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Session Agenda
• Dia b e te s  in  th e  Un ite d  Sta te s
• Hb A1c  a n d  a n a lyt ic a l m e th o d o lo g ie s

• Im p o rta n c e  o f He m o g lo b in o p a th ie s
• Wo rkflo w c h a lle n g e s  in  c lin ic a l la b o ra to rie s
• Ca s e  s tu d y in t ro d u c t io n  /  m e th o d o lo g y
• Co m p a ra t ive  wo rkflo w  re s u lt s
• Co n c lu s io n s
• Se b ia ’s Hb A1c  So lu t io n s
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Diabetes in the USA
Disease Sta te Overview

• 37.3  m illio n p e o p le  livin g  with
d ia b e te s (8 .5  m illio n  a re  
u n d ia g n o s e d )

• 96  m illio n  livin g  with p re d ia b e te s
(38 % o f a d u lt US p o p u la tio n )

• To ta l d ire c t  a n d  in d ire c t  c o s t s o f 
d ia b e te s e s tim a te d to  b e >$ 35 0  
b illio n

• Pre va le n c e h ig h e s t a m o n g
Am e ric a n  In d ia n /  Ala s ka  Na tive  
p o p u la tio n s  (14 .5 %)  a n d  Bla c k, 
n o n - h is p a n ic (12.1%)

CDC: US Diabetes Surveillance System (2019)

CDC: National Diabetes Statistics Report (2022)



Se b ia I 4

HbA1c and Analytical Methodologies
• Th re e p rim a ry s c re e n in g  /  

m o n ito rin g  m e th o d o lo g ie s :
1. Hb A1c
2. Fa s tin g Pla s m a  Glu c o s e
3. Ora l Glu c o s e  To le ra n c e Te s t

Prim a ry Hb A1c  Me th o d o lo g ie s *:
• Se p a ra t io n :

• Ca p illa ry Ele c tro p h o re s is (Se b ia )
• Io n  Exc h a n g e - HPLC

• No n - Se p a ra t io n :
• Bo ro n a te Affin ity HPLC**
• Im m u n o a s s a y
• En zym a tic

CDC: US Diabetes Surveillance System (2019)CDC: National Diabetes Statistics Report (2022)

*HbA1c Methods: NGSP Certified
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Diabetes in the USA
Importance of Hemoglobinopa thies

• He m o g lo b in o p a th y p re v a le n c e
in c re a s in g d u e  to  g lo b a liza tio n

• Sic kle Ce ll Dis e a s e a ffe c ts  1 in  36 5  
Afric a n Am e ric a n  b a b ie s , with
Sic kle Ce ll Tra it  a ffe c tin g 1 in  13

• Se p a ra t io n m e t h o d s a re  th e  o n ly
Hb A1c  a n a lytic a l m e th o d s th a t
c a n  d e t e c t h e m o g lo b in v a ria n t s

• He m o g lo b in va ria n ts  c a n  
s ig n ific a n t ly im p a c t re d b lo o d
c e ll life s p a n – wh ic h will im p a c t  
Hb A1c  % re p o rt e d

Nationa l Cente r on  Birth  Defects and  Deve lopm ental Disab ilities, CDC

CDC: US Diabetes Surveillance System (2019)

Hassell, 2009 – Population Estimates of Sickle Cell Disease in the U.S.

https://www.cdc.gov/ncbddd/
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Clinical Laborator ies
Complex Workflow Cha llenges

Sh a re d  re s o u rc e s  a c ro s s  
la b s / d e p a rtm e n ts

In c re a s in g  te s t vo lu m e  
a n d  c o m p le xity

Re te n tio n  /  s o u rc in g  
la b o ra to ry s ta ff

Co m p le x /  In te rc o n n e c te d  
s ys te m s  a n d  n e two rks

Ma n u a l p ro c e s s in g  /  
d o c u m e n ta tio n

Co n s tra in e d  /  lim ite d  
la b o ra to ry s p a c e

Em p h a s is  o n  re d u c in g  
tu rn  a ro u n d  tim e
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Sebia HbA1c Workflow Study
Introduction
Stu d y De ta ils :
• Co n d u c te d  a t a  re g io n a l re fe re n c e  la b o ra to ry
• Cu rre n tly ru n n in g  6 0 0  Hb A1c  te s ts  p e r d a y

• Ru n n in g  o n  a  h ig h - c a p a c ity im m u n o a s s a y s ys te m
• Exis tin g  Se b ia  c u s to m e r fo r p ro te in  te s tin g

Ob je c t iv e s
• Qu a n tify a n d  c o m p a re  wo rkflo w m e tric s  fo r c u rre n t s ta te  Hb A1c  m e th o d o lo g y vs . 

(Se b ia )  fu tu re  s ta te  ( in c lu d in g  Ha n d s  On  Tim e  – HOT, m a in te n a n c e  tim e , m a n u a l 
s te p s )

• La b  s e e kin g  to  c o n s o lid a te  a s s a ys  o n to  fe we r p la tfo rm s  d u e  to  s ta ff s h o rta g e s
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Sebia HbA1c Workflow Study
Automation ≠ Hands-Off

• Ba s e lin e  HOT re q u ire d  fo r th e  h ig h -
th ro u g h p u t s ys te m  wa s  s ig n ific a n t (4 25  
h o u rs / ye a r)

• Eq u iva le n t to  >$ 20 ,0 0 0  /  ye a r in  t im e  
s p e n t h a n d s - o n  with  th e  in s tru m e n t

• Ma jo rity o f m a n u a l HOT wa s  d u e  to  fre q u e n t 
d a ily/ we e kly ro u tin e  m a in te n a n c e  a n d  
m a n u a l m ixin g  o f wh o le  b lo o d  s p e c im e n s

• Cu rre n t s ys te m  d o e s  n o t o ffe r 
a u to m a te d  m ixin g
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Sebia HbA1c Workflow Study
Maintenance Comparison for Annua l HOT
• Th e  c u rre n t m e th o d  re q u ire s  s ig n ific a n t 

m a in te n a n c e  a t ro u tin e  in te rva ls , with  ~ 25 0  
h o u rs  o f HOT p e r ye a r in  d a ily m a in te n a n c e  
a lo n e

• Se b ia  CAPILLARYS 3 Fa m ily o f In s tru m e n ts  
m in im ize s  b o th  m a in te n a n c e  tim e  a n d  HOT 

• A s a vin g s  o f o ve r 15 0  h o u rs / ye a r, 
fre e in g  la b o ra to ry s ta ff to  fo c u s  o n  
va lu e  a d d e d  ta s ks

• CAPILLARYS 3, p re - s c h e d u le s  ro u t in e  
m a in t e n a n c e : c le a n in g / d e c o n t a m in a t io n

• Elim in a t e s  n e e d  fo r la b  s t a ff t o  in it ia t e  
c le a n in g  m a n u a lly
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Sebia HbA1c Workflow Study
Overa ll Annua l HOT Comparison
Ac ro s s  th e  m a jo r c o m p o n e n ts  o f HOT fo r th is  la b  
(QC, m a in te n a n c e , a n d  m a n u a l m ixin g ) , Se b ia ’s
s o lu tio n  re q u ire d  s ig n ific a n tly le s s  HOT c o m p a re d  
to  th e  c u rre n t s o lu tio n

• An n u a l s a vin g s  o f >9 5 % HOT
Co n c lu s io n s :
• La b o ra to rie s  c o n d u c tin g  Hb A1c  te s tin g  s h o u ld  

c o n s id e r th e  fo llo win g  wh e n  e va lu a tin g  
a n a lytic a l m e th o d s :

1. HOT re q u ire d  to  ru n / m a in ta in  in s tru m e n t
2. Wo rkflo w im p a c ts  – im p o rta n c e  o f 

m in im izin g  m a n u a l s te p s
3. Clin ic a l im p a c t /  a b ility to  id e n tify Hb  va ria n ts

La b s  p e rfo rm in g  e ve n  m id  s ize  t e s t in g  s h o u ld  c o n s id e r  
lo o k in g  b e y o n d  a u t o m a t io n  a n d  t h ro u g h p u t
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Sebia HbA1c:
A fully automated workflow tha t delivers uncompromised results
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Sebia HbA1c Solutions
Powered by Capilla ry Electrophoresis



Thank you .
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