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Background Objective

@ Generic ARVs allow the treatment of HIV with affordable and effective drugs. _ | |
To describe the use of generic drugs and single-tablet

@ Although some studies have been published describing the use of generic ARVs in low- _ o
regimen (STR) de-simplification for the treatment of HIV

income settings, the information about their use, and about single-tablet regimen (STR) _ _ _
infection among 41 hospitals from the cohort of the

de-simplification, is very scarce in high-income countries. _
Spanish HIV/AIDS Research Network (CoRIS).

Methods

@ CoRIS is an open, prospective, multicenter cohort of treatment naive HIV+ adults. Enrolment started in 2004 and is still ongoing.

@ In June 2018, we contacted the Pharmacy Departments and CoRIS principal investigators of all centers to request information on both the use of generic
antiretroviral drugs and STR de-simplification by their equivalent generic multiple-tablet regimens.

Results

A total of 41 hospitals, treating 8,891 patients at the time of the study, were included. Most of the nine available generic ARVs in Spain by June 2018 had
been introduced in at least 85% of the participating hospitals, except for AZT/3TC and AZT. The time lag from the effective marketing date of each generic
ARV to its first dispensing date in the hospitals was much shorter for the more recently approved generic ARV since the year 2017 (Figure 1).

Only up to 20% of the hospitals de-simplified EFV/TDF/FTC, DTG/ABC/3TC or RPV/TDF/FTC (to generic EFV+TDF/FTC, DTG+generic ABC/3TC, and
RPV+generic TDF/FTC, respectively) while the generic STR EFV/TDF/FTC was introduced in 87.8% of the centers (Table 1).

The median times between the date of effective marketing of generic

| TDF/FTC and the date of de-simplification of EFV/TDF/FTC and

A se of generic drugs NG gedian time RPV/TDF/FTC were 723 (IQR: 369-1119) and 234 (IQR: 142-264) days,

AZT 0 . 25(61.0) 4765 (2141- 5594) respectively; this time was 155 (IQR: 28-287) days for de-simplification
3TC 0 . 39.(95.1) 919 (95- 1563) of DTG/ABC/3TC.

Figure 1. Use of generic drugs and de-simplification of single-tablet regimens

AZT/STC o -= 17 (415) 315 (168 - 1376) The decision to use generic ARVs was more frequently taken by the

NVP ¢ —= 35(85.4) 337 (84-1310) hospital pharmacists, although for STR de-simplification, the decision
EFV o—u— 35 (85.4) 166 (35 - 369) was made jointly by pharmacists and physicians. Patients were informed
ABC/3TC . 41(100.0) 7(1-42) about these treatment changes in most cases, and the information was
TDF ® 37(90.2) 28 (11-56) provided more frequently by the hospital pharmacists (Table 1).
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Table 1. De-simplification of single-tablet regimens
EFV/TDF/FTC /, & 36 (87.8) 41(18-70) EFV/FTC/TDF DTG/ABC/3TC RPV/FTC/TDF p-
l 4 l | l | l | (n=40) (n=40) (n=41) value
1997 2008 2010 2012 2014 2016 2018 . . . . . . :
Generic Multiple-Tablet Regimens introduced Generic EFV+TDF/FTC DTG+generic ABC/3TC RPV+generic TDF/FTC
. i ) ) : o Median time _ _ o
B) De-simplification of single-tablet regimens N (%) difference (IQR) Number (%) of hospitals with de-simplification of STR 8 (20.0)* 8 (20.0)* 7 (17.1)
Generic EFV+TDF/FTC < - 8 (20.0) 723 (369-1119) Number of hospitals prescribing the de-simplified STR to 6 . .
at least 90% of patients
s : nov2015 jul2017 jun2018
Date of de-simplification of STR [Median (IQR)] (nov2014 - dec2016) (m 2(1)17 nov2017)  (m 2J018 12018)
DTG+generic ABC/3TC Oo—a— 8(20.0)" 155 (28-287) ov ec ar ov ar ju
Time (days) from date of effectively marketing of generic
(days) from date c y MArketing o1 9 723 (369 - 1119) 155 (28 - 287) 234 (142 - 264)  0.047
to date of de-simplification of STR [Median (IQR)]
RPV+generic TDF/FTC o 7(17.1) 234 (142 - 264) Decision maker on the de-simplification of STR [n (%)]
| | | | PD O 0 O 0 469
2012 2014 2016 2018 PD and MD 8 (100) 8 (100) 6 (85.7)
T T T T T T T T T T T T T T T T T T T T T T ST E TS EEE s | Unknown 0 0 1(14.3)
|
| - - . . . . o o o
, —f— Median first dispensing date at the hospital (Interquartile Range) Information provided to the patient [n (%)]
I
. . : . : PD 2 (25.0) 0 1(14.3)
o Effective marketing date in Spain | 0.276
¥ tiective matketiny g Gate 1 of patn : MD 2 (25.0) 1 (12.5) 0
o _ _ _ _ _ S _ _ PD and MD 4 (50.0) 7 (87.5) 4 (57.1)
N (%): Number of participating hospitals that have introduced each generic antiretroviral drug or de-simplification of single-tablet regimens. No information provided 0 (0) 0 0
Medlian time difference (IQR): Median time between effective marketing date and first dispensing date or de-simplification of single-tablet regimens date Unknown 0 (0) 0 2 (28.6)
* 40 participants hospitals has previously introduced EFV/FTC/TDF and DTG/ABC/3TC single-tablet regimens '
STR: Single-tablet regimen, IQR: Interquartile range; PD. Pharmacy Department; MD. Medical Departrment
* 40 participant hospitals has previously introduced EFV/FTC/TDF and DTG/ABC/3TC single-tablet regimen
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In spite of the widespread use of generic ARVs, STR de-simplification was only undertaken in less than 20% of the hospitals.
There was wide variability in the timing of the introduction of each generic ARVs after they were available in the market.
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