Clarification to BID doc of Procurement of Medical and Diagnostic equipment and Medical Furniture for "Center of Hematology named after R.H. Yeolyan" ICB No: CR4/ICB/B-G/012-15

1. Question: Lot 1 Item 9

It is known that both WHO and British Committee for Standards in Hematology, as well as many other regulatory organization all over the glove have implemented the “30 minutes” rule for the transfusion of red blood cells. According to this principle, red blood cells should not be kept in conditions with uncontrolled temperature. After red blood cells are taken out from refrigerator, either the transfusion should start in not more than 30 minutes time, or they have to be returned to a refrigerator (again not exceeding the 30 min). If this timeframe is not kept, the red blood cells should be discarded. 

For more information you can follow the links below. 

http://www.who.int/bloodsafety/clinical_use/en/Handbook_EN.pdf
http://www.bcshguidelines.com/documents/Admin_blood_components_bcsh_05012010.pdf
Connected with the fact stated above, it is very important that the device for irradiation of blood components should be able to carry out this task in a timeframe of less than 30 minutes. And it is very important to add this criteria to the specifications of the unit.

Answer:  Please be informed, that the main reason of irradiation of blood components is prevention of the donor’s white cells replication and mounting an immune response against a vulnerable patient causing transfusion-associated graft-versus-host disease. Thus, use of irradiated blood components is being regulated by the special guidelines. For example, the “Guidelines on the use of irradiated blood components” (2013) Prepared by the BCSH Blood Transfusion Task Force refers to the minimum dose achieved, which should be not less than 25 Gy, but not to the time of irradiation. Furthermore, the Guideline indicates that, “Red cells may be irradiated at any time up to 14 days after collection, and thereafter may be stored for a further 14 days.”. 

Another document prepared for the Healthcare Professionals- “FACTSHEET Irradiated Blood Components” (2014) states same things: “Red cells used in intrauterine or exchange transfusion need to be less than five days old when irradiated and transfused within 24 hoursof irradiation to ensure optimal red cell function and low potassiumlevels” and “Red cells for other patient groups need to be less than 14 days old when irradiated and will expire 14 days after irradiation”.

The Russian Federation also has its own rules and regulations regarding safety and transfusion of blood (Government Decree of the RF #29 from January 26, 2010). For example points 47 and 48 of the decree indicates that maximal storage time of the erythrocytes(the red cell of blood) from harvesting and before freezing is 5 days, for trombocytesis 24 hours. Regarding the irradiation, the Decree states the dose of irradiation, which must assure the dose of 25-50 Gy, but not limit the time for irradiation. In addition, the point 54 indicates that the components of blood which contain red cell (erythrocytes) can be irradiated not later than 14 days from the harvesting and could be stored during 24 days.

Therefore, indicated by you guidelines do not reflecting the rules and regulations of the blood irradiation and could not be considered.

2. Question: Lot 1 Item 9

Blood components irradiation device. In technical specifications there is the following statement: 

The shaking of the tray during irradiation: Availability:
Please take into account that this requirement is necessary only for a device with 1 x-ray tube for irradiation in order to ensure homogenous irradiation of the samples. On the other hand, if the device has 2 x-ray tubes, the tray should not be able to move or shake, as in this case preliminary dose mapping is done in order to ensure uniform irradiation, hence the moving of the tray may hinder the uniformity of samples irradiation. This is why we ask you to take into account this requirement for only the devices with 1 tube, and not for units with 2 tubes.

Answer: Blood components irradiation device with two x-ray tube do not contradicts to the specifications mentioned in the tender, as the line of x-ray tube specified “1 or more”.

3. Question: Lot 4 ART. 3 Table for laboratory equipment 
According to our manufacturers, the maximum thickness of bench top made of MDF is 18mm while 36mm can be used only for plastic laminate. 

Answer: We confirm that bench top made of MDF 36mm do not contradicts to the specifications mentioned in the tender.

