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Outline

• What is self-testing?

• How is self-testing adopted?

• What is the fidelity of self-testing?

• Where can self-testing can be disseminated?

Self-Testing for HIV infection

• Only US FDA approved In-Home HIV 
Testing kit

• Used by over a million consumers

• Same device used by healthcare 
professionals

• Simple oral swab, no blood

• Results in 20 minutes

• 24 hour bilingual customer phone 
support and detailed product website 
offering information, referrals to care, 
product usage instructions and more

• High consumer satisfaction
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Adoption

Self-testing adoption

• Influenced by user’s perception of costs, benefits, personal need 
and convenience

• Users greatly prefer painless oral testing over fingerstick or 
venipuncture

• Wood (2014) found 70% reported oral fluid testing acceptable
• Highest (92%) in Malawi

• Pai (2013) found 74-96% reported self-testing acceptable

• Lippman (2015) found 88% use, 94% “easy” in SF Transgender persons

• Additional benefits include increased confidentiality, privacy and 
reduced social stigmatization

Estem KS, Catania J, Klausner JD, Curr HIV/AIDS Rep 2016.
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Theoretical Projection of Total Number of Positives Identified 

Based on Consumer Support Center Activity

731 Positives* Identified via Consumer Support Center

% of Positives Calling 

Support Center

1% 5% 10%

Projected Total 

Number of Positives

73,100 14,620 7310

Positives as Percent 

of Units Sold to date

6.1% 1.2% .6%

*Positives captured launch through 6/30/17 Based on prelaunch research indicating that most (96%) consumers 

receiving positive result will contact their healthcare professional; ~1.2M units sold Jan 2013 through July 2017

The estimated prevalence rate between 1- 2%

Confidential & Proprietary

Orasure Oraquick Number Cases Identified 

and Positivity among 1.2M tests sold, 2013-2017

Fidelity
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Self-testing fidelity

• Original studies by manufacturer < 2% failure
• Limited by use of select populations (MSM)

• US adult vs. trained providers (sensitivity 92.9% vs. 99.3%)

• Singapore, error rate 0.6% (Ng, 2012)

• Atlanta, 9% error rate (MacGowan, 2017)

• China (non-Oraquick) 10% difficulty swabbing, 17.5% difficulty 
reading results (Marley, 2014)

• In NYC young MSM and transgender women reported concerns 
of anxiety, test correct use and instructions (Frye, 2015)

Estem KS, Catania J, Klausner JD, Curr HIV/AIDS Rep 2016.

Self-testing fidelity

• 150 adults in Kenya, Malawi and 
South Africa

• Graphic and written instructions 
in English and local language

• 75% correctly performed each 
step

• 47% had multiple errors

“Further adaptation needed for low-

literacy participants”

Peck R et al, 2014.
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Dissemination

Self-testing dissemination-LA

•Vending machines

•Vouchers

•US mail

•Online
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Vending Machines in sex clubs

• Self-contained unit

• Remote monitoring

• Instructions posted

• Private area

McGrath M et al, CROI pre-meeting, 2015
15

Initial Concerns

• Cost of HIV home test kits

• Emptying the vending machine

• Conflict with existing testing programs

• Home test kit window period

• Result anxiety 

McGrath M et al, CROI pre-meeting, 2015
16
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Time/ date of vended tests vs. staff tests, LA

12:00 AM

3:00 AM

6:00 AM

9:00 AM

12:00 PM

3:00 PM

6:00 PM

9:00 PM

12:00 AM

12/21/14 12/22/14 12/23/14 12/24/14 12/25/14 12/26/14 12/27/14 12/28/14 12/29/14

Vended test

Traditional testing period

Results summary over 7 weeks, 2014

Vending machine

•1,176 hours

•312 tests

Traditional testers

• 64 hours

• 58 tests

McGrath M et al, CROI pre-meeting, 2015
18
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Voucher program, 2013

Marlin, BMC Public Health, 2014

20

Voucher program, 2013

Marlin, BMC Public Health, 2014

//upload.wikimedia.org/wikipedia/commons/6/62/Walgreens_store.jpg
//upload.wikimedia.org/wikipedia/commons/6/62/Walgreens_store.jpg
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641 vouchers distributed to CBOs

274 went to clients

53 (19%) redeemed

3 (6%) reported new HIV+

Slide courtesy of Dr. Ian Holloway, UCLA 22
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Social media promotion, 2014

banner ad

Huang et al AIDS Edu Prev 2016 

24

Social media promotion, 2014

Huang et al AIDS Edu Prev 2016 
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25Huang,AIDS Edu Prev 2016 

26ISSTDR 2015, P17.08; Huang et al AIDS Edu Prev 2016 

Three Choices
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= app opening blast

11,939 website visits in 6 weeks

334 self-test requests

Huang, AIDS Edu Prev 2016 

28

N = 334 test requests

Huang et al AIDS Edu Prev 2016 

Percentage of test requests by delivery method (N=334)

2 of 57 new HIV+
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Social media promotion 2

Rosengren et al Sexual Health 2016 

30

Social media promotion 2

Rosengren et al Sexual Health 2016 
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N = 334 test requests

Rosengren, Sexual Health, 2016 

Percentage of test requests by delivery method (N=333)

74%

17%

8%
2 of 56 new HIV+

Walgreens.com

Self-test kit dissemination-NYC

Edelstein, APHA, 2016



17

Self-test kit dissemination-NYC

*over 3 weeks Edelstein, APHA, 2016

Self-test kit dissemination-NYC

Edelstein, APHA, 2016
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Self-test kit dissemination-NYC

Edelstein, APHA, 2016

Self-test kit dissemination-NYC

Edelstein, CROI, 2017
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Linkage to care

Among testers with positive or inconclusive results

• Kenya 72% of male partners sought confirmation [Gichangi, 2016]
• 25% of those HIV-infected

• China 17% (N=29) sought confirmation [Ren XL, 2017]

Among positives

• Los Angeles 100% (N=7) [Marlin 2014, Huang; Rosengren 2016]

• Australia 100% (N=3) [Jamil, 2017]

• NYC 57% (N=7) [Edelstein, 2017]

Add HIV self-test as a reported element in HIV surveillance
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STD Self-Testing

• Self-collection for mail-in STD testing—urine 

• Self-referral syphilis lab testing

• Commercial home-based collection and shipping

• True home-based collection and self-testing…not yet but 
coming soon!
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Home-collection and mailed CT/NG testing
August 2000

STD, 2002

Self-referral Syphilis lab testing
2005

218 tests (13+)

6 new cases
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STD Home-collection: myLAB Box.com

myLAB Box has completed thousands of tests in all 50 states 

over 160% increase in demand from 2016 to 2017

myLAB Box user information, USA

• Age range 16 – 82 years 

• 60% male, 40% female

• Reasons for choosing myLAB Box: convenience, privacy, less

stigma/shame than seeing health care provider, reasonable price

• Over 90% of ordered test kits complete specimen submission

• Higher-risk STI population: 8.2% CT and 1.3% NG-infected

• CT and NG-infected may be treated via telemedicine and obtain e-
prescription for antibiotic 
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True point-of-care  
STD self test device
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Summary

• HIV self-testing desirable, safe and effective
• WHO recommended 

• Need more evidence on outcomes, impact and cost-
effectiveness

• STD home-specimen collection and self-referral options

• True STD home-based self-testing…coming soon

Thank you

• NIH Center for HIV Identification, Prevention and Treatment Services

• NIH Center for AIDS Research

• NIH Fogarty Center

• NIH NIAID

• NIH STI CTG STAR Network

• NIH NICHD 


