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“SELF-TESTING” :
A Strategy to Improve 
Access to HIV, Viral 
Hepatitis, and STI Testing



Self-Testing as a Public Health Tool

Self-testing may assist health departments to:
• Expand testing capacity
• Engage difficult to reach populations
• Support uptake of PrEP
• Address barriers to access



What’s in the toolkit?

• Overview of Self-Testing Strategies
• Role of HIV, VH, and STI Programs
• Role of Public Health Laboratories
• Evaluating Self-Testing as Public Health Strategy
• Key Considerations for Implementing Self-Testing
• Considerations for PHLs Implementing Testing of Self-

Collected Samples



What is “Self-Testing”?

• Point-of-Entry
• Direct-access testing
• Healthcare provider mediated

• Sample Collection, Sample Testing Method
• Self-collected & self-tested
• Self-collected & laboratory tested
• Laboratory/facility-collected & laboratory tested
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Testing Models 





Evaluating Self-Testing: Benefits and Drawbacks

• Population-level factors
• Incidence, prevalence
• Co-morbidities

• Individual-level factors
• Appropriateness of test(s)
• Access, convenience, cost
• Ease, ability to use/receive results
• Linkage to supplemental testing, treatment, support

• Program-level factors
• HD capacity, resources
• PHL capacity, resources





Evaluating Self-Testing: Test Performance
• FDA-approved/cleared Self-Collection Device/Test 

• OraQuick HIV Home Test (Oral Fluid) 

• All other tests/ testing services that use self-collected 
specimens outside a clinical setting are considered 
Laboratory Developed Tests (LDT)

• Any laboratory that accepts and tests self-collected 
samples (not included in the FDA-approved or cleared 
method) must have performed a validation that meets the 
requirements of the regulatory agency that allows them 
to perform clinical testing. 



Role of the Public Health Laboratory
• Evaluate and provide guidance on commercially 

available collection kits/testing laboratories for 
“self-testing” 

• Review available testing options 
• Ensure testing meets HD needs and quality 
• Review performance data and reporting language

AND/OR 

• Serve as the laboratory performing testing
• May include collection kit production/distribution
• Evaluating/validating self-collected specimens from 

clinical/non-clinical setting  



Considerations for 
Public Health Laboratories

• Capacity to perform testing on self-collected 
samples

• Capacity for collection kit assembly & 
distribution 

• Reporting
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Key Considerations
• Advance public health goals, objectives
• Address population- and client-level needs
• Provide quality testing

• From proper sample collection to reporting clear results and everything in 
between also referred to as: Pre-analytic, Analytic, Post-Analytic 

• Facilitate disease surveillance
• Enable appropriate monitoring, evaluation
• Feasible

• Legal, regulatory
• HD, PHL resources
• HD, PHL capacity



Contact

Anne Gaynor PhD 
Manager, HIV, Hepatitis, STD and TB Programs 
anne.gaynor@aphl.org

Liisa Randall, PhD
Consultant, NASTAD
lmrandall@earthlink.net

mailto:anne.gaynor@aphl.org
mailto:lmrandall@earthlink.net


Evaluating Test Performance/Validation
Marilyn Bibbs Freeman 
Division of Consolidated Laboratory Services, Virginia 
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Self-Testing: Evaluating Test 
Performance

Marilyn Bibbs Freeman, Ph.D, M(ASCP)
April 6, 2021



Objectives

• Importance of verification/validation
• Verification/validation terminology
• High-level overview of verification/validation process
• Quality and process considerations for self-collection 

and/or self-testing



General Definitions 

• Validation: The process of establishing the performance 
characteristics and limitations of a test system and the 
identification of the influences which may change these 
characteristics and to what extent (In house developed, 
Non-FDA methods)

• Verification: The evaluation of a test system to assure it 
complies with regulations, requirements or manufacturer 
specifications (FDA approved methods)



Must I Verify/Validate????

• The entire testing process must be verified or validated 
• Collection process, sample type, sample media, shipping 

process, testing process, each organism desired



Says Who?

• Clinical Laboratory Improvement Amendments (2004)
• §493.1253 (Performance verification requirements, LIS)

• College of American Pathologists (2020)
• All Common Checklist (Performance verification)
• Lab General Checklist (LIS requirements)

• Others……….



Verification/Validation Definitions

• Accuracy: The degree to which the result of a 
measurement, calculation or specification conforms to the 
correct value or a standard 

• Precision: Refers to how close two or more measurements 
are to each other, regardless of whether they are accurate 
or not 

• Reportable Range: The span of test result values over 
which the laboratory can establish or verify the accuracy of 
an instrument or test system measurement response 

• Reference Range (Normal Range): The range of test result 
values expected for a designated population of individuals 



Verification/Validation Definitions

• Analytic Sensitivity: The lowest concentration or amount of an 
analyte that can be measured and distinguished from a blank 
(i.e. minimum detection limits) 

• Analytic Specificity: The ability of an instrument or test system 
to measure the intended organism or substance, rather than 
others, in a sample (i.e. cross-reactivity, interference)

• Diagnostic (Clinical) Sensitivity: The ability of a test to correctly 
detect an analyte when it is present 

• Diagnostic (Clinical) Specificity: The ability of a test to correctly 
detect the absence of an analyte when it is not present



How????

Not FDA Modified FDA Modified or LDT

Accuracy X X

Precision X X

Reportable Range X X

Reference Range X X

Analytical Sensitivity X

Analytical Specificity X

LIS x X

• At this time, nearly all self-testing is considered a laboratory developed test
• Currently, FDA approves methods that start the validation process at the self-collection step 

and  continues through the final interpretation and reporting. 
• Only OraQuik for HIV is FDA-approved for self-testing, but no other STI’s
• Limited clinician-mediated (observed) self-collection for STI



Considerations: Kit Preparation

• In-house
• Procurement process
• Materials
• Inventory space
• Inventory 

tracking/traceability
• Internal QA procedures

• External vendor
• Questionnaire
• ISO 9001
• Fulfillment practices
• Availability
• References

• In-house or Vendor
• Who can order
• Ordering process
• Storage req.
• Shipping container
• Kit tracking
• Shelf-life
• Clear labeling, esp. expiration 

dates
• Phone support
• Computer support
• Start the clock



Considerations: Self-collection

• Provider mediated or self-collected
• Training videos
• Sample type
• Environmental conditions - temp, humidity
• Collection location – home or other controlled setting 
• Instructions – collection, packaging, shipping, reporting
• Sample tracking (if tested in lab)
• Rejection criteria
• Accessibility
• Support services 
• Submission form or electronic submission
• Clear expiration dates
• Sample handling, storage, and shipping
• Timed reminders

A sample is only as good as the collection performed and appropriate shipping and handling 
can affect results. 



Considerations: Testing

Lab
• FDA approved or not
• Accuracy
• Precision
• Reportable range
• Reference range
• Analytical sensitivity
• Analytical specificity
• Reporting structure
• Quality indicators
• Prevalence
• Rejection criteria

At-home
• Training instructions 

or video
• Ease of use
• Storage conditions 

for device
• Clear labeling, esp. 

expiration dates
• Interpretation
• Prevalence
• Rejection criteria



Considerations: Interpretation/Reporting

• Clear instructions with pictures
• Video tutorial
• Upload picture of result for interpretation
• Digital, manual reporting to a clinician
• HIPAA
• Follow-up with a clinician

How results are handled after testing can impact action in the form of 
treatment and prevention strategies



Things to Ponder

• If you cannot verify or validate all parts from kit prep to result 
reporting, can you validate each piece individually with a pilot study? 

• Collection kits that improve quality, will sometimes conflict with safety 
(i.e. MTM). 

• Could vendors survey users prior to kit shipment to reinforce some of 
the more critical quality parameters?

• Correct kit ordered, shipping conditions, storage conditions, reporting 
• Could a reimbursement of fees be considered if patients follow-up 

with a clinician as a way to incentivize follow-up?
• Could integration of quality monitors be helpful in identifying trends 

that could impact the overall quality of testing? 
• Transport time, result reporting percentages, test rejections



General Definitions

• Certification/Accreditation: A process that recognizes a 
business as qualified to perform accurate, reliable, and timely 
laboratory testing based on federal law (certification) or other 
defined and accepted guidelines (accreditation)

• Complexity: FDA categorizes a test based on 7 criteria to define 
the level of complexity – waived, moderate, high

• Health Insurance Portability and Accountability Act (HIPAA): 
Federal regulation that defines how protected health 
information must be handled, managed, and secured

• Laboratory Developed Test (LDT): A laboratory test 
manufactured by and used within a single laboratory



General Definitions

• Quality Indicator (Monitors): An observable measure 
applied to any aspect of the laboratory testing process to 
assess performance

• Clinical Laboratory Improvement Amendments (CLIA): 
Federal law used by the Center for Medicare and Medicaid 
Services (CMS) to regulate any laboratory testing done on 
human samples (research and forensic testing excluded)

• College of American Pathologists Accreditation: An 
accreditation authority deemed by CMS to inspect clinical 
labs in lieu of CLIA certification



References
• Centers for Medicare and Medicaid Services. (2015). Clinical Laboratory Improvement Amendments State 

Operations Manual, Appendix C: Survey Procedures and Interpretive Guidelines for Laboratories and 
Laboratory Services. Retrieved on 3/25/21 from https://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/Downloads/App-C_Survey-Procedures-IGs-for-Labs-Labs-Svcs-Final.pdf

• Centers for Medicare and Medicaid Services. (2004). Verification of Performance Specifications Brochure #2. 
Retrieved on 3/25/21 from https://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/Downloads/6064bk.pdf

• Center for Medicare and Medicaid Services. (2021). List of Approved Accreditation Organizations Under the 
Clinical Laboratory Improvement Amendments. Retrieved on 3/26/2021 from 
https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/AOList.pdf

• Clinical Laboratory Standards Institute. (2008). EP-12-A2:2008 User Protocol for the Evaluation of Qualitative 
Test Performance, 2nd Edition.

https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/App-C_Survey-Procedures-IGs-for-Labs-Labs-Svcs-Final.pdf
https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/6064bk.pdf
https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/AOList.pdf


References
• College of American Pathologists. (2020). All Common Checklist. College of American Pathologists: 

Northfield, IL. 

• College of American Pathologists. (2018). Laboratory General Checklist. College of American Pathologists: 
Northfield, IL.

• Food and Drug Administration. (2016). FDA Executive Summary: Over-the-Counter Diagnostic Tests for the 
Detection of Pathogens Causing Infectious Diseases.

• International Organization of Standardization (ISO) (2020). ISO 9000 Family: Quality Management. Retrieved 
on 3/26/2021 from https://www.iso.org/iso-9001-quality-management.html

• National Coalition of STD Directors. (2020). At-home Self-collection Lab Testing for Sexually Transmitted 
Infections

https://www.iso.org/iso-9001-quality-management.html


Self-Testing Lessons from the Field 
Jenny McFarlane
Texas Department of State Health Services
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Texas Department of State Health Services 
Home Testing and Home Self-Collection 

Guidance

Jenny McFarlane, Pam Mathie, Isabel Clark, 

Karen Surita



Texas Department of State Health Services Staff 

Jenny McFarlane – jenny.mcfarlane@dshs.texas.gov
Pam Mathie – pamela.mathie@dshs.texas.gov
Isabel Clark – isabel.clark@dshs.texas.gov
Karen Surita – karen.surita@dshs.texas.gov
Terri Moore –terri.moore@dshs.texas.gov
Jonathon Poe – jonanthon.poe@dshs.texas.gov

mailto:jenny.mcfarlane@dshs.texas.gov
mailto:pamela.mathie@dshs.texas.gov
mailto:isabel.clark@dshs.texas.gov
mailto:karen.surita@dshs.texas.gov
mailto:%E2%80%93terri.moore@dshs.texas.gov
mailto:jonanthon.poe@dshs.texas.gov


Texas Population*
29.9 million
*2020 Census estimates

High Morbidity

Moderate Morbidity 

Low Morbidity 

What does it mean to support HIV and STD screening in 
Texas? Large, Diverse, and Expansive State!



• Regional and local health departments - Sexual Health 
Clinics including PrEP/nPEP services and Public Health 
Follow-Up

• HIV Prevention Programs – Focus based testing, 
Routine HIV screening, Sexual Health Clinics including 
PrEP/nPEP services 

Testing Portfolio



• COVID
• Requests from funded 

programs
• Community planning 

inquiries
• Ending the Epidemic 20-

2010
• Get out of the Stone Age!

• Capacity
• Procurement
• Data collection
• Disease Reporting
• Supplemental Testing, 
• Eligible populations
• Detect early infection  -

Blood!

Impetus and Hesitations 

To do it - we better elicit input, learn from the community, 
other jurisdictions, and develop guidance!



• Cross HIV and STD collaboration
• Provide written Interim Guidance
• Web-based training
• Review and provide input on implementation and policies
• Facilitate peer-to-peer support
• Training on HIV test technology and testing markers (RNA, DNA, p24, 

HIV 1/2 Ab IgG and IgM), and the HIV diagnostic algorithm 
• Access to kits for populations with greatest vulnerabilities
• 20-2010 supported web-based distribution program to ADD HIV Self-

Test kits
• TexasWearsCondoms.com

DSHS Commitments

https://www.dshs.state.tx.us/hivstd/fieldops/TA/HomeTestingandSelfCollectionGuidance.doc
https://www.dshs.state.tx.us/hivstd/fieldops/TA/HomeTestingSelfCollection.pdf
https://www.texaswearscondoms.com/


HSDA Core Priority Populations Optional Additional Populations 
Area 1     
1A - Austin Hispanic MSM, Black MSM, White MSM, transgender persons   

  
  

1B - Dallas 

  
  
Hispanic MSM, Black MSM, White MSM, Black heterosexual women, 
transgender persons 

Black heterosexual men, Hispanic 
heterosexual women, people who inject 
drugs (PWID); MSM who inject drugs 
(MSM/PWID) 

  
1E - Fort Worth 

Hispanic MSM, Black MSM, White MSM, Black heterosexual women, 
transgender persons 

  

  
1C - Houston 

Hispanic MSM, Black MSM, White MSM, Black heterosexual women, 
transgender persons 

  

1D - San Antonio Hispanic MSM, Black MSM, White MSM, transgender persons PWID 
Area 2     
Beaumont – Port 
Arthur 

Black MSM, Black heterosexual women, transgender persons PWID 

Brownsville Hispanic MSM, transgender persons Hispanic heterosexual men and women 
El Paso Hispanic MSM, transgender persons   
Galveston Hispanic MSM, Black MSM, White MSM, transgender persons   
Tyler-Longview Black MSM, White MSM, Black heterosexual women, transgender persons   
Area 3     
Amarillo Hispanic MSM, White MSM, transgender persons   
Bryan-College Station Hispanic MSM, Black MSM, White MSM, transgender persons   
Corpus Christi Hispanic MSM, White MSM, transgender persons   
Laredo Hispanic MSM, transgender persons Hispanic heterosexual women 
Lubbock Hispanic MSM, White MSM, transgender persons   
Lufkin Black MSM, Black heterosexual women, transgender persons PWID 
Midland-Odessa Hispanic MSM, White MSM, transgender persons   
Temple-Killeen Black MSM, White MSM, transgender persons   
Waco Black MSM, White MSM, Black heterosexual women, transgender persons   

 



Purpose of the Interim Guidance

• Offer waiver for 2014 DSHS Policy - The Use of Testing Technology to 
Detect HIV Infection

• Blood sample collection requirement
• New guidance intended for programs funded or otherwise supported 

by the Department of State Health Services (DSHS) TB/HIV/STD 
Section.

• Creation of policies for the use of FDA approved home testing kits for HIV, and 
Laboratory Developed Tests (LDTs) for self-collection kits for HIV, STDs, HCV and tests 
required for PrEP prescriptions. 

https://www.dshs.state.tx.us/hivstd/policy/policies/2013-02.shtm


Overview of Guidance-Background

• Purpose to increase access to HIV, STD, and HCV testing and linkages 
to medical treatment and other prevention services, including the 
tests required for PrEP prescriptions.

• No endorsement of a specific test technology, manufacturer, or 
laboratory.

• Do not open the kits prior to distribution or replace, alter, or remove 
the instructions and inserts. May add locally relevant materials 
including local phone numbers and contact information for support 
and referrals.



Overview of Guidance-Required Items
• DSHS supported programs may distribute home testing kits or self-

collection kits to eligible individuals. 
• Programs must develop and maintain a DSHS-approved policy, containing:

• Identify eligible populations receiving test kits;
• Identify the home testing and/or self-collection kit(s) and describe how it is suited 

for the eligible population;
• Identify funding for the purchase of tests, staff time, postage, and other related 

costs;
• Describe the security of program reporting data and the confidentiality of client 

information;
• Describe the informed consent process;
• Describe the kit shipping, storage, maintenance, and inventory and quality control 

measures;



• Test kit tracking process;
• Documentation and tracking 
of:

• Demographic 
• Priority population groups 
• Test result(s)
• Linkage data 

• Notification of: 
• Test results 
• Referrals for confirmatory 

testing  
• Referrals to and confirmation of 

medical tx and partner services
• Referrals and tracking for other 

prevention services

• Required staff training(s):
• Home testing and self-

collection kits 
• How information to persons 

requesting tests will be 
shared;

• Access to and reporting of 
test results to the local HA
• Listing incentives

• Knowing how to share 
during interactions with 
persons being tested.

Overview of Guidance-Describe the 
Following:



We are learning! 

• Decentralization-The local/regional health departments need to 
identify funding and navigate their own procurement processes. 

• Cost-The overall cost of at-home self-collected STI lab tests is higher 
than STI test processing at public health labs.

• Validated Laboratories- Self-collection kits require identifying a lab 
that has been validated and negotiating cost.

• COVID-19-The local/regional health departments are involved in the 
on-going response to the pandemic.

• Data Collection – for STI programs THISIS, HIV Prevention – Eval Web



Immediate Outcomes

• Nine HIV Prevention programs submitted checklist and procedures
• 4 have submitted data:

• Preliminary data 94 tests, no preliminary positives. 
• Mostly MSM (Latino, Black, White)
• Black women who have sex with men and Latina women who have sex with men
• Few PWID

• As of 3/31/3021, no programs have contracted with self-collection lab or 
provider.  

• TexasWearsCondoms.com is LIVE!
• RedCap Survey determines if person is eligible to receive test.



All Agencies

Priority Population Hispanic White
Black/Africa
n American Asian

American Indian 
or Alaska Native Don't Know Total

MSM 40 16 5 5 1 5 72
Heterosexual female 9 3 5 17
Heterosexual male 2 2
IDU 2 2
No sexual contact or IDU past 5 years 1 1

Total 51 22 10 5 1 5 94

Race / Ethinicity





Thank you!
Home Testing and Home Self-Collection Guidance



 Discussion/Q&A

Please feel free to use the chat function or unmute yourself to ask 
questions to the presenters



Contact Information 
NASTAD:
Edwin Corbin-Gutierrez: ecg@NASTAD.org
Kendrell L. Taylor: kltaylor@NASTAD.org
Liisa Randall: lmrandall@earthlink.net

Association of Public Health Laboratories
Anne Gaynor  anne.gaynor@aphl.org

Division of Consolidated Laboratory Services
Marilyn Bibbs Freeman: marilyn.bibbs@dgs.virginia.gov

Texas Department of State Health Services
Jenny McFarlane – jenny.mcfarlane@dshs.texas.gov
Pam Mathie – pamela.mathie@dshs.texas.gov
Isabel Clark – isabel.clark@dshs.texas.gov  
Karen Surita – karen.surita@dshs.texas.gov

To Learn More or Request 
CDC CBA/TA services on 
this content area and other 
TA needs:

https://www.cdc.gov/hiv/c
apacity-building-
assistance/technical-
assistance.html

mailto:ecg@NASTAD.org
mailto:kltaylor@NASTAD.org
mailto:lmrandall@earthlink.net
mailto:anne.gaynor@aphl.org
mailto:marilyn.bibbs@dgs.virginia.gov
mailto:jenny.mcfarlane@dshs.texas.gov
mailto:pamela.mathie@dshs.texas.gov
mailto:isabel.clark@dshs.texas.gov
mailto:karen.surita@dshs.texas.gov
https://www.cdc.gov/hiv/capacity-building-assistance/technical-assistance.html
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