HIV, syphilis, and HCV rapid testing resource list

CLIA-waived rapid HIV, syphilis, and HCV tests

e Rapid HIV and syphilis tests suitable for use in non-clinical settings (includes
manufacturer links, public health pricing, and HIV rapid test sensitivity information)

e Cepheid rapid HCV testing kit manufacturer contact site

e OraQuick rapid HCV and HIV testing kits manufacturer contact site

CLIA certificate of waiver

CDC CLIA overview page

How to obtain a CLIA certificate

CLIA certificate application and CLIA application quick start quide
Oregon-specific CLIA waiver information for “Multiple Site”

CMS guidance on Over-The-Counter (OTC) Home Testing and CLIA Applicability
CLIA Laboratory Director Responsibilities guide

Oregon-specific rules and requlations for CLIA-waived testing

Review information on OHA’s Clinical Laboratory Reqgulation website.
Oregon Certificate of Waiver overview

Svynopsis of the Administrative Rule

Waived laboratory synopsis

State of Oregon requirements which exceed CLIA requirements
Questions about Oregon CLIA applications? Call (503) 693-4125 or email:
LC.info@odhsoha.oregon.gov

Rapid HIV testing

e Oregon HIV Testing Policies & Procedures

e See “For Prevention Partners” section of OHA’s HIV Prevention website.

e OHA HIV Prevention Essentials training (required for all sites conducting OHA-
funded HIV testing)

e HIV prevention test form: printable PDF and REDCap data entry form
Supporting Clients that Test HIV-Positive (English and Spanish)

e CDC: Implementing HIV Testing in Nonclinical Settings: A Guide for HIV Testing
Providers (2016)

e CAREAssist Rapid-Start Bridge program

Rapid syphilis testing
o Alaska Letter on Rapid Syphilis Testing & Same-Visit Treatment for High Risk
Patients
e Considerations for the Implementation of Point of Care (POC) Tests for Syphilis
o Webinar presentation of best practices for rapid syphilis testing, starting at

minute 21: STl Screening in Pregnancy: How to use field testing and
treatment for syphilis

e Rapid syphilis testing in practice: CA PTC webinar
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https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/HIVSTDVIRALHEPATITIS/HIVPREVENTION/Documents/Rapid_Testing_Technologies_Non_Clinical.pdf
https://info.cepheid.com/l/287772/2024-12-12/3bw41t?utm_medium=cpc&utm_source=google&utm_campaign=2025-NAM-US-EN-CHILD-PPC-DISPLAY-VIR-HCV&utm_term=hep%20c%20pcr%20test&LeadCampaignID=701Nu00000HPCCMIA5&gad_source=1&gclid=EAIaIQobChMI49LUl4XsigMVuzOtBh1dqhxbEAAYASAAEgKfr_D_BwE
https://orasure.com/inquiry.html
https://www.cdc.gov/clia/php/about/?CDC_AAref_Val=https://www.cdc.gov/clia/law-regulations.html
https://www.cms.gov/regulations-and-guidance/legislation/clia/downloads/howobtaincertificateofwaiver.pdf
https://www.cms.gov/medicare/quality/clinical-laboratory-improvement-amendments?redirect=/clia
https://www.cms.gov/files/document/cms-clia-laboratory-quick-start-guide-remediated.pdf
https://www.oregon.gov/oha/PH/LABORATORYSERVICES/CLINICALLABORATORYREGULATION/Pages/multi.aspx
https://www.cms.gov/files/document/over-counter-otc-home-testing-and-clia-applicability.pdf
https://www.cms.gov/regulations-and-guidance/legislation/clia/downloads/brochure7.pdf
https://www.oregon.gov/oha/PH/LaboratoryServices/ClinicalLaboratoryRegulation/Pages/index.aspx
https://www.oregon.gov/oha/PH/LABORATORYSERVICES/CLINICALLABORATORYREGULATION/Pages/waived.aspx
https://www.oregon.gov/oha/PH/LABORATORYSERVICES/CLINICALLABORATORYREGULATION/Documents/oarsynop.pdf
https://www.oregon.gov/oha/PH/LABORATORYSERVICES/CLINICALLABORATORYREGULATION/Documents/waivsyn.pdf
https://www.oregon.gov/oha/PH/LABORATORYSERVICES/CLINICALLABORATORYREGULATION/Documents/exceed.pdf
mailto:LC.info@odhsoha.oregon.gov
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/HIVSTDVIRALHEPATITIS/HIVPREVENTION/Documents/faqs/HIVTestingPoliciesProcedures.pdf
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/HIVSTDVIRALHEPATITIS/HIVPREVENTION/Pages/index.aspx
https://www.oregon.gov/oha/ph/diseasesconditions/hivstdviralhepatitis/hivprevention/pages/trainings.aspx
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/HIVSTDVIRALHEPATITIS/HIVPREVENTION/Documents/hivtestprocess/HIVPreventionTestForm_HPP.pdf
https://redcap.oha.oregon.gov/surveys/?s=JA9FKY98M9DXE4MA
https://sharedsystems.dhsoha.state.or.us/DHSForms/Served/le8493.pdf
https://sharedsystems.dhsoha.state.or.us/DHSForms/Served/ls8493.pdf
https://www.cdc.gov/hiv/pdf/testing/CDC_HIV_Implementing_HIV_Testing_in_Nonclinical_Settings.pdf
https://www.cdc.gov/hiv/pdf/testing/CDC_HIV_Implementing_HIV_Testing_in_Nonclinical_Settings.pdf
https://www.oregon.gov/oha/ph/diseasesconditions/hivstdviralhepatitis/hivcaretreatment/careassist/pages/bridge.aspx
https://health.alaska.gov/dph/Epi/hivstd/Documents/Congenital%20Syphilis%20Treatment%20Considerations.pdf
https://health.alaska.gov/dph/Epi/hivstd/Documents/Congenital%20Syphilis%20Treatment%20Considerations.pdf
https://www.hhs.gov/sites/default/files/nscss-considerations-for-the-implementation-of-syphilis-poc-tests.pdf
https://www.indiancountryecho.org/resources/sti-screening-in-pregnancy-march-26-2024/
https://www.indiancountryecho.org/resources/sti-screening-in-pregnancy-march-26-2024/
https://www.youtube.com/watch?v=oDYiTrq0IJg

Rapid hepatitis C testing

e HCV testing and diagnostics overview

e OHA Oregon Viral Hepatitis Elimination Plan

e Oregon Viral Hepatitis Collective Hepatitis Elimination Room

e University of Washington (UW) HCV training modules

e National Institute of Health (NIH) links to educational materials for viral hepatitis A,
B,C,D, E

Oreqgon disease investigative quidelines
e HIV

e Hepatitis C

e Syphilis

Additional rapid testing training resources from CDC

e Self-Assessment Checklist for Good Testing Practices: A tool to help assure good
testing practices and reliable, high quality test results.

e To Testor Not to Test? Booklet: Considerations for implementing waived testing.
The booklet contains tips, resources, and forms for use at the testing site.

e Ready? Set? Test! Booklet: Recommended practices for performing patient testing
under a CLIA Certificate of Waiver. The booklet contains tips, reminders, resources,
along with forms and examples for use at the testing site.

e Ready? Set? Test! Online Course: Encourages reliable, high-quality testing and
enhances patient safety by outlining the waived testing process step-by-step.

e Fundamentals of Rapid Testing Online Course (HIV specific) on Train.org (you will
need to create a free account). Recommended for those completely new to rapid
testing — modules cover universal precautions, sample collection, quality assurance
procedures, client rapport building and scripts for delivering results, and more.

Free mail-order tests for Oregonians who have barriers to testing

e TakeMeHome (rapid HIV and syphilis self-tests, self-collect lab-based STI tests)
e TogetherTakeMeHome (rapid HIV self-tests)

e Indigi-I-Want-The-Kit (self-collect lab-based HIV, syphilis, STls, HBV and HCV)

Other free prevention resources for Oregonians
e ONE At Home (free mail-order condoms)
Facility-based testing services

Free lab-based HIV/syphilis testing

Syringe services

PEP/PrEP navigation
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https://www.hepatitisc.uw.edu/go/screening-diagnosis/diagnostic-testing/core-concept/all#:%7E:text=The%20OraQuick%20HCV%20Rapid%20Antibody%20Test%20can%20detect%20HCV%20antibodies,the%20test%20is%20considered%20nonreactive.
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/HIVSTDVIRALHEPATITIS/ADULTVIRALHEPATITIS/SiteAssets/Pages/Viral-Hepatitis-Elim-Plan/ORVHEliminationPlan.pdf
https://hepeliminationroom.org/
https://www.hepatitisc.uw.edu/
https://www.niddk.nih.gov/health-information/liver-disease/viral-hepatitis
https://www.oregon.gov/oha/PH/DiseasesConditions/CommunicableDisease/ReportingCommunicableDisease/ReportingGuidelines/Pages/index.aspx
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/COMMUNICABLEDISEASE/REPORTINGCOMMUNICABLEDISEASE/REPORTINGGUIDELINES/Documents/HIV-Investigative-Guidelines.pdf
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/COMMUNICABLEDISEASE/REPORTINGCOMMUNICABLEDISEASE/REPORTINGGUIDELINES/Documents/hepc.pdf
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/COMMUNICABLEDISEASE/REPORTINGCOMMUNICABLEDISEASE/REPORTINGGUIDELINES/Documents/Combined-Syphilis-Preg-CS-IG-Updated.pdf
https://www.cdc.gov/lab-quality/docs/rst_selfassessmentchecklist_2024.pdf
https://www.cdc.gov/lab-quality/docs/TTorNTT_2024.pdf
https://www.cdc.gov/lab-quality/docs/waived-tests/ReadySetTest_2024_Final.pdf
https://www.cdc.gov/lab-training/php/courses/ready-set-test.html
https://www.train.org/cdctrain/welcome
https://takemehome.org/
https://together.takemehome.org/
https://www.indiancountryecho.org/indigi-iwtk/
https://onecondoms.com/pages/oregon
https://gettested.cdc.gov/
https://www.endhivoregon.org/wp-content/uploads/2024/11/OHA_EndHIVOregon_std_check.com_Instructions.pdf
https://www.oregon.gov/oha/PH/DISEASESCONDITIONS/HIVSTDVIRALHEPATITIS/HIVPREVENTION/Pages/ssp.aspx
https://www.endhivoregon.org/prep-pep/
https://www.endhivoregon.org/prep-pep/

Reach out to your OHA contacts with questions!

HIV/HCV surveillance reporting

HIV: lea.bush@oha.oregon.gov
HCV: gabriela.escutia2@oha.oregon.gov

Data requests

HIV: lea.bush@oha.oregon.gov
STI: yuritzy.a.gonzalez-
pena@oha.oregon.gov

HCV: shannon.obrien@oha.oregon.gov

HIV/STI out of state records
requests

HIV: lea.bush@oha.oregon.gov
STI: vanessa.j.grayson2@oha.oregon.qgov

Strategic initiatives and syndemic
testing guidance

HIV/STI: amelia.e.mazzei@oha.oregon.gov
HCV: ann.chakwin@oha.oregon.gov

Case consultation and clinical
guidance

HIV: lea.bush@oha.oregon.gov

STI: jillian.d.garai@oha.oregon.gov

HCV: shannon.obrien@oha.oregon.gov;
gabriela.escutia2@oha.oregon.gov

Linkage to care and partner
services

HIV: alicia.t.knapp@oha.oregon.gov
STI: jillian.d.garai@oha.oregon.gov
HCV: ann.chakwin@oha.oregon.gov

General questions / not sure who
to ask?

HIV/STI:
prevention.info@odhsoha.oregon.gov

HCV:
Oregon.ViralHepatitis@odhsoha.oregon.gov
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