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Terms and definitions
Accuracy of measurement: Closeness of the agreement between the result of a measurement 
and a true value of the measure.

Apheresis: The process by which blood is drawn from a donor, after separating desired 
plasma or cellular component is returned simultaneously to the same donor.

ART: Anti retroviral therapy

Autologous blood: The blood drawn from the patient / recipient for re-transfusion into him / 
her later on.

Blood: Includes whole human blood, drawn from a donor and mixed with an anti-coagulant.

In-Charge Blood Centre / Blood Centre Director: Competent person (s) with responsibility 
for, and authority over, a Blood Centre.

Blood Centre Management: Person (s) manages the activity of a Blood Centre headed by a 
Blood Centre In-Charge/ Director.

Blood Component: A drug prepared, obtained, derived or separated from a unit of blood 
drawn from a donor.

Blood Product: A drug manufactured or obtained from pooled plasma of blood drawn from 
donors by fractionation.

Closed system: A system, the contents of which are not exposed to air or outside elements 
during preparation and separation of components.

CDSCO: Central Drugs Standard Control Organization

Competence: Ability of an individual to perform a specific task according to the procedure. 

Corrective Action: An activity performed to eliminate the cause of an existing non-
conformance or other undesirable situation to prevent a recurrence.

COVID–19: Coronavirus disease 2019 (Covid-19) is an illness caused by a novel coronavirus 
now called severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2). On March 11th 
2020, WHO declared Covid - 19 as a global pandemic.

DGHS: Director General of Health Services, Government of India

Disaster: An event (internal, local, or national) can affect the blood supply or the safety of 
staff, patient/recipients, volunteers, and donors. 

Document (noun): Written or electronically generated information and work instructions. 
Examples of documents include quality manuals, procedures or forms.

Document (Verb): To capture information for use in documents through writing or electronic 
media.

E-Raktakosh:  E-Raktkosh is an initiative to connect, digitize and streamline the workflow of 
blood banks across the nation/ India for Blood Centres from all sectors.

Erythrocytapheresis: Erythrocytapheresis is a collection of RBCs by automated apheresis. 
This procedure allows the collection of two units of red cells.

Equipment: A durable item, instrument or device used in a process or procedure.

Graft - Versus – Host Disease (GvHD): Transfusion-associated GvHD is a complication of 
blood component therapy or bone marrow transplantation. GvHD disease occurs if donor–
functional lymphocytes engraft and multiply in a severely immunodeficient recipient. These 
engrafted donor cells react against the foreign tissue of the host (recipient).
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Haemovigilance: Haemovigilance is a set of surveillance procedures covering the whole 
transfusion chain from the collection of blood and its components to the follow-up of its 
recipients intended to collect and assess information on unexpected or undesirable effects 
resulting from the therapeutic use of labile blood products and to prevent their occurrence and 
recurrence. It is an important tool for improving safe blood transfusion practices in a country. 

Incident: An unplanned deviation from a facility’s established policy, process or procedure.

Label: An inscription affixed to a unit of blood, component, tissue, derivative or sample for 
identification.

Labelling: Information required or selected to accompany a unit of blood, component, tissue, 
derivative or sample, which may include content, identification, description of the process, 
storage requirements, expiration date, cautionary statements or indications for use.

Laboratory: Laboratory for the biological, microbiological, immunological, serological, 
immunohaematological, haematological, or other examination of materials derived from the 
human body to provide information for the diagnosis, prevention, pre-transfusion check and 
treatment of disease in, or assessment of the health of, human beings, and which may provide 
a consultant advisory service covering all aspects of laboratory investigation including the 
interpretation of results and advice on further appropriate investigation.

Measurement: Set of operation having the object of determining a value or a quantity.

Non-conformance: Failure to meet the requirement.

Nucleic Acid Amplification Testing (NAT): Nucleic acid testing (NAT) is a molecular 
technique for screening donated blood to reduce the risk of transfusion-transmitted infections 
in the recipients, thus providing an additional layer of blood safety. NAT is highly sensitive and 
specific for viral nucleic acids, narrows the window period of HIV, HBV and HCV infections. It 
is an optional test.

Open System: A system, the contents of which are exposed to air and outside elements 
during preparation and separation of components.

Organization: An Institution, or part thereof that has its functions and executive management.

PLHA: Patients living with HIV/ AIDS

Policy: A documented general principle that guides present and future decisions.

Preventive action: An action taken to reduce the potential for non-conformance or other 
undesirable situations. 

Procedure: A series of tasks usually performed by one person according to instructions.

Process: A set of related tasks and activities that accomplish a work goal by transforming 
inputs into outputs.

Process control: The efforts to standardize and control processes to produce predictable 
output, meet standards, and minimise variation.

Product: A tangible result of a process or procedure.

Professional donor: A person who donates blood for a valuable consideration, in cash or 
kind, from any source, on behalf of the recipient-patient / recipient and includes a ‘blood 
seller’ or ‘paid donor’ or a ‘commercial donor’.

Proficiency testing: The structured evaluation of laboratory methods assesses the suitability 
of processes, procedures, equipment, materials and personnel.

Quality: Characteristics of a unit of blood, component, tissue, derivative, sample, critical 
material, or service that bear on its ability to meet requirements, including those defined 
during agreement review.
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Quality Management System: The organisational structure, processes, or procedures 
necessary to ensure that overall outcome and direction of an organisation’s quality programme 
is met and the quality of the product or service is ensured. This includes strategic planning, 
resource allocation, and other systemic activities such as quality planning, implementation 
and constant evaluation.

Quality Assurance: Activities involving quality planning, control, assessment, reporting 
and improvements necessary to monitor progress towards changing quality standards and 
requirements.

Quality indicators: Measurable aspects of process outcomes that indicate condition or 
direction of performance over a while and progress towards stated quality goals or objectives.

Qualification: Demonstration that an entity is capable of fulfilling specified requirements and 
verification of attributes that must be met or complied with so that a person or a thing is 
considered fit for performing a particular function.

Quality Control: Testing performer routinely on materials and equipment, product and 
services to ensure their proper function.

Quarantine: To isolate untested / inconclusive or results pending confirmation including 
blood, components, tissues, derivatives or materials to prevent their distribution or use.

Reference standards: Reference standards define how or within what parameters an activity 
shall be performed and are most detailed than management system requirements.

Replacement donor: A donor who is a family friend or relative of the patient / recipient.

Sample: One or more parts taken from a system and intended to provide information on the 
system, often to serve as a basis for a decision on the system or its production.

Traceability: Property of the result of a measurement or the volume of a standard whereby 
it can be related to stated references, usually national or international standards, through an 
unbroken chain of comparisons, all having stated uncertainties. 

Transfusion Service: A facility that performs one or more of the following activities: 
compatibility testing, storage, selection and issuing of blood and components to intended 
recipients. Transfusion services do not necessarily collect blood or process whole blood into 
components.

True Positive: A positive result on both the initial test and the confirmatory test.

The trueness of measurement: Closeness of agreement between the average values 
obtained from an extensive series of measurements and a true value.

Uncertainty of measurement: Parameter associated with the result of a measurement 
that characterised the dispersion of the values that could reasonably be attributed to the 
measurement.

Unit: A container of blood or one of its components in a suitable volume of anticoagulant 
obtained from a blood collection from one donor.

Validation: Establishing recorded evidence that provides a high degree of assurance 
that a specific process will consistently produce an outcome, meetings its predetermined 
specifications and quality attributes.

Verification: Confirmation by examination and provision of objective evidence that specified 
requirements that have been met.

Voluntary (Non-remunerated) blood donor: A person who voluntarily donates blood after 
he/she has been declared fit after a medical examination, for donating blood, on fulfilling the 
criteria given hereinafter, without accepting in return any consideration in cash or kind from 
any source, but does not include a professional or a paid donor.
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1.1 	 GENERAL: 
1.1.1 	 Blood Centres and Transfusion Services should accept blood from only voluntary 

non-remunerated safe blood donors and do away with the high-risk donors and 
professional blood donors. In addition, they should gradually phase out replacement 
blood donors. Professional blood donors have been banned as per the Honorary 
Supreme Court of India directive.

1.1.2 	 The Blood Centre shall provide appropriate preventive clothing to all personnel 
working in different areas, including clean overall, head gears, foot wears, gloves 
etc., wherever applicable.

1.1.3 	 The Blood Centre shall provide adequate regular health check-up and protection for 
health, including vaccination.

1.1.4 	 There shall be adequate provision for hand washing/ hand hygiene, protective 
equipment/ clothing and toilet facility for employees.

1.1.5 	 The Blood Centre shall have a program of safe and acceptable housekeeping. 

1.1.6 	 The Blood Centre shall practice proper disposal of general waste and biomedical 
waste as specified by competent authorities from time to time. 

1.1.7 	 All materials for blood collection and transfusion shall be sterile, pyrogen-free and 
disposable and should be stored in an air-conditioned area.

1.1.8 	 All containers and anticoagulants used for storage, preservation of blood and blood 
components, and required reagents used to test blood samples shall meet the 
Standards of Drugs and Cosmetics Act and Rules and Bureau of Indian Standards 
(BIS).

1.2 LEGAL IDENTITY:
1.2.1 	 The Blood Centre or Blood Transfusion Service shall have its own legal identity with 

a constitution, which defines the responsibility and authority of the management. It 
should be affiliated with a compliant identity as per the legal system of the country.

1.2.2	 The regulations and guidelines approved by the DGHS/National Blood Transfusion 
Council/CDSCO and subsequently modified by respective State. 

1.3 	 QUALITY PARAMETERS:
1.3.1 	 All Blood Centres shall have their Quality Policy.

1.3.2 	 Blood Centres should prepare an organogram presenting reporting structure in the 
organization. 

1.3.3 	 The Blood Centre is encouraged to define a quality system and to prepare a Quality 
Manual.

1.3.4. 	 Blood Centres shall enrol in at least one External Quality Assessment Scheme 
(EQAS) program.

Chapter-1:

Introduction



5

1.3.5 	 Every section responsible for various services will define its Quality Control (QC) 
program, including outsourcing services. 

1.3.6 	 Each Blood Centre shall maintain a detailed standard operating procedure manual, 
as well as records in hard copies (forms, registers, labels) or in electronic format as 
prescribed by Drug & Cosmetics Rules.

1.3.7 	 There shall be adequate and competent staff as prescribed in Schedule F Part XII 
B & C of Drug and Cosmetic rules. The records of their qualifications, training and 
competency should be maintained. 

1.3.8 	 The Blood Centre shall have a suitable space and environment for the operation as 
per the requirement of the Drugs and Cosmetics Rules. 

1.3.9 	 All equipment required for the operation of the Blood Centre to deliver quality 
outcome shall be available on the premises in adequate quantities. Additional or 
advanced equipment may be added to obtain better safety for better quality on blood 
and components. All equipment should meet the minimum standard as specified 
by manufacturers to deliver quality components. The equipment maintainance 
should be taken up by the state health department for government Blood Centers 
under equipment maintanance programme, if possible. There shall be a regular 
program for equipment maintenance in all Blood Centres. The records of calibration, 
maintenance and validation of equipment shall be maintained as specified in Drugs 
and Cosmetics Rules.

1.3.10 	 The Blood Centre should develop a process to identify deviations, reporting and 
taking corrective actions.

1.3.11 	 The Blood Centre shall develop a process to control documents by maintaining and 
archiving all documents/ records as specified by the Drug and Cosmetics Rules.

1.3.12 	 The Blood Centre should be encouraged to carry out an internal audit at least once 
a year by its employees or by external personnel in a planned manner.

1.3.13 	 The Blood Centre personnel should follow all ethical codes prescribed by their 
respective professions. The management should follow all ethical practices mandated 
by applicable national and international guidelines.
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2.1 	 GENERAL:
2.1.1 	 The Blood Centre or Blood Transfusion Service shall have its constitution, which 

defines the responsibility and authority of the management.

2.1.2 	 The Blood Centre shall function under the direction of a licensed physician qualified 
by training and by experience as a Transfusion Medicine Specialist (Medical Officer, 
Blood Centre) who shall be responsible for all medical, technical and administrative 
services.

2.1.3 	 All Blood Centres shall be licensed by State Drugs Control (Licensing Authority) and 
approved by Drugs Controller General (India) and shall be regulated by Drugs and 
Cosmetics Act and rules there under. The Blood Centre shall have a valid license 
from Central Drugs Standard Control Organization (CDSCO) and approved by 
Drugs Controller General (India), central license approving authority under Drug and 
Cosmetic Rules-1945 with further amendments.

2.1.4 	 Blood Centre shall comply with laid-down standards in Drugs and Cosmetic Rules 
in recruitment and selection of blood donors, collection, processing, storage and 
distribution.

2.1.5  	 Applications for grant or renewal of license for operation of Blood Centre or 
processing of human blood components shall be made by the Blood Centre run by 
the Government, Indian Red Cross Society, Hospital, Charitable Trust or Voluntary 
organization. Blood Centre run by Charitable Trust or Voluntary organization needs 
to be approved by a State or Union territory Blood Transfusion Council as per 
procedure laid down by the National Blood Transfusion Council.

2.2 ORGANOGRAM:
2.2.1 	 There should be an authorised organogram showing a clear delineation of reporting 

structure and inter-relationships between operations, support services and quality 
functions. This organizational structure should be captured in writing or electronically. 

2.2.2 	 The organogram should be reviewed at establishment defined intervals and updated 
as required.  

2.3 	 QUALITY MANAGEMENT SYSTEM:
2.3.1 	 All Blood Centres should have their Quality Policy and Quality Manual that addresses 

the systems in use. 

2.3.2 	 Every section responsible for various services will define its own Quality Control 
program, including outsourced services. Blood Centre shall participate in EQAS 
programmes, properly document it and take corrective action if necessary. 

Chapter-2:

Organization and 
Management
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2.3.3 	 The in-charge of the Blood Centre shall be responsible for the design, implementation, 
maintenance and improvement of the quality management system. 

2.3.4 	 The in-charge of Blood Centre or designated person from the management shall 
be authorized to issue, approve, delete and control the Quality Manual of the Blood 
Centre and related documents. Quality Manual shall include the scope of services, 
objective of quality management system with management commitment to comply 
with the standards and local regulations. 

	 Quality Manual will describe all the aspects of the quality management system and the 
structure of the documentation used in the quality management system. Therefore, 
all personnel should be familiar with the quality management system with the use 
and application of the Quality Manual and all referenced documents. The Quality 
Manual should be kept updated under the authority of In-charge, Blood Centre.

2.3.5 	 Each Blood Centre shall maintain a Policy Document and a standard operating 
procedure manual and records (forms, registers, labels) in a prescribed format as 
mandated by the Drugs & Cosmetics Rules.

2.3.6 	 There shall be adequate and competent staff as prescribed in Schedule F Part XII 
B & C of Drugs and Cosmetic rules. The records of their qualifications, training and 
competency shall be maintained.

2.4 	 QUALITY ASSURANCE SYSTEM:
	 The Blood Centres shall establish and maintain a quality assurance system based on 

any current national or international standard that includes the following essentials.

•	 Organization and Management
•	 Resources
•	 Equipment
•	 Supply and customer issues
•	 Process control
•	 Documents and records 
•	 Deviations, non-conformances and complications
•	 Assessments
•	 Process improvements
•	 Facilities and safety

2.5 	 FINANCIAL ACTIVITIES:
2.5.1 	 Accurate costing enables accurate planning and budgeting so that the Blood Centre 

runs efficiently without shortage of supply in the middle of the year. It also enables 
planning for future expansion, evaluates cost-effectively and helps in the mobilisation 
of resources.

2.5.2 	 There shall be an adequate budget allocated for all essential activities such as 
staff and all related costs, including training; reagents; kits; blood bags; general 
laboratory supplies; stationery and printing; equipment maintenance/replacement; 
capital assets, e.g., vehicles; building maintenance/expansion; utilities; electricity, 
telephone, water etc.; public relations and IEC materials.

2.5.3 	 Processing charges of a unit of blood shall be derived by dividing the total cost per 
year (capital and recurrent) by the number of units collected per year. The price 
of blood components shall be following the guidelines laid out by National Blood 
Transfusion Council and respective State Blood Transfusion Council (SBTC) and 
shall be revised as per the amendments from time to time. 
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2.5.4 	 The policy of charging a deposit against a replacement of blood to be made later 
shall be discontinued. All attempts should be made to collect blood/ components 
from voluntary non-remunerated donors. However, in the case of family members’ 
donation, they should be motivated to retain as voluntary donor in the future.

2.5.5 	 The processing charges of the Blood Centre shall be displayed at a prominent place, 
and NBTC guidelines on processing charges shall be followed.

2.6 	 PREVENTION OF SEXUAL HARASSMENT (PoSH):
	 The Blood Centre shall have a policy and procedure to address sexual harassment 

at workplaces. Existing guidelines from national authorities shall be followed.

2.7 	 DISASTER MANAGEMENT:
	 The Blood Centre shall have a policy and procedure to counter manmade and natural 

disasters affecting the premises and services of the organization.
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3.1 	 GENERAL:
3.1.1 	 The Blood Centre shall have minimum operational areas as recommended by the 

Drugs and Cosmetics Act and Rules and other statutory bodies. The minimum area 
mentioned below shall commensurate with the quantum of work in a Blood Centre. 
The minimum area prescribed by the Drugs and Cosmetic Act is 100 sq meter for 
whole blood donation and operation. There shall be a room each for:

3.1.1.1 	 Registration and medical examination with adequate furniture and facilities for 
registration, selection and waiting of donors

3.1.1.2 	 Donor counselling and motivation area with adequate privacy 

3.1.1.3 	 Blood collection area (air-conditioned). This area may be used for any apheresis 
procedures (addition of minimum 10 square meters), including platelets, plasma and 
cellular components like granulocytes, leucocytes and other mono-nuclear cells.

3.1.1.4 	 Refreshment-cum-rest room (air conditioned)

3.1.1.5 	 Blood component preparation (additional 50 square meters area; air-conditioned 
and to maintain an ambient temperature between 20-25oC)

3.1.1.6 	 Laboratory for blood group serology (air-conditioned)

3.1.1.7 	 Laboratory for blood-transmissible diseases like hepatitis, syphilis, malaria, HIV-
antibodies (air-conditioned)

3.1.1.8 	 Identified Quality Control area with component preparation area

3.1.1.9 	 Sterilization-cum-washing area

3.1.1.10 Store-cum-records area as well as an air-conditioned area for storage of blood bags 
and apheresis kits.

3.2 BLOOD DONATION DRIVES / CAMPS:
	 A blood donation camp is one of the key factors for achieving maximum voluntary 

blood donation in the country. Adequate publicity and IEC material shall be available.

3.2.1 	 As per the Drugs and Cosmetic Act, it shall be organised by-

a)	 A licensed designated Regional Blood Transfusion Centre
b) 	 A licensed Government Blood Centre 
c) 	 An Indian Red Cross Society Blood Centre 
d) 	 A licensed Blood Centre run by registered voluntary or charitable organisations 

recognised by State or Union Territory Blood Transfusion Council
e) 	 A hospital-based licensed Blood Centre 

	 Note: Designated Regional Blood Transfusion Centre shall be the centre approved 
and designated by a State Blood Transfusion Council to collect, process and distribute 
blood and its components to cater for the needs of the region and licensed and 
approved by the State Licensing Authority and Central Licence Approving Authority 
for the purpose.

Chapter-3:

Accommodation




