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Overview

• HIV/STI service delivery models

• Options for expanding access

• Available home/POC testing

• Benefits and limitations of testing options

• Local experience with developing remote care model

• Challenges and questions



Where is care delivered?



Need to expand service access and delivery

Smith DK et al, CID 2020; CDC, HIV Surveillance Data 2020; CDC, 2020 STD Surveillance Report

• National HIV incidence on decline, but PrEP 

coverage remains suboptimal (23% in 2019)

• STI incidence very much on the rise, especially 

syphilis and CS

• Limited numbers of dedicated SHC and budgets, 

staff redeployments and HCW burnout

• COVID: operational capacity limitations, move 

toward expanding remote care/telehealth capacity



Home-based services (HBS)

McRee et al, Persp on Sex & Reprod Health 2015; Hogensen et al, STD 2019; Carnevale et al, STD 2020; 
Gilbert et al, STI 2021

• “Package deal”

- Telehealth 

- Provider-ordered testing or 

sampling

- Treatment: home, pharmacy, 

public SHC or other facility

• Highly acceptable and 

feasible in many locations

• Mostly evidence from pilot 

studies and research 

settings



Existing HBS models

• 55 men on PrEP from SF, 

St. Louis, Boston

• Kits: 3-site GC/CT NAAT; 

FSWB for RPR @ fixed 1:4 

titer, creatinine, 2nd gen 

HIV

• 93% completion, >85% 

would prefer HBS

Siegler et al, CID 2019; Hoth et al, STD 2019; https://www.prepiowa.org/teleprep

• Telemedicine model using 

pharmacists

• Labs from public health 

clinic or another site, 95% 

completion

- Self-collected extragenital 

screening limited

• PrEP mailed to home



Testing vs sampling

“Home testing”

• Self-collect sample

• Perform test at point of care and 

receive results at home

“Home sampling”

• Self-collect sample

• Send sample via mail to 

laboratory for analysis

• Receive results later



Home/POC options: HIV testing



Home/POC options: HIV testing



Home/POC options: syphilis

trinitybiotech.com/products; ctkbiotech.com/wp; Bristow et al, CID 2020

USA: Syphilis Health Check™️

• FSBS, 2 steps, 10 min

• FDA-cleared, CLIA-waived

• Good performance, depends on 

population

(Mostly) international: dual 

HIV/syphilis RDTs (mostly for PMTCT), 

TT/NTT or either alone



Home/POC options: GC/CT

cepheid.com; hologic.com; mybinxhealth.com; van der Pol et al, JAMA Netw Open 2020

2019 2019-20, 2022



Direct to consumer (DTC) care

• Internet-based

• Non-clinic affiliated, often proprietary

• Send kits or authorize lab orders to be fulfilled locally

• +/- medical consult

• Cost: $24 - $522 out of pocket, some take insurance









How do they measure up?

Delivery model Pros Cons

Traditional SHC • Tried and true

• Locations across the US metro 

areas

• Care at low or no cost

• Limited rural coverage

• Not always discreet

• Limited budget, staffing

Primary/urgent 

care

• Large national networks 

• Diagnose most STIs

• More comfort/familiarity

• Health equity: limited access, 

lack of insurance

• Providers may be unfamiliar 

with epi data & best practices

DTC 

(commercial)

• Increases access

• Discreet or anonymous

• Convenient – “Burger King”

• Results delivered directly

• $$: out of pocket or insurance

• Testing may be inappropriate

• Privacy concerns

• Need internet and address

• Limited counseling, link to care

• Dx inconsistently reported

• $$



Not all that glitters…

Cannon et al, STD 2021; Exten et al, STD 2021 (ASTDA position statement)



Menu of home-based HIV/STI and PrEP 

monitoring test options

Test Accept-

ability

Test options Sample type Availability FDA approval 

@ home

HIV ab Yes OraQuick, INSTI FS, oral swab Home or POC, in 

clinics

OraQuick only

HIV 

ag/ab

Yes 3rd party, LDT FS, 

venipuncture

Determine (POC), 

lab based

Not quite… 

Determine is 

(CLIA-waived)

HIV VL ? Hologic Aptima Venipuncture 

(plasma)

Lab based (high 

complexity)

No

Syphilis 

(NTT)

Yes RPR card, 

automated, 3rd

party

Venipuncture 

(serum)

Card (POC), lab 

based

No 

Syphilis 

(TT)

Yes DPP HIV-syphilis, 

Health Check, 3rd

party, LDT

FS, 

venipuncture

DPP & Health 

Check (POC), lab 

based

Not quite… 

DPP/SHC are 

CLIA-waived

GC/CT Yes NAAT, GC cx, 3rd

party

Multi-swab POC, lab based No

Creat Yes, more 

limited

iSTAT, etc; 3rd

party, LDT

FS, 

venipuncture

POC, lab based Not quite… 

Few waived



The best of all worlds?

Maximize pros Limit cons

Optimized 

delivery model 

• Care at low or no cost

• Discreet, private

• Confidential

• Convenient

• Results delivered directly

• Extragenital GC/CT NAATs

• Telehealth option

• Potential for rural reach

• Staffing constraints

• Addresses health equity

• Appropriate tests

• Established follow up
• Dx are reported to public 

health

• 4th gen HIV ag/ab and 

syph testing including 
quant RPR

• Avoid fingersticks

• Minimize 3rd party lab 

involvement



Our local option: HOT4PrEP RCT

Cannon et al, BMC Infec Dis 2022; tassoinc.com

• Home-based PrEP monitoring through PHSKC SHC

• Pilot data: highly acceptable to pts, good accuracy with 

clinical gold standard (venipuncture), volume may present 

challenge

• Self-collection of capillary blood 
specimens using Tasso+ device:     600-
700 µL for HIV ag/ab, qual & quant RPR, 
serum creatinine + extragenital GC/CT 
swabs

• Combination HIV/STD program 
implementation + research



Implementation challenges and questions

• When will FDA officially approve home-collected 
specimens?

• High start-up and implementation costs for individual clinics

• Lab and administrative buy-in – ex. validating Aptima swab 
self-collection

• If partnering with 3rd party lab: ensuring appropriate tests 
are run, TAT is reasonable for clinical care, timely reporting

• Reimbursement: clinic subsidies, private insurance, 
Medicaid?

• 2021 CDC PrEP guidelines: How to manage HIV-1 RNA 
testing?



Comments?

Chase Cannon

ccannon5@uw.edu
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