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In t e n d e d  Use  
Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  is a  la t e ra l flow  im m u n oa ssa y 
in t e n d e d  for t h e  q u a lit a t ive  d e t e ct ion  of n u cle oca p sid  p rot e in  a n t ig e n  from  SARS-
CoV-2 in  d ire ct  a n t e rior n a sa l sw a b  sp e cim e n s from  in d ivid u a ls w h o a re  su sp e ct e d  
of CO VID-19 b y th e ir h e a lth ca re  p rovid e r w ith in  t h e  first  five  (5) d a ys of sym p tom  
on se t  or from  in d ivid u a ls w ith ou t  sym p tom s or oth e r e p id e m iolog ica l re a son s t o  
su sp e ct  CO VID-19 w h e n  t e st e d  tw ice  ove r tw o or t h re e  d a ys w ith  a t  le a st  24  h ou rs 
a n d  n o m ore  t h a n  4 8  h ou rs b e tw e e n  t e st s. An te rior n a sa l sw a b  sp e cim e n s m a y b e  
colle ct e d  b y a  h e a lth ca re  p rovid e r (HCP ) or se lf-colle ct e d  (b y in d ivid u a ls 18  ye a rs of 
a g e  or old e r, u n d e r t h e  su p e rvision  of a n  HCP ). Te st in g  is lim it e d  t o  la b ora torie s 
ce rt ifie d  u n d e r t h e  Clin ica l La b ora tory Im p rove m e n t  Am e n d m e n t s of 198 8  (CLIA), 
4 2 U.S.C. §263a , t h a t  m e e t  t h e  re q u ire m e n t s t o  p e rform  m od e ra t e  com p le xity, h ig h  
com p le xity, or w a ive d  t e st s. Th is p rod u ct  is a u th orize d  for u se  a t  t h e  P oin t  of Ca re  
(P O C), i.e ., in  p a t ie n t  ca re  se t t in g s op e ra t in g  u n d e r a  CLIA Ce rt ifica t e  of W a ive r, 
Ce rt ifica t e  of Com p lia n ce , or Ce rt ifica t e  of Accre d it a t ion . 

Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  d oe s n ot  d iffe re n t ia t e  b e tw e e n  
SARS-CoV a n d  SARS-CoV-2 viru se s.  

Re su lt s a re  for t h e  id e n t ifica t ion  of SARS-CoV-2 n u cle oca p sid  p rote in  a n t ig e n . 
An t ig e n  is g e n e ra lly d e t e ct a b le  in  a n t e rior n a sa l sw a b s d u rin g  th e  a cu t e  p h a se  of 
in fe ct ion . P osit ive  re su lt s in d ica t e  t h e  p re se n ce  of vira l a n t ig e n s, b u t  clin ica l 
corre la t ion  w ith  p a t ie n t  h istory a n d  oth e r d ia g n ost ic in form a t ion  is n e ce ssa ry t o  
d e t e rm in e  in fe ct ion  st a tu s. P osit ive  re su lt s d o n ot  ru le  ou t  b a ct e ria l in fe ct ion  or co-
in fe ct ion  w ith  oth e r viru se s. Ad d it ion a l con firm a tory t e st in g  w ith  a  m ole cu la r t e st  
for p osit ive  re su lt s m a y b e  n e ce ssa ry if t h e re  is a  low  like lih ood  of SARS-CoV-2 
in fe ct ion , su ch  a s in  in d ivid u a ls w ith ou t  kn ow n  e xp osu re s t o  SARS-CoV-2 or 
re sid in g  in  com m u n it ie s w ith  low  p re va le n ce  of in fe ct ion . Th e  a g e n t  d e t e ct e d  m a y 
n ot  b e  t h e  d e fin it e  ca u se  of d ise a se . La b ora torie s w ith in  t h e  Un it e d  St a t e s a n d  it s 
t e rrit orie s a re  re q u ire d  to  re p ort  a ll p osit ive  re su lt s t o  t h e  a p p rop ria t e  p u b lic h e a lth  
a u th orit ie s. 

Ne g a t ive  re su lt s sh ou ld  b e  t re a t e d  a s p re su m p t ive  a n d  m a y b e  con firm e d  w ith  a  
m ole cu la r a ssa y, if n e ce ssa ry, for p a t ie n t  m a n a g e m e n t . Ne g a t ive  re su lt s d o n ot  ru le  
ou t  SARS-CoV-2 in fe ct ion  a n d  sh ou ld  n ot  b e  u se d  a s t h e  sole  b a sis for t re a tm e n t  or 
p a t ie n t  m a n a g e m e n t  d e cision s, in clu d in g  in fe ct ion  con t rol d e cision s. Ne g a t ive  
re su lt s sh ou ld  b e  con sid e re d  in  t h e  con te xt  of a  p a t ie n t ’s re ce n t  e xp osu re s, h istory, 
a n d  th e  p re se n ce  of clin ica l sig n s a n d  sym p tom s con sist e n t  w ith  CO VID-19. 

For se ria l t e st in g  p rog ra m s, a d d it ion a l con firm a tory t e st in g  w ith  a  m ole cu la r t e st  
for n e g a t ive  re su lt s m a y b e  n e ce ssa ry, if t h e re  is a  h ig h  like lih ood  of SARS-CoV-2 
in fe ct ion , su ch  a s in  a n  in d ivid u a l w ith  a  close  con ta ct  w ith  CO VID-19 or w ith  



 
 

Page 4 of 22 
PI-2110400ENG | Rev C| April 2022 
 

su sp e ct e d  e xp osu re  t o  CO VID-19 a n d /or in  com m u n it ie s w ith  h ig h  p re va le n ce  of 
in fe ct ion . Ad d it ion a l con firm a tory t e st in g  w ith  a  m ole cu la r t e st  for p osit ive  re su lt s 
m a y a lso b e  n e ce ssa ry, if t h e re  is a  low  like lih ood  of SARS-CoV-2 in fe ct ion , su ch  a s 
in  in d ivid u a ls w ith ou t  kn ow n  e xp osu re s t o  SARS-CoV-2 or re sid in g  in  com m u n it ie s 
w ith  low  p re va le n ce  of in fe ct ion . 

Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  is in t e n d e d  for u se  b y t ra in e d  clin ica l 
la b ora tory p e rson n e l a n d  m e d ica l a n d  h e a lth ca re  p e rson n e l in  P oin t  of Ca re  (P O C) 
se t t in g s. Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  is on ly for u se  u n d e r t h e  
Food  a n d  Dru g  Ad m in ist ra t ion ’s Em e rg e n cy Use  Au th oriza t ion . 

Su m m a ry a n d  Exp la n a t ion  of t h e  Te s t  
Coron a viru se s a re  a  la rg e  fa m ily of viru se s t h a t  ca u se  illn e ss ra n g in g  from  th e  
com m on  cold  t o  m ore  se ve re  d ise a se s su ch  a s MERS a n d  SARS-CoV. A n ove l 
coron a viru s (SARS-CoV-2) w a s d iscove re d  in  De ce m b e r 20 19 a n d  h a s re su lt e d  in  
m illion s of con firm e d  h u m a n  in fe ct ion s w orld w id e . CO VID-19, t h e  d ise a se  b rou g h t  
on  b y th e  viru s, p rod u ce s sym p tom s in  in fe ct e d  p a t ie n t s t h a t  a re  sim ila r t o  t h e  
oth e r vira l re sp ira tory d ise a se s in clu d in g  fe ve r, cou g h , a n d  sh ortn e ss of b re a th . Th e  
m e d ia n  in cu b a t ion  t im e  is e st im a te d  to  b e  a p p roxim a te ly 5 d a ys w ith  sym p tom s 
e st im a te d  to  b e  p re se n t  w ith in  12 d a ys of in fe ct ion .  

Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  is a  n on -in va sive  ra p id  p oin t -of-ca re  
d ia g n ost ic t e st  for t h e  q u a lit a t ive  d e t e ct ion  of SARS-CoV-2 a n t ig e n  in  re sp ira tory 
sp e cim e n s. Ea ch  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  is sin g le -u se  a n d  ca n  
a n a lyze  on e  a n t e rior n a sa l sw a b  sa m p le . Th e  tot a l t im e  re q u ire d  to  p e rform  on e  
t e st  is a p p roxim a te ly 20  m in u te s from  clin ica l sp e cim e n  colle ct ion  to  re su lt . 

P rin c ip le s  of t h e  P roce d u re  
Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  is a n  im m u n och rom a tog ra p h ic 
la t e ra l flow  a ssa y th a t  u se s h ig h ly se n sit ive  a n t ib od ie s t o  d e t e ct  a n t ig e n  from  
SARS-CoV-2 in  d ire ct  a n t e rior n a sa l sw a b  sa m p le s from  p a t ie n t s w h o a re  su sp e ct e d  
of CO VID-19 b y th e ir h e a lth ca re  p rovid e r w ith in  t h e  first  five  (5) d a ys of sym p tom  
on se t . SARS-CoV-2 sp e cific a n t ib od ie s a n d  a  con t rol a n t ib od y a re  im m ob ilize d  on to 
a  n it roce llu lose  m e m b ra n e  su p p ort  a s tw o d ist in ct  lin e s. Th e  t e st  lin e  (T) re g ion  
con ta in s m on oclon a l a n t i-SARS-CoV-2 a n t ib od ie s a n d  th e  con t rol lin e  (C) re g ion  
con ta in s p olyclon a l con t rol a n t ib od ie s. P olyclon a l a n d  m on oclon a l a n t i-SARS-CoV-2 
a n t ib od ie s con ju g a t e d  w ith  re d -colore d  la t e x m icrosp h e re s a re  u se d  to  d e t e ct  t h e  
SARS-CoV-2 a n t ig e n . 

Du rin g  th e  t e st , t h e  sw a b  con ta in in g  p a t ie n t  sa m p le  is p la ce d  a n d  m ixe d  in  a  
Bu ffe r Solu t ion  Via l. Th a t  Bu ffe r Solu t ion  is t h e n  a p p lie d  t o  t h e  sa m p le  w e ll of t h e  
t e st  d e vice . If SARS-CoV-2 a n t ig e n  is p re se n t , it  w ill b in d  to  t h e  a n t ib od y-la t e x 
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m icrosp h e re  con ju g a t e  form in g  a n  im m u n ocom p le x. Th e  im m u n ocom p le x w ill 
t h e n  t ra ve l a cross t h e  st rip  via  ca p illa ry a ct ion  tow a rd s t h e  t e st  lin e . Th e  
im m u n ocom p le x w ill t h e n  b in d  to  t h e  a n t i-SARS-CoV-2 a n t ib od ie s a t  t h e  t e st  lin e  
(T), form in g  a  visib le  re d -colore d  lin e  t o  in d ica t e  d e t e ct ion  of a n t ig e n s. If SARS-CoV-
2 a n t ig e n s a re  n ot  d e t e ct e d  in  t h e  sa m p le , n o color w ill a p p e a r a t  t h e  t e st  lin e  (T). 

Th e  con t rol (C) lin e  is u se d  for p roce d u ra l con t rol a n d  sh ou ld  a p p e a r re g a rd le ss of 
t h e  t e st  re su lt .  Th e  a p p e a ra n ce  of t h e  con t rol lin e  (C) se rve s t o  e n su re  t h e  t e st  is 
p e rform in g  p rop e rly a n d  th e  t e st  re su lt  is va lid .  

Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  is va lid a t e d  for u se  from  d ire ct  
sp e cim e n s t e st in g  w ith ou t  t ra n sp ort  m e d ia . 

Re a g e n t s  a n d  Ma te ria ls  P rovid e d  
Kit  C om p on e n t  Q u a n t it y D e s c rip t ion  

Te st  De vice s  25 In d ivid u a lly foil p ou ch e d  t e st  d e vice  
con ta in in g  on e  t e st  st rip  in  a  p la st ic 
d e vice  ca sse t t e . Ea ch  st rip  h a s on e  
con t rol lin e  a n d  on e  t e st  lin e .  

Bu ffe r Solu t ion  
Via ls 

25 Via l w ith  ca p  a n d  in t e g ra t e d  
d isp e n sin g  t ip , con ta in in g  4 0 0  μ L of 
b u ffe r solu t ion . 

Na sa l Sw a b s 25 In d ivid u a lly w ra p p e d , st e rile  
sp e cim e n  colle ctor. 

P a cka g e  In se rt  1 In st ru ct ion s for 
Use  

1 Q u ick Re fe re n ce  
Gu id e  

In st ru ct ion s for u se  a n d  Q u ick 
Re fe re n ce  Gu id e  

Ch e m ica l a n d  Sa fe ty In form a t ion  
Th e  e xt ra ct ion  b u ffe r in  t h e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  Bu ffe r 
Solu t ion  via ls con ta in  t h e  follow in g  h a za rd ou s in g re d ie n t s: 

R e a g e n t s H a za rd s  Lin k t o  MSD S 
Trit o n ™ X-
10 0  

• Ha rm fu l if sw a llo w e d . 
• Ca u se s  skin  irr it a t ion . 
• Ca u se s  se rio u s  e ye  d a m a g e . 
• Ve ry t o xic  t o  a q u a t ic  life  w ith  lo n g  

la s t in g  e ffe c t s . 

h t t p s ://w w w .sig m a a ld ric h .co m /
US/e n /sd s /s ia l/x10 0  

https://www.sigmaaldrich.com/US/en/sds/sial/x100
https://www.sigmaaldrich.com/US/en/sds/sial/x100
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P ro Clin ™ 
30 0  

• Ha rm fu l if sw a llo w e d  o r  in h a le d . 
• Ca u se s  se ve re  skin  b u rn s  a n d  e ye  

d a m a g e . 
• Ma y c a u se  a n  a lle rg ic  skin  re a c t io n . 
• Ve ry t o xic  t o  a q u a t ic  life  w ith  lo n g  

la s t in g  e ffe c t s . 

h t t p s ://w w w .sig m a a ld ric h .co m /
US/e n /sd s /s ia l/4 8914 -u  

 

Th e  e xt ra ct ion  b u ffe r in  t h e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  Bu ffe r 
Solu t ion  via ls con ta in  h a za rd ou s in g re d ie n t s a s sh ow n  in  t h e  t a b le  a b ove .  If t h e  
e xt ra ct ion  b u ffe r solu t ion  con ta ct s t h e  skin  or e ye , im m e d ia t e ly w a sh  w ith  p le n ty of 
ru n n in g  w a te r.  In  ca se  t h e  irrit a t ion  p e rsist s, p le a se  se e k m e d ica l a d vice  a t : 
h t t p s://w w w .p oison .org /con ta ct -u s or 1-8 0 0 -222-1222. 

 

Ma te ria ls Re q u ire d  b u t  n o t  P rovid e d  
• Tim e r 
• Exte rn a l P osit ive  a n d  Ne g a t ive  Con t rols (sold  se p a ra t e ly) – P /N: 2110 4 10 /2110 4 20  

o 250  μ L sin g le -u se  COVID-19  An t ig en  P osit ive  Con tro l Via ls (n on -in fe ct ious 
re com b in a n t  SARS-CoV-2 a n t ig en  in  b u ffe re d  so lu t ion  w ith  p re se rvat ives) 

o 250  μ L sin g le -u se  COVID-19  An t ig en  Ne ga t ive  Con tro l Via ls (b u ffe re d  so lu t ion  w ith  
p re se rva t ives) 

• An y n e ce ssa ry p e rson a l p rot e ct ive  e q u ip m e n t  (P P E) 

P re ca u t ion s  
• For in  vit ro d ia g n ost ic u se  on ly. 
• For p re scrip t ion  u se  on ly. 
• In  t h e  USA, t h is p rod u ct  h a s n ot  b e e n  FDA cle a re d  or a p p rove d , b u t  h a s b e e n  

a u th orize d  b y FDA u n d e r a n  Em e rg e n cy Use  Au th oriza t ion  (EUA) for u se  b y 
la b ora torie s ce rt ifie d  u n d e r t h e  CLIA th a t  m e e t  t h e  re q u ire m e n t s t o  p e rform  
m od e ra t e  com p le xity, h ig h  com p le xity or w a ive d  t e st s. Th is p rod u ct  is 
a u th orize d  for u se  a t  t h e  P oin t  of Ca re  (P O C), i.e ., in  p a t ie n t  ca re  se t t in g s 
op e ra t in g  u n d e r a  CLIA Ce rt ifica t e  of W a ive r, Ce rt ifica t e  of Com p lia n ce , or 
Ce rt ifica t e  of Accre d it a t ion . 

• Th is p rod u ct  is on ly a u th orize d  for t h e  d e t e ct ion  of p rot e in s from  SARS-CoV-
2, n ot  for a n y oth e r viru se s or p a th og e n s. 

• In  t h e  USA, th e  e m e rg e n cy u se  of t h is p rod u ct  is on ly a u th orize d  for t h e  
d u ra t ion  of t h e  d e cla ra t ion  th a t  circu m sta n ce s e xist  ju st ifyin g  th e  
a u th oriza t ion  of e m e rg e n cy u se  of in  vit ro  d ia g n ost ics for d e t e ct ion  a n d /or 
d ia g n osis of CO VID-19 u n d e r Se ct ion  564 (b )(1) of t h e  Act , 21 U.S.C. § 360 b b b -
3(b )(1), u n le ss t h e  d e cla ra t ion  is t e rm in a t e d  or a u th oriza t ion  is re voke d  
soon e r. 

https://www.sigmaaldrich.com/US/en/sds/sial/48914-u
https://www.sigmaaldrich.com/US/en/sds/sial/48914-u


 
 

Page 7 of 22 
PI-2110400ENG | Rev C| April 2022 
 

• La b ora torie s w ith in  t h e  Un it e d  St a t e s a n d  it s t e rrit orie s a re  re q u ire d  to  re p ort  
a ll p osit ive  re su lt s t o  t h e  a p p rop ria t e  p u b lic h e a lth  la b ora torie s. 

• Do n ot  u se  t h is kit  b e yon d  th e  u se  b y d a t e  p rin t e d  on  th e  p rod u ct  la b e l. 
• Do n ot  u se  if t h e  Te st  De vice  p a cka g e  is d a m a g e d . 
• All com p on e n t s in  t h is t e st  kit  sh ou ld  re m a in  se a le d  u n t il re a d y for u se .  

Im m e d ia t e ly u se  a ft e r op e n in g  a n d  re m ovin g  th e  Te st  De vice  from  th e  
p ou ch . 

• To ob ta in  a ccu ra t e  re su lt s, t h e  t e st  m u st  b e  p e rform e d  a s in d ica t e d  in  t h is 
In st ru ct ion s for Use . 

• Do n ot  in t e rp re t  t h e  t e st  re su lt  b e fore  20  m in u te s or a ft e r 25 m in u te s, 
follow in g  a p p lica t ion  of t h e  sa m p le  t o  t h e  Te st  De vice . 

• All kit  com p on e n t s a re  sin g le  u se  on ly.  Do n ot  re -u se  a n y kit  com p on e n t s or 
m ix com p on e n t s from  d iffe re n t  kit  lot s or d iffe re n t  p rod u ct s. 

• Do n ot  store  sp e cim e n s in  vira l t ra n sp ort  m e d ia  for sp e cim e n  stora g e . 
• Do n ot  e a t , d rin k, or sm oke  in  t h e  a re a  w h e re  t h e  sp e cim e n s a n d  kit  con te n t s 

a re  h a n d le d . 
• Use  a p p rop ria t e  p re ca u t ion s w h e n  colle ct in g , h a n d lin g , st orin g , a n d  

d isp osin g  of p a t ie n t  sa m p le s a n d  u se d  kit  con te n t s. 
• Disp ose  of u se d  con te n t s a s b ioh a za rd ou s w a st e s in  a ccord a n ce  w ith  fe d e ra l, 

st a t e , a n d  loca l re q u ire m e n t s. 
• Nit rile  or la t e x g love s sh ou ld  b e  w orn  w h e n  p e rform in g  th is t e st . 
• If Bu ffe r Solu t ion  com e s in to con ta ct  w ith  e ye s a n d /or skin , flu sh  a b u n d a n t ly 

w ith  w a te r. 
• Ha n d le  a ll sp e cim e n s a s t h ou g h  th e y con ta in  in fe ct iou s a g e n t s. W e a r 

p rot e ct ive  cloth in g  su ch  a s la b ora tory coa t s, d isp osa b le  g love s, a n d  e ye  
p rot e ct ion  w h e n  sp e cim e n s a re  colle ct e d  a n d  e va lu a t e d . 

• Te st  De vice s u se d  in  a  la m in a r flow  h ood  or in  a re a s w ith  h ig h  a ir flow  sh ou ld  
b e  cove re d  d u rin g  t e st  d e ve lop m e n t  t o  e n su re  p rop e r sa m p le  flow . 

• For a d d it ion a l in form a t ion  on  h a za rd  sym b ols, sa fe ty, h a n d lin g  a n d  d isp osa l 
of t h e  com p on e n t s w ith in  t h is kit , p le a se  re fe r t o  t h e  Sa fe ty Da ta  Sh e e t  (SDS) 
loca t e d  a t  p h a se scie n t ific.com . 

Stora g e  a n d  St a b ilit y 
• Store  t h e  t e st  kit  in  a  cool, d ry p la ce  b e tw e e n  2-30 °C (36-8 6°F). Do n ot  fre e ze . 

Avoid  d ire ct  su n lig h t . 
• Kit  con te n t s a re  st a b le  u n t il t h e  u se  b y d a t e  p rin t e d  on  th e  p rod u ct  la b e l a n d  

ou te r p a cka g in g . Do n ot  u se  a ft e r t h e  d a t e  in d ica t e d . 
• All com p on e n t s in  t h is t e st  kit  sh ou ld  re m a in  se a le d  u n t il re a d y for u se . 
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Q u a lit y Con t rol 
In te rn a l Qu a lity Con t ro l: 
Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  De vice  con ta in s a n  in t e rn a l 
p roce d u ra l con t rol t o  e n su re  t h a t  t h e  t e st  is fu n ct ion in g  p rop e rly. Th e  con t rol lin e  
(C) on  th e  Te st  De vice  w ill a p p e a r a s a  re d -colore d  lin e  a n d  sh ou ld  a p p e a r 
re g a rd le ss of t h e  t e st  re su lt . If t h e  con t rol lin e  d oe s n ot  d e ve lop  w ith in  20  m in u te s, 
t h e  t e st  re su lt  is con sid e re d  in va lid  a n d  re t e st in g  sh ou ld  b e  p e rform e d  w ith  a  
n e w ly colle ct e d  sa m p le , n e w  Bu ffe r Solu t ion  Via l, a n d  a  n e w  Te st  De vice . 

Exte rn a l Qu a lity Con t ro l: 
Th e  u se  of INDICAID™ CO VID-19 An t ig e n  Q u a lit y Con t rol e xt e rn a l p osit ive  a n d  
n e g a t ive  con t rols is re com m e n d e d  to  e n su re  t h a t  t h e  re a g e n t s a n d  m a te ria ls a re  
w orkin g  a n d  th a t  t h e  t e st  p roce d u re  is corre ct ly p e rform e d . P osit ive  a n d  n e g a t ive  
con t rols sh ou ld  b e  ru n  on ce  w ith  e ve ry n e w  lot , sh ip m e n t , a n d  e a ch  n e w  u se r, 
u sin g  th e  t e st  p roce d u re  p rovid e d  in  t h is In st ru ct ion s for Use . Con ta ct  P HASE 
Scie n t ific Te ch n ica l Su p p ort  for Exte rn a l p osit ive  a n d  n e g a t ive  con t rols t h a t  a re  
a va ila b le  se p a ra t e ly.   

If e it h e r or b oth  e xt e rn a l con t rol re su lt s a re  u n e xp e ct e d  or in va lid , re p e a t  t h e  
e xt e rn a l con t rols w ith  a  n e w  Sw a b , Bu ffe r Solu t ion  Via l a n d  Te st  De vice  a n d  if 
re su lt s con t in u e  to  b e  u n e xp e ct e d  or in va lid , con ta ct  P HASE Scie n t ific Te ch n ica l 
Su p p ort  a t  +1 (657) 296 610 6 or in d ica id @ p h a se sci.com  b e fore  t e st in g  p a t ie n t  
sp e cim e n s.  

Sp e cim e n  Colle c t ion , Ha n d lin g , a n d  Tra n sp ort  
Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  sh ou ld  on ly b e  u se d  w ith  t h e  sw a b s 
p rovid e d  in  t h e  kit  t o  colle ct  d ire ct  n a sa l sa m p le s a ccord in g  to  t h e  p roce d u re s in  
t h e se  In st ru ct ion s for Use . Sp e cim e n s sh ou ld  b e  t e st e d  im m e d ia t e ly a ft e r 
colle ct ion  for b e st  p e rform a n ce . Do n ot  t ra n sp ort  or st ore  sp e cim e n s for la t e r 
t e st in g . In a d e q u a te  sp e cim e n  colle ct ion  or im p rop e r h a n d lin g , st ora g e , a n d  
t ra n sp ort  m a y le a d  to  in corre ct  re su lt s. Do n ot  t e st  sp e cim e n s 2 h ou rs a ft e r 
colle ct ion . 

Re fe r t o  t h e  CDC In t e rim  Gu id e lin e s for Colle ct in g , Ha n d lin g , a n d  Te st in g  Clin ica l 
Sp e cim e n s from  P e rson s for Coron a viru s Dise a se  20 19 (CO VID-19) 
h t t p s://w w w .cd c.g ov/coron a viru s/20 19-n CoV/la b /g u id e lin e s-clin ica l-sp e cim e n s.h tm l 

N o t e : 

• If st ore d  re frig e ra t e d , a llow  t e st  com p on e n t s (Te st  De vice  a n d  Bu ffe r Solu t ion  
Via l) t o  e q u ilib ra t e  t o  room  t e m p e ra tu re  (15–30 °C or 59-8 6°F) b e fore  st a rt in g  
th e  Te st  P roce d u re . 

https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html
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• Na sa l sw a b  sp e cim e n s m a y b e  se lf-colle ct e d  b y th e  p a t ie n t  if t h e  colle ct ion  
p roce d u re  is in st ru ct e d  a n d  ob se rve d  b y a  h e a lth ca re  p rofe ssion a l. 

• P roce ss t h e  colle ct e d  sp e cim e n  im m e d ia t e ly a ft e r colle ct ion . 
• Use  on ly t h e  sw a b  p rovid e d  in  t h e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  

Kit . 
• W e a r a p p rop ria t e  p e rson a l p rot e ct ive  e q u ip m e n t  a n d  g love s w h e n  

colle ct in g  a n d  h a n d lin g  p a t ie n t  sa m p le s a n d  w h e n  ru n n in g  th e  t e st . 
• In sp e ct  a ll t e st  re a g e n t s a n d  m a te ria ls for d a m a g e  p rior t o  u se . Do n ot  u se  

a n y t e st  com p on e n t s t h a t  sh ow  e vid e n ce  of d a m a g e . 
 
 

0 1 Re m ove  th e  Sw a b  a n d  Te st  De vice  
from  th e ir p a cka g in g . P la ce  t h e  Te st  
De vice  on  a  h orizon ta l (fla t ) su rfa ce  
for ru n n in g  th e  t e st . 
 
 
 
 

 

0 2  In se rt  t h e  e n t ire  colle ct ion  t ip  of t h e  
sw a b  p rovid e d  (u su a lly ½  to ¾  of a n  
in ch , or 1 t o  1.5 cm ) in sid e  t h e  n ost ril. 
 
Firm ly sa m p le  t h e  n a sa l w a ll b y 
rot a t in g  th e  sw a b  in  a  circu la r p a th  
a g a in st  t h e  n a sa l w a ll a t  le a s t  4  
t im e s . Ta ke  a p p roxim a te ly 15 
se con d s t o  colle ct  t h e  sp e cim e n . Be  
su re  t o  colle ct  a n y n a sa l d ra in a g e  
th a t  m a y b e  p re se n t  on  th e  sw a b .  
 
Re p e a t  in  t h e  o t h e r  n o s t r il u s in g  t h e  
sa m e  sw a b . 
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0 3 Th e  Bu ffe r Solu t ion  Via l ca p  is 
com p ose d  of tw o p a rt s (p u rp le  a n d  
w h it e ). Re m o ve  t h e  e n t ire  c a p . St ir 
t h e  sw a b  in to t h e  Bu ffe r Solu t ion , 
e n su rin g  t h a t  t h e  sw a b  h e a d  is  fu lly 
su b m e rg e d  b y t ilt in g  t h e  via l.  
 
Tw ist  t h e  sw a b  b a ck a n d  forth  20  
t im e s in  t h e  Bu ffe r Solu t ion . Roll t h e  
sw a b  h e a d  a g a in st  t h e  in n e r w a ll of 
t h e  via l t o  re le a se  t h e  liq u id  from  th e  
sw a b , t h e n  d isca rd  t h e  sw a b . 
 

 

0 4  Close  t h e  e n t ire  via l ca p  t ig h t ly. 
Im m e d ia t e ly p roce e d  to  t h e  Te st  
P roce d u re s t o  p roce ss t h e  sa m p le . 

 

Te s t  P roce d u re  for P a t ie n t  Sw a b s  
N o t e : 

• P e rform  th e  follow in g  Te st  P roce d u re s im m e d ia t e ly a ft e r t h e  sp e cim e n  h a s 
b e e n  colle ct e d  in  t h e  Bu ffe r Solu t ion  Via l. 

• Th e  Te st  De vice  sh ou ld  b e  p la ce d  on  a  h orizon ta l (fla t ) su rfa ce  w h e n  ru n n in g  
th e  t e st . Do n ot  p e rform  t e st in g  w ith  t h e  Te st  De vice  in  a n y oth e r orie n t a t ion . 
 

0 1 Re m o ve  t h e  p u rp le  t o p  h a lf o f t h e  
c a p  t o  e xp ose  t h e  d rop p e r t ip . 
 
 
 
 
 
 
 
 
 

 

0 2  Hold  th e  via l ve rt ica lly a b ove  th e  
sa m p le  w e ll (S). Slo w ly sq u e e z e  a n d  
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Re su lt  In t e rp re t a t ion  
 

• Te st  re su lt s a re  in t e rp re t e d  visu a lly, 
w ith ou t  t h e  a id  of in st ru m e n t s. 

P os it ive  Re su lt  
Th e  p re se n ce  of b oth  t h e  re d -colore d  
con t rol lin e  (C) a n d  re d -colore d  t e st  lin e  
(T) in d ica t e s t h e  p re se n ce  of SARS-CoV-2 
a n t ig e n . Th e  re su lt  su g g e st s cu rre n t  
SARS-CoV-2 in fe ct ion . Sa m p le s w ith  low  
le ve ls of a n t ig e n  m a y p rod u ce  a  fa in t  t e st  
lin e . An y visib le  t e st  lin e  is con sid e re d  
p osit ive . 

Ad d itio n al co n firm ato ry te stin g  w ith  a  m o le cu lar te st fo r p o sitive  re su lts m ay b e  n e ce ssary if th e re  is a  lo w  
lik e lih o o d  o f SARS-Co V-2 in fe ctio n , su ch  as in  in d ivid u als w ith o u t k n o w n  e xp o su re s to  SARS-Co V-2 o r 
re sid in g  in  co m m u n itie s w ith  lo w  p re vale n ce  o f in fe ctio n . 

Ne g a t ive  Re su lt  
Th e  p re se n ce  of t h e  re d -colore d  con t rol lin e  (C) a n d  n o visib le  t e st  lin e  (T) 
in d ica t e s a  n e g a t ive  re su lt . No SARS-CoV-2 a n t ig e n  w a s d e t e ct e d . 

No te : Ne g ative  re su lts sh o u ld  b e  tre ate d  as p re su m p tive  an d  co n firm e d  w ith  a  m o le cu lar assay, if 
n e ce ssary, fo r p atie n t m an ag e m e n t. 

a p p ly 3 d ro p s  of t h e  Bu ffe r Solu t ion  
in to t h e  sa m p le  w e ll (S) of t h e  Te st  
De vice . 
 
 
 
 
 
 
 
 

 

0 3 Re a d  t h e  t e s t  lin e  (T) a n d  c o n t ro l 
lin e  (C) re su lt s  p ro m p t ly a t  20  
m in u t e s , a n d  n ot  e a rlie r t o  
e n su re  p rop e r t e st  p e rform a n ce . 
 
Re su lt s  a ft e r  25 m in u t e s  sh o u ld  
n o t  b e  u se d . 

 

Co n t ro l Lin e  

Te st  Lin e  
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No te : Fo r se ria l te stin g  p ro g ram s, ad d itio n al co n firm ato ry te stin g  w ith  a  m o le cu lar te st fo r n e g ative  re su lts 
m ay b e  n e ce ssary afte r se co n d  n e g ative  re su lt  fo r asym p to m atic  p atie n ts, if th e re  is a  h ig h  lik e lih o o d  o f 
SARS-Co V-2 in fe ctio n , su ch  in  an  in d ivid u al w ith  as a  c lo se  co n tract w ith  COVID-19  o r w ith  su sp e cte d  
e xp o su re  to  COVID-19  o r in  co m m u n itie s w ith  h ig h  p re vale n ce  o f in fe ctio n . Ad d itio n al co n firm ato ry te stin g  
w ith  a  m o le cu lar te st fo r p o sitive  re su lts m ay also  b e  n e ce ssary, if th e re  is a  lo w  lik e lih o o d  o f SARS-Co V-2 
in fe ctio n , su ch  as in  in d ivid u als w ith o u t k n o w n  e xp o su re s to  SARS-Co V-2 o r re sid in g  in  co m m u n itie s w ith  
lo w  p re vale n ce  o f in fe ctio n . 

In va lid  Re su lt 
If t h e  re d -colore d  con t rol lin e  (C) is n ot  visib le , DO  NO T in t e rp re t  t h e  t e st  re su lt . 
Th e  re su lt  is  in va lid  re g a rd le ss  o f t h e  a p p e a ra n c e  o f t h e  t e s t  lin e . Colle ct  a  n e w  
n a sa l sw a b  sa m p le  a n d  re p e a t  t h e  a ssa y w ith  a  n e w  INDICAID™ CO VID-19 Ra p id  
An t ig e n  Te st . 

Ext e rn a l Q u a lit y Con t rol Te s t  P roce d u re  
P le a se  re fe r t o  t h e  com p le t e  INDICAID™ CO VID-19 An t ig e n  Q u a lit y Con t rols 
In st ru ct ion s For Use . 

 

0 1 Re m ove  a  n e w  Sw a b  a n d  Te st  De vice  from  th e ir p a cka g in g . P la ce  
t h e  Te st  De vice  on  a  h orizon ta l (fla t ) su rfa ce  for ru n n in g  th e  t e st . 
 

0 2  Hold  a  n e w  INDICAID™ CO VID-19 An t ig e n  P osit ive  Con t rol Via l 
ve rt ica lly a n d  op e n  th e  ca p . 
 

0 3  Dip  th e  n e w  Sw a b  in to t h e  P osit ive  Con t rol Via l, m a kin g  su re  t h a t  
t h e  Sw a b  h e a d  is fu lly su b m e rg e d  in  t h e  solu t ion . Roll t h e  Sw a b  
h e a d  a rou n d  in  t h e  solu t ion  to  e n su re  t h e  sw a b  is w e t t e d . Re m ove  
th e  Sw a b  from  th e  Via l. 
 

0 4  Te st  t h e  Sw a b  im m e d ia t e ly p e rform in g  th e  sa m e  st e p s a s d e scrib e d  in  
se ct ion  “Te st  P roce d u re  for P a t ie n t  Sw a b s” a b ove . 
 

In va lid  

 

Ne g a t ive  

 

P o sit ive  
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0 5  Re p e a t  a ll t h e  a b ove  st e p s t o  t e st  t h e  INDICAID™ CO VID-19 
An t ig e n  Ne g a t ive  Con t rol Via l. 

 

Lim it a t ion s  
• Th e  t e st  is d e sig n e d  for u se  w ith  n a sa l sw a b  sa m p le s on ly. P e rform a n ce  h a s 

n ot  b e e n  e st a b lish e d  for u se  w ith  oth e r sp e cim e n  typ e s. O th e r sp e cim e n  
typ e s h a ve  n ot  b e e n  e va lu a t e d  a n d  sh ou ld  n ot  b e  u se d  w ith  t h is a ssa y. 

• Te st  re su lt s sh ou ld  b e  con sid e re d  in  t h e  con te xt  of a ll a va ila b le  clin ica l a n d  
d ia g n ost ic in form a t ion , in clu d in g  p a t ie n t  h istory a n d  oth e r t e st  re su lt s. 

• A n e g a t ive  t e st  re su lt  m a y occu r if t h e  le ve l of SARS-CoV-2 a n t ig e n  in  a  
sa m p le  is b e low  th e  d e t e ct ion  lim it  of t h e  t e st . 

• Th e  a m ou n t  of a n t ig e n  in  a  sa m p le  m a y d e cre a se  a s t h e  d u ra t ion  of illn e ss 
in cre a se s. Sp e cim e n s colle ct e d  a ft e r se ve n  d a ys a re  m ore  like ly t o  b e  
n e g a t ive  com p a re d  to  RT-P CR. 

• Ne g a t ive  re su lt s d o n ot  ru le  ou t  SARS-CoV-2 in fe ct ion  a n d  sh ou ld  n ot  b e  
u se d  a s t h e  sole  b a sis for t re a tm e n t  or p a t ie n t  m a n a g e m e n t  d e cision s, 
in clu d in g  in fe ct ion  con t rol d e cision s. Ne g a t ive  re su lt s sh ou ld  b e  con sid e re d  
in  t h e  con te xt  of a  p a t ie n t ’s re ce n t  e xp osu re s, h istory, a n d  p re se n ce  of clin ica l 
sig n s a n d  sym p tom s con sist e n t  w ith  CO VID-19. 

• P osit ive  re su lt s in d ica t e  t h e  p re se n ce  of vira l a n t ig e n s, b u t  clin ica l corre la t ion  
w ith  p a t ie n t  h istory a n d  oth e r d ia g n ost ic in form a t ion  is n e ce ssa ry t o  
d e t e rm in e  in fe ct ion  st a tu s. P osit ive  t e st  re su lt s d o n ot  d iffe re n t ia t e  b e tw e e n  
SARS-CoV-2 a n d  SARS-CoV.  

• P osit ive  re su lt s d o n ot  ru le  ou t  co-in fe ct ion s w ith  oth e r p a th og e n s. Te st  
re su lt s a re  n ot  in t e n d e d  to  ru le  ou t  or d ia g n ose  oth e r n on -SARS vira l or 
b a ct e ria l in fe ct ion s. 

• Th e  Te st  De vice , Bu ffe r Solu t ion  Via l, a n d  Sw a b  sh ou ld  n ot  b e  re -u se d  (sin g le  
u se  on ly). 

• Th is t e st  d e t e ct s b oth  via b le  (live ) a n d  n on -via b le  SARS-CoV-2 viru s. Te st  
p e rform a n ce  d e p e n d s on  th e  a m ou n t  of SARS-CoV-2 a n t ig e n  in  t h e  sa m p le  
a n d  m a y or m a y n ot  corre la t e  w ith  vira l cu ltu re  re su lt s p e rform e d  on  th e  
sa m e  sa m p le . 

• Te st  p e rform a n ce  is d e p e n d e n t  u p on  p rop e r sp e cim e n  colle ct ion , h a n d lin g , 
st ora g e , a n d  p re p a ra t ion . Fa ilu re  t o  follow  p rop e r p roce d u re s m a y p rod u ce  
in a ccu ra t e  re su lt s. 

• Fa ilu re  t o  follow  th e se  In st ru ct ion s for Use  m a y a d ve rse ly a ffe ct  t e st  
p e rform a n ce  a n d /or in va lid a t e  t h e  t e st  re su lt . 

• Sp e cim e n s sh ou ld  b e  t e st e d  im m e d ia t e ly a ft e r sp e cim e n  colle ct ion . Do n ot  
t e st  sp e cim e n s a ft e r 2 h ou rs of colle ct ion . 
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• Fa lse  n e g a t ive  re su lt s m a y occu r if in su fficie n t  Bu ffe r Solu t ion  is a p p lie d  t o  
t h e  Te st  De vice  (e .g . le ss t h a n  3 d rop s). 

• Fa lse  n e g a t ive  re su lt s m a y occu r if t h e  Sw a b  is n ot  tw ist e d  20  t im e s in  t h e  
Bu ffe r Solu t ion  Via l. Fa lse  n e g a t ive  re su lt s m a y occu r if t h e  Sw a b  h e a d  is n ot  
rolle d  a g a in st  t h e  in n e r w a ll of t h e  Bu ffe r Solu t ion  Via l t o  re le a se  a s m u ch  
liq u id  from  th e  Sw a b  a s p ossib le . 

• Ne g a t ive  re su lt s sh ou ld  b e  t re a t e d  a s p re su m p t ive  a n d  con firm a t ion  w ith  a  
m ole cu la r a ssa y, if n e ce ssa ry, for p a t ie n t  m a n a g e m e n t , m a y b e  p e rform e d . 

• If t h e  d iffe re n t ia t ion  of sp e cific SARS viru se s a n d  st ra in s is n e e d e d , a d d it ion a l 
t e st in g , in  con su lt a t ion  w ith  st a t e  or loca l p u b lic h e a lth  d e p a rtm e n t s, is 
re q u ire d . 

• Th e  re su lt s ob t a in e d  w ith  t h is t e st  sh ou ld  on ly b e  in t e rp re t e d  in  con ju n ct ion  
w ith  clin ica l fin d in g s, a n d  th e  re su lt s from  oth e r la b ora tory t e st s a n d  
e va lu a t ion s. Th is is e sp e cia lly im p ort a n t  if t h e  p a t ie n t  h a s h a d  re ce n t  
e xp osu re  t o  CO VID-19, or clin ica l p re se n t a t ion  in d ica t e s t h a t  CO VID-19 is 
like ly a n d  d ia g n ost ic t e st s for oth e r ca u se s of illn e ss (e .g ., o th e r re sp ira tory 
illn e ss) a re  n e g a t ive . In  t h is ca se , d ire ct  t e st in g  for t h e  SARS-CoV-2 viru s (e .g . 
P CR t e st in g ) sh ou ld  b e  con sid e re d .  

• Th e  clin ica l p e rform a n ce  of t h is t e st  h a s n ot  b e e n  e va lu a t e d  in  p a t ie n t s 
w ith ou t  sig n s a n d  sym p tom s of re sp ira tory in fe ct ion  or oth e r re a son s t o  
su sp e ct  CO VID-19 in fe ct ion  or oth e r e p id e m iolog ica l re a son s t o  su sp e ct  
CO VID-19, or for se ria l scre e n in g  a p p lica t ion s t e st e d  tw ice  ove r tw o or t h re e  
d a ys w ith  a t  le a st  24  h ou rs a n d  n o m ore  t h a n  4 8  h ou rs b e tw e e n  t e st s, a n d  
p e rform a n ce  m a y d iffe r in  t h e se  p op u la t ion s. A stu d y to  su p p ort  u se  for se ria l 
t e st in g  w ill b e  com p le t e d . 

• Th e  p e rform a n ce  of t h is t e st  w a s e st a b lish e d  b a se d  on  th e  e va lu a t ion  of a  
lim it e d  n u m b e r of clin ica l sp e cim e n s colle ct e d  b e tw e e n  Fe b ru a ry a n d  
Se p te m b e r 20 21. Th e  clin ica l p e rform a n ce  h a s n ot  b e e n  e st a b lish e d  in  a ll 
circu la t in g  va ria n t s b u t  is a n t icip a t e d  to  b e  re fle ct ive  of t h e  p re va le n t  va ria n t s 
in  circu la t ion  a t  t h e  t im e  a n d  loca t ion  of t h e  clin ica l e va lu a t ion . P e rform a n ce  
a t  t h e  t im e  of t e st in g  m a y va ry d e p e n d in g  on  th e  va ria n t s circu la t in g , 
in clu d in g  n e w ly e m e rg in g  st ra in s of SARS-CoV-2 a n d  th e ir p re va le n ce , w h ich  
ch a n g e  ove r t im e . 

Con d it ion s  of Au th oriza t ion  for La b ora tory a n d  P a t ie n t  Ca re  
Se t t in g s  
Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  Le t t e r of Au th oriza t ion  a lon g  w ith  
t h e  a u th orize d  Fa ct  Sh e e t  for He a lth ca re  P rovid e rs, t h e  a u th orize d  Fa ct  Sh e e t  for 
P a t ie n t s, a n d  a u th orize d  la b e lin g  a re  a va ila b le  on  th e  FDA w e b sit e : 
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https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-
medical-devices/in-vitro-diagnostics-euas 

How e ve r, t o  a ssist  w ith  clin ica l la b ora torie s u sin g  th e  INDICAID™ CO VID-19 Ra p id  
An t ig e n  Te st , t h e  re le va n t  Con d it ion s of Au th oriza t ion  a re  list e d  b e low : 

• Au th orize d  la b ora torie s 1 u sin g  you r p rod u ct  m u st  in clu d e  w ith  t e st  re su lt  
re p ort s, a ll a u th orize d  Fa ct  Sh e e t s. Un d e r e xig e n t  circu m sta n ce s, oth e r 
a p p rop ria t e  m e th od s for d isse m in a t in g  th e se  Fa ct  Sh e e t s m a y b e  u se d , 
w h ich  m a y in clu d e  m a ss m e d ia . 

• Au th orize d  la b ora torie s u sin g  you r p rod u ct  m u st  u se  you r p rod u ct  a s 
ou t lin e d  in  t h e  a u th orize d  la b e lin g . De via t ion s from  th e  a u th orize d  
p roce d u re s, in clu d in g  th e  a u th orize d  in st ru m e n t s, a u th orize d  clin ica l 
sp e cim e n  typ e s, a u th orize d  con t rol m a te ria ls, a u th orize d  oth e r a n cilla ry 
re a g e n t s a n d  a u th orize d  m a te ria ls re q u ire d  to  u se  you r p rod u ct  a re  n ot  
p e rm it t e d . 

• Au th orize d  la b ora torie s t h a t  re ce ive  you r p rod u ct  m u st  n ot ify t h e  re le va n t  
p u b lic h e a lth  a u th orit ie s of t h e ir in t e n t  t o  ru n  you r p rod u ct  p rior t o  in it ia t in g  
t e st in g . 

• Au th orize d  la b ora torie s u sin g  you r p rod u ct  m u st  h a ve  a  p roce ss in  p la ce  for 
re p ort in g  t e st  re su lt s t o  h e a lth ca re  p rovid e rs a n d  re le va n t  p u b lic h e a lth  
a u th orit ie s, a s a p p rop ria t e . 

• Au th orize d  la b ora torie s m u st  colle ct  in form a t ion  on  th e  p e rform a n ce  of you r 
p rod u ct  a n d  re p ort  t o  DMD/O HT7-O IR/O P EQ /CDRH (via  e m a il: CDRH-
EUARe p ort in g @ fd a .h h s.g ov) a n d  P HASE Scie n t ific In t e rn a t ion a l, LTD (via  
e m a il: in d ica id @ p h a se sci.com , or via  p h on e  a t  Te ch n ica l Se rvice : +1-657-296-
610 6) a n y su sp e ct e d  occu rre n ce  of fa lse  p osit ive  or fa lse  n e g a t ive  re su lt s a n d  
sig n ifica n t  d e via t ion s from  th e  e st a b lish e d  p e rform a n ce  ch a ra ct e rist ics of 
you r p rod u ct  of w h ich  th e y b e com e  a w a re . 

• All op e ra tors u sin g  you r p rod u ct  m u st  b e  a p p rop ria t e ly t ra in e d  in  p e rform in g  
a n d  in t e rp re t in g  th e  re su lt s of you r p rod u ct , u se  a p p rop ria t e  p e rson a l 
p rot e ct ive  e q u ip m e n t  w h e n  h a n d lin g  th is kit , a n d  u se  you r p rod u ct  in  
a ccord a n ce  w ith  t h e  a u th orize d  la b e lin g . 

• P HASE Scie n t ific In t e rn a t ion a l, LTD, a u th orize d  d ist rib u tors, a n d  a u th orize d  
la b ora torie s u sin g  you r p rod u ct  m u st  e n su re  t h a t  a n y re cord s a ssocia t e d  

 
1 Th e  le t te r o f a u th orizat ion  re fe rs to , “Lab ora torie s ce rt ifie d  u n d er th e  Clin ica l La b orato ry 
Im p rove m e nt  Am e n dm e nts o f 1988  (CLIA), 4 2 U.S.C. §263a , th a t  m e et  th e  re q u irem e nts to  
p e rfo rm  m od e rate  com ple xity, h ig h  com ple xity, o r wa ive d  te sts. Th is p rod u ct  is a u th orized  fo r u se  at  
th e  P o in t  o f Ca re  (P OC), i.e ., in  p a t ie n t  ca re  se t t in g s op e rat in g  u n der a  CLIA Ce rt ifica te  o f W a ive r, 
Ce rt ifica te  o f Com p lia n ce , o r Ce rt ifica te  o f Accre d ita t ion .” a s “a u th orize d  la b orato rie s.” 



 
 

Page 16 of 22 
PI-2110400ENG | Rev C| April 2022 
 

w ith  t h is EUA a re  m a in t a in e d  u n t il o th e rw ise  n ot ifie d  b y FDA. Su ch  re cord s 
w ill b e  m a d e  a va ila b le  t o  FDA for in sp e ct ion  u p on  re q u e st . 

P e rform a n ce  Ch a ra ct e ris t ics  
Clin ica l P e rform an ce  a n d  P oin t -of-Care  Use  
Th e  clin ica l p e rform a n ce  of t h e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  w a s 
e va lu a t e d  in  a  p rosp e ct ive  stu d y p e rform e d  a t  a  CO VID-19 Com m u n ity Te st in g  
Ce n te r in  Sa n  Fe rn a n d o, CA, U.S. Te st in g  w a s p e rform e d  b y a  t ot a l of five  h e a lth ca re  
p rofe ssion a ls (HCP ) w ith  n o la b ora tory e xp e rie n ce , re p re se n t in g  th e  in t e n d e d  u se rs 
a t  t h e  p oin t -of ca re . Th e  op e ra tors h a d  n o p rior t ra in in g  w ith  t h e  INDICAID™ 
CO VID-19 Ra p id  An t ig e n  Te st  a n d  on ly h a d  th e  Q u ick Re fe re n ce  Gu id e  for 
in st ru ct ion  on  h ow  to p e rform  th e  t e st . 

A tot a l of 270  p a t ie n t s p re se n t in g  w ith  on e  or m ore  sym p tom s typ ica l of CO VID-19 
in fe ct ion  w ith in  five  d a ys of sym p tom  on se t  w e re  se q u e n t ia lly e n rolle d . Ea ch  
p a t ie n t  p rovid e d  on e  se lf-colle ct e d  n a sa l sw a b  to  p e rform  th e  INDICAID™ CO VID-
19 Ra p id  An t ig e n  Te st , on e  HCP -colle ct e d  n a sa l sw a b  to  p e rform  th e  INDICAID™ 
CO VID-19 Ra p id  An t ig e n  Te st  a n d  on e  HCP -colle ct e d  n a sa l sw a b  to  p e rform  th e  
com p a ra tor m ole cu la r t e st . For t h e  se lf-colle ct e d  sa m p le , t h e  HCP  p rovid e d  
sp e cim e n  colle ct ion  in st ru ct ion s a ccord in g  to  t h e  Q u ick Re fe re n ce  Gu id e  a n d  
ob se rve d  th e  sp e cim e n  colle ct ion  b y th e  p a t ie n t . Th e  ord e r of t h e  se con d  a n d  th ird  
HCP -colle ct e d  sa m p le s w a s ra n d om ize d  for t e st in g  w ith  t h e  in ve st ig a t ion a l 
a n t ig e n  t e st  a n d  a n  FDA EUA m ole cu la r com p a ra tor m e th od  to  e n su re  t h a t  b ia s 
w a s n ot  in t rod u ce d  d u e  to  u n e q u a l d ist rib u t ion  of vira l m a te ria l. Th e  se lf-colle ct e d  
a n d  HCP -colle ct e d  n a sa l sw a b  sa m p le s for t h e  INDICAID™ a n t ig e n  t e st  w e re  
im m e d ia t e ly t e st e d  a ft e r colle ct ion  w h ile  t h e  n a sa l sw a b  sa m p le  for com p a ra tor 
a n a lysis w a s e lu t e d  in  vira l t ra n sp ort  m e d ia  a n d  sh ip p e d  to  t h e  com p a ra tor t e st in g  
la b ora tory. 

Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  re su lt s for t h e  se lf-colle ct e d  a n d  
HCP -colle ct e d  sa m p le s w e re  com p a re d  a g a in st  t h e  re su lt s of t h e  FDA EUA 
m ole cu la r com p a ra tor a ssa y to  ca lcu la t e  t h e  p osit ive  p e rce n t  a g re e m e n t  (P P A), 
n e g a t ive  p e rce n t  a g re e m e n t  (NP A), a n d  ove ra ll p e rce n t  a g re e m e n t  (O P A). O n e  
sp e cim e n  th a t  w a s lost  d u rin g  h a n d lin g  a n d  on e  sp e cim e n  th a t  w a s d e e m e d  
q u a n t it y n ot  su fficie n t  for com p a ra tor t e st in g  w e re  e xclu d e d  from  th e  a n a lysis, 
b rin g in g  th e  t ot a l n u m b e r p a t ie n t  sa m p le s a n a lyze d  to  268 .  
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Ta b le  1: INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  P e rform a n ce  Ag a in st  
Com p a ra tor Me th od  (HCP -Colle ct e d  Sa m p le ) 
 

IN D ICAID ™ CO VID-19 
R a p id  An t ig e n  Te st  

C o m p a ra tor Me th od  
P o s it ive  N e g a t ive  To t a l 

P o s it ive  4 0  8  4 8  
N e g a t ive  5 24 2 24 7 

To t a l 4 5 250  295 
P P A 8 8 .9% (95% CI: 76.5% - 95.2%) 
N P A 96.8 % (95% CI: 93.8 % - 98 .4 %) 

  
Ta b le  2: INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  P e rform a n ce  Ag a in st  
Com p a ra tor Me th od  (Se lf-Colle ct e d  Sa m p le ) 
 

IN D ICAID ™ CO VID-19 
R a p id  An t ig e n  Te st  

C o m p a ra tor Me th od  
P o s it ive  N e g a t ive  To t a l 

P o s it ive  39 7 4 6 
N e g a t ive  6  24 3 24 9 

To t a l 4 5 250  295 
P P A 8 6.7% (95% CI: 73.8 % - 93.7%) 
N P A 97.2% (95% CI: 94 .3% - 98 .6%) 

 

Ta b le  3: P osit ive  re su lt s b y a g e  (ye a rs) of p a t ie n t  
 

Ag e  
(ye a rs) Tota l* C o m p a ra tor 

P o s it ive  P re vale n ce  IN D ICAID ™ P osit ive  

5 t o  20  57 13 22.8 % 13 
21 to  4 0  130  14  10 .8 % 12 
4 1 to  60  8 8  16 18 .2% 13 

60 + 19 2 10 .5% 2 
*Ag e  in form a t ion  n ot  p rovid e d  for 1 p a t ie n t  ou t  of 295 

Ta b le  4 : P osit ive  re su lt s b y d a ys sin ce  sym p tom  on se t  
 

D a ys S in c e  
Sym p tom  O n se t  

C u m u la t ive  
C o m p a ra tor P o sit ive  

C u m u la t ive  
IN D ICAID ™ P osit ive  

P P A 

1 6 6 10 0 .0 % 
2 15 14  93.3% 
3 35 31 8 8 .6% 
4  39 34  8 7.2% 
5 4 5 4 0  8 8 .9% 
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Con t rive d  sa m p le s n e a r t h e  t e st ’s lim it  of d e t e ct ion  (2xLoD) a n d  sim u la t e d  n e g a t ive  
m a t rix w e re  a lso p e rform e d  b y th e  sa m e  HCP  op e ra tors w h o p e rform e d  th e  clin ica l 
P O C e va lu a t ion  stu d y a t  t h e  sa m e  sit e .  Th e  con t rive d  sa m p le s w e re  b lin d e d  to  t h e  
HCP  op e ra tors.   

Ta b le  5:  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  (n e a r cu t -off) P e rform a n ce  

 
C o n t rive d  Sa m p le  

N u m b e r o f Te st s 
In t e rp re t e d  

C o r re ct ly/To tal 

% C o n c ord a n ce  w / 
Exp e ct e d  R e su lt  

2xLoD (n e a r cu t -off) 31/32 96.9% 
Ne g a t ive  m a t rix 32/32 10 0 % 

 

Th e  p e rform a n ce  of t h is t e st  h a s n ot  ye t  b e e n  clin ica lly va lid a t e d  for u se  in  p a t ie n t s 
w ith ou t  sig n s a n d  sym p tom s of re sp ira tory in fe ct ion  or for se ria l scre e n in g  
a p p lica t ion s a n d  p e rform a n ce  m a y d iffe r in  t h e se  p op u la t ion s. 

Lim it  o f De te c t ion  (An alyt ica l Se n s it ivity) 
Th e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  lim it  of d e t e ct ion  (LoD) w a s 
d e t e rm in e d  b y t e st in g  lim it in g  d ilu t ion s of g a m m a -irra d ia t e d  SARS-CoV-2 viru s 
(Isola t e  USA-W A1/20 20 , NR-5228 7) in  p oole d  h u m a n  n a sa l m a t rix from  p re su m e d  
n e g a t ive  d on ors. Ea ch  t e st  con ce n t ra t ion  w a s in ocu la t e d  on to kit -p rovid e d  sw a b s 
a n d  p roce sse d  a ccord in g  to  t h e  t e st  p roce d u re . Th e  LoD w a s d e t e rm in e d  b y 
con firm in g  th e  low e st  d e t e ct a b le  con ce n t ra t ion  of SARS-CoV-2 a t  w h ich  95% of t h e  
20  re p lica t e s a n a lyze d  re su lt e d  in  a  p osit ive  t e st . Th e  INDICAID™ CO VID-19 Ra p id  
An t ig e n  Te st  LoD in  n a sa l m a t rix w a s con firm e d  to  b e  14 0  TCID50  p e r sw a b . 
 

IN D ICAID ™ CO VID-19 R a p id  An t ig e n  Te st  Lim it  o f D e te ct io n  

SAR S-Co V-2 Co n ce n t ra t ion  N u m b e r o f 
P o s it ive s/To ta l % D e t e c t e d  TC ID 50 /m L c p /m L TC ID 50 /sw ab  

2.8  x 10 3 1.75 x 10 6 1.4  x 10 2 20 /20  10 0 % 
 

Cross -re ac t ivity (An a lyt ica l Sp e c ificity) a n d  Microb ia l In te rfe re n ce  
Cross-re a ct ivit y a n d  m icrob ia l in t e rfe re n ce  of com m on  re sp ira tory p a th og e n s w ith  
t h e  INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  w a s e va lu a t e d  b y t e st in g  th e  p a n e l of 
m icroorg a n ism s a t  t h e  con ce n t ra t ion  p re se n te d  in  t h e  t a b le  b e low .  For cross-
re a ct ivit y t e st in g , e a ch  m icroorg a n ism  w a s p re p a re d  in  p oole d  h u m a n  n a sa l m a t rix 
from  h e a lth y d on ors in  a b se n ce  of SARS-CoV-2 a n d  t e st e d  in  t rip lica t e .  For 
m icrob ia l in t e rfe re n ce  t e st in g , m icroorg a n ism s w e re  t e st e d  in d ivid u a lly or in  a  p ool 
of 2 t o  4  org a n ism s p e r p ool in  t h e  p re se n ce  of irra d ia t e d  SARS-CoV-2 (3x LoD, 4 .2 x 
10 2 TCID50 /sw a b ) a n d  t e st e d  in  t rip lica t e . No cross-re a ct ivit y or m icrob ia l 
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in t e rfe re n ce  w a s ob se rve d  for t h e  follow in g  org a n ism s w h e n  t e st e d  a t  t h e  
con ce n t ra t ion  list e d . 

 
Typ e  P o te n t ial Cross-rea ctan t  Te st  Con cen trat ion  

Ba cte ria  

Bord e te lla  p e rtu ssis A639  1.0  x 10 6 CFU/m L 
Ch la m yd ia  P n e um onia e 1.0  x 10 6 IFU/m L 
Ha e m op hilu s in flu e nza e  1.0  x 10 6 CFU/m L 
Le g ion e lla  p n e um op hila  1.0  x 10 6 CFU/m L 

Mycop la sm a  p n e um onia e  1.0  x 10 6 CFU/m L 
Stre p tococcu s p n e um onia e  1.0  x 10 6 CFU/m L 

Stre p tococcu s p yroge ne s 1.0  x 10 6 CFU/m L 
Sta p h ylococcus a u re us 1.0  x 10 6 CFU/m L 

Sta p h ylococcus e p id e rm id is 1.0  x 10 6 CFU/m L 

Viru s 

Hu m a n  coron aviru s 229E 1.0  x 10 5 TCID 50/m L 
Hu m a n  coron aviru s OC4 3 1.0  x 10 5 TCID 50/m L 

Hu m a n  coron aviru s NL63 1.0  x 10 5 TCID 50/m L 

Ad e n oviru s 1.0  x 10 5 TCID 50/m L 
Hu m a n  Me tap ne um ovirus 

(h MP V) 
1.0  x 10 5 TCID 50/m L 

In flu e n za A 1.0  x 10 5 TCID 50/m L 

In flu e n za B 1.0  x 10 5 TCID 50/m L 
Rh in oviru s 1.0  x 10 5 TCID 50/m L 

P a ra in flu e n za Viru s Typ e  1 1.0  x 10 5 TCID 50/m L 

P a ra in flu e n za Viru s Typ e  2 1.0  x 10 5 TCID 50/m L 
P a ra in flu e n za Viru s Typ e  3 1.0  x 10 5 TCID 50/m L 

P a ra in flu e n za Viru s Typ e  4  1.0  x 10 5 TCID 50/m L 

En te roviru s Typ e  68  1.0  x 10 5 TCID 50/m L 
Re sp ira to ry Syn cyt ial Viru s 

Typ e  A 
1.0  x 10 5 TCID 50/m L 

Re sp ira to ry Syn cyt ial Viru s 
Typ e  B 

1.0  x 10 5 TCID 50/m L 

MERS-Coron a viru s 1.0  x 10 5 TCID 50/m L 

Ye a st  Ca n d id a  a lb ica ns 1.0  x 10 6 CFU/m L 
Oth e r P oo le d  h u m a n  n asa l wa sh  10 0 % 

 

In  silico a n a lysis w a s p e rform e d  u sin g  th e  Ba sic Loca l Alig n m e n t  Se a rch  Tool 
(BLAST) m a n a g e d  b y th e  Na t ion a l Ce n te r for Biot e ch n olog y In form a t ion  (NCBI) t o  
e st im a te  t h e  like lih ood  of cross-re a ct ivit y w ith  m icroorg a n ism s n ot  a va ila b le  for 
w e t -t e st in g .  Th e  d e g re e  of p rot e in  se q u e n ce  h om olog y w a s d e t e rm in e d  b e tw e e n  
th e  SARS-CoV-2 n u cle oca p sid  p rot e in  a n t ig e n  a n d  th e  follow in g  m icroorg a n ism s: 
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• Hu m a n  Coron a viru s HKU1:  Se q u e n ce  h om olog y b e tw e e n  SARS-CoV-2 
n u cle oca p sid  p rot e in  a n d  Hu m a n  Coron a viru s HKU1 n u cle oca p sid  p rot e in  is 
re la t ive ly low  a t  36.7% a cross 8 2.0 % of se q u e n ce s, b u t  cross-re a ct ivit y ca n n ot  
b e  ru le d  ou t . 

• Mycob a cte riu m  tu b e rcu losis:  No p rot e in  se q u e n ce  h om olog y w a s fou n d  
b e tw e e n  th e  SARS-CoV-2 n u cle oca p sid  p rot e in  a n d  Mycob a ct e riu m  
tu b e rcu losis t ot a l p rot e in  (5925 se q u e n ce s). Hom olog y-b a se d  cross-re a ct ivit y 
ca n n ot  b e  ru le d  ou t . 

• P n e u m ocyst is jirove cii (P JP ):  No p rot e in  se q u e n ce  h om olog y w a s fou n d  
b e tw e e n  th e  SARS-CoV-2 n u cle oca p sid  p rot e in  a n d  P JP  tot a l p rot e in  (3762 
se q u e n ce s). Hom olog y-b a se d  cross-re a ct ivit y ca n n ot  b e  ru le d  ou t . 

• SARS Coron a viru s:  Se q u e n ce  h om olog y b e tw e e n  SARS-CoV-2 n u cle oca p sid  
p rot e in  a n d  SARS-Coron a viru s n u cle oca p sid  p rot e in  w a s fou n d  to  b e  90 .5% 
w ith  10 0 % q u e ry se q u e n ce  cove ra g e . Cross-re a ct ivit y w ith  SARS Coron a viru s 
ca n n ot  b e  ru le d  ou t . 

Hig h  Dose  Hook Effe c t  
A h ig h -d ose  Hook Effe ct  Stu d y w a s p e rform e d  to  e va lu a t e  w h e th e r a  fa lse  n e g a t ive  
t e st  re su lt  occu rs w h e n  ve ry h ig h  le ve ls of t a rg e t  is p re se n t  in  a  sa m p le .  Th e  
INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st  w a s e va lu a t e d  u sin g  in cre a sin g  
con ce n t ra t ion  of in a ct iva t e d  SARS-CoV-2 viru s in  n e g a t ive  clin ica l m a t rix (p oole d  
h u m a n  n a sa l flu id  in  P BS). A tot a l of 5 con ce n t ra t ion s st a rt in g  from  2.8  x 10 1 
TCID50 /m L (1.4  TCID50 /sw a b ) u p  to  a  con ce n t ra t ion  of 2.8  x 10 5 TCID50 /m L (1.4  x 10 4  
TCID50 /sw a b ) a n d  a  b la n k (n e g a t ive ) sa m p le  w e re  t e st e d .  Ea ch  con ce n t ra t ion  w a s 
t e st e d  in  t rip lica t e .  No h ig h -d ose  Hook Effe ct  w a s ob se rve d  u p  to  2.8  x 10 5 
TCID50 /m L (1.4  x 10 4  TCID50 /sw a b ) of g a m m a -irra d ia t e d  SARS-CoV-2 viru s w ith  t h e  
INDICAID™ CO VID-19 Ra p id  An t ig e n  Te st . 

En d og e n ou s  In te rfe ring  Su b s ta nces  
Fou rt e e n  (14 ) su b st a n ce s in clu d in g  ove r-th e -cou n te r m e d ica t ion s t h a t  m a y b e  
fou n d  in  re sp ira tory sp e cim e n s of p a t ie n t s w h o a re  sym p tom a t ic for re sp ira tory 
illn e ss w e re  e va lu a t e d  for p ot e n t ia l in t e rfe re n ce  w ith  t h e  INDICAID™ CO VID-19 
Ra p id  An t ig e n  Te st . Te st  sa m p le s con ta in in g  th e  e n d og e n ou s su b st a n ce s a t  t h e  
list e d  con ce n t ra t ion s a ll p rod u ce d  th e  e xp e ct e d  p osit ive  a n d  n e g a t ive  t e st  lin e  
re su lt s in  t h e  p re se n ce  a n d  a b se n ce  of 3x LoD in a ct iva t e d  SARS-CoV-2 viru s, 
re sp e ct ive ly. 
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  Te s t  Re su lt  

P o t e n t ia l In t e rfe re n t  
Te s t  

C o n ce n t rat ion  
(+) SARS-Co V-2 

(3x LoD) 
(- ) SARS-CoV-

2 
W h ole  Blood  4 % P osit ive  Ne g a t ive  

Mu cin  0 .5% P osit ive  Ne g a t ive  
Ch lora se p t ic 

(Me n th o l/Be n zoca ine )  1.5 m g /m L  P osit ive  Ne g a t ive  

Na so  GEL (Ne ilMe d )  5% v/v  P osit ive  Ne g a t ive  
CVS Na sa l Drop s (P h e n yle ph rine )  15% v/v  P osit ive  Ne g a t ive  

Afrin  (Oxym e tazolin e )  15% v/v  P osit ive  Ne g a t ive  
CVS Na sa l Sp ra y (Crom olyn )  15% v/v  P osit ive  Ne g a t ive  

Zica m   5% v/v  P osit ive  Ne g a t ive  
Hom e op ath ic (Alka lo l)  1:10  d ilu t ion   P osit ive  Ne g a t ive  

Sore  Th roa t  P h e n o l Sp ra y  15% v/v  P osit ive  Ne g a t ive  
Tob ra m ycin   4  μ g /m L  P osit ive  Ne g a t ive  
Mu p irocin   10  m g /m L  P osit ive  Ne g a t ive  

Flu t ica son e  P rop ion a te (Flon a se) 5% v/v P osit ive  Ne g a t ive  
Ta m iflu  (Ose lta m ivir P h osp h ate) 5 m g /m L P osit ive  Ne g a t ive  

 

Te ch n ica l Su p p ort  
For m ore  in form a t ion , q u e st ion s, or su p p ort , p le a se  visit  w w w .p h a se scie n t ific.com , 
or con ta ct  u s a t : 

Te le p h on e : +1 (657) 296 610 6  e m a il: in d ica id @ p h a se sci.com  

Sym b ols  

 For p re scrip t ion  u se  on ly 
 

 
Ke e p  a w a y from  m oistu re  

 
In  vit ro  d ia g n ost ic m e d ica l d e vice  

 

 
Do n ot  re u se  

 
Con su lt  In st ru ct ion s for Use  

 
 Ca t a log  n u m b e r 

 

Ca u t ion —con su lt  a ccom p a n yin g  
d ocu m e n t s 

 
 

Ba t ch  cod e  

 
Te m p e ra tu re  lim it a t ion  

 

 
Use  b y 

http://www.phasescientific.com/


 
 

Page 22 of 22 
PI-2110400ENG | Rev C| April 2022 
 

 
Ke e p  a w a y from  su n lig h t  

 

 
Ma n u fa ctu re r 

  
Su fficie n t  for u se  

 
 

 

 

 



 

  

  

 

QUICK REFERENCE GUIDE 

The Buffer Solution Vial cap is 
composed of two parts (purple and 
white). 
 
Remove the entire cap. Stir the 
swab into the Buffer Solution, 
ensuring that the swab head is 
fully submerged by tilting the 
vial. 

INDICAID™ COVID-19 Rapid Antigen Test 

For Emergency Use Authorization (EUA) Only 

Intended Use 

The INDICAID™ COVID-19 Rapid Antigen Test is a lateral flow immunoassay 
intended for the qualitative detection of nucleocapsid protein antigen 
from SARS-CoV-2 in direct anterior nasal swab specimens from individuals 
who are suspected of COVID-19 by their healthcare provider within the 
first five (5) days of symptom onset or from individuals without symptoms or 
other epidemiological reasons to suspect COVID-19 when tested twice over 
two or three days with at least 24 hours and no more than 48 hours between 
tests. Anterior nasal swab specimens may be collected by a healthcare 
provider (HCP) or self-collected (by individuals 18 years of age or older, under 
the supervision of an HCP). Testing is limited to laboratories certified under 
the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. 
§263a, that meet the requirements to perform moderate complexity, high 
complexity, or waived tests. This product is authorized for use at the Point 
of Care (POC), i.e., in patient care settings operating under a CLIA 
Certificate of Waiver, Certificate of Compliance, or Certificate of 
Accreditation. 

 
The INDICAID™ COVID-19 Rapid Antigen Test does not differentiate between 
SARS-CoV and SARS-CoV-2 viruses. 
 
Results are for the identification of SARS-CoV-2 nucleocapsid protein 
antigen. Antigen is generally detectable in anterior nasal swabs during the 
acute phase of infection. Positive results indicate the presence of viral 
antigens, but clinical correlation with patient history and other diagnostic 
information is necessary to determine infection status. Positive results do 
not rule out bacterial infection or co-infection with other viruses. Additional 
confirmatory testing with a molecular test for positive results may be 
necessary if there is a low likelihood of SARS-CoV-2 infection, such as 
individuals without known exposures to SARS-CoV-2 or residing in 
communities with low prevalence of infection. The agent detected may not 
be the definite cause of disease. Laboratories within the United States and 
its territories are required to report all positive results to the appropriate 
public health authorities. 
 
Negative results should be treated as presumptive and may be confirmed 
with a molecular assay, if necessary, for patient management. Negative 
results do not rule out SARS-CoV-2 infection and should not be used as the sole 
basis for treatment or patient management decisions, including infection 
control decisions. Negative results should be considered in the context of a 
patient’s recent exposures, history, and the presence of clinical signs and 
symptoms consistent with COVID-19. 
 
For serial testing programs, additional confirmatory testing with a 
molecular test for negative results may be necessary, if there is a high 
likelihood of SARS-CoV-2 infection, such as in an individual with a close 
contact with COVID-19 or with suspected exposure to COVID-19 or in 
communities with high prevalence of infection. Additional confirmatory 
testing with a molecular test for positive results may also be necessary, if 
there is a low likelihood of SARS-CoV-2 infection, such as in individuals 
without known exposures to SARS-CoV-2 or residing in communities wit h 
low prevalence of infection. 
 
 

Twist the swab back and forth 
20 times in the Buffer Solution. 
Roll the swab head against the 
inner wall of the vial to release 
the liquid from the swab, then 
discard the swab. 

04 Close the entire cap tightly. 
Immediately perform steps 5 - 
7. 

05 Remove the purple top half of the 
cap to expose the dropper tip. 

06 Hold the vial vertically above the 
sample well (S). Slowly squeeze 
and apply 3 drops of the Buffer 
Solution into the sample well (S) 
of the Test Device. 

02 

07 Read the test line (T) and control line 
(C) results promptly at 20 minutes, 
and not earlier to ensure proper test 
performance. 

Results after 25 minutes should 
not be used. 
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The INDICAID™ COVID-19 Rapid Antigen Test is intended for 
use by trained clinical laboratory personnel and medical and 
healthcare personnel in Point of Care (POC) settings. The 
INDICAID™ COVID-19 Rapid Antigen Test is only for use under 
the Food and Drug Administration’s Emergency Use 
Authorization. 

Materials required but not provided 
1. Timer 
2. Personal protective equipment 

3. INDICAID™ COVID-19 Antigen Quality Control (Sold 
Separately) 

Materials provided in kit 
1. 25 individually wrapped Test Devices 
2. 25 Buffer Solution Vials 
3. 25 individually wrapped Swabs 
4. 1 IFU and Quick Reference Guide 

IMPORTANT: 

•    See Package Insert for complete instruction, warnings,   
     precautions, limitations, storage & handling conditions, and  
     Quality Control recommendations. 

•    For in vitro diagnostic use only. 

•    Specimens should be tested immediately after specimen  

      collection. Do not test specimens after 2 hours of collection. 
•    All components in this test kit should remain sealed until ready                                                                for 
      use. 
•    All components in this test kit are for one-time use only. Do                                                                 not  
     reuse. 

•    Store at 2-30°C. Do not freeze. Avoid direct sunlight. 

•    If Buffer Solution comes into contact with eyes and/or skin,                                                                        flush  
     abundantly with water. 

•    Do not use the test kit after the expiration date. 

Test Procedure 

Wear appropriate personal protective equipment and gloves when 
handling patient samples and running the test. Nasal swab 
specimens may be self-collected by the patient if collection 
procedure is observed by a healthcare professional. 

Remove the Swab & Test Device 
from their packaging. 

Place the Test Device on a 
horizontal (flat) surface for 
running the test. 

01 

Insert the entire collection tip of 
the swab provided (usually ½ to 
¾ of an inch, or 1 to 1.5 cm) 
inside the nostril. 
 
Firmly sample the nasal wall by 
rotating the swab in a circular 
path against the nasal wall at 
least 4 times. Take 
approximately 15 seconds to 
collect the specimen. Be sure to 
collect any nasal drainage that 
may be present on the swab. 
 
Repeat in the other nostril 
using the same swab. 

03 



Note: Additional confirmatory testing with a molecular test for 
positive results may be necessary if there is a low likelihood of 
SARS-CoV-2 infection, such as in individuals without known 
exposures to SARS-CoV-2 or residing in communities with low 
prevalence of infection. 

 

 

 

 

 

 

 

  

  

 

INDICAID™ COVID-19 Rapid Antigen Quality Control Kit is 
available separately from PHASE Scientific International, Ltd. 
We recommend that these external positive and negative 
controls are run once with every new kit lot, new shipment, 
and each new user. 

Interpretation of the test results 

Caution, Consult accompanying documents Positive result: 

The presence of both the red-colored control  
line (C) and colored test line (T) indicates the 
presence of SARS-CoV-2 antigen. The result 
suggests current SARS-CoV-2 infection. 
Samples with low levels of antigen may 
produce a faint test line. Any visible test is 
considered positive. 

30ºC 

Temperature Limitation 

External Control Test Procedure: 

2ºC 

Sufficient for Use 
1. Remove a new Swab & Test Device from their 

packaging. Place the Test Device on a horizontal (flat) 
surface for running the test. 

2. Hold the external positive control vial vertically and 
remove the entire cap. 

3. Dip the Swab into the vial, making sure that the 
Swab head is fully submerged in solution. Remove 
the Swab from the vial. 

 
4. Test the Swab by performing Steps 3 through 7 of the 

Test Procedure in this Quick Reference Guide. 
 
5. Repeat to test the external negative control. 

Control line (C) 

Keep away from sunlight 

Keep away from moisture Negative result: 

The presence of red-colored control line 
(C) and no visible test line (T) indicates a 
negative result. No SARS-CoV-2 antigen was 
detected. 

Do not reuse 

Consult Instructions for Use 

Test line (T) 

Disclaimers: 
In the USA, this product has not been FDA cleared or 
approved, but has been authorized by FDA under an EUA for 
use by authorized laboratories; use by laboratories certified 
under the CLIA, 42 U.S.C. §263a, that meet requirements to 
perform moderate complexity, high complexity, or waived tests. 
This product is authorized for use at the Point of Care (POC), 
i.e., in patient care settings operating under a CLIA Certificate 
of Waiver, Certificate of Compliance, or Certificate of 
Accreditation. This product has been authorized only for the 
detection of proteins from SARS-CoV-2, not for any other 
viruses or pathogens. In the USA, the emergency use of this 
product is only authorized for the duration of the declaration 
that circumstances exist justifying the authorization of 
emergency use of in vitro diagnostics for detection and/or 
diagnosis of the virus that causes COVID-19 under Section 
564(b)(1) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. 
§ 360bbb-3(b)(1), unless the declaration is terminated or the 
authorization is revoked sooner. 

Invalid result: 

If the red-colored control line (C) is not 
visible, DO NOT interpret the test result. The 
result is invalid regardless of the appearance 
of the test line. Collect a new nasal swab 
sample and repeat the assay with a new 
INDICAID™ COVID-19 Rapid Antigen Test. 

In-Vitro Diagnostic Medical Device 

Catalog number 

Batch code 

Use by 

Manufacturer 

For more information, please visit 

www.phasescientific.com 

If you have questions, please contact Customer Service: 

Indicaid@phasesci.com 
US +1 (657) 296-6106 

PI-2110400QS | IC04QS2021 | Rev B | November 2021 Edition | 
For in-vitro diagnostic use | © PHASE Scientific Int’l Ltd., all rights 
reserved. 

Manufactured By 
PHASE Scientific International Limited 
32 & 33F, Gravity, 29 Hing Yip St., Kwun Tong, 
Kowloon, Hong Kong 
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Note: Negative results should be treated as presumptive and 
confirmed with a molecular assay, if necessary, for patient 
management. 
 
Note: For serial testing programs, additional confirmatory testing 
with a molecular test for negative results may be necessary after 
second negative result for asymptomatic patients, if there is a 
high likelihood of SARS-CoV-2 infection, such as in an individual 
with a close contact with COVID-19 or with suspected exposure to 
COVID-19 or in communities with high prevalence of infection. 
Additional confirmatory testing with a molecular test for positive 
results may also be necessary, if there is a low likelihood of SARS-
CoV-2 infection, such as in individuals without known exposures 
to SARS-CoV-2 or residing in communities with low prevalence of 
infection. 

Positive 
Result 

Negative 
Result 

Invalid 
Result 

http://www.phasescientific.com/
mailto:Indicaid@phasesci.com


INDICAID™ COVID-19 Antigen Quality Controls 
For use with the INDICAID™ COVID-19 Rapid Antigen Test 

Intended use 
The INDICAID™ COVID-19 Antigen Quality Controls are intended for quality control testing performed on the INDICAID™ 
COVID-19 Rapid Antigen Test. The Quality Controls provide users with assurance that the device is performing within 
specification.  

Summary and explanation of the test 
The INDICAID™ COVID-19 Antigen Quality Controls are external liquid quality controls. The controls are specifically 
formulated and manufactured to ensure that the test’s reagents and materials are working and that the test procedure 
is correctly performed. The Quality Controls consist of positive and negative control samples that should be run once 
with every new lot, shipment, and each new user, using the test procedure provided.  

It is the responsibility of each laboratory or healthcare setting using the INDICAID™ COVID-19 Rapid Antigen Test to 
establish an adequate quality assurance program to ensure the performance of the test kit under its specific locations 
and conditions of use. Quality control requirements should be followed in conformance with local, state, and federal 
regulations or accreditation requirements and the user laboratory’s standard quality control procedures.  

Warnings and precautions 
• For in vitro diagnostic use only. 
• Quality Control Vials are for one-time use only. Do not reuse vials. 
• Exercise the normal precautions required for handling all laboratory reagents. 
• Do not swallow or inhale. 
• Avoid contact with your eyes. If contact occurs, flush with copious amounts of water immediately. 

Storage and Stability 
• Store controls between 2°C and 8°C (36 – 46°F). 
• Unopened controls that are stored between 2°C and 8°C (36 – 46°F) can be used until the expiration date. 

Do not use Quality Controls beyond the expiration date given on the label. 
• Quality Control Vials should remain sealed until ready for use. Open a Quality Control Vial only when you 

are planning to perform a quality control test. 

Materials provided in kit 
REF 2110410 • 50 x 250 μL single-use COVID-19 Antigen Positive Control Vials (non-infectious 

recombinant SARS-CoV-2 antigen in buffered solution with preservatives) 
• 50 x 250 μL single-use COVID-19 Antigen Negative Control Vials (buffered 

solution with preservatives) 
REF2110420 • 5 x 250 μL single-use COVID-19 Antigen Positive Control Vials (non-infectious 

recombinant SARS-CoV-2 antigen in buffered solution with preservatives) 
• 5 x 250 μL single-use COVID-19 Antigen Negative Control Vials (buffered solution 

with preservatives) 

Materials required but not provided 
1. INDICAID™ COVID-19 Rapid Antigen Test Device 
2. INDICAID™ COVID-19 Rapid Antigen Test Buffer Solution Vial 
3. INDICAID™ COVID-19 Rapid Antigen Test Individually Wrapped Swab 
4. Timer 

Preparing the quality controls 
The liquid controls are supplied ready to use. Each Quality Control Vial is single-use only. 

Test Procedure 
Wear appropriate personal protective equipment and gloves when handling patient samples 
and running the test. 

1. Remove a new Swab and Test Device from their packaging. Place the Test Device 
on a horizontal (flat) surface for running the test. 

2. Hold a new INDICAID™ COVID-19 Antigen Positive Control Vial vertically and open 
the cap. 

3. Dip the new Swab into the Positive Control Vial, making sure that the Swab head is 
fully wetted by the solution. Remove the Swab from the Vial.  

4. Test the Swab immediately performing the same steps as described in section “Test 
Procedure for Patient Swabs” of the INDICAID™ COVID-19 Rapid Antigen Test 
Instructions For Use (Package Insert). 

5. Repeat all the above steps to test the external negative control in the INDICAID™ 
COVID-19 Antigen Negative Control Vial.  

 

Expected Results 
Consult the INDICAID™ COVID-19 Rapid Antigen Test Instructions for Use or Quick Reference Guide for instructions on 
how to interpret a test result using the Quality Control.  

The Test Devices are working properly and all handling has been done correctly when the following expected test 
results are obtained: 

• The INDICAID™ COVID-19 Antigen Positive Control should provide a positive result.  
• The INDICAID™ COVID-19 Antigen Negative Control should provide a negative result.  

 

 

If the external controls do not produce the expected results, do not use the test for patient testing or 
report patient results. Please contact PHASE Scientific Technical Support during normal business hours 
before using the tests with patient specimens. 

Manufactured By 
PHASE Diagnostics, Inc. 
10527 Garden Grove Boulevard. 
Garden Grove, CA 92843, USA 

 
This product has not been FDA cleared or approved, but has been authorized by FDA under 
an EUA for use by authorized laboratories; This product has been authorized only for the 
detection of proteins from SARS-CoV-2, not for any other viruses or pathogens; and, The 
emergency use of this product is only authorized for the duration of the declaration that 
circumstances exist justifying the authorization of emergency use of in vitro diagnostics for 
detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food, Drug 



and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is terminated or 
authorization is revoked sooner. 
 
For more information, questions, or support, please visit www.phasescientific.com, or 
contact us at: 

Telephone: +1 (657) 296 6106  email: indicaid@phasesci.com 

Symbols 

 

In vitro diagnostic medical 
device 

 

 
Do not reuse 

 
Consult Instructions for Use 

 

 
Catalog number 

 

Caution—consult 
accompanying documents 

 

 
Batch code 

 
Temperature limitation 

 

 
Use by 

 
Keep away from sunlight 

 

 
Manufacturer 

  
Sufficient for use 

 

 

Keep away from 
moisture 
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