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DAT-QC IgG — Reference 97257

Nature of the change compared to the previous version 2025-09 :

= Page 1: Update of the name and address of the UK Authorised Representative.

= Section 8: Rewording of the risks associated with signs of contamination or marked
haemolysis.

= Section 11: Separate explanation of the symbol for authorised representatives.

Internal Quality Control for the direct antiglobulin anti-IgG test
(direct Coombs test)

1. Intended use

The use of independent Internal Control Quality or 1QC is part of Good Laboratory Practices (GLP) guidelines. It is
mandatory in a corrective quality approach, aimed to control the daily use of the analytical interactive process “device
—technic — reagents”. It detects abnormalities to correct them immediately.

The DAT-QC IgG is an IQC that allows under the responsibility of the biologist the validation of the direct antiglobulin
test (DAT), using anti-IgG specific antiglobulin.

2. Principle and generalities

Direct antiglobulin testing is used to detect in vivo sensitization of the patient's red blood cells (RBC) by anti-IgG
antibody and/or complement fractions, particularly in the evaluation of hemolytic anemia.

The analytical system is controlled by using RBC specifically sensitized in vitro by IgG and RBC specifically sensitized in
vitro by complement fractions C3b-C3d.

The ICQ DAT-QC IgG is composed of an anticoagulated sample of human red blood cells previously sensitized in vitro
with 1gG antibodies.

3. Precautions and warnings

- Wear disposable gloves for manipulation of reagents and biologic samples.

- This 1QC contains bovine derived products.

- Human derived products have been negatively tested to anti-HIV 1 and 2, anti-HCV antibodies, and HBs antigen, but
must be considered and handled like potentially infectious products.

- This control must be used by qualified technicians in immunohematology (IH).

After use, close the tubes and place them back between +2°C and +8°C.

Do not freeze.

Do not use reagents from a damaged packaging.

- For the automatic technique, check the compatibility of the ICQ tube’s height with the equipment used (especially at
the height of the tube to avoid the torsion of the needle).

4. 1QC ready for use

The 1QC DAT-QC IgG is ready to use and must be analyzed like any biological samples.
This 1QC is made up of sensitized human red blood cells, then resuspended at 25-30% in a buffered solution
containing preservatives (antibiotics: trimethoprim and sulfamethoxazole).

Denomination Packaging Reference
DAT-QC I1gG 2x4 mL 97257

5.Stability and conservation

The tubes must be stored vertically between +2°C and +8°C. The expiration date on the label applies for the product
before opening and stored between +2°C and +8°C.

Before each use, the controls must be returned to room temperature.

After opening, stored between +2°C and +8°C, and with respect to the handling conditions that prevent contamination,
the product is stable up to 14 days (note the opening date on the label).
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After each use, the tubes must be immediately stored between +2°C and +8°C during the 14-day period.

6.Instructions for use
A/ Advices

- Do not use the product after the expiration date,
- Centrifugate IQC tube before each use,
- Do not use the IQC if it shows a large hemolysis.

B/ Process

The 1QC must be analysed applying the same conditions than the applied for any patient samples, according to the
reagent’s IFU, whatever the chosen technic: manual or automatic.

7.Results and analysis

ac Well | pnti-lge | Anti-c3b-c3d | Control

DAT-QC IgG Positive Negative Negative

- Anti-1gG well: 21+ possibly mixed field reaction*

- Anti-C3b-C3d well: negative**

- Control well: negative

*This internal quality control contains red blood cells sensitized in vitro by an antibody of the IgG type. This may not be
fixed on the whole of the erythrocyte population, causing in this case a mixed field reaction to appear visible depending
on the technique used, which may moreover be the case in certain clinical situations: the result must then be
considered positive.

**Weakly positive reactions (<1+) can be observed in the anti-C3b-C3d well. These reactions are not to be considered
in the interpretation of the results, and do not call into question the reactions specifically obtained in the anti-IgG well.
The analytical validation is based on a positive result for the “anti-IgG” well, and a negative reaction with the “Control”
well. Obtaining discordant results reveals an anomaly (technical, reagent or material) and should be the subject of
corrective actions to remedy it.

8.Limits:

- Signs of contamination (precipitate, significant turbidity, flocculent appearance), as well as marked signs of
haemolysis, may affect test performance and lead to erroneous results. Do not use samples or reagents showing such
signs,

- Do not use contaminated consumables,

- Rigorously respect the associated products processes: reagents, volumes, RBC concentration, incubation time and
temperature, centrifugation parameters,

- Any deviation from the manufacturer's instructions is the responsibility of the user.

9.Performances:

- Each DAT-QC IgG batch undergoes a control, to ensure a constant quality of the product.

- Performance’s evaluation studies were performed on “Anti-lgG/Anti-C3b-C3d/Control” microfiltration cassettes in
manual technique and on an automated system (ORTHO VISION®) with one batch of 1QC DAT-QC IgG. The results
obtained were compliant with the application’s field.
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11. Symbols:

This device meets the requirements of the European directive 98/79/EC.

In vitro diagnostic medical
device

LOT| |Batch code

EH

g Use-by date Catalog reference
Compliance  with the
+8°C . .
+2,yﬂf Limit of temperature ( E European directive
98/79/EC

Manufacturer Referes to the manual

Eip=

UK Responsible Person
Swiss Responsible Person

Q>

Biological risk

(2]
x

12. Change in performance and disposal:

- Change in performance: if the device fails, note the batch number and contact Institut de Biotechnologies Jacques
Boy (IBJB), indicating this number and the observed failure.

Tel: +33(0)3 267972 72 Fax: +33(0)3 26 79 72 73
Email: contact@ibijb.fr Website: www.ibjb.fr

- Disposal: Rigorously respect your country’s current legislation. We recommend contacting authorities for information
regarding the management of this type of waste, and the processes to follow.
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