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Abstract

Background. The CDC instituted a new cohort study in HIV-infected subjects from birth through 24
years of age as of 2004 to describe clinical and psychosocial aspects of HIV infection.

Methods. Twenty-two hospital/clinic sites were selected using a population proportional-to-size
sampling method. This observational longitudinal cohort study is limited to HIV-infected subjects
from birth to 25 years of age at enrollment in 7 U.S. states. We included subjects with > 1
abstracted clinic visit during or after 2006 in this analysis.

Results. As of 12/31/07, 1,480 HIV-infected (69%) of approximately 2160 eligible youth had been
enrolled and met inclusion criteria, including 794 (54%) females, 1,016(69%) non-Hispanic Blacks,
and 343 (23%) Hispanics. Participants were nearly equally divided into 3 age groups (years); <13
(34%), 13-18 (36%) and >19 (30%) and had an overall median age of 14.8 years. Their mode of
HIV transmission was classified as perinatal (70.3%), behavioral (12.3%), and other (transfusion,
transplant, breastfeeding, sexual abuse) (17.4%); with respective median ages (years) of 13.2,
21.9, and 16.5. Most subjects (77%) were being treated with ARVs, and mainly Pl-based regimens
(53%), however, perinatal subjects were much more likely to be on ARVs compared to behavioral
subjects (OR=8.74,p<<0.0001).Thirty-two percent of subjects overall had an HIV viral load (VL)
<400 copies/mL (c/mL) and 40% had a VL between 400-9,999 c/mL. While perinatal subjects were
about twice as likely to have a VL<400 c/mL and no i pared to

subjects, they were also 1.9 times as likely to have severe immunosuppression (p<0.005) and 2.3
times as likely to have an AIDS-defining condition (ADC) during their last visit (p<0.05). Less than
8% of subjects had a VL > 100,000 ¢/mL (range 6.6%-9.7%). Sex was discussed by health care
providers with 65.7% of subjects > 13 years of age; 32.8% of these subjects reported being
sexually active in 2006-7; and behavioral subjects were >5 times as likely as perinatal subjects to
be sexually active (p<<0.0001)

Conclusions. Most LEGACY subjects were > 13 years of age, receiving ARV therapy (mainly PI-
based HAART), and no or moderate VLs <10,000 c/mL, and a
lack of ADCs. A significant proportion of all subjects > 13 years of age reported being sexually
active. Urgent follow-up is recommended to prevent secondary HIV transmission from this
population.

Introduction

« Today's HiV-infected youth in the United States are a mixture of mainly perinatally and
behaviorally HIV-infected youth.
« Although they are both young and HIV-infected, and are affected by similar psycho-social
pressures, perinatally and behaviorally HIV-infected youth represent distinct clinical
subpopulations.
+ The primary objective of LEGACY is to better understand the factors related to HIV disease
progression that may help us to improve the health of HiV-infected children and adolescents, and
to provide data that will assist in primary and ndar activities for
HiV-infected adolescents. We plan to provide data that will:

« Further define trends in pediatric adolescent HIV morbidity and survival

+ Elucidate long term consequences of HIV infection/ARV treatment in the HAART era.
+ This represents afirst look at the LEGACY cohort focusing on describing key demographic,
clinical and psychosocial endpoints, including ARV use, viral loads, and documentation of sexual
activity among youth > 13 years of age.

« Twenty-two hospitaliclinic sites were selected using a population proportional-to-size sampling
method; included mix of small, medium and large institutions

« This observational longitudinal cohort study is limited to HIV-infected subjects from birth to 25
years of age at followed by a or medicine specialist.

+ We included subjects with > 1 abstracted clinic visit during or after 2006 in this analysis.

« Data was abstracted from the medical records, including HIV specialty clinics visits, emergency
room visits, hospitalizations, social work notes.

+ For this analysis, we clinical drug regimens, HIV-1
viral loads, Immunological categories, and history of recent sexual activity.

+ We updated the results from the time that abstract was created, to provide the most up-to-date
depiction of the cohort

LEGACLCY Study Sites

Tabis 1: Demographics by Mods of Transmission
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+  Asof 7/31/07, 1,479 HIV-infected (68.5%) of approximately 2160 eligible youth had
been enrolled and met inclusion criteria, including 794 (53.7%) females, 1,016 (68.7%) non-
Hispanic Blacks, and 343 (23.2%) Hispanics.

+ Participants were nearly equally divided into 3 age groups (years) <13 (34.3%), 13-18
(35.8%) and >19-25 (29.9%) and had an overall median age of 14.5 years.

«  Their mode of HIV transmission was classified as perinatal (70.3%), behavioral (12.3%),
and other (transfusion, transplant, breastfeeding, sexual abuse) (17.4%); with
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Tabile 2: Antiretroviral Therapy (ART) Profile by Mode of Transmission
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«  Among the 345 participants not receiving ART therapy, 253 (73.3%) had a previous

history of having received ART therapy and behaviorally infected subjects were 8.7 times

more likely than perinatal subjects to be off therapy. (95% Cl: 6.11,12.49; p<<0.01) .

+  Among the participants being treated with ARVs, 693 of 1134 (61.1%) were receiving

triple therapy and 366 (32.3%) were receiving four or more ARVs. There were no significant
among the i by mode of in terms of of

participants receiving 3 or more ARVs. 75 of 1134 (6.6%) were receiving dual or mono ARV

therapy.

+  Among those 1059 patients receiving 3 or more ARVs, the vast majority [ 781 (73%)],

were receiving Pl-based regimens.

Tabde 3: Clinical Endpoints by Mode of Transmission
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+  Overall, 1024 of 1479 participants had HIV-1 viral loads (VL)less than 10,000

copies/mi (c/mL), including 553( 31.9%) with VL <400 c/mL and 553 (37.4%) with a VL

between 400-10,000 c/mL.

+  While perinatal subjects were nearly twice as likely to have a VL<400 c/mL and no
to

median ages (vears) of 13.2, 21.9, and 16.5.

D: subjects (OR=1.72; p<0.005 and OR=1.86;
p<0.005, respectively), they were also 1.93 times as likely to have severe
immunosuppression (p<0.005) and 2.3 times as likely to have an AIDS-defining condition
(ADC) during their last visit (p<0.05). Overall, 7.9% of subjects had a VL > 100,000 c/mL
(range 6.6%-9.7% by mode).

Tabla 4: History of Sexual Activity and
Discussion of Sex by Cliniclan during Clinic Visit
by Mode of Transmission in Participants x 13 Years of Age
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Sex was discussed by health care providers with 65.7% of subjects > 13 years of age
32.8% of these subjects reported being sexually active in 2006-7

Behavioral participants were more than 5 times as likely as perinatal participants to be
sexually active (OR=5.51, p<<0.0001).

Table 6 : HIV-1 Viral load levels and Condom Use by Mode of Transmission
in Participants =13 years of age, Reporting to be Sexually Active in 2008-7
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+ 317 of 319 sexually active participants > had documented HIV-1 viral loads.

+ 23.8% of these sexually active participants had undetectable HIV-1 viral loads while 35.4% had
viral loads > 10,000 copies/m.

+ Condom use to the affirmative or negative was documented in 186 or 57.3% of sexually active
participants >13 years of age; 180 of 186 (96.8%) such responses documented condoms were being
used.

« Lack of condom use was seldom reported, but 5 sexually active participants with detectable viral
Ioads between 400 and 99,999 copies were documented as not using condoms (data not shown)

Conclusion

* Most LEGACY subjects were > 13 years of age, receiving ARV therapy (mainly PI-
based HAART), and iencing no or moderate i ion, VLs <10,000 c/mL,
and a lack of ADCs.

+ Nearly a third of participants > 13 years of age reported being sexually active and
nearly three quarters of providers are documenting having discussed sexual
behaviors/prevention with patients on clinic visits.

+  Urgent follow-up is recommended to prevent secondary HIV transmission from this
population.
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