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[bookmark: _Toc215139700]Fig S1. Timeline of included studies with number and type of tests. A study may include more than one test.
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This radar plot illustrates the relative frequency of seven usability outcome domains reported in studies evaluating diagnostic tests. Raw counts were extracted for each domain by use setting and normalized within group (maximum = 10) to allow visual comparison. While ease of use and effectiveness were frequently reported across both settings, outcomes such as safety, memorability, and satisfaction were less commonly assessed.
[bookmark: _Toc215139702][bookmark: _Hlk139054486]Supplementary Table S1. Detailed search terms used in the different databases

Table S1-A. Search strategy used for PubMed/MEDLINE according to the PCC question

	Component of the search strategy (PCC question)
	Search terms 


	Population
	Healthcare providers with minimal to superior training (e.g., community health workers/field agents, laboratory technicians, etc.)
	Not included as part of the search strategy

	Concept
	1. Infectious diseases
	"Tuberculosis"[Mesh] OR 
Tuberculo*[tw] OR 
TB[tw] OR 
"Malaria"[Mesh] OR 
malaria[tw] OR
"HIV"[Mesh] OR 
"Acquired Immunodeficiency Syndrome"[Mesh] OR
hiv[tw] OR
aids[tw] OR
"lower respiratory infection*"[tw] OR
"Diarrhea"[Mesh] OR 
diarrhoea[tw] OR
"Buruli Ulcer"[Mesh] OR
"Buruli ulcer"[tw] OR
"Chagas Disease"[Mesh] OR
"Chagas disease"[tw] OR
"Dengue"[Mesh] OR
dengue[tw] OR
"Chikungunya Fever"[Mesh] OR
"Chikungunya virus"[Mesh] OR 
chikungunya[tw] OR
"Dracunculiasis"[Mesh] OR
dracunculiasis[tw] OR
echinococcus*[tw] OR
"Foodborne Diseases"[Mesh] OR
Foodborne[tw] OR
"Food borne"[tw] OR
"Trypanosomiasis, African"[Mesh] OR
"African Trypanosomias*"[tw] OR
"African Sleeping Sickness*"[tw] OR
Nagana[tw] OR
"Leishmaniasis"[Mesh] OR
leishmanias*[tw] OR
"Leprosy"[Mesh] OR
leprosy[tw] OR
"Elephantiasis, Filarial"[Mesh] OR
"lymphatic filarias*"[tw] OR

"Mycetoma"[Mesh] OR
mycetoma[tw] OR
"Chromoblastomycosis"[Mesh] OR
chromoblastomycos*[tw] OR 
"Onchocerciasis"[Mesh] OR
onchocercias*[tw] OR
"Rabies"[Mesh] OR
rabies[tw] OR
"Scabies"[Mesh] OR
scabies[tw] OR
"Schistosomiasis"[Mesh] OR
schistosomias*[tw] OR
"Taeniasis"[Mesh] OR
taenias*[tw] OR
"Cysticercosis"[Mesh] OR
cysticercos*[tw] OR
"Trachoma"[Mesh] OR
trachoma[tw] OR
"Yaws"[Mesh] OR
yaws[tw] OR
"Coronavirus"[Mesh] OR 
"COVID-19"[Mesh] OR 
covid*[tw] OR 
coronavirus*[tw] OR 
corona virus*[tw] OR 
ncov*[tw] OR 
"n cov*"[tw] OR 
"Severe Acute Respiratory Syndrome"[tw] OR 
sars*[tw] OR 
"2019ncov*"[tw] OR 
"2019 ncov*"[tw] OR 
"Vector Borne Diseases"[Mesh] OR 
"Vector Borne"[tw] OR
VectorBorne[tw] OR
"Crimean Congo hemorrhagic"[tw] OR 
"congo virus*"[tw] OR 
CCHF[tw] OR 
"Ebolavirus"[Mesh] OR 
ebola*[tw] OR
"Marburg Virus Disease"[Mesh] OR 
"marburg virus*"[tw] OR 
marburgvirus*[tw] OR
"Lassa virus"[Mesh] OR 
"lassa virus*"[tw] OR 
lassavirus*[tw] OR 
"lassa fever*"[tw] OR 
lassafever*[tw] OR 
"Middle East Respiratory Syndrome Coronavirus"[Mesh] OR 
"middle east respiratory syndrome"[tw] OR 
mers[tw] OR 
"Nipah Virus"[Mesh] OR 
Nipah[tw] OR 
henipavir*[tw] OR 
"Rift Valley Fever"[Mesh] OR 
"rift valley"[tw] OR 
RVF[tw] OR 
"Zika Virus"[Mesh] OR 
"Zika"[tw] OR 
"Helminthiasis"[Mesh] OR 
Helminthias*[tw] OR
Nematomorpha[tw] OR
"Hookworm Infections"[Mesh] OR 
Hookworm[tw] OR
Bunostomias*[tw] OR
"Trichuriasis"[Mesh] OR
Trichurias*[tw] OR
Trichuris*[tw] OR
Trichocephalias*[tw] OR
Whipworm[tw] OR
"Strongyloides stercoralis"[Mesh] OR 
"Strongyloides stercorali*"[tw] OR
"Ascaris lumbricoides"[Mesh] OR 
"Ascariasis"[Mesh] OR
Ascaris*[tw] OR
Ascarias*[tw] OR
"Ectoparasitic Infestations"[Mesh] OR 
"Ectoparasitic Infestation*"[tw] OR
"Sporotrichosis"[Mesh] OR 
Sporotrichos*[tw] OR
Sporothrix[tw] OR
"Paracoccidioidomycosis"[Mesh] OR 
"Paracoccidioides Infection"[tiab:~3] OR
"Paracoccidioides Infections"[tiab:~3] OR
"Blastomyces Infections"[tiab:~3] OR
"Blastomyces Infection"[tiab:~3] OR 
"Paracoccidioidal Granuloma*"[tw] OR
Paracoccidioidomycos*[tw] OR
"South American Blastomycos*"[tw]


	
	2. POC testing, self testing, near-patient, Rapid Diagnostic Tests
	"Point-of-Care Testing"[Mesh] OR 
"Point Of Care"[tw] OR
"Bedside Test*"[tw] OR 
"Self-Testing"[Mesh] OR 
"Self Test*"[tw] OR
Selftest*[tw] OR
"Point-of-Care Testing"[Mesh] OR 
(("point of care*"[tw] OR 
“near patient”[tw] OR 
"bedside*"[tw] OR 
"rapid*"[tw] OR 
"in vitro"[tw])
 AND 
("test*"[tw] OR 
"diagnos*"[tw]))

	
	3. Type of test: Molecular and antigen-based diagnostic with/without automated component for generation of result and/or result interpretation
	"Molecular Diagnostic Techniques"[Mesh] OR 
"Molecular Diagnos*"[tw] OR
"Molecular Test*"[tw] OR
"Rapid Diagnostic Tests"[Mesh] OR
"Direct-To-Consumer Screening and Testing"[Mesh]OR 
Antigen*[tw] OR
"Lateral flow*"[tw] OR 
RDT[tw] OR 
((Rapid*[tw] OR 
"direct to consumer*"[tw])
 AND 
(Screen*[tw] OR 
Test*[tw] OR 
diagnos*[tw])) OR 
"Nucleic Acid Amplification Techniques"[Mesh] OR 
"Nucleic Acid Amplification"[tiab] OR 

"Enzyme Linked Immunosorbent Assay"[Mesh] OR 
"Enzyme Linked Immunosorbent Assay"[tiab] OR 
ELISA[tiab] OR 
"Polymerase Chain Reaction"[Mesh] OR 
"Polymerase Chain Reaction"[tiab] OR 
PCR[tiab] OR 
"Hybridization"[tiab] OR 
"Dipstick Test"[tiab] OR 
"Lateral Flow Assay"[tiab] OR 
"Microfluidic Bioassay"[tiab] OR 
"Cross Priming Amplification"[tiab] OR 
CPA[tiab] OR 
"Isothermal Amplification"[tiab] OR 
"Exponential Amplification Reaction"[tiab] OR 
EXPAR[tiab] OR 
"Helicase Dependent Amplification"[tiab] OR 
HDA[tiab] OR 
"Loop Mediated Isothermal Amplification"[tiab] OR 
LAMP[tiab] OR 
"Nicking Endonuclease"[tiab] OR 
NEAR[tiab] OR 
NEAA[tiab] OR 
"Nucleic Acid Sequence Based Amplification"[tiab] OR 
NASBA[tiab] OR 
"Polymerase Spiral Reaction"[tiab] OR 
PSR[tiab] OR 
"Ramification Amplification"[tiab] OR 
RAM[tiab] OR 
"Recombinase Polymerase Amplification"[tiab] OR 
RPA[tiab] OR 
"Rolling Circle Amplification"[tiab] OR 
RCA[tiab] OR 
SMART[tiab] OR 
"Strand Displacement Amplification"[tiab] OR 
SDA[tiab] OR 
"Strand Invasion Based Amplification"[tiab] OR 
SIBA[tiab] OR 
"Transcription Mediated Amplification"[tiab] OR 
TMA[tiab] OR 
dPCR[tiab] OR 
ddPCR[tiab] OR 
qPCR[tiab] OR 
CISH[tiab] OR 
FISH[tiab] OR 
"Line Probe Assay"[tiab] OR 
LiPA[tiab] OR 
CATCH[tiab]

	
	4. Usability
	"User-Centered Design"[Mesh] OR 
“ease of use"[tw] OR 
"User Centered Design*"[tw] OR
"human factor*"[tw] OR
"Formative evaluation*"[tw] OR
Usability[tw] OR 
"user experience"[tw] OR 
"user satisfaction"[tw]

	Context
	Low levels of health system in LMICs 
	Not included as part of the search strategy






Table S1-B. Search terms used in the databases included in the scoping review. 
The search terms were adapted as necessary for the different databases in the scoping review.

	CODE
	Main aspects definition
	Search Terms

	1.P
	infectious diseases
	"Communicable Diseases"[Mesh] OR 
((Communicable[tw] OR
infect*[tw] OR
contagio*[tw])
 AND 
(Disease*[tw] OR
condition*[tw] OR
disorder*[tw])) OR 

	
	
	"Tuberculosis"[Mesh] OR 
Tuberculo*[tw] OR 
TB[tw] OR 

"Malaria"[Mesh] OR 
malaria[tw] OR

"HIV"[Mesh] OR 
"Acquired Immunodeficiency Syndrome"[Mesh] OR
hiv[tw] OR
aids[tw] OR

"lower respiratory infection*"[tw] OR

"Diarrhea"[Mesh] OR 
diarrhoea[tw] OR

	
	
	"Buruli Ulcer"[Mesh] OR
"Buruli ulcer"[tw] OR

"Chagas Disease"[Mesh] OR
"Chagas disease"[tw] OR

"Dengue"[Mesh] OR
dengue[tw] OR

"Chikungunya Fever"[Mesh] OR
"Chikungunya virus"[Mesh] OR 
chikungunya[tw] OR

"Dracunculiasis"[Mesh] OR
dracunculiasis[tw] OR

"Dracunculiasis"[Mesh] OR
echinococcus*[tw] OR

"Foodborne Diseases"[Mesh] OR
Foodborne[tw] OR
"Food borne"[tw] OR

"Trypanosomiasis, African"[Mesh] OR

"Leishmaniasis"[Mesh] OR
leishmanias*[tw] OR

"Leprosy"[Mesh] OR
leprosy[tw] OR

"Elephantiasis, Filarial"[Mesh] OR
"lymphatic filarias*"[tw] OR

"Mycetoma"[Mesh] OR
mycetoma[tw] OR

"Chromoblastomycosis"[Mesh] OR
chromoblastomycos*[tw] OR 

"Onchocerciasis"[Mesh] OR
onchocercias*[tw] OR

"Rabies"[Mesh] OR
rabies[tw] OR

"Scabies"[Mesh] OR
scabies[tw] OR

"Schistosomiasis"[Mesh] OR
schistosomias*[tw] OR


"Taeniasis"[Mesh] OR
taenias*[tw] OR

"Cysticercosis"[Mesh] OR
cysticercos*[tw] OR

"Trachoma"[Mesh] OR
trachoma[tw] OR

"Yaws"[Mesh] OR
yaws[tw] OR

	
	
	"Coronavirus"[Mesh] OR 
"COVID-19"[Mesh] OR 
covid*[tw] OR 
coronavirus*[tw] OR 
corona virus*[tw] OR 
ncov*[tw] OR 
"n cov*"[tw] OR 
"Severe Acute Respiratory Syndrome"[tw] OR 
sars*[tw] OR 
"2019ncov*"[tw] OR 
"2019 ncov*"[tw] OR 

"Crimean Congo hemorrhagic"[tw] OR 
"congo virus*"[tw] OR 
CCHF[tw] OR 

"Ebolavirus"[Mesh] OR 
ebola*[tw] OR

"Marburg Virus Disease"[Mesh] OR 
"marburg virus*"[tw] OR 
marburgvirus*[tw] OR

"Lassa virus"[Mesh] OR 
"lassa virus*"[tw] OR 
lassavirus*[tw] OR 
"lassa fever*"[tw] OR 
lassafever*[tw] OR 

"Middle East Respiratory Syndrome Coronavirus"[Mesh] OR 
[bookmark: _Hlk141869594]"middle east respiratory syndrome"[tw] OR 
mers[tw] OR 

"Nipah Virus"[Mesh] OR 
Nipah[tw] OR 
henipavir*[tw] OR 

"Rift Valley Fever"[Mesh] OR 
"rift valley"[tw] OR 
RVF[tw] OR 

"Zika Virus"[Mesh] OR 
"Zika"[tw] OR 

"Helminthiasis"[Mesh] OR 
Helminthias*[tw] OR
Nematomorpha[tw] OR

"Hookworm Infections"[Mesh] OR 
Hookworm[tw] OR
Bunostomias*[tw] OR

"Trichuriasis"[Mesh] OR
Trichurias*[tw] OR
Trichuris*[tw] OR
Trichocephalias*[tw] OR
Whipworm[tw] OR

"Strongyloides stercoralis"[Mesh] OR 
"Strongyloides stercorali*"[tw] OR

"Ascaris lumbricoides"[Mesh] OR 
"Ascariasis"[Mesh] OR
Ascaris*[tw] OR
Ascarias*[tw] OR

"Ectoparasitic Infestations"[Mesh] OR 
"Ectoparasitic Infestation*"[tw] OR

"Sporotrichosis"[Mesh] OR 
Sporotrichos*[tw] OR
Sporothrix[tw] OR

"Paracoccidioidomycosis"[Mesh] OR 
"Paracoccidioides Infection"[tiab:~3] OR
"Paracoccidioides Infections"[tiab:~3] OR
"Blastomyces Infections"[tiab:~3] OR
"Blastomyces Infection"[tiab:~3] OR 
"Paracoccidioidal Granuloma*"[tw] OR
Paracoccidioidomycos*[tw] OR
"South American Blastomycos*"[tw]



	CODE
	Main aspects definition
	Search Terms

	2.I
	molecular and antigen diagnostic
	"Molecular Diagnostic Techniques"[Mesh] OR 
"Molecular Diagnos*"[tw] OR
"Molecular Test*"[tw] OR
("Nucleic Acid Amplification Techniques"[MeSH Terms] OR "Nucleic Acid Amplification"[Title/Abstract] OR "Enzyme Linked Immunosorbent Assay"[MeSH Terms] OR "Enzyme Linked Immunosorbent Assay"[Title/Abstract] OR "ELISA"[Title/Abstract] OR "Polymerase Chain Reaction"[MeSH Terms] OR "Polymerase Chain Reaction"[Title/Abstract] OR "PCR"[Title/Abstract] OR "Hybridization"[Title/Abstract] OR "Dipstick Test"[Title/Abstract] OR "Lateral Flow Assay"[Title/Abstract] OR "Microfluidic Bioassay"[Title/Abstract] OR "Cross Priming Amplification"[Title/Abstract] OR "CPA"[Title/Abstract] OR "Isothermal Amplification"[Title/Abstract] OR "Exponential Amplification Reaction"[Title/Abstract] OR "EXPAR"[Title/Abstract] OR "Helicase Dependent Amplification"[Title/Abstract] OR "HDA"[Title/Abstract] OR "Loop Mediated Isothermal Amplification"[Title/Abstract] OR "LAMP"[Title/Abstract] OR "Nicking Endonuclease"[Title/Abstract] OR "NEAR"[Title/Abstract] OR "NEAA"[Title/Abstract] OR "Nucleic Acid Sequence Based Amplification"[Title/Abstract] OR "NASBA"[Title/Abstract] OR "Polymerase Spiral Reaction"[Title/Abstract] OR "PSR"[Title/Abstract] OR "Ramification Amplification"[Title/Abstract] OR "RAM"[Title/Abstract] OR "Recombinase Polymerase Amplification"[Title/Abstract] OR "RPA"[Title/Abstract] OR "Rolling Circle Amplification"[Title/Abstract] OR "RCA"[Title/Abstract] OR "SMART"[Title/Abstract] OR "Strand Displacement Amplification"[Title/Abstract] OR "SDA"[Title/Abstract] OR "Strand Invasion Based Amplification"[Title/Abstract] OR "SIBA"[Title/Abstract] OR "Transcription Mediated Amplification"[Title/Abstract] OR "TMA"[Title/Abstract] OR "Digital PCR"[Title/Abstract] OR "dPCR"[Title/Abstract] OR "d PCR"[Title/Abstract] OR "Droplet Based Digital PCR"[Title/Abstract] OR "ddPCR"[Title/Abstract] OR "dd PCR"[Title/Abstract] OR "Endpoint PCR"[Title/Abstract] OR "Nested PCR"[Title/Abstract] OR "Quantitative Real-Time PCR"[Title/Abstract] OR "qPCR"[Title/Abstract] OR "q PCR"[Title/Abstract] OR "CISH"[Title/Abstract] OR "FISH"[Title/Abstract] OR "Line Probe Assay"[Title/Abstract] OR "LiPA"[Title/Abstract] OR "CATCH"[Title/Abstract])

	
	
	"Rapid Diagnostic Tests"[Mesh] OR
"Direct-To-Consumer Screening and Testing"[Mesh]OR 
Antigen*[tw] OR
"Lateral flow*"[tw] OR 
RDT[tw] OR 
((Rapid*[tw] OR 
"direct to consumer*"[tw])
 AND 
(Screen*[tw] OR 
Test*[tw] OR 
diagnos*[tw]))



	CODE
	Main aspects definition
	Search Terms

	3. X
	point-of-care (POC)
	"Point-of-Care Testing"[Mesh] OR 
"Point Of Care"[tw] OR
"Bedside Test*"[tw] OR 

	
	
	"Self-Testing"[Mesh] OR 
"Self Test*"[tw] OR
Selftest*[tw] OR

	
	
	"Point-of-Care Testing"[Mesh] OR 
(("point of care*"[tw] OR 
“near patient”[tw] OR 
"bedside*"[tw] OR 
"rapid*"[tw] OR 
"in vitro"[tw])
 AND 
("test*"[tw] OR 
"diagnos*"[tw]))



	CODE
	Main aspects definition
	Search Terms

	4. Y
	Usability
	"User-Centered Design"[Mesh] OR 
“ease of use"[tw] OR 
"User Centered Design*"[tw] OR
"human factor*"[tw] OR
"Formative evaluation*"[tw] OR
Usability[tw]






Table S1-C. Search terms used in the grey literature databases included in the scoping review. 

	Database
	Search strategy

	WHO IRIS
	"Communicable Diseases" AND "User-Centered Design" OR "ease of use" OR “Usability” AND "Molecular Diagnostic Techniques" OR "molecular test*"OR "Rapid Diagnostic Tests" AND “Point-of-Care Testing" OR "Self-Testing"

("Communicable Diseases" OR “disease*" OR "condition*") AND "User-Centered Design" OR "ease of use" OR “Usability” AND "Molecular Diagnostic Techniques" "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing"


	EBSCO
	"Communicable Diseases" AND "User-Centered Design" OR "ease of use" OR “Usability” AND "Molecular Diagnostic Techniques" OR "molecular test*"OR "Rapid Diagnostic Tests" AND “Point-of-Care Testing" OR "Self-Testing"

("Communicable Diseases" OR “disease*" OR "condition*") AND "User-Centered Design" OR "ease of use" OR “Usability” AND "Molecular Diagnostic Techniques" "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing"

(Communicable OR infect* OR contagio*) AND (Disease* OR condition* OR disorder*) AND "molecular test"OR "Rapid Diagnostic Tests" OR "self test" OR "selftest" AND "user centered design" OR "human factor" OR "formative evaluation" OR "user experience" OR "user satisfaction"

	PAHO IRIS
	"Communicable Diseases" AND "Molecular Diagnostic Techniques" OR "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing" AND "User-Centered Design" OR "ease of use" OR “Usability”

"Communicable Diseases" OR “disease*" OR "condition*" AND "Molecular Diagnostic Techniques" "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing" AND "User-Centered Design" OR "ease of use" OR “Usability” 

"Communicable" OR "infect*"OR "contagio*" OR "disorder*" AND "molecular test*"OR "Rapid Diagnostic Tests" OR "self test*" OR "selftest*" AND "user centered design*" OR "human factor*" OR "formative evaluation*" OR "user experience" OR "user satisfaction"

	Google Scholar


	"Communicable Diseases" AND "Molecular Diagnostic Techniques" OR "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing" AND "User-Centered Design" OR "ease of use" OR “Usability”

"Communicable Diseases" OR “disease*" OR "condition*" AND "Molecular Diagnostic Techniques" "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing" AND "User-Centered Design" OR "ease of use" OR “Usability” 

"Communicable" OR "infect*"OR "contagio*" OR "disorder*" AND "molecular test*"OR "Rapid Diagnostic Tests" OR "self test*" OR "selftest*" AND "user centered design*" OR "human factor*" OR "formative evaluation*" OR "user experience" OR "user satisfaction"

	LILACS
	"Communicable Diseases" AND "Molecular Diagnostic Techniques" OR "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing" AND "User-Centered Design" OR "ease of use" OR “Usability”

"Communicable Diseases" OR “disease*" OR "condition*" AND "Molecular Diagnostic Techniques" "molecular test*"OR "Rapid Diagnostic Tests" OR “Point-of-Care Testing" OR "Self-Testing" AND "User-Centered Design" OR "ease of use" OR “Usability” 

"Communicable" OR "infect*"OR "contagio*" OR "disorder*" AND "molecular test*"OR "Rapid Diagnostic Tests" OR "self test*" OR "selftest*" AND "user centered design*" OR "human factor*" OR "formative evaluation*" OR "user experience" OR "user satisfaction"








[bookmark: _Toc215139703]Supplementary Table S2. Product dossier and usability information available in regulatory agency, non-profit and public-private initiative websites

	Source
	Website URL
	Product dossier publicly available (yes/no)
	Usability information reported in the dossier (yes/no/not applicable)

	1. U.S. Food and Drug Administration (FDA) Tables of In Vitro Diagnostics Emergency Use Authorizations 
	https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas

	Yes
	No

	2. EUDAMED - European Database on Medical Devices
	https://ec.europa.eu/tools/eudamed/#/screen/search-device

	Yes
	No

	3. MFDS - Republic of Korea’s Ministry of Food and Drug Safety (MFDS) 
	https://www.mfds.go.kr/eng/brd/m_41/list.do

	Yes
	No

	4. MDALL - Health Canada Medical Devices Active Licence Listing 
	https://health-products.canada.ca/mdall-limh/index-eng.jsp

	No
	Not applicable (no dossier publicly available)

	5. CDSCO - Government of India, Central Drugs Standard Control Organization 
	https://cdsco.gov.in/opencms/opencms/en/Medical-Device-Diagnostics/InVitro-Diagnostics/
	No
	Not applicable (no dossier publicly available)

	6. Johns Hopkins Centre for Health Security Antigen and Molecular-based Tests Tracker 
	https://www.centerforhealthsecurity.org/covid-19TestingToolkit/molecular-based-tests/current-molecular-and-antigen-tests.html  
	Yes
	Variable. After in initial search of 15 dossiers, this dataset was dropped, because most documents did not contain usability information.

	7. WHO. List of WHO-prequalified In Vitro Diagnostic products
	https://extranet.who.int/pqweb/vitro-diagnostics/vitro-diagnostics-lists 
	Yes
	Yes







[bookmark: _Toc215139704]Supplementary Table S3. Reported usability outcomes by type of test (self-testing and POC)

	Intended use setting
	Ease of Use
	Memorability
	Learnability
	Satisfaction
	Efficiency
	Effectiveness
	Safety

	Self-Testing
	· Perceived ease of use 
· Ease of result interpretation
· Frequency of errors
	· Understanding of test instructions
· Confidence in performing test tasks over time
	· Perceived ability to use the test independently (self-efficacy)
· Comprehension of instructions
	· User perceptions of test features
· Confidence in results
· Willingness to reuse or recommend
· Qualitative assessments of testing experience
	· Time taken to complete tasks
· Ability to follow testing steps
· Observed challenges
	· Test performance
· Inter-rater reliability
· Agreement between professional and lay users
· Successful completion of tasks
	· Observed adverse events
· User errors in result interpretation

	Point-of-Care (POC)
	· Perceived ease of use 
· Perception of test fit to clinical practice
	· Training needs
· Retention of information
· Ability to perform test tasks post-training
	· Observed ability to perform test tasks
· Ease of learning
· Effectiveness of training
	· Qualitative assessment of test advantages/ disadvantages
· Perceived end-user satisfaction
· Willingness to reuse or recommend
	· Time to complete tasks
· Turnaround times
· Resource use (e.g., consumables, PPE)
	· Test performance
· Proportion of invalid tests
· Inter-rater reliability
· Agreement between professional and lay users
	· Perceived risks in sample handling, contamination
· Observed adverse events


[bookmark: _Toc215139705]Supplementary Table S4. Characteristics, tests and usability outcomes of included product dossiers. 

	Dossier ID
	Name of the test 
	Listing date
	Type of test
	Test developer
	Intended use setting
	Usability outcome reported
	Sample size for usability evaluation

	PQDx 0458-072-00
	SAMBA II HIV-1 Qual Whole Blood Test
	19.07.23
	Molecular test
	Diagnostics for the Real World Ltd
	Level 0 (L0) - Community, Level 1 (L1) - Primary Care
	Ease of use
	Not available

	PQDx 0485-013-00
	Determine Syphilis TP
	22.12.22
	Antibody test
	Abbott Diagnostics Medical Co., Ltd
	Level 1 (L1) - Primary Care
	Ease of use
	Not available

	PQDx 0453-070-00
	Xpert HCV VL Fingerstick
	05.12.22
	Molecular test
	Cepheid AB
	Level 1 (L1) - Primary Care
	Ease of use
	Not available

	PQDx 0480-032-00
	Panbio HIV Verification Test
	21.11.22
	Antibody test
	Abbott Rapid Diagnostics Jena GmbH
	Level 1 (L1) - Primary Care, Level 2 (L2) - District Hospital Lab
	Ease of use
	Not available

	PQDx 0470-074-00
	MERISCREEN Malaria Pf HRP-II Ag
	15.11.22
	Antigen test
	Meril Diagnostics Pvt. Ltd.
	Level 0 (L0) - Community; Level 1 (L1) - Primary Care
	Ease of use
	Not available

	PQDx 0357-004-01
	Wondfo HIV Self-Test
	13.07.22
	Antibody test
	Guangzhou Wondfo Biotech Co., Ltd.
	Self-Testing
	Not available
	Not available

	PQDx 0481-032-00
	CheckNOW HIV SELF TEST
	04.04.22
	Antibody test
	Abbott Rapid Diagnostics Jena GmbH
	Self-Testing
	Ease of use
	Not available

	PQDx 0473-052-00
	TrinScreen HIV
	09.02.22
	Antibody test
	Trinity Biotech Manufacturing Ltd.
	Level 0 (L0) - Community; Level 1 (L1) - Primary Care
	Ease of use
	Not available

	PQDx 0464-074-00
	MERISCREEN HIV 1-2 WB
	24.09.20
	Antibody test
	Meril Diagnostics Pvt. Ltd.
	Laboratory/Point-of-Care Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use
	Not available

	PQDx 0321-024-00
	Paracheck Pf - Rapid Test for P. Falciparum Malaria Device (Ver. 3)
	14.09.20
	Antigen test
	Orchid Biomedical Systems
	Clinical setup/Point of care Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use
	Not available

	PQDx 0330-074-00
	One Step test for Malaria Pf/Pan Ag MERISCREEN
Malaria Pf/Pan Ag
	25.08.20
	Antigen test
	Meril Diagnostics Pvt. Ltd.
	Level 0 (L0) - Community; Level 1 (L1)
	Ease of use
	Not available

	PQDx 0384-077-00
	VISITECT CD4 Advanced Disease
	20.08.20
	Other (CD4 count)
	AccuBio Ltd.
	Level 0 (L0) - Community; Level 1 (L1)
	Ease of use
	Not available

	PQDx 0383-117-00
	STANDARD Q HIV 1/2 Ab 3-Line Test
	10.06.20
	Antibody test
	SD Biosensor, Inc.
	Laboratory/Point-of-Care Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use
	Not available

	PQDx 0291-025-00
	Parascreen - Rapid test for Malaria Pan/Pf
	03.06.20
	Antigen test
	Zephyr Biomedicals - A Division of Tulip Diagnostics (P) Ltd.
	Point-of-Care Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use
	Not available

	PQDx 0290-025-00
	FalciVax - Rapid test for Malaria Pv/Pf
	03.06.20
	Antigen test
	Zephyr Biomedicals - A Division of Tulip Diagnostics (P) Ltd.
	Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use
	Not available

	PQDx 0382-117-00
	STANDARD Q HIV/Syphilis Combo Test
	26.05.20
	Antibody test
	SD Biosensor Inc.
	Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use
	Not available

	PQDx 0348-117-00
	STANDARD Q Malaria P.f/P.v Ag Test
	06.03.20
	Antigen test
	SD Biosensor Inc.
	Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use (no details described)
	Not available

	PQDx 0347-117-00
	STANDARD Q Malaria P.f/Pan Ag Test
	06.03.20
	Antigen test
	SD Biosensor Inc.
	Level 0 (L0) - Community; Level 1 (L1) 
	Ease of use (no details described)
	Not available

	PQDx 0346-117-00
	STANDARD Q Malaria P.f Ag Test
	06.03.20
	Antigen test
	SD Biosensor, Inc
	Level 1 (L1) - Primary Care; Level 0 (L0) - Community
	Ease of use (no details described)
	Not available

	PQDx 0360-117-00
	STANDARD Q HCV Ab Test
	05.03.20
	Antibody test
	SD Biosensor, Inc
	Level 1 (L1) - Primary Care; Level 0 (L0) - Community
	Ease of use
	Not available

	PQDx 0054-006-01
	SURE CHECK HIV Self-Test
	29.11.19
	Antibody test
	Chembio Diagnostic Systems, Inc.
	Self-Testing
	Not available
	Not available

	PQDx 0363-010-00
	First Response HIV 1-2.O Card Test (Version 2.0)
	16.09.19
	Antibody test
	Premier Medical Corporation Private Limited
	Level 1 (L1) - Primary Care
	Not available
	Not available

	PQDx 0451-013-00
	Determine HBsAg 2
	02.09.19
	Antigen test
	Abbott Diagnostics Medical Co. Ltd
	Level 1 (L1) - Primary Care
	Not available
	Not available

	PQDx 0320-090-00
	Mylan HIV Self Test
	03.07.19
	Antibody test
	Atomo Diagnostics Ltd
	Self-Testing
	Not available
	Not available

	PQDx 0349-012-00
	NxTek Eliminate Malaria Pf
	12.04.19
	Antigen test
	Abbott Diagnostics Korea Inc
	Level 0 (L0) - Community
	Not available
	Not available

	PQDx 0359-032-00
	m-PIMA HIV-1/2 VL
	08.04.19
	Molecular test
	Abbott Rapid Diagnostics
	Level 1 (L1)
	Not available
	Not available

	PQDx 0283-010-00
	First Response Malaria Antigen P. falciparum (HRP2) Card Test
	04.12.18
	Antigen test
	Premier Medical Corporation Limited
	Level 0 (L0) - Community; Level 1 (L1) (In either laboratory and point of care settings)
	Ease of use (no details described)
	Not available

	PQDx 0329-010-00
	First Response Malaria Ag. P.f. / P.v. Card Test
	04.12.18
	Antigen test
	Premier Medical Corporation Limited
	Level 0 (L0) - Community; Level 1 (L1) (in either laboratory or point of care settings) 
	Ease of use (no details described)
	Not available

	PQDx 0297-012-00
	Bioline Malaria Ag P.f/P.f/P.v
	04.12.18
	Antigen test
	Abbott Diagnostics Korea Inc.
	(intended for professional use)  Level 1 (L1)
	Not available
	Not available

	PQDx 0002-002-01
	INSTI HIV Self Test
	30.11.18
	Antibody test
	bioLytical Laboratories Inc.
	Self-Testing
	Not available
	Not available

	PQDx 0294-074-00
	MERISCREEN Malaria Pf/Pv Ag
	09.11.18
	Antigen test
	Meril Diagnostics Pvt. Ltd.
	Level 0 (L0) - Community; Level 1 (L1) (in either laboratory or point-of-care
settings)
	Ease of use (no details described)
	Not available

	PQDx 0285-010-00
	First Response Malaria Ag. pLDH/HRP2 Combo Card Test
	04.12.18
	Antigen test
	Premier Medical Corporation Limited
	Level 0 (L0) - Community; Level 1 (L1) (in either laboratory or point-of-care
settings)
	Ease of use (no details described)
	Not available



Note: This table presents the first 30 dossiers extracted for analysis.
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