
 

Anti-C+D+E Monoclonal 

For Tube and Slide Techniques 
For in -vitro diagnostic use only 

 
Store at 2 - 8º C. 

 
SUMMARY  
Anti-CDE (monoclonal) reagent is a human IgG/IgM blood grouping 
reagent used to confirm the absence of the C, D and E antigens when 
tested with the slide, tube, microplate and indirect antiglobulin 
techniques. For professional in vitro diagnostic use only.  
 
PRINCIPLE  
When the recommended technique is followed this reagent will cause 
agglutination of red cells carrying one or all of the specific antigens, 
indicating a positive result. Lack of agglutination demonstrates the 
absence of the corresponding Rh antigen 
 
REAGENTS  
Anti-CDE monoclonal human IgM/IgG blood grouping reagent contains 
antibodies from the cell lines MS-24, MS-201, MS-26 and MS-80. RAPID 
LABS Anti-CDE (monoclonal) blood grouping reagent is composed of 
monoclonal human IgM/IgG antibodies in a buffer solution containing 
macromolecular chemical potentiators. The reagent contains <0.1% 
sodium azide (w/v) and bovine material. The reagent is optimised for 
use with the recommended techniques without further dilutions or 
additions. 
 
STORAGE  
Reagent vials should be stored at 2 - 8ºC until the expiry date on the 
product label. Prolonged storage at temperatures outside this range 
may result in accelerated loss of reagent reactivity.  
 
SAMPLE COLLECTION AND PREPARATION  
No special preparation of the patient is required prior to specimen 
collection. Blood should be collected by an approved phlebotomy 
technique. Testing should be performed as soon as possible after 
collection. If testing is delayed, specimens must be stored at 2-8°C. Do 
not use specimens showing gross haemolysis or microbial 
contamination. Failure to store the specimen correctly for example, 
storage at higher temperatures or repeat freezing and thawing, may 
result in false positive or false negative results 
 
PRECAUTIONS  
1. The reagents are intended for in vitro diagnostic use only.  
2. All blood products should be treated as potentially infectious. 

The human donor or cell lines used to produce this reagent have 

been tested and were found to be negative for HCV and HIV 
antibodies, HBsAg, EBV and Mouse Antibody Production (MAP) 
viruses. No known test methods can guarantee that products 
derived from human or animal sources are free from infectious 
agents. Appropriate care must therefore be taken in the use and 
disposal of these reagents and their containers. 

3. The reagent contains 0.1% sodium azide (w/v). Sodium azide 
may be toxic if ingested and may react with lead and copper 
piping to form highly explosive metal salts. Upon disposal flush 
this reagent away with a large volume of water immediately.  

4. Do not use the reagents past the expiration date (see Vial Label).   
5. Protective clothing should be worn when handling the reagents, 

such as disposable gloves and a laboratory coat.   
6. This product should be clear. Turbidity may indicate bacterial 

contamination. The reagent should not be used if a precipitate, 
fibrin gel or particles are present. 

7. This reagent contains bovine material obtained from a USDA 
approved source free of Transmissible Spongiform 
Encephalopathies (TSEs). 

8. The product should be disposed of either by overnight 
immersion in disinfectants at appropriate concentrations or by 
autoclaving. 

 
CONTROLS AND ADVICE  
It is recommended that a positive control and a negative control should 
be tested in parallel with each batch of tests. Tests must be considered 
invalid if controls do not show the expected results. A reagent control 
run in parallel is not required with all tests using this reagent. A 
reagent control is only recommended when typing the red cells of 
patients known to have auto-antibodies or protein abnormalities. This 
should be tested in parallel with the reagent. This reagent has been 
optimised for use as supplied and by the techniques recommended in 
these instructions, its suitability for use with other techniques must be 
determined by the user. In the event of changes in analytical 
performance of the device or damage to the packaging, please contact 
your local distributor. 
 
REAGENTS AND MATERIALS REQUIRED  
1. Timer.  
2. Glass microscope slides. 
3. Test tubes. 
4. isotonic saline solution  
5. Incubator. 
6. centrifuge.  
 
RECOMMENDED TECHNIQUES  
A. Tube Technique   
1. Prepare a 3-5% suspension of washed test red cells in isotonic 

saline.  
2. Place in a labeled test tube: 1 volume Atlas Anti-CDE reagent (40 

µl) and 1 volume test red cell suspension (40 µl).  
3. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 

rcf or for a suitable alternative time and force.  

4. Gently resuspend red cell button and read macroscopically for 
agglutination. 

5. Incubate all negative or weakly positive tests a 37°C for 5 
minutes and repeat steps 3 and 4 as this may enhance the 
reaction strength in typing red cells of rare phenotypes. 

 
B. Slide Technique  
1. Prepare a 35-50% suspension of test red cells in serum, plasma 

or isotonic saline.  
2. Place on a labeled glass slide: 1 volume of Atlas Anti-CDE reagent 

(40 µl) and 1 volume of test red cell suspension (40 µl).   
3. Using a clean applicator stick, mix reagent and cells over an area 

of about 20 x 40 mm.  
4. Read macroscopically after 2 minutes over a diffuse light and do 

not mistake fibrin strands as agglutination.  
 

INTERPRETATION OF TEST RESULTS  
 Positive: Agglutination of the test red cells constitutes a positive 

test result and within accepted limitations of test procedure, 
indicates the presence of the appropriate Rh antigen on the test 
red cells.    

 Negative: No agglutination of the test red cells constitutes a 
negative result and within the accepted limitations of the test 
procedure, indicates the absence of the appropriate Rh antigen 
on the test red cells. 
NOTE: Test results of cells that are agglutinated using the 
reagent negative control shall be excluded, as the agglutination 
is most probably caused by the effect of the macromolecular 
potentiators in the reagent on sensitised cells. 

 
LIMITATIONS  
1. This reagent will not agglutinate rG cells. 
2. Red cells showing a positive direct antiglobulin test (DAT) may 

produce false positive results. The use of a monoclonal control 
reagent is recommended for detection of such potentially false 
positive results. 

3. Rigid polystyrene microplates are generally more suitable than 
those made from PVC. Each batch of microplates should be 
evaluated in the user's system prior to acceptance as suitable for 
routine usage. 

4. False positive or false negative results may occur through 
contamination of test materials or any deviation from the 
recommended technique. 

 
Rh ANTIGEN FREQUENCIES 

These vary in different populations. Approximate frequencies in the 
general Caucasian population are: 
D (85%), C (70%), E (30%), c (80%), e (98%). 
 
PERFORMANCE CHARACTERISTICS  
Anti-CDE reagent has been tested by each of the recommended 
techniques with donor, clinical and neonatal specimens collected in the 
anti-coagulant EDTA and citrate. The sample population represented all 



major Rhesus phenotypes. The total number of tests (n) and the 
sensitivity and specificity was calculated for each technique and is 
displayed below 

Technique Anti-CDE 

n Sensitivity% n Specificity% 

Tube 879 100 410 99.7 

Slide 443 100 100 100 

Diagnostic Sensitivity: The probability that the device gives a positive 
result in the presence of the target marker. Diagnostic Specificity: The 
probability that the device gives a negative result in the absence of the 
target marker. 
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