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Good afternoon.  On behalf of my co-authors, it is my pleasure to present this work to you.


Background:
Home HIV Self-Testing

e 1996: FDA approves home
collection kit

e 2002: Rapid HIV tests
approved

o 2003: First CLIA walver
granted for rapid test use Iin
non-clinical settings

e 2006: FDA advisory committee
reviews home test issue

e 2012: FDA approves OraQuick
In-Home HIV test

Now available in retail pharm
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The rapid home HIV self-testing story really began in 1996 when the FDA approved the first home collection kit.  This enabled a person to collect a whole blood specimen at home, mail it off, and get results over the phone in about a week. 
 
Prospects for true HIV self-testing advanced with FDA’s approval, in 2002, of rapid HIV tests, and in 2003, with the granting of the first official Clinical Laboratory Improvement Amendments (CLIA) waiver for use of a rapid HIV test in nonclinical settings by persons without laboratory training.  Then, starting in 2005-2006, an FDA advisory committee met several times to review the issue and establish criteria for FDA approval of a home test.  But the question of a true rapid HIV self-test remained a theoretical one.

And then on July 3, 2012, the FDA approved the first truly over-the-counter in-home rapid HIV test.  The product is currently available in major retail pharmacies (and online) for the price of….$39.99. 



Background:

HIVin NYC

e ~3500-4000 new diagnoses per year+

 Most occur among:
— Men
- MSM
— Persons under 40
— Blacks/Hispanics

INYC HIV/AIDS Annual Surveillance Statistics: http://www.nyc.gov/html/doh/html/ah/hivtables.shtm| Health
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As you are likely aware, NYC is highly affected by HIV.  In the past 5-6 years, there are approximately 3500-4000 new diagnoses reported in the city each year.  New diagnoses are primarily among men, most of whom are men who have sex with men, those under 40 years and minorities. 

http://www.nyc.gov/html/doh/html/ah/hivtables.shtml

Background:
HIV Testing iIn NYC

e Expanded testing, social marketing?!

e Since 2010, mandatory offer of HIV testing
to adults 18-64 yrs seeking medical care?

* Yet, one-third of adults 18-64 yrs have
never been HIV-tested?

INYC DOHMH HIV testing website: http://www.nyc.gov/html/doh/html/ah/nyc-hivtesting.shtml. 1
2NYC HIV Testing Public Health Law: http://www.health.ny.gov/diseases/aids/testing/. m
SNYC Community Health Survey 2010: http://www.nyc.gov/html/doh/html/survey/survey.shtml. Health



Presenter
Presentation Notes
HIV testing has been expanded in NYC over the past 5-6 years as well, with borough-level initiatives accompanied by social marketing.  Since a new state HIV testing law was passed in 2010, the offer of HIV testing in health care settings to patients 18-64 years is now mandated.  Yet approximately one-third of adults 18-64 have still not ever been HIV-tested. 

http://www.nyc.gov/html/doh/html/ah/nyc-hivtesting.shtml
http://www.nyc.gov/html/doh/html/ah/nyc-hivtesting.shtml
http://www.nyc.gov/html/doh/html/ah/nyc-hivtesting.shtml
http://www.nyc.gov/html/doh/html/ah/nyc-hivtesting.shtml
http://www.health.ny.gov/diseases/aids/testing/
http://www.health.ny.gov/diseases/aids/testing/
http://www.nyc.gov/html/doh/html/survey/survey.shtml
http://www.nyc.gov/html/doh/html/survey/survey.shtml
http://www.nyc.gov/html/doh/html/survey/survey.shtml

®
Background:

Acceptability of Rapid Home Self-Testing

 Limited data on acceptability in the general
population (prior to rapid test approval)!

— California adults (1999 survey): 37%

* Emerging data on very high acceptability
of rapid self-testing among U.S. MSM?3

Phillips et al., Am J Prev Med 2003;24:340.
2Katz et al., CROI 2012; Abstract #1131.
3Carballo-Dieguez et al., J Sex Research 2012;49:379. Health



Presenter
Presentation Notes
The acceptability of the rapid home self-testing concept was not well known in 2006 when FDA advisory committee considered home HIV testing, although the question of who might use the test was identified as an important determinant of acceptability.  Even in 2012, there are limited data available.  The only population-based data on the subject are from a 1999 California survey.  But more recently, new data are emerging on the very high acceptability of rapid self-testing among MSM in both Seattle and NYC.


Objective

1. Describe the population of NYC adults
reporting acceptability of rapid home HIV
test kits

2. Determine factors associated with
acceptabllity of rapid home HIV test kits

3. Examine possible financial constraints on
the purchase of test kits

Health
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Because of the large burden of disease in NYC, as well as the limited understanding of acceptance of rapid home test kits, we were interested in finding out how acceptable such a test might be in 2012.  

To that end, we did an analysis to describe the acceptability of rapid home HIV testing in a population-based sample of NYC adults who might accept this new modality and to determine factors associated with acceptability of rapid home HIV test kits.  We also wished to determine whether there might exist any financial barriers to purchase of the kit among those who would otherwise find the kit acceptable.



Data Source:
2006 Community Health Survey

Annual telephone survey of adult NYC
residents (age=18)

Based on CDC'’s national Behavioral Risk
Factor Surveillance System (BRFSS)

Population-based, representative
Tracks health conditions, risk behaviors

2006 survey (n=9,683)

— Landlines telephones only
— Question about in-home HIV testing

Health
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To address these objectives, we turned to the 2006 Community Health Survey which contained a question about in-home HIV testing, prompted by the fact that the issue was under review by an FDA expert committee at the time.  

As many of you here are aware, the Community Health Survey, or CHS, is an annual telephone survey of adult NYC residents age 18 and older that is modeled after the national Behavioral Risk Factor Surveillance System.  It is a population-based, representative survey that tracks health conditions and risk behaviors in NYC adults.  It is translated every year into Spanish, Russian, and Chinese; additional languages are available through live translation.  The number of people surveyed in 2006 was almost 10,000. In that year, only households with landline telephones were surveyed.  As I mentioned, a question about in-home HIV testing appeared for the first and only time in that year, when a rapid HIV self-test for home use was still a theoretical concept.



Primary Outcome

« Acceptabllity of a rapid home test kit for
HIV
—"If a rapid home test kit for HIV was available

and you could get results within 20 minutes at
home, would you use such a kit?"

Health


Presenter
Presentation Notes
The primary outcome of the study was the response to the following theoretical question: "If a rapid home test kit for HIV was available and you could get results within 20 minutes at home, would you use such a kit?"


Measures

 Demographic
— Age, sex, race/ethnicity
e Behavioral
— Number of sex partners, past 12 months

— MSM behavior, past 12 months (MSM behavior vs. all
other persons including women and men who do not
report MSM)

— HIV testing, past 12 months
e Economic
— Household poverty (percent of federal poverty level)

— Did not get medical care or fill a prescription due to
cost, past 12 months

Health
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Demographic measures included age, sex, and race/ethnicity.  

Behavioral measures included the number of sex partners in the past 12 months, MSM behavior, which, for the purposes of this analysis, was defined as all men reporting sex with men in the past 12 months vs. everyone else, including all women and all other men, and HIV testing in the past 12 months.  

Economic measures included self-reported household federal poverty level (defined as the percent of the federal poverty level) and report of having to forgo medical care or prescription medication due to cost in the past 12 months. 



Analysis

SAS 9.2, SUDAAN

Limited analytic population to adults aged 18-64 years
Weighted to be representative of the NYC adult
population

Age-adjusted to US 2000 Standard Population

Prevalence, standard error (SE), and 95% confidence
intervals (Cls) calculated

Logistic regression (with age, variable of interest, and
outcome)

Forward step-wise multivariate model; variables
selected based on previous logistic regression
(p<0.05) and others likely to impact outcome

Health
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For analysis, we used SAS and SUDAAN given the need to analyze data from a survey with a complex sample.  To align with the 2006 CDC recommendation about HIV testing, we limited the analytic population to just those adults aged 18-64 years.  Data were weighted to be representative of the NYC adult population and age-adjusted to US 2000 Standard Population.  To describe the population willing to accept the rapid home HIV test kit, we calculated the prevalence of acceptance of the rapid home HIV test kit and the standard error and 95% CIs of the prevalence.  To look at factors associated with acceptance of the rapid home HIV test kit, we examined associations between the variable of interest and the outcome, adjusting for age using logistic regression.  We then built a forward stepwise multivariable model including all variables found to be statistically significant in the previous logistic regression at the p≤0.05 level and others likely to impact acceptance of the rapid home HIV test kit and HIV testing behavior in general. 



Results

 89% (6,639) responded with “yes” or “no”

e Overall, 56.2% (95%CI:. 54.7, 57.7) of
NYC adult respondents (18-64 years) who
answered this question reported that they
would use a rapid home HIV test

Health
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Of all adults aged 18-64 who completed the survey, 89% answered this question about acceptance of the rapid home HIV test kit with a yes or a no.  Overall, 56% of adults aged 18-64 years who answered the question yes or no reported that they would accept the use of a rapid home HIV test. 


Acceptability of Home Rapid Test Kits for
HIV Among NYC Adults (18-64 yrs.) by
JPemographic Characteristic, 2006
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First, we looked at acceptability of the rapid home HIV test by demographic characteristics.  In this bar graph of the estimates with the 95% confidence intervals displayed as error bars, we found that men and woman reported fairly equal acceptance, but those aged 18-24 and those aged 25-44 reported significantly greater acceptance than those aged 45 to 64.  Further, blacks and Hispanics reported significantly greater acceptance than whites.


Acceptability of Home Rapid Test Kits for
HIV Among NYC Adults (18-64 yrs.) by
oo Behavioral Characteristics, 2006
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Next, we looked at acceptability by behavioral characteristics.  Those reporting 2 or more partners in the past 12 months reported significantly greater acceptance than those without any partners in the past year.  Those who reported MSM behavior in the past 12 months reported significantly greater acceptance than those who did not, and those with an HIV test in the past 12 months reported significantly greater acceptance than those who did not have one. 


Factors Associated with Acceptability of
Use of Home Rapid HIV Test KitsT

Characteristic Adjusted OR
(95%Cls)

Age group (years)

‘ 18-24 2.08 (1.58, 2.74)***
25-44 1.47 (1.27, 1.70)***
45-64 Referent
Race/ethnicity
White, non-Hispanic Referent
Black, non-Hispanic 3.52 (2.92, 4.25)***
Hispanic 4.10 (3.42, 4.92)***
Other 1.31 (1.04, 1.64)*
Sexual partners in past 12 mos.
None Referent
One 0.99 (0.83, 1.19)
Two or more 2.29 (1.73, 3.05)***
HIV test in past 12 mos. 1.37 (1.16, 1.61)**

T Controlling for sex and MSM behavior. m

0<0.05, *p<0.001, **p<0.0001 e
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Next, we present the multivariable model.  Controlling for sex and for recent MSM behavior, the following factors remained significant in the multivariable model: younger age, non-white race/ethnicity, report of 2 or more sex partners in the past year, and report of an HIV test in the past year. 


Financial Consideration?

« Among those who would use a rapid home
test Kit:

—41% had a household income <200% of the
federal poverty level

— 25% did not get needed medical care/fill a
prescription due to cost in previous 12 mos.

52% might encounter financial barriers
to kit purchase at retall prices

Health
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So overall, it appeared that interest in the kit was high, BUT what about the financial considerations given the current pricing?  Limiting our analysis to just those persons reporting acceptance of the test, almost 41% reported that their household income was less than 200% of the federal poverty level, and 25% reported that they did not get needed medical care or fill a prescription due to cost in the previous 12 months.  

Combining these 2 measures to look at everyone who reported EITHER an income less than 200% of the federal poverty level OR having forgone needed medical care or a prescription medication due to cost, we found evidence that over 50% of individuals with interest in the test kit might encounter some financial barriers to purchase of the kit given the current retail price.


Summary

 Over half of NYC adults reported that they
would use a rapid HIV test kit at home

 Interest high among subpopulations with:

— Greatest burden of disease (e.g., young
people, blacks, Hispanics)

— Self-reported risk behavior (e.g., multiple sex
partners)

— Recent HIV testing
« Affordability might be an issue

Health
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In summary, over half of NYC adults aged 18-64 reported that they would accept the use of a rapid HIV test kit at home in 2006.  Interest was highest among subpopulations of NYC adults with the greatest burden of new diagnoses based on surveillance data, such as young people, blacks, and Hispanics, and interest was highest among those with higher levels of sexual risk, such as those who report multiple sex partners.  Interest was also high among those who had tested in the past year.  Additional analysis supports the concern that affordability might be an issue for some of those with interest in using the test. 


Limitations

2006 survey data

— Question preceded widespread use of rapid tests
(and FDA approval)

— Cell phone-only households not surveyed

Key populations excluded (e.g.,
Institutionalized persons)

Information bias (e.g., social response)
No information on ever-testing

Survey question did not include information
about the cost of the kit

Health


Presenter
Presentation Notes
Limitations of this study include that these data were obtained prior to FDA approval.  And in 2006, cellphone only households were not surveyed, HOWEVER, additional analysis from 2008 showed that the impact of adding cellphone households on most outcomes in that year was negligible. As always with a telephone survey, key populations were excluded.  Some information bias may arise as we are asking people to report on sensitive personal information.  Plus we did not have data on additional covariates like ever-testing for HIV (despite having information on testing in the past year). Further, the survey question did not include information about the cost of the kit.  Also, the survey question did not include information on the cost of the kit.


Discussion

 An historic moment — first home ID test
e Test may facilitate:

— Testing of persons unaware of their infection

— More frequent testing of those at highest risk
— Mutual testing of partners

 Difficult to determine uptake, impact,
Influence of price

Health
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Ultimately, this is an historic moment: We now have a rapid home test for an infectious disease in the context of much greater acceptability of home testing.  Right now, among some public health professionals, there is cautious optimism that the test offers a new opportunity and thus might facilitate testing of persons unaware of their infection, more frequent testing of those at highest risk, and mutual testing of sex partners.  Yet, multiple unanswered questions and challenges remain, including how best to measure the uptake and impact of these tests, and what the influence of price might be. 
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Thank you!

Contact:

Julie Myers, MD, MPH

NYC DOHMH, CUMC

Tel: (347) 396-7761
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Analytic Population (n=6,639)

Overall 6,639 (100)
Sex
Male 2,642 (47.6)
Female 3.997 (52.4)
Age group (years)
18-24 547 (15.1)
25-44 2,973 (52.1)
45-64 3,119 (32.8)
Race/ethnicity
White, non-Hispanic 2,347 (36.1)
Black, non-Hispanic 1,725 (23.1)
Hispanic 1,793 (26.2)
Asian/Pacific Islander 564 (11.3)

Other 210 (3.3)



Additional discussion:

* NYC DOHMH Is:

— Partnering with OraSure to ensure proper
linkage to care

— Continuing to assess acceptability and use
among key populations

— Exploring innovative ways to bring this new
testing modality to those most at risk

Health
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