‘Table 51: Selected direct POCT (antigen/RNA) - WHO TPP Criteria

Wolrd Health O v.1.0 FDA EUA Selected Direct (antigen/RNA) POCT (performance based on r's claims) Ed Direct (antigen/RNA) POCT (performance based on i
BinaxNOW COVID-19 Ag | Sofia 2 FIu+SARS Antigen | LumiraDx SARS-CoV2 Ag MobileDetect Bio BCC19 | AQ-TOP Plus COVID-19 | SARS-CoV-2 Detectr Test | Bioeasy Diagnostic kit - Standard Q Covid-19 Ag
Acceptable Desirable COVID-19 Home Test Sofia 2 SARS Antigen FIA
& Card FIA Test Test (RT-LAMP) Rapid Test (RT-LAMP) (RT-LAMP) COVID-19 Ag test S FIA
Manufacturer Abbott Quidel Corporation LumiraDx Ellume DetectaChem Inc. SEASUN BIOMATERIALS, Inc. | Mammoth Biosciences, Inc. Sheszhen Eoee Quidel Corporation SD Biosensor, INC.
Country UsA UsA UK/ USA Australia UsA Korea UsA China UsA Korea
Fitps/dam bt com/er e /. omirad com/o
it/ . sessuntic comenglh
e sfhemenagecoronays/BABNG | o2l sarsanigen i " productsd hml ays/sofn2 s sars-antgen i o
e e s vz communy wide transmission = SARS- SARS: |quaitatve detection of SARS- [qualitative detection of SARS- | 1 o cetection of SARS- oo Sas. |aualitative detection of SARS- [qualitative detection of SARS- |qualitative detection of SARS-
Intended Use Cov-2 antigen in patient care |CoV-2 antigen in patient care [CoV-2 antigen in patient care |CoV-2 antigen; non- ks Cov-2 in patient care setting; [CoV-2 in patient care setting; |CoV-2 in patient care setting;
roups; 2) I -Cov- ituations v - % %
870ups; 2) I suspected SARS-CoV-2 outbreak:stuations; 3) Moniortrends in (2172 #18€R ] e e Cov-2 RNA Cov-2 RNA cov-2 RNA o e o

disease incidence

| Target Population / patient

patients with respiratory symptoms or fever or other symptoms (diarrhoea,

anosmia) and either a known contact with a confirmed or probable COVID-19

patient OR living in an area of cluster OR community transmission, and close
contact of index patients (confirmed COVID-19 patients)

individuals suspected of
COVID-19 within 7 days of

individuals suspected of
COVID-19 within 5 days of

individuals suspected of
COVID-19 within 12 days of
sympton onset

individuals suspected of
coy

individual suspected of COVID-
19

individual suspected of COVID-
19

individual suspected of COVID-
19

ndividual suspected of COVID-
19

individuals suspected of
COVID-19 within 5 days of
sympton onset

post

[Target use setting

outside laboratories including routien
screening points of health care

same as acceptable but can be self-

facilites by health care workers or lab

P
trained lay workers (volunteer,

P ng; CLIA
certified labs

LA

patient care setting; CLIA

non-prescription home use

certified laboratories

certified laboratories

certified laboratories

P g; CLA
certified labs

ot specified (patient care

J certified Iabs certifed abs setting / labs) etting / abs)
techs with appropirate training (0 Use | o ity heath workers)
the test.
- [SARS-CoV-2 orly biomarker specific
SARS-CoV biomarker (RNA, antigen) |, ,cpe ang subacute (frst 2 weeks [SARS-Cov-2 nucleocapsid  [SARS-CoV-2 nucleocapsid  |[SARS-CoV-2 nucleocapsid |SARS-CoV-2 & SARS-CoV. SARS-CoV-2 ORF1ab and N SARS-CoV-2 nucleocapsid  [SARS-CoV-2 nucleocapsid
[Target molecule specific for acute (first week after 8 - SARS-CoV-2 N and E genes [SARS-Cov-2 N genes a

after onset of symptoms/current  [protein (and SARS-CoV) |protein protein nucleocapsid protein enes protein protein

onset of symptoms/current infection)
infection)

/100 |~ 10° - 10¢ SR 113 TCID/mI 32 TCID,/mi 6310 TCID,o/m1 75 copies/pl 1 copies/yl 20 copies/yl n/a 113 TCIDSO/ml l494.5 TQIDSO/mi

(1125 TaiDs0/mi)

detects all SARS-CoV-2 viral strains
and dose not cross react with other

detects all SARS-CoV-2 vila strains

s ina panel a panel ina panel ina panel ina panel ina panel ina panel no cross-reactivity in a panel
Analytical specificty of high prevalence respiratory |of high prevalence respiratory [of high prevalence respiratory |of high prevalence respiratory of high prevalence respiratory |of high prevalence respiratory [of high prevalence respiratory |n/a of high prevalence respiratory [n/a
CoV-1) or any other common diseases |human CoV or common diseases with (e ey athogen: T iy athogen: ervaeas athogens
with similar symptoms (influenza A, |similar symptoms pathogens pathogens pathogens pathogens ens pathogens pathogens pathoger
5, RSV, malaria, dengue)
>80% > 50% 57.1% (85.1 - 99.9) 96.7( (83.3-99.4) 57.6% (91.6-99.3) [95% (82-99) 57.7% (88-100) 100% (91-100) 53.9% (86.5-97.4) IE; 8% (79.2-99.2) 90.6% (75-98)
2 97% 2 99% 98.5% (92.0-100%) 100% (97.9-100) 96.6% (92.7-98.4) |97% (93-99) |100% (94.3-100) 100% (94-100) 100% (94.2-100) [100% (92.1-100) 96.9% (83.8-99.9) 96.9% (83.8-99.9)
fluorescent
litati 3 - lateral fls ofluidi lateral fle lateral fle
Typalof analysis qualitative (yes/no), semi- n atealflow immunoassay |/ 1o microfluidic ateral flow — . ChisPR-based RT-LAMP ateral flow A
quantitative, or quantitative
double antibody sandwich rxn
Visual manual read or digital readout
visual I andjor hardy \d digital reader, flu
lalapalanoy ahoney o |va smartphone app reader with |visual manual read digital readout digital readout digital readout (smartphone) |visual color recognition digital readout digital readout royger TS digtal readout digital readout
connectivty
[Sample type [ e et e | e s (et il nasal swab nasal swab nasal swab nasal swab nasal swab nasal swab; BAL nasal swab / wash nasal swab nasal swab nasal swab
|swab, nasal wash, sputum fluid, sputum
compatible with multiple swab
tible with tir b ded b (not b (not
|Sample collection device IR EIE e | materials (self-collection or no swab |swabs in the kit ONLY swabs in the kit ONLY e escelsRat (2 [swabs in the kit ONLY S o not provided [swabs in the kit ONLY swab provided in kit
material included) included) included) included)

e.g. saliva

rained cinical aboratory _[trained dinical laboratory trained dinical laboratory
trained staff o community leve (lay [MA¢al Professional ot | porc el ang individuals  [personnel and indvicuals personnel and individuals
End use profile trained stff i health care faciities trained staff n certified Home use rained lab personnel rained lab personnel trained lab personnel trained medical / lab operator professional use
person) or self-administered tained in point of care trained n point of care trained i point of care
patient care setting
settngs settngs settngs
. 0.5 days with instructions for use and. |2h with instructions, quick reference
b included) [N A Ve v o A n
[Taining needs et s el e el s ot/ (procecure cad ncucec) /A N/ no ves es es va N/ /a
Sample preparation steps 1 0 1] 1] 1 1] 1] 1] 1] 1 1 1
[Reagents reconsitituion __|very simple reconstituion ready to e ready to use readytouse ready o e readytouse readyto use ready to e readytouse ready o se readyto use readytouse
; ingle axraction [0 ingle Single Single swab + extraction ingle
Sample min vol ingle swab and minimal extraction buffer/ciluent
SCDEIXERD e buffer buffer ouffer buffer oufter buffer buffer oufter buffer bufter
Need to transfer a precise _[autoilor graduated volume markings )
e o oo Ay 0, o lmited to a number of drops |0, few drops o, few crops o, few drops o, few drops pip pipette pipette o, few crops o, few drops o, few crops
1, with the potentialfor digitally
Number of timed steps <3 uiced workflows and built-in timers 1 1 1 1 P 2 2|1 (automatic by analyzer) 1 1
o reduce user errors on timed steps
Time to result <20 min <20 min T5min 15min T2min 15min [30min [30min [a5min omin T5min 30min
test compatible with both dry and
30min (10-3500); 2-dhr (4-80C); a3 room temperature or 2 Shr room temp; S days i <24hr at 2-80C; or 700C long- 48hr room temperature or 2- |24h room temperature; 2-80C
Sample stabily pre-testing | (10-3%C) 241 (4 B00) |0 oy camples; 3hr (10-4000); |<thr oom temp ¢ room temperature or 2-|Sh room temp; 5 doysfrozen /a v w/a " O D e e
several days frozen (min -200C) 80 00c term or dghr
24 (4-800); months frozen
Result valdity stability___[fixed reading time stored image or 6 weeks 30min Somin /a w/a wa /s w/a o/ <30min w/a
———— <23 Invald esults with correct us by| <059 Invalid reults with correctuse | e e v o e e o e
operator v operator
Operating conditions S0, 25-80% RH up to 1500m | 10-400C; 25-50% R up t0 3000m | Room temperature room temperature 10:30 oG, R 10-90% room temperature room temperature room temperature room temperature 350G, R 40-50% room temperature room temperature

12mo 4-300; tolerates brief period

18-24mo at 4-400; tolerates freezing

[Test kit tabilty and storage | 3010 100" 0 it period sdooc: RH TS5 2300 expration /2 room temperature, 15-300C [2-80C 2300 freeze at 200C freeze at -200C freeze at -200 2300 room temperature, 15-300C | room temperture (2-300C)
Stability of kit once opened _|30min Thr n/a (use immediately) 120 [30day. [60min n/a n/a n/a 60min 12hr n/a
escin Seach/s >5/hr per operator >10/h per operator a n/a n/a n/a n/a v/ 1500 sample in 8hr n/a n/a /a
throughput
tests that minimize the need for
e tandar espratonsamie colecton 5214 ferementre svonly ol [standra g rsprtony samp ‘tanra oo [standra ‘et rsprtony samp oo standra
G safety precautions recommended;  |* <4 G precautions precautions precautions precautions precautions precautions precautions precautions precautions precautions

collection device with virus

inactivation)
; ] oo
— e o ocgatoe ooy e oo e BOH0% el coml pos/neg [ iernal convlpos/reg [ memal concoposioeg [ el cont os/nes el convoposfoeg | terat contol; pos/neg|neemal contrs; os e
N ontrol control control control |control control controls separate
conrols e
test is compatible with readers and
other data capture devices; internal
[memory to store results even if power|
ot e forreader ndependent ot and wih th abilty o report to
if device-based: remote export | country health information no n/a optional |Smartphone compatible n/a n/a n/a n/a n/a n/a
o cata possve management satems using on
onboar e centier o other
personal data protection safetguard
linin th test o the user
o acionalequprmert requred bt
[handheld or on desktop (<1kg); battery|
ecd for adiionsl i requred, t should have potential LumiraDx strment V0-5i0Heste or termal
or additional or solar power operated; >8hr HLE Ly ° Sofia / Sofia 2 instrument Smartphone ( CFX 96 PCR system |CFX 96 PCR system Ves, fluorescece analyzer  |Sofia / Sofia 2 instrument |Standard F Analyzer
cqupment for it connectivy hrough (porabie ycer
rechargaie battry fe
smartpnone sppications
[Need for maintenance/spare |none, swap out or replace ancillary " "y e requ B E
evica when needed: none required as device-free n/a n/a n/a n/a n/a n/a n/a none required Va Va
ot spicae
WHO or stvngent reguatary autrory
emergency use listing/authorization
anutactuing 150 13485 : S roa eua o cua Fon eua o cua Foa U Fon eua e Fon eua e
singnt reguatory uthoriy
opprovel
o e acessiy, il product maniacrers shoud ave he
capability to rapidly scale-up production and offer the product at a cost that |n/a n/a n/a n/a n/a n/a n/a n/a n/a n/a

allows borad use, including in low- and middle-income countries.
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