GUIDELINES FOR APPROVAL OF BLOOD AND/OR ITS COMPONENTS TO STORAGE CENTRES AND FIRST REFERRAL UNIT, COMMUNITY HEALTH CENTRE, PRIMARY HEALTH CENTRE OR ANY HOSPITAL

 

Ministry of Health & Family Welfare (Deptt. of Health) vide Notification No. GSR 909(E) dated 20th December, 2001 exempted blood storage centers run by FRU, Community Health Centre, PHC or any hospital from the purview of obtaining license for operation.  This notification has been inserted under Schedule K of Drugs & Cosmetics rules, 1945 under serial no. 5B.  The main aim of this notification is to make abundant availability of whole human blood or its components to the said hospitals without taking licence.  However, this exemption is applicable to those centers which are transfusing blood and/or its components less than 2000 units per annum.

 


In order to ensure the safety and quality of blood and/or its components to be stored in such blood storage centers, the following conditions are applicable before getting exemption from the purview of taking  of a license from the respective State Drugs Controllers:-    

 

	           “5B :- . Whole Human Blood I.P. and / or its components stored for transfusion by a First Referral Unit, Community Health Centre, Primary Health Centre and a Hospital
	The provisions of Chapter IV of the Act and the rules made there under which require obtaining of a license for operation of a blood bank or processing Whole Human Blood and / or its components, subject to the following conditions, namely:-

 

(1) The First Referral Unit, Community Health Centre, Primary Health Centre and / or any Hospital shall be approved by the State / Union Territory Licensing Authority after satisfying the conditions and facilities through inspection.

 

(2)  The captive consumption or Whole Human Blood I.P. or its components in the First Referral Unit, Community Health Centre, Primary Health Centre and/or any Hospital shall not be more than 2000 units annually.

 

(3) The Whole Human Blood and/or its components shall

be procured only from Government Blood Bank and/or Indian Red Cross Society Blood Bank and/or Regional Blood Transfusion Centre duly licensed.

 

(4) The approval shall be valid for a period of two years 

from the date of issue unless sooner suspended or cancelled and First Referral Unit, Community Health Centre, Primary Health Centre or the Hospital shall apply for renewal to the State Licensing Authority three months prior to the date of expiry of the approval.
 

(5) The First Referral Unit, Community Health Centre,        Primary Health Centre and/or any Hospital shall have the following technical staff for storage of blood or its components:-

(a) A trained Medical Officer for proper procurement, storage and cross matching of blood and/or its components.  He/she shall also be responsible for identifying haemolysed blood and ensure non-supply of date expired blood or its components.

(b) A blood bank Technician with the qualification and experience as specified in Part XII B of Schedule F or an experienced laboratory  technician trained in blood grouping and cross matching.

 

(5) The First Referral Unit, Community Health Centre, Primary Health Centre and Hospital shall have an area of 10 sq. meters.  It shall be well lighted, clean and preferably air-conditioned.  Blood bank refrigerator of appropriate capacity fitted with alarm device and temperature indicator with regular temperature monitoring shall be provided to store blood units between 2°C to 8°C and if the components are proposed to be stored, specified equipments as specified in Part XII B of Schedule F shall also be provided.

 

(6) The First Referral Unit, Community  Health Centre, Primary Health Centre and Hospital shall maintain records and registers including details of procurements of Whole Human Blood I.P. and/or blood components, as required under Part XII B of Schedule F.

 

(7) The First Referral Unit, Community Health Centre, Primary Health Centre and Hospital shall store samples of donors blood as well as patients sera for a period of seven days after transfusion.”
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GUIDELINES BEFORE GRANT OF APPROVAL  FOR OPERATION OF WHOLE HUMAN BLOOD AND/OR ITS COMPONENTS STORAGE CENTRES RUN BY FIRST REFERRAL UNIT, COMMUNITY HEALTH CENTRE, PRIMARY HEALTH CENTRE OR ANY HOSPITAL.

*****

 

The following guidelines may be followed before exempting the said institutions for obtaining of a license for operation of a Blood Bank or processing Whole Human Blood / or its components :

1. The applicant shall be First Referral Unit, Community Health Centre, Primary Health Centre or any Hospital.

 

2. The applicant shall furnish an undertaking to the licensing authority that the captive consumption of Whole Human Blood or Components shall not be more than 2000 units annually.

 

3. The applicant shall enclose list of equipment needed for storage viz blood bank refrigerator with alarm system & temperature indicator.  A separate list of equipments for blood components would be enclosed if proposed to be stored.  

 

4. The applicant shall furnish the following :

a
Name of the medical  officer responsible for conducting operation of blood storage center.

b
Attested certified copies of MBBS or MD qualification

c
Name, certified copies of qualification and experience of the blood bank technician.

d
Name, attested certified copies of qualification and experience of the blood bank technician having non-DMLT qualification

5. The applicant shall furnish the source of procurement of Whole Human Blood / Blood Components namely the name and address of the Blood Banks.

a. The source of procurement of blood / components shall be from licensed Blood Banks run by Govt. Hospitals / Indian Red Cross Society / Regional Blood Transfusion Centres only.  

b. A letter of consent from the above Blood Banks who intend to supply Whole Human Blood / Blood Components to the Blood Storage Centres shall be furnished along with the application.

 

6. The applicant shall submit the plan of the premises.  A minimum area of 10 sq. meter is essential for the Blood Storage Centre.  

 

7. In order to satisfy the conditions and facilities, an inspection of the proposed Blood Storage Centre may be carried out by the respective State Drug Control Department.

 

 

 

8. The Inspection team shall also inspect the Blood Banks who have given consent letters for supply of Whole Human Blood / Components.  The inspection team may verify whether the Blood Banks have sufficient quantity of blood units to be supplied to the Blood Storage Centers and also verify the mode of shipper or containers used for supply of blood units / components to ensure that the proper storage condition is maintained as per the pharmacopoeia.  The Blood Bank shall label the blood units / components as per the Drugs & Cosmetics Rules, 1945.  

 

9. 9.      The Blood Banks who intend to supply the blood units / components shall test the following mandatory tests before supplying to Blood Storage Centres.

a. Blood Grouping 

b. Anti Body Testing 

c. Haemoglobin Content

d. HIV I & II Anti Bodies

e. Hepatitis B Surface antigen

f. Hepatitis C Anti Body

g. Malarial Parasite

h. Syphilis or VDRL 

 

The label of the tested blood unit shall contain the above particulars with date of testing before supplying to Blood Storage Centers.  

The Blood Bank shall maintain a separate register for supply of blood units / components to Blood Storage Centers with all necessary details.

 

10. 10.  The validity of approval shall be for a period of 2 years from the date of issue of the approval.

 

11. 11.  The State Licensing Authority shall forward the approved Blood Storage Centers to the concerned Zonal Officer immediately.

 

 

 

 

