junior 98 73(74.49) 59(60.20) 66(67.35)
Senior 87 60(68.97) 50(57.47) 50(57.47)
College and above 98 80(81.63) 72(73.47) 60(61.22)
Marital status 1.9034 0.386 1 3.696 9 0.157 5 2.842 3 0.241 4
Single 155 119(76.77) 109(70. 32) 91(58.71)
Married 177 137(77.40) 103(58.19) 125(70.62)
Else 20 14(70.00) 9(45.00) 12(60. 00)
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Variable N Maintenance of cohort Medication omission Overall compliance
n(%) %2 P n( %) $? P n(%) % P
Monthly income (yuan) 9.852 .007 3 1.2856 0.525 8 8.496 7 0.014 3
<1000 168 138(82.14) 108(64.29) 121(72.02)
1 001-3 000 151 113(74.83) 93(61.59) 91(60. 26)
=3 001 33 19(57.58) 20(60.61) 16(48.48)
Self-awareness of the possibility 0.232 3 890 3 3.240 7 0.197 8 0.702 2 0.703 9
to catch HIV=
Great 99 77(77.78) 66(66.67) 69(69.70)
Moderate 101 77(76.24) 62(61.39) 63(62.38)
Little 150 116(77.33) 93(62.00) 96(64.00)
Awareness of the severity of AIDS® 1.529 3 L4655 0.654 9 0.720 8 1.512 9 0.469 3
Very severe 176 137(77.84) 116(65.91) 111(63.07)
Severe 118 89(75.42) 72(61.02) 79(66.95)
Normal or not severe 56 44(78.57) 32(57.14) 38(67.86)
Diagnosis of venereal disease® 0.130 1 L7184 0.4311 0.511 4 0.577 6 0.447 3
No 301 231(76.74) 187(62.13) 193(64.12)
Yes 49 37(75.51) 33(67.35) 33(67.35)
Number of sex partner? 6.309 3 L0427 0.930 5 0.628 0 8.878 0 0.011 8
One 251 197(78.49) 155(61.75) 166(66. 14)
Two or three 37 30(81.08) 21(56.76) 29(78. 38)
Four and above 45 26(57.78) 28(62.22) 22(48.89)
Medication method 0.091 0 762 9 14.962 2 0.000 1 0.142 6 0.705 7
Twice a week 179 137(76.54) 95(53.07) 115(64. 25)
Once a day 173 133(76.88) 126(72.83) 113(65.32)
Worry about to be found by 0.132 8 L7155 1.401 2 0.236 5 1.470 3 0.225 3
others to take PrEP
No 163 126(77.30) 97(59.51) 111(68.10)
Yes 189 144(76.19) 124(65.61) 117(61.90)
Presence of adverse effects 2.8355 .092 2 1.725 7 0.189 0 1.429 7 0.2318
No 301 228(75.75) 185(61. 46) 193(64.12)
Yes 51 42(82.35) 36(70.59) 35(68.63)
Whether taking other 2.414 6 .120 2 0.036 0 0.849 5 3.581 3 0.058 4
drugs at the same time
No 327 249(76.15) 205(62.69) 208(63.61)
Yes 25 21(84.00) 16(64.00) 20(80.00)
Worries or difficulties 14.044 2 .000 9 8.548 3 0.013 9 5.3716 0.068 2
during the trials
No 117 95(81.20) 68(58.12) 84(71.79)
Yes 162 134(82.72) 114(70.37) 108(66.67)
Don’t know yes or no 73 41(56.16) 39(53.42) 36(49.32)
Whether having medical 16.173 0 .000 3 2.587 5 0.274 2 7.789 3 0.020 4
service needs
No 159 137(86.16) 97(61.01) 116(72.96)
Yes 113 86(76.11) 77(68.14) 73(64.60)
Don’t know yes or no 80 47(58.75) 47(58.75) 39(48.75)

%, There are missing data in 2-17 cases among total of 352 cases.

AIDS: Acquired immune deficiency

ciency virus; PrEP: Pre-exposure prophylaxis; MSM: Men who have sex with men; FSW. Female sex

Cochran-Mantel-Haensze (CMH) test
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syndrome; HIV: Human immunodefi-

worker; PAR: Fixed sexual partners.
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1B B 30 0 B) 2 5 A R T IR 95 W5 oK (P<C0. 05),
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I AR 3 36 BA 2 AR 15 R . IR A K (=3 001
JG/<1 000 JG:OR=3.176,P=0. 007 9) {5 ] 18]
&5 A HH L R ME COR HNE A S/ F 3 F . OR =
2.345,P=0.028 2) iR 5 ] [H] & 5 A BT IR 55 7 oK
(A /R8T OR=2. 052, P=0. 043 7; NHIiH
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P=0.057 7). 7 W3 2. 520259 IR i BB 2500 S
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KIE.OR=0.297,P=0.021 5) R H X (HH 1
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A AT FH O RN FR M (NGB AT/ HTE JE . OR = 1. 780,
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1.878,P=0.070 6), WL 3, 52 M E AR MY
HZE R AN BEZ ] (PAR/MSM: OR = 3. 586, P =
0.000 7) PEFEABH (2 48 3 4~/1 4~ OR=4. 096,
P=0.006 0) =& A FEREH] 25 (F /7. OR=3. 351,
P=0.036 1) 50 ] [H] 02 75 A B 7 IR 55 7 5K ORI
EAJC/ M T . OR=0. 440, P=0. 010 6) M54
PR (WE & ARl /2 NIE R4 H . OR=2. 618,
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F 2 PrEP IERiXIEBA 5 (R 5 & EH =& logistic B 135 #7

Tab 2 Multiple variable logistic regression analysis of maintenance of cohort

in the pre-exposure prophylaxis (PrEP) clinical trials

Variable(reference group) B SE(® “;E;ld P value (90(0)/§CI)

Monthly income(<Z1 000 yuan)

1 001-3 000 yuan 0.416 2 0.303 7 1.877 5 0.170 6 1.516(0. 920-2. 499)

=3 001 yuan 1.155 5 0.434 9 7.058 1 0.007 9 3.176(1.553-6.495)
Whether having worries or difficulties during the trials(yes)

No 0.419 7 0.356 0 1.390 3 0.238 4 1.522(0. 847-2.733)

Don’t know yes or no 0.852 2 0.388 3 4.816 8 0.028 2 2.345(1.238-4. 441)
Whether having medical service need(no)

Yes 0.718 7 0.356 3 4.069 2 0.043 7 2.052(1.142-3.687)

Don’t know yes or no 0.923 3 0.420 9 4.812 6 0.028 3 2.518(1.260-5.031)
Management model of follow-up(specialist follow-up)

Joint management 0.564 5 0.297 4 3.602 5 0.057 7 1.758(1.078-2. 868)

Maintenance of cohort=0, drop of cohort=1

=3 PrEP IERIXE AW TR S B E logistic B35 #7

Tab 3 Multiple variable logistic regression analysis of medication omission

of pre-exposure prophylaxis (PrEP) clinical trial

Variable(reference group) B SE(® “;;ld P value (90(%1:1)

Marital status(single)

Married —0.468 4 0.2517 3.464 2 0.062 7 0.626(0.414-0.947)

Else —1.2150 0.528 5 5.284 1 0.021 5 0.297(0.124-0.708)
Medication method(twice a week)

Once a day 0.843 7 0.240 9 12.261 8 0.000 5 2.325(1.564-3. 456)
Whether having worries or difficulties during the trials(no)

Yes 0.576 4 0.274 9 4.398 2 0.036 0 1.780(1.132-2.797)

Don’t know yes or no —0.2257 0.322 1 0.490 9 0.483 5 0.798(0.470-1. 355)
Adverse effect occurred or not(not)

Yes 0.630 0 0.348 4 3.270 1 0.070 6 1. 878(1.059-3. 330)

Omit drug=1, no drug omit=0
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Tab 4 Multiple variable logistic regression analysis of the overall compliance

with pre-exposure prophylaxis (PrEP) clinical trial

Variable(reference group) B SE(® “;%ld P value (90('?(:1)

People(MSM)

FSW —0.5889 0.665 4 0.783 4 0.376 1 0.555(0. 186-1. 658)

PAR 1.277 1 0.377 6 11.437 4 0. 000 7 3.586(1.927-6.674)
Number of sex partners(one)

Two or three 1.409 9 0.512 8 7.559 0 0. 006 0 4.096(1.762-9.520)

Four and above 0.775 2 0.635 6 1. 487 6 0.222 6 2.171(0.763-6.176)
Whether taking other drugs at the same time(no)

Yes 1.209 2 0.577 0 4.3917 0.036 1 3.351(1.297-8.657)
Whether having medical service need(no)

Yes —0.274 2 0.297 1 0.851 3 0.356 2 0.760(0.466-1.239)

Don’t know yes or no —0.821 4 0.321 4 6.5317 0.010 6 0.440(0. 259-0. 746)
Management model of follow-up(joint management)

Specialist follow-up 0.962 3 0.369 3 6.791 1 0.009 2 2.618(1.426-4. 805)

Dependent variable: great overall compliance=1,bad overall compliance=0. MSM: Men who have sex with men; FSW. Female sex work-

er; PAR: Fixed sexual partners
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