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INTRODUCTION 
More than 1200 traffic accidents, 60 million surgeries, 

240 million major surgeries, 331 million cancer-related 

treatments like chemotherapy, and 10 million pregnancy 

difficulties occur in India every day. All of these events 

necessitate a legitimate need for blood transfusions. 

Thus, an effective, well-structured, and well-organized 

blood transfusion program is essential to the healthcare 

delivery system. Sadly, millions of people are exposed to 

dangerous blood because of their lack of resource, 

unsightly testing, and the possibility that they won’t 

receive any blood at all. In an emergency, blood 

substitutes must be arranged by the patient’s family or 

friends, and this is where the health care provider fails to 

ensure the patient’s open health.  

 

Historical background 
Blood, and in this case, the health care provider fails to 

ensure open health Researchers have only lately realized 

that blood is a magical substance that is constantly 

following through our bodies. Usually, someone who 

weak or about to pass away would swallow the blood, 

which had little effect. Blood transfusion were not 

commonly thought of until William Harvey’s 1628 

discovery that blood moved through the body in a single 

course. At that point, scientists and experts understood 

that transfusion might be a viable method of bringing the 

dead back to life. By the end of the 17
th

 century, 

physicians were using silver conduits and plumes in 

place of needles to transfer blood from a donor to a silent 

recipient, who was typically a beast. However, at that 

time, nobody was aware that animal blood cells differed 

from human blood cells. Not until obstetrician James 

Blundell started replacing lost blood during childbirth 

with human blood. That transfusion had started to 

function, if only partially, by the early 1800s. In 1901, 

Dr. Karl Landsteiner discovered the ABO blood type 

group after he began to investigate why some recipients 

of blood transfusions continued to live while others 

passed away. Landsteiner's revolutionary work, which 

divided blood into four categories, was what changed 

things.  

 

A, B, AB and O. The antibodies and antigens on the 

ruddy cells define these. People with type A blood, for 

example, have A antigen on the surface of their red blood 

cells, and their bodies are unable to produce anti-A 

antibodies. Therefore, if type A blood is introduced into 

that person's body, it will not recognize the modern cells 

as distant and will not attack them. However, if type B 

blood is accidentally infused into a person with type A 

blood, the anti-B antibodies on the donated blood will be 

perceived as external. The transfusion will be rejected by 

the host's body. It is possible to practically transfuse 

blood of the same type into a persistent of a particular 

blood bunch type. Rhesus, or Rh factor, is a protein on 

the surface of ruddy blood cells that is another factor in 

dismissal calculations. Protein is either present in blood 

cells or it is not. Eight blood types can be formed by 

combining these factors. 

 

Blood usage pattern 

According to the WHO blood transfusion security report, 

there are significant irregularities in the process of 

obtaining safe blood. A lot of patients don't receive blood 

when they need it. An estimated 80 million units of blood 

are donated annually worldwide, with 38% of those 

donations coming from countries where 80% of the 
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world's population resides. Blood shortages have a 

serious impact on women experiencing pregnancy 

complications and children who are truly frail. Therefore, 

in order to meet the annual requirements of blood to 

quiet in developing nations, it is necessary to have the 

blood gift culture. Obtaining high-quality blood can help 

prevent patients who need blood transfusions from dying 

before their time. The requirements for blood are 

different everywhere in the world. These data suggest the 

importance of blood donation and use in countries. 

 

Regulation in canada 

The goal of the Blood Directions is to improve the 

security of blood for transfusion or for encouraging its 

manufacture into a medication for human use, while also 

ensuring the safety of Canadian blood donors and 

recipients. For a definition of security, refer to section 1, 

the Elucidation section of this direction record. 

Prerequisites for both human security and blood security 

are outlined in the Blood Controls and apply to the 

collection of blood and blood components for transfusion 

following certain exercises: 

 

Handling (including determining the reasonableness of 

the provider, gathering, testing, and arranging blood 

components); replacing (cleaning, pooling, and lighting); 

labelling; storing; maintaining records; bringing in; 

conveying; and examining, announcing, and identifying 

errors, mishaps, and hostile reactions. 

 

The Blood Controls include requirements for both blood 

and human security concerning procedures involving the 

taking after tests involving human blood and blood 

components for advance manufacturing. These 

procedures include handling (giver appropriateness 

evaluation, collection, testing, and blood component 

arrangement); naming; putting away; maintaining 

records; disseminating; examining and announcing 

adverse donor response; and examining and announcing 

error and mishap. 

 

As it were, human blood collected for transfusion or to 

help create a drug for human use is subject to the Blood 

Directions. Manufacturing sedative products with blood 

or blood components falls under the Nourishment and 

Medicate Controls and is not covered by the Blood 

Controls. In this direction, blood item manufacturers are 

mentioned for communication purposes related to blood 

security and the chain of dispersion. Refer to the Blood 

Item Fabricator definition in 1.5. 

 

The Blood Controls pertain to all individuals or 

organizations that prepare, identify, store, distribute, or 

alter blood for transfusion or for advance fabrication, 

including organizations that moment blood for 

transfusion. They fall under the purview of the Nutrition 

and Drugs Act. The Blood Controls should be read in 

conjunction with the Nourishment and Drugs Act and the 

most recent version of the National Standard of Canada, 

CAN/CSA Z902, Blood and blood components (CSA 

Blood Standard), which is distributed by the CSA Bunch. 

 

Approach targets 

The Blood Directions provide specific guidelines for 

blood and its constituent parts intended for transfusion or 

for encouraging manufacture into drugs for human use 

under the provisions of the Nourishment and Drugs Act. 

In order to provide basic information to foundations that 

manage, identify, distribute, alter, or store blood and 

blood components for transfusion or to support the 

preparation of blood and/or blood components for 

transfusion, this direction report decodes the 

requirements of the Blood Directions. 

 

Foundation 
The purpose of the Blood Directions was to: 

 Provide overall Wellbeing Canada's response to the 

Krever Commission proposals; 

 Incorporate specific security requirements for whole 

blood and its components into government 

directives; 

 Reinforce and elucidate the current blood security 

directives that are scattered across various 

departments of the Nourishment and Sedate Controls 

into stand-alone controls specific to blood security; 

 Address the specific requirements of blood as a 

unique restorative item rather than applying 

common sedate directives to blood; and 

 Deal with rapidly evolving technologies, growing 

diseases, and blood shortages in emergency 

situations. 

Widely regarded as the best practice in the industry, 

the CSA Blood Standard addresses the whole blood 

lifecycle for transfusion. 

 The CSA Blood Standard was developed and is 

updated by a committee of experts in the field of 

blood safety, client groups, and local, state, and 

federal governments working together to reach a 

consensus. Meetings regarding changes to the CSA 

Blood Standard are welcomed by the CSA as part of 

their standard improvement process. Given that 

certain Blood Control arrangements are standards-

based, access to the most recent version of the CSA 

Blood Standard is required for all foundations. 

 Every partner is essential to maintaining the most 

recent version of the CSA Blood Standard. Partners 

may use the Proposition for Alter Shape found in the 

CSA Blood Standard to submit proposals for change 

directly to the CSA. The CSA recommends that 

partners provide the following data in addition to the 

fitting contact data to facilitate the evaluation of the 

suggested changes: 

 The standard/publication number 

 The pertinent Clause, 

 Table, and/or Figure number(s) 

 The proposed alteration's wording; and 

 The alteration's justification. 
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Foundation of blood bank prerequisite in india 

The Drugs Controller Common (India) is the head of the 

Central Drugs Standard Control Organization (CDSCO), 

the country's administrative body. The drug controller 

oversees many other areas, including blood banks, 

pharmaceuticals, devices, biologics, and clinical trials, 

among others. The 1940 Drugs and Beauty Care 

Products Act makes explicit distinctions with regard to 

labour, hardware, supplies and reagents, and excellent 

manufacturing techniques as well as settlement. The 

Medicate Controller Common of India has an obligation 

to permit and inspect the blood bank. 

 

Concurring to plan f 

Portion XII-B common requirments 

XII-B Standard prerequisites: 

Area: a 100 square metre operating range and an 

additional 50 square metre area for the placement of 

blood components. 

Including: It may be maintained in a tidy and effective 

manner. The building should have enough space to 

arrange hardware and materials in an efficient manner. 

Preparation requirements: The blood foundation needs 

separate component labs to handle blood into 

components, and the area shouldn't be accessible to 

outsiders. 

Capacity and isolate zones: Acceptable ranges have been 

assigned for objects in the isolate zone, and valid racks, 

canisters, and stages have been provided for the capacity. 

Well-being: Employees need to possess excellent 

hygiene and wellness habits. 

Premises: The space has been designed, constructed, and 

maintained to accommodate the fabrication processes. 

Sanitation and cleaning: Describe the operation ranges' 

cleaning approach. Whether the cleaning technique is 

accepted 

Waste transfer: Describe the process for transferring 

biomedical waste and effluents (solid, liquid, and gas) 

from the manufacturing site. 

 

Key prerequisites 

The quick description of the following: Blood item 

collection, transportation, and capacity; Professional, 

specialised, and restorative officer skills locked in within 

the work. 

 Testing quality control. 

 Blood tests required: 

Hepatitis B, C, syphilis, human immunodeficiency 

infection, and jungle fever 

A list of materials provided. 

A list of necessary blood items. 

 Names' subtle components. 

 

Typical operating procedures 

Valid documents: 

Cover letter containing the following: Frame 27.C 

(Alludes to Statutory Shapes), Chalan for Rs. 7500, and 

the building arrangement, together with a court fee stamp 

united with five rupees. 

"The blood bank operating permit, awarded in shape 28 

C" 

Getting Ready AND Endorsement Results OFFLINE 

AND ONLINE APP 

Frame 28-F may be used to obtain and re-establish a 

permit for the operation of a blood bank. The examiner 

may review every aspect of the blood bank's operation, 

including tests, offices, hardware, and preparation of the 

whole blood supply into its component parts. 

 

Timeline for endorsement 

120 days after the application period was opened, 

provided that the reports are comprehensive and 

complete in accordance with the checklist 

3. Direction for giver choice 

The process used to determine a giver's eligibility to 

donate blood on any given day is known as "giver 

determination." Administrative specialists and other 

rational organisations have disseminated guidelines for 

the selection of donors in relation to safe blood 

transfusions. Among them are the Canadian blood 

administrations (Wellbeing CANADA) and the National 

Helps Control Organisation (INDIA). 

 

The donor's decision must be the first consideration in 

the security of blood products with regard to managing 

risk in the central area. 

 

Regulation safe donar selection 

• The method of choice must incorporate assessment 

• Sign up as voluntary non-paid standard blood donors 

(VNRBD) as their recurrence of transfusion-

transmittable illnesses (TTIs) is the lowest. 

Consequently, regarded as the most secure 

• A secure giver selection strategy that satisfies a 

qualification assessment needs to be implemented 

and maintained. Each gift must have occurred 

recently and according to the requirements 

established by each country. A unique and secure 

proof code must be used, and the givers' delicate 

elements must be registered. 

• Potential donors are required to provide verification 

of their identity upon entering the blood bank. To 

assess each giver's appropriateness, a rigorous 

screening process must be undertaken. 

• A healthy person in excellent restorative condition 

can be regarded as a provider. And is carried out by 

a licensed physician who has been trained and has 

been given the necessary guidelines. The evaluation 

tool consists of a set of questions centred on prior 

health history, a meet, and advance coordination 

questions. The survey needs to be easy to 

understand, and the information collected should be 

relevant to the giver's lifestyle and state of health. 

After the printed material is finished, the giver will 

proceed to a private meeting with the staff member 

who has been prepared, where the response on the 

frame will be examined. At that moment, the 

benefactor must sign an informed consent. 

Perform safe blood collection techniques. 

http://www.ejpmr.com/


www.ejpmr.com          │         Vol 11, Issue 10, 2024.          │         ISO 9001:2015 Certified Journal         │ 

Kumar et al.                                                                    European Journal of Pharmaceutical and Medical Research 

519 

Educate donors so that the blood bank is aware of any 

signs or adverse effects that may arise after a donation. 

 

Have the blood bank's medical professionals sign the 

donors' reasonableness record and most recent 

evaluation. 

 

Giver deferral rules 
A few circumstances arise during the restorative history 

meeting that will prevent someone from being able to 

donate blood; this is known as "deferral." 

 

The blood facilities have standards for accepting or 

rejecting blood donors. These standards are derived from 

global/WHO regulations. 

 

Reasoning for the WHO Blood Benefactor 

Determination Rules security and well-being of the 

donor Ensure the security of the addressee ensure the 

highest calibre of blood and blood products. 

 

Reduce asset waste by gathering inappropriate presents 

the national deferral rule According to WHO guidelines, 

every country needs to have its own blood arrangement. 

The Guidelines of Transfusion contain standards that are 

used by the blood collecting system in India. 

 

Deferral criteria should take the following into account: 

- Donor population profile 

- Epidemiology of life 

- Limiting illnesses and diseases 

- Local culture 

- Available assets premise that a blood gift is required 

The blood gift camp may have enough space and a clean 

enough environment to allow for proper operation, 

maintenance, and cleaning. 

 

Everything that is practically faculty working, equipment 

used, and offices available at a camp like this might be 

carefully preserved and made available for inspection. 

 

Necessities in connection to safe symptomatic test 

Packs and Test reagents 
• A few administrative systems in Canada are in 

charge of providing the requirements for 

immunodiagnostic test packs and test reagents, 

including. 

1. Outline work for administration health canada 

Health Canada regulates medical devices, including 

immunodiagnostic test units, under the Medical Device 

Regulations (MDR), a section of the Food and Drug Act. 

According to the degree of risk, the MDR divides 

medical devices into four classes (I to IV), with Course I 

having the lowest probability and Lesson IV having the 

highest. Generally speaking, immunodiagnostic units fall 

into Classes II, III, or IV based on how they are used. 

 

 

 

2. Classifying Permitting and Endorsement 

classification 

Immunodiagnostic units need to be categorised and fulfil 

the appropriate requirements in order to be categorised. 

Higher-risk devices (Course III and IV) call for a more 

comprehensive audit plan that includes clinical data to 

demonstrate security and suitability. Permit for 

Restorative Gadgets: Wellbeing Canada has recently 

issued permits for makers to display immunodiagnostic 

test units in Canada. This entails filing a detailed 

application that contains information about the design, 

manufacturing, anticipated use, clinical data, and name 

of the item. Requirements for the Quality Management 

System: Manufacturers of devices in Lessons II, III, and 

IV must also adhere to the requirements for the Quality 

Management System set forth in ISO 13485, a standard 

that may be accepted by Health Canada. 

 

3. Guidelines for execution  

The Canadian Pharmacopoeia provides guidelines and 

precautions for the sufficiency, safety, and quality of 

immunodiagnostic kits and reagents. These rules address 

a variety of topics, including the sterility, potency, and 

cleanliness of the chemicals used in the units. Validation 

and Examination: To ensure that the units meet execution 

details, including affectability, specificity, exactness, and 

reproducibility, they must undergo comprehensive 

approval. This testing needs to be submitted and archived 

as part of the application process for the permit. 

 

4. Naming and Informational for utilize naming 

necessities 

Immunodiagnostic test units must have names that 

comply with the MDR. These names must include the 

intended use, instructions for use, capacity conditions, 

termination date, and any notices or safety measures. 

Both French and English names are required. Educating 

for application: Enlightening information must be 

provided point by point to ensure that the test may be 

used securely and accurately by the anticipated clients. 

This includes information on data collection, planning, 

testing, and translation of results, for instance. 

 

5. Post-Market observation antagonistic occasion 

detailing 

Manufacturers must notify Wellbeing Canada of any 

antagonistic events connected to the use of their 

immunodiagnostic kits. Usually a part of the post-market 

reconnaissance drills to ensure ongoing viability and 

security. Evaluations and Corrective Actions: If an 

immunodiagnostic device turns out to be unsafe or 

flawed after it has been displayed, the manufacturer 

could have to inspect the product and take corrective 

action. 

 

6. Importation and Distribution consequences 

Immunodiagnostic packets that are imported must adhere 

to the same administrative requirements as those made in 

Canada. Merchants are required to ensure that their units 

are authorised and compliant with Canadian regulations. 
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Conveyance Controls: In order to ensure that the 

commodities are stored, handled, and transported in a 

way that maintains their quality and sufficiency, 

wholesalers of these packs must adhere to strict 

conveyance guidelines. 

 

Sorts of HIV Screening tests 
The choice of HIV test may shift depending on clinical 

assessment and the person's history, counting length of 

time since potential presentation and get to to specialized 

work force (phlebotomy). 

 

Standard HIV Testing 

Fourth-generation (combination) HIV tests are used in all 

research facilities in Canada that conduct HIV 

screenings. These tests are able to differentiate between 

HIV antibodies and the HIV p24 antigen. Since the p24 

antigen appears earlier, these tests perform better in 

severe disease than tests that actually differentiate 

antibodies. As early as 15 to 20 days following HIV 

presentation, a small percentage of HIV-positive patients 

will have a receptive (positive) response; by 35 days, up 

to 95% of those with the disease will have a responsive 

result. Be aware that there is a maximum 12-week 

window for this. If an HIV screening test yields a 

positive result, the research centre will carry out specific 

corroboration tests to ensure an accurate diagnosis of 

HIV infection. 

 

Fast HIV Testing (Point of care and self-testing) 
Quick HIV test kits that are approved for use in Canada 

for self-testing or point-of-care (POC) testing use several 

finger prick blood drops and provide results in a matter 

of minutes. Fast tests often have a longer window period 

than routine HIV tests (fourth era), because they are able 

to differentiate HIV antibodies as of yet (third era). The 

window time can be as long as 12 weeks, while some 

people may see a responsive result as soon as 20 to 30 

days after HIV manifestation. Responses are regarded as 

"preliminary" and should be confirmed by routine testing 

at a research institution. 

 

What steps need to be made next? 

To ensure the security and sufficiency of blood products, 

the screening devices need to be operated under the 

strictest control possible. The gadget needs to provide 

"scientific evidence" that it is safe and practical to use as 

intended. 

 

Blood screening device direction in india 

Since blood is now suitable for human use, two main 

types of tests are necessary: first, testing for infections 

related to Transfusion-Transmissible Illnesses (TTIs); 

second, testing to arrange the recipient's blood type from 

the donor. The Indian Medical and Restorative Act 

mandates that blood donors undergo screening before 

receiving a donation. 

 

Screening for diseases 
• As of late, blood transfusions have been made 

mandatory for all blood donations due to five 

possible contaminations.  

• Anti-HIV-1/2 antibodies are included in HIV 

screening as the least necessary screening target.  

• For hepatitis viruses The least necessary screening 

targets for Hepatitis B and Hepatitis C are the 

Hepatitis B surface antigen (HBsAg) and the hostile 

to-HCV anti-body. 

• Certain treponemal antibodies may be present in 

syphilis tests as the least necessary screening target. 

 

Choice of assay/kits/reagents 
Every test kit and test administrator needs to be approved 

by CDSCO, use packs that haven't expired yet, and be 

authorised. All testing procedures, including 

administering blood tests, checking, examining, and 

managing information, should be done eccentrically 

while testing patients who exhibit symptoms. 

 

Common standards are 

 Tests that are appropriate are conducted on the 

appropriate tests. True measures are employed.  

 Accurate and sturdy results are obtained 

consistently. 

 Blood components and screened blood are available 

in the blood supply stock. 

 Blood components and non-reactive blood are 

released for transfusion as it were. 

 The safety of blood donors, recipients, and 

employees is guaranteed. 

 

Table 3: Classification as per Indian direction. 

Device name  Risk class Intended use 

Blood Administration kits Class B 

It is used to administer blood from 

a container to a patient’s vascular 

system through a needle or 

catheter inserted into a vein 

In vitro diagnostic Medical Devices 

for blood grouping or Tissue Typing 
 Class D 

Intended for blood grouping or 

tissue typing 

Reagents / Kits for the detection of 

transmissible agent screening& 

confirmatory 

 Class D 

Test reagent / kits is a medical 

device intended for the screening 

of life-threating infection 
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Specific consideration 

1. Test kits for HIV-1 and HIV-2 diagnosis must be 

able to display the results within 30 minutes of the 

specimen or sample being connected, without the 

need for calibration or calculation. 

2. The test pack should be able to work precisely with 

natural whole blood samples. 

3. To run a test without the need for additional 

controls, all test packs must be shown with reagent 

or diluents. 

4. The test units should require little administrator 

association or less procedural procedures during the 

results after applying the example or reagent. 

5. The test unit needs to be inside the frame and not 

require any special storage conditions (such coolers 

or refrigeration). 

6. All test unit must not requires any specialized gear 

such as centrifuge, washers, spectrophotometers, etc 

or method to conduct or perform a test. 

 

CONCLUSION 
Clinical transfusion practice is heavily dependent on 

blood transfusions for the treatment of various clinical 

situations and haematological care. The blood 

transfusion sector in India is reportedly seen as one that 

needs legal regulations because it is both decentralized 

and very diversified in terms of ownership patterns. 

According to our study, a number of issues need to be 

resolved, including donor management, testing quality 

standards improvement, temperature monitoring and 

maintenance on a regular basis, storage, and re-

evaluation of GMP for blood establishments. The blood 

supply system in Canada provides a strict and highly 

regulated blood supply systems which is guided under 

Canadian Blood Services and Quebec Health Authority. 

Blood regulation in Canada is governed under federal 

laws. Canada donor selection follows regional and 

international standards to ensure the safety of both 

recipient and the donor. Though functioning, India's 

blood bank laws and procedures are a little out of date 

when compared to Canada's more advanced and 

comprehensive framework. Canada's more contemporary 

approach to guaranteeing blood safety is demonstrated 

by its adherence to federal rules, requirement for NAT 

testing, and regular changes to donor eligibility criteria. 
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