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ALBA Elution Kit 
For the acid elution of antibodies from intact red blood cells 

 
 

 

INTENDED USE 

The ALBA Elution Kit is intended for use in the acid elution of antibodies from intact red blood cells 
to allow further detection and/or identification.  

It is intended for professional use within a blood donor or clinical laboratory environment to perform 
acid elution of antibodies relating to transfusion in the general population.  

This pre-analytical procedure is performed manually. 

The ALBA Elution Kit is an accessory for sample preparation only and does not return diagnostic 
results for an analyte. 

SUMMARY AND EXPLANATION 

Antibodies bound to red blood cells in vivo or in vitro can be disassociated and recovered through 
acid elution. Eluted antibodies can then be further detected/identified by serological methods.  

PRINCIPLE OF THE PROCEDURE 

Unbound antibodies are removed from the sample by thorough washing with the Working Wash 
Solution. After washing, the antigen-antibody complex is dissociated by the addition of a low pH 
Elution Solution. The recovered eluate is then returned to a suitable pH for serological testing by 
the addition of a Buffering Solution.  

REAGENT 

The ALBA Elution Kit consists of: 

Vial Identifier Name Description 

 
Concentrated 
Wash Solution 

A glycine buffered solution used to minimize 
antibody dissociation during washing.  
1 x 30 mL vial. Preservative: 1.0% sodium azide. 

 
Elution Solution 

A low pH glycine buffer containing a pH indicator. 
1 x 10 mL vial. 

 
Buffering 
Solution 

A Tris (hydroxymethyl aminomethane) solution 
containing bovine serum albumin.  
1 x 11 mL vial. Preservative: <0.1% sodium azide. 

The kit components may be interchanged between lots, providing they are in date.  

Bovine serum albumin has been sourced from animals declared free from Bovine Spongiform 
Encephalopathies (BSE) disease and deemed to have low Transmissible Spongiform 
Encephalopathies (TSE) risk.  

WARNINGS AND PRECAUTIONS  

For in vitro diagnostic use only. 

Use of recommended equipment/material and strict adherence to the procedures are essential. 

Do not use if product integrity is compromised. 

Wear appropriate personal protective equipment and follow local laboratory safety procedures. 

Do not use beyond the expiration date (year, month, day: YYYY-MM-DD). 

Do not use if turbid. 

This product has components (dropper bulbs) containing dry natural rubber. This component is 
certified as latex-free. 

Refer to the Safety Data Sheet for full details of safety information.  

EU Hazard and Precaution Statements 

 

 

Concentrated 
Wash Solution 

(Contains: sodium 
azide 1%) 

Signal Word - Warning 

H312 Harmful in contact with skin. 
H371 May cause damage to organs. 
H412 Harmful to aquatic life with long lasting effects. 
P260 Do not breathe mist/vapors/spray. 
P273 Avoid release to the environment. 
P280 Wear protective gloves/protective clothing/eye 
protection. 
P308+P311 If exposed or concerned: Call a POISON 
CENTER/doctor. 
P312 Call a POISON CENTER/a doctor if you feel 
unwell. 
P501 Dispose of in accordance with national regulation. 

EUH Phrases 

 
Concentrated Wash Solution 
(Contains: sodium azide 1%) 

EUH032 Contact with acids liberates very toxic 
gas. 

 
Buffering Solution 
(Contains: sodium azide <0.1%) 

EUH032 Contact with acids liberates very toxic 
gas. 

STORAGE, HANDLING AND DISPOSAL 

The ALBA Elution Kit should be stored at 2-25 °C when not in use. Prolonged storage at 
temperatures outside this range may result in accelerated loss of reagent activity. Do not freeze. 
Refer to the Reagent Preparation section for recommended storage of prepared Working Wash 
Solution.  

Sodium azide may be toxic if ingested and may react with lead and copper plumbing to form 
explosive compounds. If discarded into a sink, flush with a large volume of water to prevent azide 
build-up.  

Follow local disposal regulations based on your location along with recommendations and 
content in the Safety Data Sheet and/or refer to the chemical information provided in the Reagent 
section to determine the safe disposal of this product. 
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SPECIMEN COLLECTION AND PREPARATION 

Specimens should be collected by a standard collection technique. The specimen should be 
tested as soon as possible after collection. If testing is delayed, the specimen should be stored at 
refrigerated temperatures. Use of red blood cells older than 72 hours may result in lower yields of 
recovered antibodies. Anticoagulated samples collected into EDTA are preferred. 

REAGENT PREPARATION 

Prepare the Working Wash Solution by diluting the Concentrated Wash Solution  1:10 in 
distilled or deionized water (one-part Concentrated Wash Solution plus nine parts water). The 
solution is stable for up to three months when stored at 2-8 °C or up to 10 days when stored at  
20-25 °C. The use of cold Working Wash Solution may minimize antibody dissociation during 
washing. 

If preparing the full 30 mL volume of provided Concentrated Wash Solution, combine with  
270 mL of water. 

The other components of the kit are supplied ready for use. 

PROCEDURE 

This reagent has been standardized for use only by the procedure described below. 

Material Provided 

• ALBA Elution Kit 

Materials Required but not Provided 

• Distilled or deionized water 
• Isotonic saline 

• Pipettes 

• Centrifuge 
• 12 x 75 mm test tubes 

Elution Procedure 

When using supplemental testing equipment (i.e. centrifuge), follow the procedures that are 
contained in the operator’s manual provided by the device manufacturer.  

1. Wash an aliquot of red blood cells one time in isotonic saline. The aliquot should be sufficient 
to yield 1 mL of packed cells. Remove as much saline as possible after washing. 

2. Wash the red blood cells four times with Working Wash Solution to remove any unbound 
antibody. Remove as much supernatant as possible after each wash. Reserve a small aliquot 
of the supernatant from the last wash as a control to be tested in parallel with the eluate. 

NOTE: Use of Working Wash Solution is recommended to minimize antibody dissociation 
during washing; however, isotonic saline may be used instead, if desired. 

3. Transfer 1 mL (approximately 20 drops) of the washed red blood cells to a clean tube. 

4. Add 1 mL (approximately 20 drops) of Elution Solution  to the tube and mix gently by 
inverting the tube four times. 

NOTE: If an alternative volume of packed red blood cells is being used to prepare the eluate, 
the volume of Elution Solution used should equal the volume of washed, packed red blood 
cells.  

5. Centrifuge immediately for 60 seconds at 1000 rcf (approximately 3400 rpm).* 

 

6. Transfer eluate to a clean tube and discard the red blood cells. 

NOTE: If excessive cellular debris is present, eluate may be centrifuged again and transferred 
to a second clean tube prior to adding the Buffering Solution.  

7. Add Buffering Solution  to the eluate drop by drop, mixing well after each drop until a blue 
color appears and remains after mixing. The blue color indicates the pH of the eluate has 
been restored to within the range suitable for testing. 

8. Centrifuge the eluate for 2 minutes at 1000 rcf (approximately 3400 rpm)* to remove any 
residual cellular debris. 

9.  Transfer the centrifuged eluate to a clean tube. 

10.  If the eluate is to be tested by column agglutination techniques, it should be centrifuged again 
at a time and speed appropriate to the test method and transferred to a clean tube. 

11.  The eluate is now ready for testing.  

The eluate can be tested using a conventional indirect antiglobulin test, with or without 
enhancement media, or column agglutination techniques according to your laboratory’s standard 
operating procedures or the manufacturer’s instructions for use. 

The eluate can be stored at 2-8 °C and tested up to seven days after preparation.  

* Or a time and speed appropriate for the centrifuge used. 

QUALITY CONTROL 

When antibody is detected in the eluate, an aliquot of the supernatant from the last wash should 
be tested as a control. A negative control result indicates that any antibody detected in the eluate 
was released from a bound state and not from unbound antibody remaining after inadequate 
washing. 

If the control test result is positive, the elution should be repeated taking care to wash the red 
blood cells thoroughly. 

LIMITATIONS 

The antibody yield obtained from the elution process is dependent on the following variables: 

1. The amount of antibody bound to the red blood cells. 
2. The degree of dissociation of bound antibody during the washing process. 
3. The degree of recombination of antibody that occurs before the eluate is separated 

from the red blood cells. 
4. The degree of denaturation of the immunoglobulin by the low pH Elution Solution 

during dissociation. 

The degree of hemolysis present in the eluate is impacted by extended exposure of the red blood 
cells to the Elution Solution, as well as sample-specific characteristics, such as the age and 
osmotic fragility of the red blood cells used to prepare the eluate. 

Failure to adjust the pH of the eluate to the proper range may result in hemolysis of test red 
blood cells or inhibition of antibody activity in subsequent testing. 

Adding an excessive amount of Buffering Solution when adjusting the pH may result in dilution 
of the antibody present in the eluate. 
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Other factors that can lead to false results, include using unequal amounts of packed red blood 
cells and Elution Solution, improper technique, improper centrifugation parameters, use of blood 
samples over 72 hours or contaminated equipment, materials, or samples. 

Red blood cells used in the elution procedure must not be used for antigen typing. 

SPECIFIC PERFORMANCE CHARACTERISTICS 

The ALBA Elution Kit is released following satisfactory quality control testing performed by the 
manufacturer.  

Comparator Study 

Elution procedures were performed on in vivo and in vitro IgG sensitized red blood cell (RBC) 
samples using the ALBA Elution Kit and an established comparator kit. The eluates obtained were 
tested in manual tube serology, with and without PEG potentiation, and column agglutination 
techniques, including ORTHO BioVue® and Bio-Rad ID-System, and results compared for 
equivalence. 

Sample Type Number Tested 
Concordance (%) of  

ALBA Elution Kit with 
comparator kit 

In vitro IgG sensitized RBC 45 100 

In vivo IgG sensitized RBC 16 100 

100% equivalence in results was demonstrated between eluates produced by the ALBA Elution 
Kit and those from the comparator kit. 

Precision Study 

Repeatability: 10 elution procedures were performed on one red blood cell sample sensitized in 
vitro with an IgG class human polyclonal blood group antibody using the ALBA Elution Kit. The 
elutions were performed on the same day by the same operator. 

Reproducibility: One elution procedure was performed by two operators on one red blood cell 
sample sensitized in vitro with IgG class human polyclonal blood group antibody using two lots of 
ALBA Elution Kit twice per day for five non-consecutive days.  

The eluates obtained were tested in antibody screening tests by manual tube serology and column 
agglutination techniques (ORTHO BioVue®, Bio-Rad ID-System) and results compared for 
equivalence between test occasions to demonstrate precision of kit performance. 

Test Method Repeatability Reproducibility 

Manual Tube 100% 100% 

ORTHO BioVue® 100% 100% 

Bio-Rad ID-System 100% 100% 

BIBLIOGRAPHY 
Rekvig OP, Hannestad K. Acid Elution of Blood Group Antibodies from Intact Erythrocytes. Vox 
Sang 1977; 33:280-285. 

Judd WJ, Johnson ST, Storry J. Judd’s Methods in Immunohematology. 4th ed. Bethesda, MD: 
AABB Press 2022: Chapter 4-E, 130-134. 

SYMBOLS 

 
   

 
Recyclable Consult 

instructions for 
use 

Catalogue 
number 

Batch code Importer 

     
This way up Use-by date Manufacturer Temperature limit In vitro diagnostic 

medical device 

   

 

 

Health Hazard Serious Health 
Hazard 

Authorized 
Representative 
in the European 

Community  

CE Marking European Union 

 
    

Authorized 
Representative in 

Switzerland 

    

 
For users in the European Union and in countries with identical regulatory framework (IVDR), 
any serious incident that has occurred in relation to the device shall be reported to the 
manufacturer and/or authorized representative and the national competent authority in which the 
user is established. The manufacturer and authorized representative can be contacted using the 
following contact information.  
 

Alba Bioscience Limited 
5 James Hamilton Way 
Milton Bridge 
Penicuik 
EH26 0BF - UK 
 
Emergo Europe B.V. 
Westervoortedijk 60  
6827 AT, Arnhem  
The Netherlands 
 
MedEnvoy Global BV 
Prinses Margrietplantsoen 
33 – Suite 123 
2595 AM The Hague 
The Netherlands 

Tel No: +44 (0) 131 357 3333 
E-Mail: customer.serviceEU@quotientbd.com 
Web: www.quotientbd.com 

Quotient Suisse SA 
Business Park Terre Bonne 
Route de Crassier 13  
1262 Eysins 
Switzerland 

https://www.google.com/url?sa=i&url=https://www.medtecheurope.org/wp-content/uploads/2020/01/191220_Labelling-differences-IVDs-MDs_symbols_FINAL.pdf&psig=AOvVaw01LsmdEsZx_qzOUR8kF8Jc&ust=1620456176247000&source=images&cd=vfe&ved=0CAIQjRxqFwoTCPD_o-n7tvACFQAAAAAdAAAAABAI
mailto:customer.serviceEU@quotientbd.com
http://www.quotientbd.com%C2%A8
https://www.google.com/url?sa=i&url=https://www.medtecheurope.org/wp-content/uploads/2020/01/191220_Labelling-differences-IVDs-MDs_symbols_FINAL.pdf&psig=AOvVaw01LsmdEsZx_qzOUR8kF8Jc&ust=1620456176247000&source=images&cd=vfe&ved=0CAIQjRxqFwoTCPD_o-n7tvACFQAAAAAdAAAAABAI
https://www.google.com/url?sa=i&url=https://www.medtecheurope.org/wp-content/uploads/2020/01/191220_Labelling-differences-IVDs-MDs_symbols_FINAL.pdf&psig=AOvVaw01LsmdEsZx_qzOUR8kF8Jc&ust=1620456176247000&source=images&cd=vfe&ved=0CAIQjRxqFwoTCPD_o-n7tvACFQAAAAAdAAAAABAI
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For customer service information please refer to: www.quotientbd.com or contact your local 
distributor. 
 

REVISION HISTORY  

Version Section Change 

1 N/A New product 

 

INSTRUCTIONS FOR USE   EN 

Instructions for Use and Safety Data Sheet are available on Quotient website at 
www.quotientbd.com or can be requested from your Local Distributor, by providing the relevant 
Product Code stated on product labels and Instructions for Use supplied with the product. 

 

ИНСТРУКЦИИ ЗА УПОТРЕБА  BG 

Инструкциите за употреба и информационният лист за безопасност се намират на уебсайта 
на Quotient на адрес www.quotientbd.com или могат да бъдат поискани от вашия местен 
дистрибутор, като предоставите съответния продуктов код, посочен върху етикетите на 
продукта и инструкциите за употреба, доставени с продукта. 
 

NÁVOD K POUŽITÍ    CS 

Návod k použití a bezpečnostní list jesou k dispozici na webových stránkách společnosti Quotient 
na adrese www.quotientbd.com, anebo si jej můžete vyžádat od místního distributora, a to po 
zadání příslušného kódu výrobku uvedeného na etiketě výrobku a v návodu k použití dodaném s 
výrobkem. 

     

BRUGSANVISNING   DA 

Du kan finde en brugsanvisning og et sikkerhedsdatablad på Quotients websted på 
www.quotientbd.com, eller den kan fås på anmodning fra din lokale distributør ved at oplyse den 
relevante produktkode på produktmærkaterne og den brugsanvisning, der fulgte med produktet. 

 

GEBRAUCHSANWEISUNG   DE 

Die Gebrauchsanweisung und das Sicherheitsdatenblatt sind auch auf der Quotient Internetseite 
unter www.quotientbd.com erhältlich oder können bei Ihrem zuständigen Vertriebspartner 
angefordert werden. Hierfür geben Sie bitte die jeweilige Artikel-Nummer an, die sich auf den 
Etiketten und Gebrauchsanweisungen befindet, die mit dem Produkt geliefert werden. 

 

ΟΔΗΓΙΕΣ ΧΡΗΣΗΣ    EL 

Οι οδηγίες χρήσης και το δελτίο δεδομένων ασφαλείας διατίθενται στον ιστότοπο της Quotient στη 
διεύθυνση www.quotientbd.com ή μπορείτε να τα ζητήσετε από τον τοπικό διανομέα, παρέχοντας 
τον αντίστοιχο κωδικό προϊόντος που αναφέρεται στις ετικέτες του προϊόντος και στις οδηγίες 
χρήσης που συνοδεύουν το προϊόν. 
 

INSTRUCCIONES DE USO   ES 

Las instrucciones de uso y la ficha de seguridad están disponibles en el sitio web de Quotient en 
www.quotientbd.com o puede solicitarlas a su distribuidor local mediante el código de producto 
pertinente que figura en las etiquetas de productos y en las instrucciones de uso suministradas 
con el producto. 

 

KASUTUSJUHEND   ET 

Kasutusjuhend ja ohutuskaart on saadaval Quotienti veebisaidil www.quotientbd.com või neid 
saab küsida oma kohalikult edasimüüjalt, esitades toote etikettidel ja tootega kaasasolevas 
kasutusjuhendis oleva asjakohase tootekoodi. 

     

KÄYTTÖOHJEET   FI 

Käyttöohjeet ja käyttöturvallisuustiedote ovat saatavilla Quotientin sivustossa osoitteessa 
www.quotientbd.com, tai ne voi pyytää paikalliselta jälleenmyyjältä antamalla tuotteen 
tuotemerkinnöissä ja mukana toimitetuissa käyttöohjeissa ilmoitetun tuotekoodin. 

 

FEUILLET TECHNIQUE    FR 

Le feuillet technique et la fiche de données de sécurité sont disponibles sur le site Web de 
Quotient à l’adresse www.quotientbd.com. Vous pouvez également les demander à votre 
distributeur local en renseignant le code produit concerné, qui est mentionné sur l’étiquette du 
produit et dans le feuillet technique fourni avec ce dernier.  
 

UPUTE ZA UPOTREBU    HR 

Upute za upotrebu i sigurnosno-tehnički list dostupni su na mrežnom mjestu društva Quotient 
www.quotientbd.com ili ih možete zatražiti od lokalnog distributera tako da navedete relevantnu 
šifru proizvoda koja se nalazi na naljepnicama proizvoda i u uputama za upotrebu dostavljenima 
s proizvodom. 

     

HASZNÁLATI ÚTMUTATÓ   HU 

A használati útmutatók és a biztonsági adatlap elérhetők a Quotient honlapján, 
www.quotientbd.com, illetve igényelhetők a helyi forgalmazótól a vonatkozó termékkód 
megadásával, mely a termék címkéjén és a termékhez mellékelt használati útmutatón található. 

 

ISTRUZIONI PER L'USO    IT 

Le istruzioni per l'uso e la scheda di sicurezza sono disponibili sul sito Web di Quotient, 
www.quotientbd.com, o possono essere richieste al proprio distributore locale fornendo il codice 
del prodotto indicato sulle etichette del prodotto e nelle istruzioni per l'uso fornite con il prodotto.  

 

NAUDOJIMO INSTRUKCIJOS   LT 

Naudojimo instrukcijas ir saugos duomenų lapą rasite „Quotient“ interneto svetainėje adresu 
www.quotientbd.com arba galite jų paprašyti vietinio platintojo nurodydami atitinkamą produkto 
kodą, pateiktą produkto etiketėse ir su produktu pristatytose naudojimo instrukcijose. 

 

LIETOŠANAS PAMĀCĪBA   LV 

Lietošanas pamācība un drošības datu lapa ir pieejama Quotient tīmekļa vietnē 
www.quotientbd.com, vai arī šos dokumentus var pieprasīt no vietējā izplatītāja, norādot 
attiecīgo produkta kodu, kas atrodas produkta marķējumā un produktam pievienotajā lietošanas 
pamācībā. 
 

 

 

http://www.quotientbd.com/
http://www.quotientbd.com/
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GEBRUIKSAANWIJZING    NL 

De gebruiksaanwijzing en het veiligheidsinformatieblad staan op de Quotient-website 
(www.quotientbd.com) of kunnen bij uw leverancier worden aangevraagd door de desbetreffende 
productcode te vermelden. Deze code staat op productlabels en in de gebruiksaanwijzing die bij 
het product worden geleverd. 

 

BRUKSANVISNING   NO 

Du finner bruksanvisning og sikkerhetsdataark på Quotient-nettstedet på www.quotientbd.com, 
eller du kan be om dem hos din lokale forhandler ved å oppgi den aktuelle produktkoden som er 
angitt I produktmerkingen og i bruksanvisningen som fulgte med produktet 

 

INSTRUKCJA UŻYTKOWANIA   PL 

Instrukcja użytkowania i arkusz danych dotyczących bezpieczeństwa są dostępne na stronie 
internetowej firmy Quotient pod adresem www.quotientbd.com. Można je też zamówić u lokalnego 
dystrybutora, podając odpowiedni kod produktu zawarty na etykietach produktów i w instrukcji 
użytkowania dostarczonej z produktem. 
  

INSTRUÇÕES DE UTILIZAÇÃO  PT 

As Instruções de Utilização e a folha de dados de segurança estão disponíveis no website da 
Quotient, em www.quotientbd.com. Pode também solicitá-las ao seu Distribuidor local ao fornecer 
o Código do produto relevante indicado nas etiquetas do produto e nas Instruções de Utilização 
fornecidas com o mesmo. 

 

INSTRUCȚIUNI DE UTILIZARE                                    RO 

Instrucțiunile de utilizare și fișa cu datele de securitate sunt disponibile pe site-ul web Quotient la 
adresa www.quotientbd.com sau pot fi solicitate de la distribuitorul dvs. local, furnizând codul 
produsului respectiv, menționat pe etichetele acestuia, și Instrucțiunile de utilizare furnizate 
împreună cu produsul. 
 

NÁVOD NA POUŽITIE    SK 

Návod na použitie a karta bezpečnostných údajov sú k dispozícii na webovej stránke spoločnosti 
Quotient na adrese www.quotientbd.com alebo si ich môžete vyžiadať od miestneho distribútora, 
ak uvediete príslušný kód produktu uvedený na etikete produktu a návode na použitie dodanom 
s produktom. 

 

NAVODILA ZA UPORABO   SL 

Navodila za uporabo in varnostni list so na voljo na spletni strani družbe Quotient na naslovu 
www.quotientbd.com ali pri lokalnem distributerju, pri čemer je treba navesti kodo izdelka, 
natisnjeno na oznakah izdelka in navodilih za uporabo, priloženih izdelku. 

 

BRUKSANVISNING                                                SV 

Bruksanvisningen och säkerhetsdatabladet finns på Quotients webbplats på www.quotientbd.com 
och kan även beställas av den lokala distributören genom att du uppger produktkoden som står 
på produktetiketterna och i bruksanvisningen som medföljer produkten. 
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