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STI Screening: asymptomatic detection
• Who 

o Pregnant women, Women <25, MSM, HIV infection and populations on PrEP

• What STIs does the CDC recommended screening for

o Chlamydia, gonorrhea (swabs)

o HIV, Hepatitis C, and syphilis (blood)

• Why

o To decreased adverse health outcomes: PID, chronic pain, and infertility

o Decrease pregnancy related outcomes: premature delivery, congenital infection

o Decrease acquisition of other STIs e.g. HIV

• How good are we doing at this?

o Hard to estimate as we just have numbers of positive tests, not screenings

o We know from the COVID-19 pandemic that STI clinics were closed, many were not testing or treating STI's 
during that time

1. National Coalition of STD Directors. 2020. COVID-19 & the state of the STD field. National Coalition of STD Directors, Washington, 
DC. https://www.ncsddc.org/wp-content/uploads/2020/05/STD-Field.Survey-Report.Final_.5.13.20.pdf.

2. Nagendra, G, et al. The potential impact of availability of sexual health serices during the covid-19 pandemic. STDs. 2020. 

https://www.ncsddc.org/wp-content/uploads/2020/05/STD-Field.Survey-Report.Final_.5.13.20.pdf


Global Impact of STIs

Hsieh, et al. 2023 Lab Chip; Bridging the Gap between development of POC NAAT and patient care for STIs. 22 (3): 476. 



STI Testing What’s New? 
 

 • Testing in non-traditional setting e.g. medical supervised van, 
health fair etc. 

• "Home Testing" per the FDA is
o Self-testing or self-collection without direct medical supervision 

• Rapid Testing or Near point of care (POC) testing
– Collection performed by patient and/or provider and testing at 

the clinic site and performance of test by non-laboratory 
personnel

Kersh EN, Shukla M, Raphael BH, Habel M, Park I.2021.At-Home Specimen Self-Collection and Self-Testing for Sexually 
Transmitted Infection Screening Demand Accelerated by the COVID-19 Pandemic: a Review of Laboratory 
Implementation Issues. J Clin Microbiol59:10.1128/jcm.02646-20.https://doi.org/10.1128/jcm.02646-20



WHO Report on Self-Care 

World Health Organization. 2019.
WHO consolidated guideline on self-care 
interventions for health: 
sexual and reproductive health and rights.
World Health Organization,
Geneva, Switzerland.



What should a Rapid or POC test look like?

WHO Assured Criteria



Rules, Regulations, and Innovation in Testing

Hsieh, et al. 2023 Lab Chip; 22 (3): 476. 



Vocabulary: Regulatory Terms

Regulatory Term Definition

FDA cleared Developed and approved by FDA for use in the US with specific 
instructions on specimens and collection of specimens 

CLIA regulated Clinical laboratory testing is governed by the CLIA and involves activities 
such as documentation of staff training and proficiency

CLIA waived A test that can be performed by non-laboratorian, simple to perform, and 
low risk of error- good for self-testing but may not be able to be done at 
home.

Lab developed test Lab developed test, not FDA clearance but meets standards set by lab 
director according to CLIA regulations 

Adapted from I Park. J Clin Micro. 2021



Vocabulary: Testing and Collection Setting

Testing/Collection Definition

POC and/or Rapid Test Test performed rapidly at a medical provider facility usually in the 
laboratory, while the patient waits;  some rapid tests can be 
performed as POC, so it doesn’t have to go to the lab, but may 
not be able to perform it outside medical provider facilities

Provider instructed specimen self 
collection kit

Kit sold to patients with package insert that specifies that the 
provider instructed them on collection and that they will submit it 
to a laboratory. These are FDA cleared and are available for 
GC/CT NAATS

Self-test Test is over the counter, patient performs the test. Problem: 
results are not reported. 



Issues with POC Testing

• Issue: May not be as sensitive as 
traditional testing

• Benefit: Quick results allow for 
treatment and possibly decreased 
transmission to partners

• Limitation: Most are performed in a clinical 
setting, thus home collection must be sent 
to the lab, this requires approves



Clinic vs Home Testing and Implementation?

Testing methods 

•  Rapid Clinic testing (GC/CT/Trich/HIV)
(Provider and/ or patient collected samples)
– Point of Care: <30 minutes
– Laboratory testing: 3 hours

• Home collection: self-collection
– Point of care testing: only HIV
– Laboratory testing (provider instructed, 

patient collected)

Implementation

• Patient directed
• Provider directed
• Telehealth
• In- clinic
• Pharmacy
• Emergency departments or urgent care



STI Testing Platforms



Rapid and/or Point of Care testing: 
Implementation in clinic setting



Rapid vs Point of Care (POC) Testing Available

Cepheid: 2019 cleared for extra genital specimens



Implementation of STI Testing

Express 

Visits

PrEP/ PEP services

Telehealth

Credit: H Reno



Express visits

What does it mean?

• Triage based STI testing without full 
clinical examination

• Adopt patient flow strategies to fit your 
clinic

• Staffing models to allow providers to 
operate at the top of their licenses 

• Patient –self collection
• Technology and automation

How do I do this?

• Automated check in (CASI system)
• If asymptomatic, self-collection, non 

provider visit
• Patient waits for results and gets education 

on prevention
• Rapid tests reported directly to patient
• Treatment available on site 
• Referrals for partner testing and therapy or 

EPT (edited patient therapy)

NACCHO (2021). Implementing Express STI Services: Considerations and Lessons Learned. National Association of County and City Health 
Officials: STI Express Initiative. https://www.naccho.org/uploads/downloadable-resources/Implementing-Express-STI-Services-Guide.pdf

https://www.naccho.org/uploads/downloadable-resources/Implementing-Express-STI-Services-Guide.pdf


Barriers and Facilitators to Express STI Visits
• Lab, Testing and Space

– Location (onsite vs offsite); # bathrooms

– Capacity of lab and waiting room

– Availability of POC testing

• EMR

– Intake, forms, orders, labs and results

– https://www.naccho.org/uploads/downloadable-resources/Programs/Community-Health/STI-
Express-Initiative/New-York-STI-Express-Triage-Card-English.pdf

• Staffing

– Nursing, MA and expanding scope of work

• Billing

– Grant vs insurance, vs state, 340B pharmacy programs

– Express billing fact sheet: ://www.naccho.org/uploads/downloadable-
resources/Programs/Community-Health/STI-Express-Initiative/Primer_Billing-for-STI-Express-
Services_2020.pdf



EGT Toolkit: Models of Care



EGT Toolkit: Before You Get Started



EGT Toolkit: Standing Orders



Why Implement Express Services?

• Improve clinic capacity (Clinic and Patient Satisfaction)

– Reduce turn-aways

– More patients seen

– Staff time is effectively used

– Test results return more quickly (if rapid testing used)

• Improve Sexual Health Services (Individual and Community Impact)

– Addressing stigma

– Increase access to marginalized populations

– Empowering self- care



Rapid vs Point of Care (POC) Testing Available



Syphilis POC vs Lab based testing

POC Laboratory

Specimen collection Whole blood e.g. fingerstick venipuncture
Time to result 15 minutes Varies: hrs to weeks
Type of Test Treponemal Test

(doesn’t distinguish old or treated 
infection; remains positive for life)

Non- Treponemal and 
Treponemal tests (Non Trep 
allows for tittering and thus helpful 
for treatment)

Sensitivity/Specificity Lower (77-100%) Better (>90-100%) due to 
combination with Trep specific as 
non-trep less sensitive 



Implementation of Syphilis POC Program

• Staffing: can be done by non-clinical staff

• CLIA requirement: the laboratory in the facility needs to hold a CLIA certificate of waver

• Training of testers: need for certification, training and follow up

• Collaboration with local health department: Need to report tests, coordinate with DOH and 
follow up

• Reporting recommendations: needs to be reported to the DOH

• Reporting of problems with the test to FDA: mandated reporting of issues with the testing 
and adverse events



Choosing POC vs Lab for Syphilis

https://www.hhs.gov/sites/default/files/nscss-considerations-for-the-implementation-of-syphilis-poc-tests.pdf

https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hhs.gov%2Fsites%2Fdefault%2Ffiles%2Fnscss-considerations-for-the-implementation-of-syphilis-poc-tests.pdf&data=05%7C02%7Cnn45%40cumc.columbia.edu%7C7aadf4ae3be446377c0a08dd19ef6f59%7Cb0002a9b0017404d97dc3d3bab09be81%7C0%7C0%7C638695238347467505%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=AuCFyzcN5EmG0YkMyimcCBpCoEZemGAangJfXeYzU6s%3D&reserved=0


POC TESTING AND RAPID TESTING IN 

THE REAL WORLD? 

WILL IT WORK?



Trials for use of rapid testing protocols: ProSPeRo network

• First multicenter study clinical based 
evaluation of POC screening men and 
women

• Real world conditions

• Assess performance of the testing

• Assess patient and provider acceptability 
e.g. would you wait for test results, are 
instructions easy to read, how long did 
testing take, etc. 

BMJ Open 2024 published



Near patient testing systems: real world testing

• Multi-site (Malta, Itay, Peru)

• Testing: urine, swabs (3-site) Cepheid GeneXpert

• Testing in the clinic with cepheid and also swabs sent to the 
lab for testing

• Results:

– 1702 MSM; 5035 samples

– GC POCT 

• Urine sens/spec 91%  & 99%

• Rectal sens/spec 89 & 99%

• Pharynx sens/spec 76% & 99%*

– CT POCT

• Urine sens/spec 84% & 99%

• Rectal sens/spec 78% & 99%

• Pharynx sens/spec 67% & 99% *

Cordioli, et al. BMC Infectious 
Diseases 2024. 24:224

Patient acceptability: 95% willing to wait to get results
22% will wait 2 hrs, 41% 1 hr and 30% up to 30 min. 

Provider: indicated it took 10 min
43% said instructions were clear and 36% said  
excellent



Impact of Rapid & Point of Care Testing

• Goal: assess impact of near point of care 
testing for STIs on testing, diagnosis and 
treatment

• Setting: 2 sexual health clinics in 
UK(intervention and control site)

• Outcomes: time to test notification, staff 
capacity, cost per episode of care, other 
costs; and rate of GC and CT, and 
attendance in clinci

Decrease in time to notification and decreased in GC culturing as case was rapidly identified

Walter, et al. BMJ Open 2023.



We have the technology, what if we let 
the patients test themselves?



Systematic Review of Self Collection 

• Method: meta-analysis

– Peer reviewed studies with self-collection vs provider collected (GC, CT, Syphilis, Trichomonas)

– Outcomes: Uptake/frequency of STI testing, Social harms: adverse events, positive tests, linkage to care 
and treatment, and reported sexual behavior

• Results:

– Eleven studies, including five RCTs and six observational studies 

– 202,745 participants

– Australia, Denmark and USA 

• Impact of Programs offering self-collection:

– Uptake of STI testing services [RR], 2.941 [{CI}, 1.188 to 7.281]) 

– Case finding (RR, 2.166 [95% CI, 1.043 to 4.498])

– No studies measured frequency of STI testing, social impact or AE, linkage to care or sexual behavior

Ogale Y, BMJ Glob Health 2019;4:e001349



IMPLEMENTATION OF HOME TESTING

Please check state permission rules 
Not available in NY and Rhode Island



Implementation of Home Testing

Kersh EN, Shukla M, Raphael BH, Habel M, Park I. At-Home Specimen Self-Collection and Self-Testing for Sexually Transmitted Infection 
Screening Demand Accelerated by the COVID-19 Pandemic: a Review of Laboratory Implementation Issues. J Clin Microbiol. 2021 Oct 
19;59(11):e0264620. doi: 10.1128/JCM.02646-20. Epub 2021 Jun 2. PMID: 34076475; PMCID: PMC8525576.

Home Collection



Risks Associated with Self- Collection

• Low specimen return rates

• Issues with follow-up 

– linkage to care

– Treatment

– Follow up testing 

• Partner notification 

• Diminished counseling on risk reduction

• Impact on surveillance data (e.g. the tests do not get reported)



Home Collection and Validation

Concerns

• Lack of medical oversight 
• Preservation of the specimen integrity due 

to handling and temperature variation, or 
delays in getting to the lab

Solutions

• Available phone contact
• Video instructions
• Posters or inserts in the test kits
• Validation study, but need to enroll home 

and in-clinic in parallel (not easy)
o Use of spiked specimens
o 30 samples needed to validate 

(minimum of 10 positive and 10 
negative)

o Have non-lab personal set up 
specimens

o Use left over specimens



Education on 3 site Self Collection 

• Here is a swab that is going to go in your 
butt until right about here. 

• You are going to twirl it about 5 times
• The swab breaks in the middle and you 

twist off the top of the tube and put it in the 
tube

Rectal Swab



• In the mirror in the bathroom, use this 
swab to gently run the tip at the back of 
your throat from side to side

• Again the swab breaks in the middle and 
you take off the top and place the swab tip 
down in the tube

Education on 3 site Self Collection 

Pharyngeal/Throat Swab



Vaginal/Urethra/Urine

• Urine collection is pretty self-explanatory
• If a patient is unable to urinate, vaginal 

swabs or penile meatal swabs are an 
option

Education on 3 site Self Collection 



NYC STD PTC: Extragenital Testing Toolkit



• Overall, @Home Testing was well 
adopted by patients (4/20-7/20)

• 201 samples sent – 149 (74%) 
returned results

• 19 patients with positive STIs (13%)

• Only 1 insufficient sample

• Limitations
• No testing for syphilis 

• Long time (15 days) for mail to turn 
packages around

Carnevale C, Richards P, Cohall R, Choe J, Zitaner J, Hall N, Cohall A, Whittier S, Green 
DA, Sobieszczyk ME, Gordon P, Zucker J. At-Home Testing for Sexually Transmitted 

Infections During the COVID-19 Pandemic. Sex Transm Dis. 2021 Jan;48(1):e11-e14..

A Study of at Home Testing



Benefits of Home Testing or Self Collection 

13% positive STI test
Carnevale, et al J. 2021. At-home testing for sexually transmitted infections 
during the COVID-19 pandemic. Sex Transm Dis. 2021



Benefits of Home Testing (HIV is the model)

• Reduced stigma

• Reaching hard to reach marginalized 
populations especially Black and Latino 
MSM

• Reach partners same time



HIV Testing: Why Home Testing is Valuable

• 230 MSM were randomized to receive Home Tests for free and standard of care (3 month 
visits with HIV testing)

• The folks who were in the Home Testing Arm tested 1.7 more times in between screening 
visits than the standard of care folks

• Access to free HIV self-testing increased testing frequency among high-risk men who have 
sex with men and did not impact sexual behavior or STI acquisition



Home testing challenges

• Results interpretation

• Needs clear instructions on what to do with 
results

– E.g. test +/-

– Who to call, where to go etc

The Home HIV Test said I’m Positive/Negative… 
Now what?
It is helpful if the Home Test Kit Has….

Clear instructions on Test Administration
Clear instructions on interpretation of results
Phone numbers to call if assistance is needed
One phone number if results are positive or 
negative



Changing Landscape of STI Testing



Internet Program of STI testing, I Want The Kit (IWTK) 

Design: Maryland, Baltimore and DC

• The Program: IWTK
– Online request for the kits (GC, CT, Trich); 

male and female; 3 site testing
– Notification by text or email of results and 

logon to system
– Referral to treatment center

• Survey to assess user acceptability of IWTK 
and gauge interest in future directions
– General demographic data on users
– Repeat users(33%):  asked acceptability 

questions ease of ordering, past 
experience, ease of collection, 
understanding instructions

Results

• Satisfaction: 
– 85% very easy to order
– 75% very satisfied with past experience
– 75% ease of swabbing 
– 78% very easy to understand collection instructions

• Testing location preference
– 62% preferred home testing
– 26% no preference
– 6% preferred health care setting

• Preferred site of self- testing
– Genital > urine> rectal

• “Hypothetical” POC home test
– They would pay $23
– 95% would be interested in it
– 80% willing to do a finger stick for dried blood spot 

(syphilis testing)
• Limitations

– Not generalizable, self selected population

Gaydos, et al. Sex Trans Dis. 2019



Mail-in Kits are Here to Stay!

• Review of commercial, fee-for service, mail in STI 
testing services advertised on the Web

• Reviewed access in 50 states (only 48 had this 
testing e.g. not NY or RI)

• Results
– 20 programs
– 5 (25%) free to consumers
– 6 (30%) prefixed kits with ½ offering 

extragenital testing, 2 did not and 40% did not 
clarify EG testing

– 3 (15%) used their own lab
– 11 (55%) did not provide lab information
– 1 commercial lab provided services to 5 

organizations
Pontes, Armington, Fink, Gaydos and Manabe.
Sex Trams Dis. June 2023



Summary
• Screening for STIs is important, there are new diagnostic tools 

• Self- collection can be used at home or in clinic (validation study needed)

• Rapid or near point of care (POC) can be implemented in clinics 

• Rapid or POC tests have good sensitivity and benefits of diminished time between testing 
and test results to the patient and may impact transmission due to rapid treatment

• Implementing new testing strategies may include: Clinic self test, Express testing, Rapid 
testing , POC testing or Home testing

• Resources:

– NYC STI HIV Prevention Training Center (STI Testing & Care | Columbia University 
Mailman School of Public Health)

– NACHO (2021). Implementing Express STI Services: Considerations and Lessons Learned. 
National Association of County and City Health Officials: STI Express Initiative 
https://www.naccho.org/uploads/downloadable-resources/Implementing-Express-STI-Services-
Guide.pdf

https://www.publichealth.columbia.edu/research/centers/new-york-city-sti-hiv-prevention-training-center/resources/sti-testing-care
https://www.publichealth.columbia.edu/research/centers/new-york-city-sti-hiv-prevention-training-center/resources/sti-testing-care
https://www.naccho.org/uploads/downloadable-resources/Implementing-Express-STI-Services-Guide.pdf
https://www.naccho.org/uploads/downloadable-resources/Implementing-Express-STI-Services-Guide.pdf
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