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“Ek blood donor ka 1500 lagega, aur jitne aadmi chahive mil jayenge.” This is the deal
offered by a “chola bhaturd’ wala sitting in front of a hospital. Surprised? confused?
Welcome to the “Blood market” in Delhi.

Number of blood banks in Delhi

Delhi, with a population of over 16 million people, requires 3.5 lakh units of blood every
Oyear. Blood collection is done by blood banks all over the country. A blood bank means a
place or organisation or unit or institution or other arrangements made by such
organisation, unit or institution for collection, apheresis!, storage, processing and
distribution of blood drawn from donors and/or for preparation, storage and distribution of
blood components. The distribution of blood banks in Delhi is as follows:

Total number of blood
banks in Delhi= 41

Government
blood banks
=17

Voluntary
blood banks
=2

Private blood
banks = 22

Red Cross Rotary

Central Autonomous
government hospital blood
hospital banks= 2
blood banks
=3

State

government

hospitals blood

hanks = 12

/ Stand alone

private blood
Private banks” = 7
hospital blood
banks = 15

! Apheresis is a special blood donation where only one component of blood is collected from a voluntary donor.
* Stand alone blood banks are those, which are not associated with any hospital - government or private.
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Thus, there are three kinds of blood banks—government, private and voluntary
organisations. The first step in opening a blood bank is to obtain a license for which one
has to satisfy certain infrastructure requirements, as given in Appendix I.

Grant of license for a blood bank

The next step after having the requisite infrastructure in place is to apply for a license. The

prescribed form for grant of license is included in the Drugs and Cosmetics Act, 1940. To

obtain a license, the applicant has to comply with certain conditions laid down by the Act of

1940 which can be summarised as follows: -

1. The licensee should be able to provide and maintain the required infrastructure for the
proper operation of a blood bank.

2. The licensee should maintain the records of all the tests performed on blood and blood
components. The licensee should also preserve reference samples of all the blood
collected in adequate quantity for supply to the inspector for checking and for
conducting the prescribed tests. There are other conditions regarding the grant of
license as given in Appendix II.

The application form for grant of license (as given in appendix IV) requires information
about the premises for blood bank, the names and qualifications of the medical and
technical staff, the time by which all the required infrastructure namely premises,
equipments will be ready. The application for grant of license is submitted on the prescribed
form along with a license fee of Rs 600. Before grant of license an inspection is done on
the ™ would be” blood bank. The applicant has to pay an inspection fee of Rs 1000 for
this inspection. Also after a blood bank is functional, a periodic check is done twice or thrice
a year to confirm whether the blood bank is complying with the conditions laid down by the
Drugs and Cosmetics act. So the licensee along with the grant of license form has to pay an
additional amount of Rs 500 for every inspection thereof or for the purpose of the
renewal of license.

The licensee has to submit two copies of the application form for grant of license: one to the
central license approving authority and one to the state drugs controller. An application
form then goes through various stages of checking and cross checking by numerous
authorities. The hierarchy of officials scrutinising the license application is as follows:

Application to the licensing authority on the prescribed form along with the
licensing fees.

Licensing authority, if satisfied, sends a report along with the application and
license to the Central License Approving Authority.

!

Inspectors, along with an expert in the blood banking field, inspect the area, equipments
and qualification of technical staff.

!

If every requirement is satisfied the license is granted by the Central Licensing
Approving Authority.
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A blood bank license is valid for five years from the date it has been granted. If the
applicant applies for renewal of license after the expiry date, but within six months of the
expiry date, the fee payable for the renewal of license shall be Rs 6000 and inspection fee of
Rs 1500 plus an additional fee at the rate of Rs 1000 per month.

The check performed on the licensed blood banks twice or thrice a year by drug inspectors
appointed by the Drug Control Authority of the state is supposed to be a surprise check.

Functioning of a blood bank

After the licensing of a blood bank, we look at how a blood bank functions. The sources of
blood supply for a blood bank are the blood donors. Before a person can donate blood, he
or she has to fill a form that consists of various questions about the donor’s previous
medical history. The haemoglobin count is also checked. The minimum haemoglobin count
for a person to be able to donate blood is 12.5 gms/dl and he or she should have a body
weight of more than 45 kgs. The person should be aged between 18 — 60 years and should
not have donated blood in the past three months. If a person satisfies all these conditions,
only then he is allowed to donate blood. A person with body weight below 60 kgs of weight
can donate 350ml of blood and a person above 60 kgs of body weight can donate 450 ml of
blood. The various categories of blood donors are as follows: -

Types of blood banks

Types of blood
donors

Voluntary
blood
donors

Professional
donors

Replacement

donors donors

Voluntary blood donors are those people who donate blood willingly without any incentive.
Replacement donor means a donor who is a family friend or a relative of the patient/
recipient. Replacement donation works in the following manner —if a patient needs blood,
his or her relatives or friends have to donate blood. In return, the blood group needed by
the patient is supposed to be provided by the hospital.

Paid donors are the people who donate blood for their friend’s family or relatives and receive
material gifts in return which may or may not be monetary. These categories of donors do
not pose any threat to the society, as the patients and their families know them.

Professional donors on the other hand are the people who sell their blood for money. These
are the people who belong to the lower strata of society The professional donors’ category
mainly comprises of semi—nourished people, rickshaw pullers, drug addicts, sex workers etc.
This is a high-risk group for AIDS, Hepatitis B, Syphilis and other sexually transmitted
diseases. Because of the threat this category of donors pose a threat to the well being of
the society. The Supreme Court of India passed a directive in 1998, banning collection of
blood from professional donors.
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Another Supreme Court order passed in 1996 (appendix III) sought to put an end to
commercial blood banks as the commercial blood banks® were collecting most of their blood
from professional donors. These blood banks were called commercial blood banks because
they bought and sold blood, thus treating blood like a commodity instead of a life-saving
component. These blood banks paid Rs 200 — Rs 300 to a professional donor and sold the
blood at almost double the price at which they collected blood.

The Supreme Court ordered that new commercial blood banks should not be allowed to
come up. This was brought into effect by denying them license. After the Supreme Court
directive of 1998, no new commercial blood banks have been allowed to come up in Delhi
and the number of such blood banks has remained at a constant seven since then. Since
these blood banks have stopped accepting blood from professional donors, hence the
system of paying for blood has ended. Hence, the commercial blood banks have been
renamed as stand alone blood banks. These are called stand alone blood banks as they are
not attached to any hospital, government or private, and are separate entities as blood
banks. There are seven stand alone blood banks in Delhi.

Testing of blood

The next step after collection of blood is testing the blood for various infections and
diseases.  The Supreme Court order of 1996 laid stress on the proper testing of blood and
hence provided funds to state governments to modernise the blood banks in terms of
equipments and testing kits. The blood tests made mandatory by the Government of India
are:

HIV-AIDS

Hepatitis B

Hepatitis C

Syphilis

Malaria

kRN

Tested as well as untested blood is stored in special refrigerators manufactured specially for
the purpose of storing blood. These refrigerators maintain a uniform temperature of 2° —
6°c required for storing blood. On testing, blood which is found to be infected with any of
the above said infections is discarded. The total disposal rate of blood for most of the blood
banks is 5-7 per cent. But in voluntary blood banks where most of the blood comes from
voluntary donors, the disposal rate is lower than other blood banks and is about 1 -2 per
cent. Blood in many blood banks is burnt in incinerator plants. Those blood banks which do
not have an incinerator plant first autoclave the blood and then give it to some agency
which is responsible for disposal of biomedical waste.

Cost of blood

Money spent on testing of blood and storage is charged as processing fee when blood is
bought from the blood banks. The government of India has prescribed rates of blood and
blood products. The price list is as follows:

Item Price

Whole Blood Rs 500/unit
Fresh Frozen Plasma Rs 400/unit
Packed Cell Rs 300/unit
Platelet Concentrate Rs 400/unit

@ Commercial blood banks are now referred to as stand alone blood banks.
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However, most blood banks use these as rough guideline values and charges can vary,
depending on the demand. Even where blood is collected for free*, banks have to spend for
processing, storage and testing. In almost all cases, private blood banks charge more than
government blood banks.

Blood is stored in plastic bags, each of which is labelled. The labels on every bag containing
blood or blood component contain particulars like name of the product inside the bag, name
and address of the blood bank, license number, serial number, date on which blood is
collected and the expiry date, blood group and details of the tests done on the blood. From
the serial number it is possible to trace the blood back to the donor whose record is
maintained. The blood donor record consists of the serial number, date of donation, name,
address, other particulars of age, height, weight, haemoglobin count, blood group, signature
of donor etc. This is the basic framework of the working of a blood bank.

Hierarchy in blood banking
The blood banking system consists of certain organisations. The hierarchy of these
organisations is as follows:

Nationa_ll blood ) ) State Plood ) ) Regiqnal blood
transfusion council transfusion council transfusion

National Blood Transfusion Council (NBTC) is the policy formulating apex body in relation to
all the matters pertaining to operation of blood centres. National AIDS Control Organisation
(NACO) allocates a budget to NBTC for strengthening Blood Transfusion services. NBTC has
to ensure involvement of other ministries and other health programmes for various activities
related to blood transfusion services. NBTC is supposed to develop the guidelines to define
NGO run blood centres so as to avoid profiteering in blood banking.

State Blood Transfusion Councils (SBTC) are responsible for implementation of the blood
programme at the state level, as per the recommendations of the National Blood
Transfusion Council. SBTCs are supposed to organise blood transfusion service through the
network of RBTC's, Indian Red Cross Society ad NGO run blood centres ad monitor their
functioning.

The Regional Blood Transfusion Centres (RBTCs) are autonomous in their day to day
functioning and are guided by the recommendations of the SBTC.. The RBTCs act as a
referral centre for the region assigned to them. This means that the RBTCs are assigned an
area in which other blood banks and hospitals, which are linked to the RBTCs, will be
assisted for any requirement and shall be audited by the RBTCs. They also help the SBTC in
collecting the data from the respective region it is in.

In Delhi, there are eight RBTCs divided into zones. They are as follows: -

East zone
1. Guru Teg Bahadur hospital

West zone
1. Deen Dayal Upadhyaya hospital

# Blood banks under the Central government'’s control do not charge any money for their unit of blood.
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Central zone
1. Red Cross
2. Lok Nayak Jay Prakash hospital

North zone
1. Hindu Rao hospital

South zone

1. All India Institute of Medical Sciences
2. Rotary Blood Bank

3. Armed Forces Transfusion Centre

One of the main aims of the Supreme Court order of 1996 was to revamp the blood
transfusion services and establishment of organisations for monitoring the functioning of
blood banks in an efficient manner and this led to the formation of NBTC, SBTC and RBTC.

Loopholes in the system

Blood bank inspection

At the outset, the blood banking system seems to be running more or less efficiently but on
taking a closer look, we realise that not all is well. The “supposed” surprise checks which are
performed on the licensed blood banks twice or sometimes thrice a year by drug inspectors
appointed by the drug control authority of the state are random and can happen anytime
without the prior knowledge of the blood bank authorities.

However, in reality, these checks are hardly a surprise. An established doctor working with
a government hospital blood bank for the past 15 years, on the condition of anonymity, said
that they come to know before hand about these “surprise checks”. Most blood bank
officials know the drug inspectors and share friendly relations with them. The drug
inspectors inform their “friends” a couple of days before the checks, giving a chance to the
blood banks to set their records straight. Also the blood banks are supposed to keep blood
samples for random checking by the drug inspectors. A drug control department official said
that they do not have the infrastructure to pick up random blood samples and check
whether all the mandatory screening tests are being conducted or not.

In case, during the course of inspection in a government hospital, some equipment is found
to be faulty, instead of reporting that, the drug inspectors give them a time, say 3 months,
to get the equipment back to a functioning condition.

The scenario in private hospitals is even worse. Due to a constant threat of their license
being cancelled, the private hospitals try to keep the drug inspectors happy by simply
adopting the easier method of bribing the inspectors. However, the stand alone blood
banks claim that the Drug Control Department in Delhi is one of the best and the drug
inspectors are very strict about the surprise inspections and always keep the stand alone
blood banks on their toes.

As expected, the blood bank authorities deny this and they try to come up with an
explanation of their own. Government blood banks say that the purpose of private
organisations is to make money and hence bribing is just a small price to pay for renewal of
license. The private blood banks justify themselves by saying that government blood banks
have an advantage over them because they feel that the government would not do anything
against their own blood banks whereas a private blood bank has to microscopically adhere
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to all the standards set by the drug control authority, else the government will cancel its
license. They feel that it is this constant fear of license cancellation that makes a private
blood bank far better than a government blood bank in terms of quality standards.

The government bodies get grants from the government and hence they do not need
alternative sources of earning money whereas a private organisation has to fend for itself.
The private blood banks say that we have to repay the loans we have taken from the banks
for buying expensive medical equipments, so that money has to be recovered from
somewhere.

Disparity in cost of blood

This brings us to the question of how much do the government and private blood banks
actually charge from their patients. The three hospitals under the central government do not
charge any money for the blood they provide. Most banks attached to government hospitals
charge Rs 250 from their own patients. For an outsider or if there is demand for blood from
a private nursing home, the charge goes up to Rs 500.

In the private blood banks, the charges keep varying but they are definitely higher than the
charges of their government counterparts. Several of these private hospitals claim to be
carrying out tests in addition to the one made mandatory by the government, to screen the
blood against potential infections.

Indraprastha Apollo hospital charges Rs 1370 for one unit of whole blood. One of the
doctors in the Apollo blood bank explained that the reason for the high cost of their blood is
that the bags used to store blood are imported and each bag costs about Rs 500. (These
bags are used to segregate red cells from white blood cells. The white blood cells are
drained away as these are known to cause reactions during transformation.)

The Apollo blood bank also carries out a special test for Hepatitis B core antibody test (IGG
and IGM). Hence, the plastic bags along with extra tests on blood lead to increased blood
prices.

There is conflict between government and private even on this point. The government
blood banks feel it is pointless to use such expensive plastic bags when cheaper plastic bags
of reasonably good quality are available and which are being used by government blood
banks. The government blood banks reason that when both the type of blood banks
provide the same quality of blood to the end user then why use imported blood bags?

The government also feels that the extra tests done on blood are unnecessary and is only a
part of the money making strategy adopted by the private blood banks. Apollo justifies the
extra test by saying that because of one extra test they do, the disposal rate of infected
blood goes from one or two per cent to eleven per cent.

Among the voluntary blood banks, Red Cross charges Rs 500 per unit. A Red Cross official
said that the service charge had to be introduced because the earlier costs were not enough
to cover expenses, as a result the blood bank used to incur heavy losses, and the bank was
becoming non-viable day by day. Even in voluntary organisations like Rotary blood bank
when a person went to get three units of O negative blood, the technician asked her for Rs
1800 per unit of blood instead of the regular Rs 900 because she wanted a rare blood
group. Is this really the trait of a voluntary organisation?
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Delhi health minister A K Walia concludes that the blood banks have varying overhead costs
that have to be recovered from the service charges and this is one of the major reasons why
a uniform pricing policy cannot be implemented.

Discrepancy in testing of blood

There is discrepancy even in the testing of blood. The Ministry of Health, India, has made
certain tests mandatory for all blood banks. On paper, it is shown that all the tests are done
but in reality, tests for malaria are usually not performed. The reason for this is that malaria
is very difficult to detect. The malarial parasite is released into the blood stream only when
the patient gets a bout of fever and shivering. So when such a patient who is a carrier of
malarial parasite comes as a blood donor, he or she may not be suffering from fever and
hence there are no malarial parasites in his or her blood stream. If the donor is suffering
from fever, he or she is not allowed to donate blood. In addition, the procedure for testing
of malaria is a cumbersome one. A doctor with a government blood bank says, ™ We get
thirty blood donors everyday. In order to test for malaria we will have to perform extra
tests and if we test thirty blood samples everyday for malaria, our technicians and
laboratory people will be very overworked. Moreover, malaria is an endemic disease in India
and majorities of the population are carriers of this parasite. Therefore, even if we test for
malaria we will have to discard major portions of the blood collected because of malaria.
However, it is not really a problem if we skip this test. If after three days of blood
transfusion a patients shows symptoms of malaria, we give him four tablets of Chloroquinine
and that takes care of the malaria.” So tough detection combined with easy cure leads to
no testing being done.

Existence of professional donors

In January 1998, the Supreme Court of India gave a directive, banning collection of blood
from professional donors. Nevertheless, the Supreme Court ban did not appreciably change
things. Professional donors existed before the directive and they exist even now. The
government claims that right now there are zero per cent professional blood donors in Delhi.
However, the picture is not as perfect as it seems. As a part of my research, I decided to
verify the government’s view about professional donors. And I did not have to make much
effort.

CASE STUDY

Along with a friend, I posed as people (strangers in Delhi) who were in desperate need of five
units of O negative blood group for our mother. We went to one of the busiest hospital areas in
Delhi, a place in front of Safdurjung hospital and All India Institute of Medical Sciences (both of
them established government hospitals). With a distressed look on our face, we went to a
cigarette stall and asked him if he knew someone who sells blood. He directed us to another
cold drink stall who further directed us to a “chola bhatura” stall. Again, when we repeated that
we urgently needed blood and were looking for professional donors, a well-built middle-aged
man came towards us. He took us behind his stall and told us that he could provide us five
professional donors. He charged us Rs 1500 per donor. On bargaining, he came down to Rs
1400 per donor. He asked both of us to come back the next morning at 9:30 am. He said that
he will keep five donors ready and there will be a sixth person who will accompany us and
supervise the entire proceedings of blood donation. He also said that if we needed he could
provide us with more professional donors. While this deal was being struck up, police constables
were roaming about near us, but they were least bothered. It took us precisely one minute to
locate a professional blood donor. It was surprising to see that an illegal deal was finalised in
front of police and this almost led us to believe that the margins between legal and illegal had
blurred to an extent of being invisible. In such a scenario, what value does a Supreme Court
ban have and who will check this illegality in the system?
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Shortage of blood

This also brings us to the question that if there is enough blood in Delhi then why do people
have to opt for professional donors instead of just getting blood from a blood bank? The
figures of demand and supply of blood in Delhi is also a debatable issue. While the demand
is 3.5 lakh units per year, the supply is 2.9 lakh units per year. The Drug Control
Department is quick to add that this is a marginal shortage and can be covered by
increasing the number of voluntary donors. The Drug Controller also added that till date he
has no knowledge of anybody dying due to need for blood. The Drug Controller feels that
even though there is shortage of blood the situation is still in control. But some blood bank
officials say that the demand rate is much higher, probably around 6 -7 lakhs while the
supply is approximately 3 lakhs.

Blood shortage is much severe in summers. This is because during summers the colleges
and educational institutions are closed. That makes the donation camps few and far
between. Also, during summers, because of the heat, there is an almost universal lethargy
among donors and the recurrent summer infections leave quiet a few donors clinically
unable to donate blood.

It is not hard to imagine that if the condition is so deplorable in Delhi then what would it be
like in the rural areas located at the border of Delhi. Infact in the peripheral areas of Delhi,
the nursing homes and hospitals that are far from blood banks do not take the trouble of
getting blood from blood banks. They simply ask the patient’s family to get donors whose
blood group matches that of the patient. When they get the required donors, the blood is
directly transfused from the donor to the patient without any tests being conducted. But the
patient’s family is charged for the blood. So at the end, the nursing home or the hospital
does not spend anything on the testing and storage of blood but they charge the patient for
it.

The problems do not end here. There was a plan to connect all the blood banks in Delhi
through the internet. It was planned that all the blood banks would go online with their
blood stock status. The move was aimed at pooling together all the resources of all the
blood banks so that if blood of a particular group is not available at a given blood bank,
arrangements can be made for procuring it from another blood bank where it is available.
But till date only three hospitals namely, Deen Dayal Upadhyaya hospital, Guru Teg Bahadur
hospital and Lok Nayak hospital have gone online. There is no valid reason for the blood
banks not going online. This lack of transparency is attributed to the fact that most private
hospitals do not want to disclose the matters of their blood banks, how much blood they
collect and how much of it is actually used. What is the reason for such secrecy when
ultimately blood is meant for common people like us — why hide things from us, which are
meant to save our lives?

Organising blood donation camps

A major grouse of the private hospitals and stand alone blood banks is that they are not
allowed to organise blood donation camps. They think it is very contradictory that the
government on one hand talks about increasing voluntary donation and on the other hand
confines blood donation camps to RBTCs, Red Cross and Rotary only. Whenever a private
hospital or stand alone blood bank wants to organise a blood donation camp they have to
do so in co-ordiantion with the RBTCs of their area. In such camps, sixty percent of the
blood collected goes to the RBTC and forty percent goes to the private blood bank. If the
RBTC of their respective area are not free to hold a camp, then either the private blood bank
has to go to a RBTC of another zone or has to temporarily postpone the idea of holding a
camp. This is an inconvenience for all the private blood banks but an appeal to the
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government is of no help. The government feels that if private blood banks are allowed to
organise camps, it would lead to profiteering. The private blood banks would get voluntary
blood, which they would sell at higher price to their patients and thus make profit. But
aren't the private blood banks already selling blood at higher rates with prices ranging from
Rs 700 — Rs 18007

Achievements

It is not as if the government is not trying. Even though professional donors still exist, they
have reduced in number. Earlier stand alone blood banks like Sunil blood bank, Central
polyclinic blood bank used to collect 8000 - 10000 units of blood yearly which included lots
of professional donors. But after the Supreme Court ban in 1998, their blood collection went
down to 3000 — 4000 units per year, which is almost half their collection earlier.

Probable solutions
But in spite of all that the government has done, it still has a long way to go before it can
establish a good blood banking system.

One of the ways, which many blood banking officials feel should be adopted to make the
blood banking system efficient, is to centralise the whole system. The idea is that instead of
having 41 blood banks with different standards of testing and different pricing structure,
Delhi should have three to four main centres in which all the blood collected in Delhi would
be tested and from there distributed to satellite centres all over Delhi. These satellite
centres would be responsible only for storage of blood and not testing. This would lead to
uniform testing quality for all the blood collected and would also reduce the amount of
money spent on storage, buying and maintaining equipments for 41 blood banks and
consequently reduce the cost of blood thus making it more user friendly.

However, the most important step they have to take is to increase voluntary donation in the
country. Right now we have a dismal 18 — 20 per cent of voluntary donation in Delhi. Until
and unless this percentage is increased it will be very difficult to cover the gap between
demand and supply. Creating awareness among people and informing them about the
benefits of blood donation can achieve this. Also, the government should try to encourage
the already existing voluntary donors by giving them gifts in kind, giving them momentos
and honouring them so that they get motivated to donate blood again and again. Also
there should be an effort to convert the replacement donors into voluntary donors. This
policy along with an honest effort on behalf of all the blood banking officials is the need of
the hour and it is the only way by which we can put an end to the “chola bhaturawala” with
whom we started this research paper and many more like him.
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Appendix I

Infrastructure Requirements for Blood Banks
Space Requirement
Up to 5000Up to 10,000Up to 20,000
Blood UnitsBlood UnitsBlood Units
(Yearly) (Yearly) (Yearly)
1. |Reception Room 20 Sqg. Mtr 25 Sqg. Mtr 40 Sqg. Mtr
2. Bleeding Room 40 Sqg. Mtr 55 Sq. Mtr 100 Sqg. Mtr
3. [Refreshment Room 15 Sqg. Mtr 23 Sq. Mtr 30 Sqg. Mtr
4. [Kitchen/Pantry 5 Sqg. Mtr 5 Sq. Mtr 10 Sqg. Mtr
5. |Aphaeresis Area - - 40 Sqg. Mtr
Laboratory Area
1. Laboratory for routine work,25 Sq. Mtr 40 Sq. Mtr 50 Sq. Mtr
antenatal work
). Laboratory _for special  RBQ 25 Sq. Mtr 50 Sq. Mtr
serology quality control
Laboratory for specialized work|
3 Platelets HLA serology i i 20 5q. Mtr
4. Issue counter and contingency15 Sq. Mtr 18 Sq. Mtr 20 Sq. Mtr
counter
5. |Hepatitis, AIDS, VDRL etc 20 Sq. Mtr 20 Sqg. Mtr 30 Sq. Mtr
6. |Wash Basin, Distillation plant etc |20 Sq. Mtr 20 Sq. Mtr 30 Sq. Mtr
7. |Component basis - 25 Sq. Mtr 40 Sq. Mtr
8 Component - Advanced and- - 50 Sqg. Mtn
" |Freeze Diving etc - - 50 Sq. Mtr
9. |Room for arrival - 20 Sqg. Mtr 30 Sqg. Mtr
General Area
1. |Doctor's office 15 Sqg. Mtr 15*2 Sq. Mtr  [15*%4 Sq. Mtr
Donor Recruitment, social worker
2 and associated clerical staff 2> 5q. Mtr 30 Sq. Mtr P0 Sq. Mtr
3. Blood Bank officer 15 Sq. Mtr 15 Sqg. Mtr 25 Sq. Mtr
4. [Stores 20 Sq. Mtr 25 Sq. Mtr 35 Sq. Mtr
5. [Technical common room 15 Sq. Mtr 20 Sq. Mtr 25 Sq. Mtr
6. [Toilets 5%2 Sq. Mtr  [5*2 Sq. Mtr  |5*2 Sq. Mtr
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Staff
Working 24 hours for 7 days

Requirement

Up to 5000Up to 10,000Up to 20,000
Donors unitDonors unitDonors unit
Processed processed |processed per
per year per yearyear with
with roundround the
the clockiclock service
service
Bleeding Room
1. Jr. Doctor 2 4 4
2. [Nurse 2 3 4
3. [Social worker 1 1 2
4. |Attendant 1 1 2
/Aphaeresis Room
1. Nurse - - 2
2. |Attendant - - 1
Laboratory
1. [Technician Supervisor - 1 4
2. [Tech. Assistant 2 4 8
3. [Technician 5
(+3 for shiftll 13
works)
4. |Laboratory Asst 1 2 4
2
5 |Laboratory (+1 for shift 4 5
works)
Donor organizer
1. |Associated clerical staff F i1 2
Service staff clerical staff
1. [Clerk typist - Part time 1 1 1
2. |Store keeper - Part time 1 1 1
3. |Cleaner Sweeper - Part time 1 1 2
Medical Doctor
1. (Consultant professor 1 Pathologist |1 Assistant |1 Professor
2. |Asst Professor. - - 1
3. |Lecturer - - 3
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Appendix II

Conditions of licence

A licence in Form 28-C, Form 28-E, Form 26-G or Form 26-I shall be subject to the special

conditions set out in Schedule F, Part XII-B and Part XII-C, as the case may be, which relate

to the substance in respect of which the licence is granted or renewed and to the following

general conditions, namely:

(i) (a) The licensee shall provide and maintain adequate staff, plant and premises for the
proper operation of a Blood Bank for processing whole human blood, its components
and/or manufacture of blood products.

(b) The licensee shall maintain staff, premises and equipments as specified in Rule 122-
G. The licensee shall maintain necessary records and registers as specified in Schedule F,
Parts XII-B and XII-C.

(c) The licensee shall test in his own laboratory whole human blood, its components
and blood products and [maintain records and] registers in respect of such tests as
specified in Schedule F, Part XII-B and Part XII-C. The records and registers shall be
maintained for a period of five years from the date of manufacture.

(d) The licensee shall maintain/preserve reference [sample and] supply to the
Inspector the reference sample of the whole human blood collected by him in adequate
quantity to conduct all the prescribed tests. The licensee shall supply to the Inspector
the reference sample for the purpose of testing.

(ii) The licensee shall allow an inspector appointed under the Act to enter, with or [without]
prior notice, any premises where the activities of the Blood Bank are being carried out,
for the processing of Whole Human Blood and/or Blood Products, to inspect the
premises and plant and the process of manufacture and the means employed for
standardizing and testing the substance.

(iii) The licensee shall allow an Inspector appointed under the Act to inspect all registers and
records maintained under these rules and to take samples of the manufactured product
and shall supply to Inspector such information as he may require for the purpose of
ascertaining whether the provisions of the Act and Rules thereunder have been
observed.

(iv) The licensee shall from time to time report to the Licensing Authority any changes in the
expert staff responsible for the operation of a Blood Bank/processing of whole human
blood for components and/or manufacture of blood products and any material
alterations in the premises or plant used for that purpose which have been made since
the date of last inspection made on behalf of the Licensing Authority before the grant of
the licence.

(v) The licensee shall on request furnish to the Licensing Authority, or Central Licence
Approving Authority or to such Authority as the Licensing Authority, or the Central
Licence Approving Authority may direct, from any batch unit of drugs as the Licensing
Authority or the Central Licence Approving may from time to time specify, sample of
such quantity as may be considered adequate by such Authority for any examination
and, if so required, also furnish full protocols of the test which have been applied.

Centre for Civil Society 13



(vi)If the Licensing Authority or the Central Licence Approving Authority so directs, the
licensee shall not sell or offer for sale any batch/unit in respect of which a sample is, or
protocols are furnished under the last preceding sub-paragraph until a certificate
authorizing the sales of batch/unit has been issued to him by or on behalf of the
Licensing Authority or the Central Licence Approving Authority.

(vii)  The licensee shall on being informed by the Licensing Authority or the Controlling
Authority that any part of any batch/unit of the substance has been found by the
Licensing Authority or the Central Licence Approving Authority not to conform with the
standards of strength, quality or purity specified in these Rules and on being directed so
to do so, withdraw, from sales and so far as may in the particular circumstances of the
case be practicable recall all issues already made from that batch/unit.

(viii)  No drug manufactured under the licence shall be sold unless the precautions
necessary for preserving its properties have been observed throughout the period after
manufacture. Further no batch/unit manufactured under this licence shall be
supplied/distributed to any person without prescription of Registered Medical
Practitioner.

(ix) The licensee shall comply with the provisions of the Act and of these Rules and with
such further requirements, if any, as may be specified in any Rules subsequently made
under Chapter IV of the Act, provided that where such further requirements are
specified in the Rules, these would come in force four months after publication in the
Official Gazette.

(x) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and defects noticed.

(xi) The licensee shall destroy the stocks of batch/unit which does not comply with standard
tests in such a way that it would not spread any disease/infection by way of proper
disinfection method.

(xii)  All bio-medical waste shall be treated, disposed off or destroyed as per the
provisions of The Bio-Medical Wastes (Management and Handling) Rules 1996.

(xiii)  The licensee shall neither collect blood from any professional donor or paid donor nor

shall he prepare blood components and/or manufacture blood products from the blood
drawn from such a donor.
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(= I am directed to forward herewlth for your information
: and necessary action a certified copy of the Judgment of the
Supreme Court dated 4,1.96 passed in the ¥rit Petition above
mentioned. They are required to submit a report by 3_1.11? 15.

1996 as directed by this Hon'ble Court,

-

Yours faitafully,

: s =
i / .
| | éﬁéﬁ%gii/”
’ : - ASSTISTANTZRC JISTRAR
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IN THE SUPREME ECDURT Ot ]ND!A : v
i CIVIL E)’TPADPDIHAP"“ umsolcnon 48801
3 WRIT PETITION ECIVILJlNU‘ 2__Q“:1992{
Fai { 4 ; ; : B e oy oty
4 ;Common Cauce ..Petitioner
e L8 - vercus
Union of Indis & Ors. ; .ﬁ;;pondents
L . i e ——,
S _,_._—-—-——F‘_" o Y "
Cormpiad to be ¢ rue 0
g 2 ‘- 2
' ] ant ‘es"" S
JUDGHENT | A —
j; v \ EW""“ curi aj Mdlf- LA T ’-
A o AGRHH&L; de s e ! : :
. | £
3l' ‘ Elccd is an cesential comzonent of the body which
o ‘ g e s ; ‘

’i“proviqef'suthnance to 1ife. 'There c2n be no greater service
' : x

540 Th@-numapntv than ro efier fonebs Lilood tossavesthedlife of

'h

other fe11Pw human-being. At the tame tire blood,” instead

i i : ; [ £
of saving 1ife. can alczo lead to death aof the person to whenm

the blood ik =sden AP the bhlbsg As - corigninated,. A=

a resyglt
;‘,of .deve1opﬁenzs in medical SCiEhcs-{: is lgpséiple to. pres
serve and ctsre blood after it has been collected so that i-

.. can be avaiflable ih the cace uf'need. There are blood rﬁén&;
which gndertake the: ket gt co11ec£ing, teéting and: stdfing.

the whole [klocd and its components .and n ake the same  avail-

| able when neecded. Ir view of the danjers 1nHerent in ‘supply

:];_of contaminatced blood i: must be cnehred ‘that the blood that
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is available wi.n the b]ocd banks for use is- hea1thy and free

from infedftion,

In th1° pet1t.on filed bv way af Pub lhterest
Litigation under Article ’2 of the Cons t tution the pe.llwon

er has high-l1ighted the z2rip -,dafmc'encmes and

oy Hetfl

fomﬁngs in the matter of Eollection storage and supply of

biodd throush the various blood centres oparating in the

country and has prayed that an appropriate writ order or
1 :

dikection be issued directing the Jn1on of: India and the

States and the Un10ﬁ Terr1tor1e°._wha have- a11 been impleaded

FS resp0ndents in this petiticn, tao ensure that proper posi-

?1vc and concrete steps in & time bound programme are immedi-

: ate]y initiated for obvwat1nu the malpract1ce ma1functﬁon-

LY

ing and 1nadcquac1es of the blood banks a]i .over, the country

and to place bafore th1v_t ure:- 3 sper1f1c ptogramme of action

aimed at overcoming .the d“xcmenc1es in. the operaticn of

h's & Samks, _ g \:

For the purpoce .of ‘reaulating ‘its | ¢o11eation,

storage and supply . b{ood'ﬁs treated as a 'drug' under the

Fruge and Cosmetics Act, 124G (hereinafter referred to ag
Lthe-fct Ty Inithe Drugs and Cosmetics Rules, 1945 (herejn-

after referred ta as ‘the_Ru?-") made under the Act, previ-

sions regarding equipment and supp11es_requared for a bBlood

Bank were contained in Parf XT1-8, which «asz inserted vide

Notification dated June 24, 1967. 1In the said part, require-

rehts regarding Equipment, Blood collection supplies, Canter

bquwpment and Emergency egquipment for the Blood Donor Roonm

Centre for Civil Society
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ey

prescribed Swm11ar1y provusaons wer made"for the

y..Genera1 supp1ier Technwcal staff Accnmmoda*ion

éﬁﬁ%?k Lab1e for wha\e_b\%'

1.- ’ A ‘;"_1‘

‘Label etg.

\Mada;ement

=i g

‘Cph;p\tancyé_F\rm. was entrusted b‘ ihe Gavernment of -,ndia.
e : ST e I i ;
_ Ministry g ﬁealth with the study of blood hank1ng system- in

théf&dﬂntry.; The scope of the sa\d study wWas. to

r

| B e = el i i il T : 2
_+ “ii : 1 ézéésé the'status cf'Governmentt_ﬁrivate,f‘Ccmmer— 4 abii
f :%icggiianc Go*hnrlry.bluod bahﬁg;h 3? i b
F Fay T 'recommended palicy éhdgﬁ%cﬁéduf;iﬁéhanges;fand

ﬂ&ﬁ}” _prepere a scheme for modernwsat1on,qf

o | s

%

;fHa report cubmitted by the sa1d consu\tancy L TATR
I'tq the Gov: rwmant in July, 990 h1CH 11ghts the def1c1enc125
H?L:n.re ard t0 the facw‘ﬁt1er of te.t1ng blood 11cen=\ng of
f _ biood banks and professiona1 donors and_;&o;age_nf b!gcd. In

the said report it wes <tated

¥ o A 2
; i s o
3

2yt cof the total number of 1018 b1@od banks
many as 616 are repartad to . be: un)icensed.
ars are -nly 201 licent ad -ammercial blood banks;
¢ supply of blocd by lice~sed commercial blood
nks is only about 554 1th of the b1ood used in the
hpsaitals of the couniry. = ey AR

e i

8 i) whe  medical check up is done - on ‘thez Dblood

gellers: their health status is.not examined. . The

4 _ . blood trade flourishes with poor people 1ike unem——

D Dol el p1oyed. rickshaw pullers, drug? addicts selling

' ; the1r blood. Such blood: .sellers. suffer from var-
jeous imfzctions and their haenoglob1n i1g': 1auer than

| i3 :
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i are frequent, géneraters are a rarity.  Thic

adcquate storage facilities. "

w34 h ' e

" the oprescribed level: It has been reported that

there are many persons who.donate blood 5-6: times
in a month; poverty makes them to do cnoat-fipst but
later it is reported to become Yike an addiction,
the blood <celler enjoying the dizziness:  due ' to
reduced supply. ; ; :

133) It is a mandatory  reguirenmcat to ‘tonduct
tests on blood which is to-be adminictered to &
patient or to be issued to hospitils for Sfransiu-
sion. The blood so issued has to "beo fgee from
AIDS, viral hepatitis, malaria,. yeneral 'diseases
etc. 1t ic reported thal mandatory tests which are
required to be done are rarely conducted. Most .of

the AIDS surveillance ceontrees are not functioning

-efficiently and .. upto 85 per-cent of blood callect-

ed in the country is not scréened ‘for AIDS. “Under .

an action plan to screen blood for AIDS: 37 blood
testing centres were to be set up in 29 cities. but
only 11 testing centres Were functioning by . July,
1990, "and training of. technicians® for thece centres
was lagging. .

iv) The blood banks presently thrive cn .bleeding
4000 to 5000 regular professional donors in 18-28
citires. The professional. blood donors, which
include many women, are reported to be victims of

2315 health, 1ou'haemog1ohin.1evels\ﬁnd,hany infec-

tions, and are bled at frequent intervals by the
commercial bleood banks. '

v) Storage facilities in the blood banks Ire far
from catisfactory. The blood banks have necessari-

SRR S BOSEEES facilities T3ke refrigerators gyclius

eively for storage of blood with 3 specified range
of temperature for ent.ring safety cf blocd. )
the existing blood banlks many items. of eauquent
remain unattenced for years,- electricity vailures

ap-
rlies hot only to comr-rcial blood banks but: even
to some of the government hospitals. Many items of
the basic equipment needed for blocod banke z2re not
available anc a good part of them do not hz 'z even

vi) Many of the blood banks are located in un‘y-
genic environment and they collect and store’ blood
in very dirty conditions.

< yvii) 1n some places strong middle men ope -ate for

the blood banks by arranging for dqnors. The
middle ‘men dictate.:the charges.:to be paid and take

a heavy commissions the selection of donors . disre- =

gards ‘the leval“of health etc.

.
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A. large part of the professianal donors are
lics or drug abusers, have indiscriminate
-habits and are a high risk group for Hepati-
and AIDS and are unfit to donate bload.

L s ki)
S T

¥ . D TER LT O |
Trained personnel are genera
e blood banks.
d:
oganisers to bring voluntary donors: and many
em are manned by technical staff who do not
equisite qualification of 2 diploma i Hedi-
boratory Technology. At present there is not
course to provide post-graduate specialisa-
n the field of blood donation and transfusion
developed countries. The Drug Control de-
nts, which are expected to ensure the appro-
functioning of the blood banks, . do ' not
lves have specified trained personnel. '

L%

11y no

L 5

In the storage of blood the basic and essen-
equirements of clean environment, shelf 1life
od etc. are ignored. - Nexus is reported to be
ng between the attending doctor of the pa-
and the commercial blood bank, with the

directing the patients to the 1latter, and,
atter giving a pe;{entage of the sale to  the-

§

the comuercial blood banks is 4.7 lakhs units

3,0f the tot

s
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-«
L
-«

“
*
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_ Most of the blood banks lack
post-graduates at the helm; they have no

ﬁ;cerdﬁng“fﬁ the report of M/s.A.F.Ferguson & 'Co.
ﬁwﬁOUfﬁ;ﬂf th# total number of luia;bfbod baqkslin7tﬁe country,
‘.203 ére commercial blood banks and the rest are controlled b{
vaérnment; State-Géverhﬁeﬁts; Private. Hospitals

tary organisations. The vo1um§ of the blooed (col-

out

21 of 19.5 lakhs units by all blood banks and that
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Vaidyanathan Kannan. Deputy Drugs Contro]ier, on hehalf o= fﬁ

‘report of. H/s Ferguson & Co.. the Drugs Contr011er. India byi

-.ma\s per the inforema:

by Red Cross Sori?tie1 and Charﬁtab\' institutions. In &hﬁf

_g.sz.-

L0 5
~

In the counter aff1dav1t f11ed -by Dr.Lalgud®

the Union of India it is tated that after the rece1pt of the |

hic dntren dated August 23, 1990 asked all the  State uru: BB

i

fContro11ers (who are the 11censing and enforc1ng authoritics |

:under the Act)

tion forwarded by 23 State Governments/Union Territoriesilb

about 341 blocd banks are unlicenced and most of them are ru.;;

said counter affidavit mention ﬂs also made of the steps tha;f;

i : ﬂ,+g¢ff:§3;
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storage facilities in blood banks, for upgrédafion and moder-

: hisﬁtion of Government managed blood bahks, and tfaining of-

;;'drugs inspectors and blood bank technical personnel.

. i -
During the pendency of this writ petition, action

has also |been taken to revise the Rulec governing the licenc-
ing and | operation of the blood banks and by the Drugs and
Cosmetics (First Amendment) Rules, 1982 published ® in the

Gazette |of India vide Notification dated January 22, 1993,

Part X-8 has been inserted in the Rules aﬁd Pant X1le-8 .has
béen sub§tituted} In part X-8 (Rules 122-F to 122-f) provi-
sioﬁs ha&e been made prescribing the requirements forxcosakc-
tion, s#oragg,% processing and distribution of whole huﬁan
blood, hgman blood éomponents by blood banks and manufacture
of b1oo§ products and for éfanf and for renewal of licence
for fhe operation of a blood bank/processing of human blood
for components/manufacture blood products. Under";h; said

provisions 1icence- can only bg gfanted/renew?d ﬁﬁ}h_ the
apprbva1gof the Central Licence-ﬁpproving Authority viz. the
Druss Centroller:of Ilndia. . Part X11-B cqnta{ns brovﬁsions
relating to space, equipment and supplies required for a

b1ood gank.

During the course aof the hecaring of this petition,
the ﬁetitioner submitted a draft schemé and 'a scheme was also
submitted by the Union of India. In the affidavitffi1ed by
Dr.Sﬁﬁﬁ' Lal, Addl.Director, &at{onal Aids Coh;rg]l Organisa-

'tion; along with the scheme, 1t was stated that the Central

Centre for Civil Society



|
Coun&i1 of Hea1tm in which the State Health Ministers are
‘ :

, : : ; .
members, is the highest Forum for Policy frame work and that

the | said Council has given guidelines in feébéct of " Blood

Bank, and Transfusion Service and its recommendations are as

~undejr

"Blood being a vital input in the praéent day
medicare services the acute shortage of which & is
hampering the =affectiveness of our services the

joint Conference recommends a
should be taken by the

1 POoOwWel

In the s2id affidavit it was also §fated that 'a1£hough the
W9r13 Health Organisation has prescribed that hear1y 10 1akhs
units of blood is required for the country, the collection js
only 19.5 lakhs units at present and, therefore. it 1s ' nat
'V’poés b1€7t6'b$n professional donors at this stage unless the
“dohatﬁons of blood by way of voluntary donation are in-

o ereased. In the said affidavit;it was further stated fhat.

* mostiof th: Government Blood Banks are lacking in man power,
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&zx.s, e

?Mtraih{hg and laboratory facilities to test biood' for ‘blood

" transmissible diseases and to augment this, the Central

i) §

Gerrnment haé 'providéd funds fo Jarioué' State ;Goyéfnment
during 1990-31 and 1991-92 to modernise the Gﬁve?hment Blood
Banks. According to the said affidavit, the main objective
for the modernisation of the Blood Banks have been provided

+into ‘long| term objectives and medium term oﬁje;tiveé as

under !

b 1 Long term objectives:

(a) | Hake available high quality blood and blood
compﬁnents in adequate quantity to all users.

(b) Ensure wide usage of blood componénts.-

v{c) Expand voluntary ‘and replacement donﬁr base,
so as to phase out professional blood donors.

ik & i Medium term objectives: :
(a) % To provide minimum possible facilities for

pﬁood collection, storage and testing in all Gov-
ernm?nt Blocod Banks. :

|
(b) | To make available the trained man-power in
ali §overnment Blood banks.

i : "
(c) | To encure the awarena2ss of eltnicians and

Blood Banks staff on the advantages of blood compo-
neints.

(d) ! To ensure the effective geographical coverage
keepiing in mind the different volumes of blood
requirement in different cities. '

(e) | To increase public awareness about the risks
in |using blood from commercial B8lood Banks and
professional donors and the harmlessness of blood
donation.” '

| &
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i On a perusal of the Draft scheme that was submit-
ted by the petitioner and the Draft scheme subm1tted by the
Union of India, it was fe]t that it uou1d fac111tate matters
1f thg question of necessary steps which. may be . requ1red fon
furth;r strengthening the ex1st1ng frame~worP about licensing
of b]ﬁod banks and obtaining blood donat1ons is examined by a
Comm1ttee which would place its *ugncstions before the Court
for ﬁOn.1derat1on. By order dated ilth February, 1994 a

Committee of the fo11ou1ng Persons was constituted to examine

the matter and submit its report : !

L]

i
i Additional Secretary, Ministry of Health holding

the charge of Director, National Aids Control

Organisation as Chairman.
P Prugs Contreller of India.

3¢ Kr.H.D.Shourie.

The  said Committee felt that since Indian Red Cross Society
is precent1y involved to a considerable extent in blood bank-
ing oparations and it has branches spread all over the coun-
Erys and it has Eapacity to further strengthen itself for
1oﬁking ther ‘the various aspects of functiqning of blood
gzbanks; it may be recognised as a nodal agency in the field of

\
b blood |banking and blood transfusion technology in the coun-

try. The Committes suggested that detailed discussions to
i L ‘ :
fﬁna1ﬁ3P assessment in  this regard may be held with the
. | H
1

Indtan Red Cross Society, -Haviﬁg regard to the said sugges-

26
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examine

=illaee

"

-

tions hy the Committee constituted by the Court, the Indian

Red Crogss Society constituted a committce “of experts to

the matter and to Prepare a draft blue print. The

said commitfee of experts in its report datéﬂ April 15, 1995

has indl

required

Ty
-4

and

2.
for

/4

3

the
Hepa
4'
rigj
many
5I
stan

for
rrob
.

It “has %
Flan, SH

lows

"lmm

3

cated the following fields in whick measures are

to be taken :

Building a pawerful voluntary blood ‘donation

moevement to augment supplies of safe’'quality  blood

blood camponents.

Exercgﬁﬁng economy by processing whole bicod @
blood components. . !

Intrdé\cﬁng screening procedure to minimize
danger of transmissibie diseases. 1ike AIDS,
titis ete. : ’ :

Standardize technological procedures for

d enforcement of quality control, and  good
facturing practices.

Providing technical services for raising the
dard of Blood centre operations and assistance

administrative, motivational and technicatl
lems encountered.”

e

kY

propoced an action plan in thrée'barts t &mmediaté
!

ediate Plan

To' establish an administrative unit at the

natj
dire

o
Cros
the
towa

o9nal headquarters under the charge of a project
ctor.
|

| To identify and strengthen. a minimum of 2 Red
| blood centres for each ctate for augmenting.
7e#isting blood Programme., Necessary 1inputs
nds -.staff, ¢quipment and consumables for the

}
{
!
|
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wi
.y/f

o "%5”“‘ development should be made’ available at once,
il N RN requirements tgq procure accreditation from
; s DC(I) should be ensured. j :

ey 4 i 361 Donar recruitﬁent and  intensification a'f’

donor mut1vation drive may be taken up an Priority

basis, Involvement of nedia may be ensured through
Informatiqn and Broadcasting Hinistry;- :

4, A crash Programme for short term training of
medical - Bfficerc, technicians ang medical social
Wworkars RuUrses of concerned centres may - be
undertaken, This distance '1carnin9 Programme
preparedTbV'the,HHO may be helpful in updating the
knowledge of 'Iechnologista at .the centres “being
strengthened, el ok

i

1, Delhi 5 Bhopal
. Lucknow 10. Ahmedabad
3. Patna o S Bombay
4. Calcuttegy Xy Hyderabad
| B Gauhati, . . . 13. Bargalore.
6. LUPEaek ) 7o i Trivandrunm-
Mo L s dOe  Wadrag oo ro
8. Jakpur .. ... 2 16 Chandigark. .-

|
Srort Term Plan:

1 Cao-dination of the blood Programme of large
medical colleges having more than 1000 beds angd or
collecting over 10,000 units.

21 Establishment of post graduate training
c¢nters at places where facilities for fu1fil1ing
the norms of the Medical Council of India exist,
IQ the initial stages Faculty Support can be . ob-

e S 8

28
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it - ‘ ’
& tained from departments of pathology. At  the
following cities post graduate training can be

started:

1. Chandigarh b .Bonbay

2 Delhi T Hyderabad

3. “Lucknow 8. Bangalore

q, Calcutta 9, Trivandrum

R Jaipur 10. Madras

-

Training of paramedical workers can also be . under-
taken at thece centres.
3 Coordination of 211 other voluntary

orgpnisat\ons working for the promotion of the
blood programme by the Red Cross Society would
further help in achieving the target of donor
recruitment with greater vicour and better evalua-
tion. ;

| :
4. A national workshep at the Red Cross head-
quarters may be organised for officers of :2ll
centres being strengthened and the representatives
of  regional centres to provide necessary guidance
for uniform and standardised policies and prac-
ticges.

Long Term Plan:,

2 B To upgrade all other blood centres.

2. Establishment and upgradation of blood cen-
‘trgs in areas where it does not exist.

3 Pianning of more regional centres.

4, Establishing fractionation centres.

5. Establishment of therapeutic centres for

b1rod related disorders.

6. Prograwmes for indegenisation of equipped
software and reagents.

T Establishment of tissue typing facilities for
sﬂne Marrow and organ transplant.”

After jaﬁsiderﬁng the said report of the Committee of experts
set up by the Indian Red Cross Society, the Conpittee consti-

tuted $y the Court submitted its final report which was filed
|
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anngluith the affidav\t uf Shri Ashwini Kumar, Deputy Druss
Contr Tler : Ind!a in th. Directorate ‘Genera) of Health
Servi;es datad Octobtr 26 199§ _ ?he Connittee has. nnde 'ihe
".folloTing reconnqnaations and has suggested stepz for' revamp-
he systen of blogu banks in th: countrv in thu ferm of
p1ars)fdr 1np1ementation an 1nneu1;te bnsis and far 1ang term
inp?eﬂeﬂtifion. L B et
: o
¥
a?
‘uiﬁ“iha Min th. nith the assistance
of "Natiora' C ensure the establisiment
) at suyitable centras,
eferabiy ‘h&adquartered at the premises of some
-ut tand.ng medical) institutions or hospitels,
{ i
30
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el -

(iii)’ Proqrhuues ‘and d£t1V1t‘cS of the ationa!
Councii ahiqState Louncils shou1d cover fhe gnttre

range" of
rpquaren.n 2 of blond banks 1ncludgn9 the 1launching
0F ; effe tive natavation ‘campaigns | through

‘of all media for st1-uia; ng voiuntary
tions, ° launching prograsmses " of hlood

donatiori 4n  educational institutians, 'asong thg
labour,' industry and trade, establichaents and
organisa iqps of various ser 1tqs 1ncJudipg ¢1vt5;.
bt d1es. fa§n1nq )% parsnnne¥ in relation. .to all
oparatton ~of blood cn11¢ct1on. _,storage. and
utiltisat n.transport, quality control and archiv-

1pg systde, cross-natch1ng ‘of. blood between donors
nd re ipients, _=#paration - .and - storage of
compdnents. of blood, and all .the basic essentials
of the per|t1ons of blopd hanking., ¢

(A

gRJECTIVES: .. -

ip “he progralne forlulation o the ~natinnal
1Fve1 lpd State levels should take inte account the
requ1reuentr of ' lay1ng down  targets = for
achievement . '4nclua: inp the estab!iqh-ent of apprc-
priatefy designed pnd equipped blood banks,
ensurifig that all blopg banks are licensed. naking
catisfictory arrangemgpts for collection and 'stor-
Jcollected blnozr fractionalisation of bIood

€ components, Special emphasis 111 need ,
d In the pro’ranle on the - attain-eut of

bed targezc o

ollection

ns and. utilisa;ﬂpn of the media. The State

s shall submit: itheir programmesz and targets

Natlonal CLouncfy1 and thereafter continue to

lh-it,,QLarlcrly uqa t=< to the Central Council
. - H |

. blood through wativa

e 4

j:
{ ikt i

————

Centre for Civil Society

servicess re]aged to nparat1on anq

organising camps for volupop—
tional.
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-shoqu launth . effecti

_vTzadered- impossible through suita

' : kol
-311l6: - ) ety

i % = Sy iV v . e L2 ]
3 ; y 4 : :

" <4 : Syt

3 e )

campadigns. - faor tellecting -Funds for 1mblementationf

of I theip Programmes, fsup%amqntﬁng the . 'funﬁs'@*

a?]c@{pd;;p"thgm ;e;pectﬁ,&Ly'bw:the.ﬁavernménf} of
Indig4 and the State queén

of facilitating the collection of funds fof"HTood:,
bankﬁng;‘purposes the: Government of India. in ‘' 'the.
“inkstry: of Finence should, at the .earliest, » be’
appricached ,by.-the‘Mﬁnistrv of ““Health .ty Jjseaqure -
apeciaq,ﬂjapensation u/s 35 of thae lncome Tak ‘Aot

o £
- Mt

o the fu et it e ool
3b°uf---,.t.he‘ fu]fi?:}ent of t_;he t,.arg;cts re]ating- to ‘che” x i
‘Programmes., et i i . R o
ii) 5 ThE..v :Na tional - CQ’np;i.] . and : ;S_-t_a‘te-' - Cogntﬂ s,: ' _;f
8, Programmes: . and :.organise.:

ments.  For: the ‘Purpose -

*aking - it possible toi grant exemption of 100, ¢« per~ '
=&t basis to the donatiens given ‘to registgred ‘akd -
authorised National Council and State Cqunci]S.,;

The Fulfiiment of thﬁs'pbjéciﬁye 5hcu1d-be‘%becifi¥
cally ereported\'by:the Hinistry of Health ta® 'the
Hon'ble Suprame Court,- The' National: Counci} and -

Statg-HCnunti1s'shou?d,aTEu utilise opportunities’-

shich . may: be available fors seturingi;Fiha‘tiaJ,
sanctipn: and other Support® to their blood b3 king’ .

Frogrammgs - frop *International soUFces - ang: other:t .

<ano pAgencies. DLy e iy T e
iii)i;jth njnjstr}'of-Hea1th shou

ﬂd fo]TOW'uﬁ{-théj‘r

“=commendations ‘made by the Expert.Commﬁmtée'sg;.up-t'
=/ the Indian Red Cross Scciety to/ start M.D.Course . .

i t]opd~Ltransfusiana:techhﬁdpgwé “and: toi: ®lso:

“1dentaker the. - prbpafatﬁon?ﬁjof-‘T‘tbﬁp?ehensﬁ?é .
Frogramme “for:training of persbnngl gbé?étingﬁgin :
re]atiohfto'variou::aspecté’of~funttibniné-of'b]qoﬁ‘”

'-3anks, storage of - blood, fractionalisation .. of

|
2lood, and transfusion of blood,i - iy o

) | The system of licensing of blood banks will
z streﬁgthened?tojensuré‘;h@t«élf ‘ﬁyéWityT banks

‘thipn? a period:of néet more than'omne year. Whera
gry blood banks: remaﬁnffi?lﬁcquﬁpped“for beingt
lizensediZand renain Unlicensed after’ the expiry ofy
the period of:cne:ycar.'their‘operjiionsvshpu!d be

! t le action| undep
2zorepriate “legislation,’ “It'shall: 'be a’ policy
otjective:of thé~Mihistry?oFfHca1thﬁas well 'as ‘the
National:Council-and the State Couﬁc11s‘estab1ishéq
T thei bi:iis of these ‘recammendatith'tthit ‘the
prevaient;;fsystem ofirprofessional donoqs ip_‘
diacouraged.through;uti?ﬁsatﬂon1of-a}T-Jappropriape
mediaﬂ:‘thrcugh« withdrawal of licenges: where - an
$uch q1opd.bank:has:been:$icEnsédf afed byllaﬁnchingi
Prosecutieons fundeﬁithe*appropriate-hprovis1ons ol
1aw. | The objective of total elinination of -
Preindadions) ditsrs shanld he achievg¢d in a period

| T2} !

Centre for Civil Society
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32



7

‘ =l
- o
| 5
o of Inot more than two years through utilisation e
all requisite measures. Far attainment of

objectives & programmes of the local organisations,
the | State Govt. will be approached for providing
the | requisite Inspectorate for continuing inspec-
‘tion of blood banks."

'
-

The Committee has taken note of the programme for
-

preventing infection and strengthening of Blood Banking

system

n the country that ic being implemented by the HMNa-

i

tional Aids Control Qrganisation, which is annexed as Annex-

ure = 1

to the report of the Committee.

The 1ndian Ascociation of Blood Banks has been

|

impleaded as a party in these procecedings and an affidavit of

Dr.viB.lUal, Precident of the said association, has been

filed.

person.

%

We have heard Shri H.D.Shourig, the petitioner in

Union.of India, Shri P.P.Rao. learned Senior Counsel for the

Indian

Tearnad

Associatior ot Blood Banks, Dr.V.Gauri Shankar,
: |
‘Senior Counsel for the Indian Red CrossiSociety and

the learned counsel appearing for the States. Keezping in view

?fthe'repért'of the Committee that has been constituted by this

the Ind
impleme

as the

Court  and the report of the Committee of Experts set up by

an Red Cross Society and the programme that is - being

nted by the National Aids Control Organisation as well

$

submissions of the learned counsel, we are of the view

that su?téble action should .be taken by the Union Government

as well

as the Governmcnts of the States and the Union Terri-

Centre for Civil Society
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Shri A.S.Mambiar, the learned Senier Counsel for the
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w
iy

tories Adm1nistrat1on in accordance with the lplan fur Immedi-
'faté imp]ementat1on as ue]] as the plan for 4ong Term imple-

B mpntation suggested by the Committee consqituted By . this

courtl : _ &

It is no doubt true that after‘lthe réport of
H/é.h.F}Ferguson & Co. the Union Government has taken certain
steps  towards improving the state of affairs; regarding the

blocd banks in the country and the National Aids Control

k. Organ)sation ‘is also working in this field. But a lot more
is required to done as would be evident fromithe reports of

the Committee constwtuted by this Court and the Committee of

Exper s appmnted by the Indian Red Cross Society. -

@Y | 1n order that they may have their own individuality

and funds and are able to raise funds from various sources

34
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‘~directions :

w4

including of contributions from trade, industry and individu-

als the Natignaf Council and the State Councils should  be

.constfituted as T<ocieties registered under the Sccieties

Registration Act. The National Council anda.the State Coun-

i ;i1s should undertake the measures suggested by the Committece

constituted by the Court as well as the Committee of experts

‘ﬁpoi ted by the fndian Red Crocs Society and while doing =o
Ifhpy | should coordinate their activities with 1hoser of. the
Ngtioba1 Aids Control Organisatiqn and other'aaiﬁiigffiﬁ'this
fieida Keeping in view the potentia1{;ies of tﬁéjﬁé%m in the

".prevailing state of affairs and the need for speédy action in

" this |regard, we consider it appropriate to give the following

1. The Union Government shall take steps to establish
e 1 : !

forthwith a National Council of Blood Transfusion as a socie-
ty ragictered under the Societies Registratﬁoﬁ Act. -1t would

be al|representative body'having ihoTt represeﬁtation from the

Diregtorate General of Health Services of the Government of

India, the Drug Controller of India.'Ministry:of Finance 1in

_ the isoyernment-of,lndia. Indian Red E}OSS Society, private
.+ blood banks including the Indian Assgiﬁation of the Blood

: Bankf, major medical and health instithtions of the country
0 . it .

ancg non-Government organisations active in the field of
x |

securing voluntary blood donations. Iﬁ order to ensure

. " _‘_ ¥ l 5
coordination with the activities of the National Aids Control

Y

Centre for Civil Society

[ 1iaat1bh, the Additional Secretary in the Ministry of:
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Health, [who is incharge of the operations of the programme of-. :

|
|
|
Foll;

Nationaj Aids Control Organisation for stnéngthen#ng the
‘blood Tanking system could be the President of the Nationa1‘f

Council,

i
"
i i The National Council shall have a %ecretariat at
Delhi umder the charge of a Director.
%
i s '
o é The basic requirements of the funds for the func-

tioning| of the National Council shall be provided by the . °
| : ;

Government of India but the National Council shall be empow—:
|

ered tb raise funds from various other sources including

contributions from trade, industry and individuals.

| ARaa
|
; : :

4, “iin cﬁnsu1tation with the Mational Council, the %
Shate “?verrmen*aJUnﬁzn Territory Administration shall estab}f"
lish_ a; State Council in each State/Union Territory which
sha\i-bg registered as a society under the Socities RegﬁstraL
tion A%t. The State Counci1_shou1d be a repqesentatﬁvé quy

having fin it representation from Directorate of Health Serv-

ices in the State, State Drug Controller,| Department of
Finance of the State Govermment/Unlion Territory Administra-
tion, Qimportant medizal institutions in the. State/Unién
Territary, Indian Red Crbss Society, private blood banks,
Non-Govaramental Qrganisa#ions active in the field of secur-.

ing voluntary biccd isn1%iers. The Secretary to the Govern-

Centre for Civil Society 36
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dént uf the State Council.

Mg i e
5 .

-

B4

"y

‘a;‘ ment ﬁncharge of the Departmant of Health could be the Prezi-

The State Council should have its headquarters at

#: the premises of the premicr medical institution

arne of a Director. : - i

6.

or

The funds for the State Council sHall be

hospital

i i, rhe S?ate/Uﬁxon Terrﬁtery and should function under the

provided

by the Union of India as well as the State Government/tn1on

Taqrﬁtery Adm

fnistration . The $tate Council

also be cmpowered to collect funds in shape of

fiom trade,

7-0'.

|
Counti]

-

The

industry and individuals,

programmes and activities of

sha

cont

the

11 shall

ributions

Natienal

~and the State founcils shall cever the entire range

of servicen related to operation and requirements

hank# including the launching cf_effective

paians

veluntary

| H
donation

1hdustry

through wutilisation of all wedia feor

in

‘and

blood donations, launching progranm

educational institutions, ameng

st
es

the

of blood

motivatien cam-

imulating
of blood

labour,

trade. ftab1ishments and organisations of var-

dous aerv1ces 1nc1ud?n9 civic bodies, training

%h':?€1ation to all cperations of blood collect

and utilisation, sepration of blood groups, proper labelling, -

propel

systen,

Centre for Civil Society

si0lage and traneport, quality centrol a

crocs

-matching ¢f blood between donors

of

ion,

nd

and

personnel

storage

archiving

recipi-
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L . 5

- ents, separation and storage of components: of blood; ‘and' a1l

the basic essentials of the operat1ons of blood banking.

o | ~ The _National CPUHC1], shall undertake training
orogkammes for training. Of techn1ca1 persomnel in various

F1e1ds connected with the opernt1on cf blood banks.
l

S0 The National Council shal) estah1ish an_ instilur..%

iionf for conducting Fesearch in co]lectﬁon, ﬁprocégsﬁﬁg:
storage, d1str1but1on and transfuston of who1e human blood
and human blood components. manufacture of b]ood productc and
ather a111ed fields. |
| i g

L0 The National Council shall take steps for start-
ing ¢pecial poét-graduate courses in blood c;11ection, proc-

355139, storage and tranofua1cn and al11ed f1e1ds 1n. Various

redigal co11ege° and institutions in.the country,

e In order to facilitate the collection of funds for

the MNational Council and the State Councils, the Government
|

of Indla (M1n1Etry of Health and Ministry of | iFinance) should

find | out ways and mcans to secure grant of 100%‘ exemption

from [income tax to tha donor in respect of donations made to

the Mational Council and the State Councils.

|
|
ol T |

[ 38
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-

e : -'The-cxis;ing machinery for the egforcemenf o6f  the
uvieéons nf the Act and the Rules should be Qtrengthened
d Iéuitab1e action be taken in that regard on the basis of
2 Scheme submitted by the Dfugs Controller (I) to the Union
fer;ment;fur upgradation qf}the Drugs Control Drganjsatinn
.th€ Centre and the States éAnnexure = 110 %o the  sffidavit

_Shri R.Narayznaswanmi, aa#ﬁstant‘Drug Controller, dated:

Ttenber 16, 1994).
&
|
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16. The Union Govnrnment‘éhould consider the advisa-
bility of enacting a separate 1e9is1ati6n for regulating the

co1]ection, processing. storage, distributionfand transporta-

|
|

tion of blood and the operation of the blao@ banks in = the
- ‘ .

> | -

couptrys

|
1) The Director General of.Hea1th gervices in the

Government of India. Ministry of Health shall ‘submit a report
| i :

by July 15, 1996 about the action taken in pursuance of these

directions.

18n [t will be open to the Director General of Health
Sérviceﬁ. Govgrnment of lndia as well as the Hational Coyncil
| o ¢

3 ~seek c\arifﬁcation/modification of these directions ofr

further directions in this matter.

]
, The writ petition 1 dizposed with these direc-

gions. Mo order as to costs.

....................J.

[ 5.C. AGRAWAL ]

|
N B S

! ! { G.B. PATTANAIK }

New Delhi,
. January 04, 199¢€.

Centre for Civil Society
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Appendix IV

Form 26-G
(See Rule 122-F)

CERTIFICATE OF RENEWAL OF LICENCE TO OPERATE A BLOOD BANK FOR
PROCESSING OF WHOLE HUMAN BLOOD AND/OR* FOR PREPARATION
FOR SALE OR DISTRIBUTION OF ITS COMPONENTS

11 Certified that licence number granted on
to M/s for the operation of a
Blood Bank for processing of whole blood and / or for preparation of its components
at the premises situated at is hereby renewed with
effect from to
2 2 Name (s) of Items :
1.
2.
3.
3. 3. Name(s) of competent Technical Staff :
1.
2.
3.
4,
5.
6.
Dated Signature

Name and Designation
Licensing Authority

Central Licence Approving Authority
* delete, whichever is not applicable.”;

(b) after Form 26-H, the following Form shall be inserted, namely :-
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Form 26-1
(See rule 122-1)

CERTIFICATE OF RENEWAL OF LICENCE FOR MANUFACTURE OF BLOOD

PRODUCTS
Certified that licence number granted on
to M/s for manufacture of blood products at the
premises situated at is hereby renewed with effect from
to
2. 2. Name(s) of item(s) :
1.
2.
3.

3. 3. Names of competent Technical Staff :

(a) responsible for manufacturing

1.

Name and Designation

(b) responsible for testing

1.
1.

2.

2.
3.

3.
4,

4,

Signature

Licensing Authority

Central Licence Approving Authority”.;

(c) for Form 27-C, the following form shall be substituted, namely:-

Centre for Civil Society
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Form 27-C
(See rule 122-F)

APPLICATION FOR GRANT / RENEWAL * OF LICENCE FOR THE OPERATION OF A
BLOOD BANK FOR PROCESSING OF WHOLE BLOOD AND/OR* PREPARATION OF

BLOOD COMPONENTS
1. I/We of M/s hereby
apply for the grant of licence / renewal of licence number dated

as

to operate a Blood Bank, for processing of whole blood
and/or* for preparation of its components on the premises situated at

Name(s) of the item(s):

)

3.

3. The name(s), qualification and experience of competent Technical Staff are
under :

(a) (@) Name(s) of Medical Officer.

(b) (b) Name(s) of Technical Supervisor.

(c) (¢) Name(s) of Registered Nurse.

(d) (d) Name(s) of Blood Bank Technician.

The premises and plant are ready for inspection/ will be ready for inspection on

A licence fee of rupees and an inspection
fee of rupees has been credited to the
Government under the Head of Account (receipt
enclosed).

Signature
Dated Name and Designation

* delete, whichever is not applicable.

Note 1. The application shall be accompanied by a plan of the premises, list of
machinery and equipment for collection, processing, storage and
testing of whole blood and its components, memorandum of
association/ constitution of the firm, copies of certificate relating to
educational qualifications and experience of the competent technical
staff and documents relating to ownership or tenancy of the premises.
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2. A copy of the application together with the relevant enclosures shall
also be sent to the Central Licence Approving Authority and to the
concerned Zonal/Sub- Zonal Officers of the Central Drugs Standard
Control Organization.”;

(d) after Form 27-D, the following Form shall be inserted, namely :-
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Form 27-E
(See rule 122-F)

APPLICATION FOR GRANT/RENEWAL*OF LICENCE TO MANUFACTURE
BLOOD PRODUCTS FOR SALE OR DISTRIBUTION

1. I/We of M/s hereby apply
for the grant of licence/renewal of licence number
dated to manufacture blood products on the premises situated at

2. Name(s) of item(s) :

1.
2.
3.
4,
3. The name(s), qualification and experience of competent Technical Staff as under :
(a) responsible for manufacturing (b) responsible for testing

4. The premises and plant are ready for inspection / will be ready for inspection
on

5. A licence fee of rupees and an inspection fee of rupees
has been credited to the Government under the Head of

Account (receipt enclosed),

Dated signature

Name & Designation

* delete, whichever is not applicable.

NOTE 1. The application shall be accompanied by a plan of the premises, list of machinery
and equipment for manufacture of blood products, memorandum of
association/constitution of the firm, copies of certificate relating to
educational qualifications and experience of the competent technical staff and
documents relating to ownership or tenancy of the said premises.

2. A copy of the application together with the relevant enclosures shall also be
sent to the Central Licence Approving Authority and to the concerned Zonal /
Sub Zonal Officers of the Central Drugs Standard Control Organisation.”;

(e) for Form 28-C, the following Form shall be substituted, namely :-
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Form 28-C
(See rule 122-G)

LICENCE TO OPERATE A BLOOD BANK FOR COLLECTION, STORAGE AND
PROCESSING OF WHOLE HUMAN BLOOD AND/OR* ITS COMPONENTS FOR

SALE OR DISTRIBUTION
1. Number of licence date of issue at
the premises situated at
2. M/s is hereby licensed to collect,
store, process and distribute whole blood and / or its components.
3. Name(s) of the item(s) :
1.
2.
3.
4, Name(s) of competent Technical Staff :
1.
2.
3.
4,
5.
6.
5. The licence authorizes licensee to manufacture, store, sell or distribute the blood
products, subject to the conditions applicable to this licence.
6. The licence shall be in force from to
7. 7. The licence shall be subject to the conditions stated below and to such
other

conditions as may be specified from time to time in the Rules made under the Drugs
and Cosmetics Act, 1940.

Dated Signature

Name and Designation
Licensing Authority

Central Licence Approving Authority

*delete, whichever is not applicable

CONDITIONS OF LICENCE

1.

The licensee shall neither collect blood from any professional donor nor paid donor

nor shall he prepare blood components from the blood collected from such a donor.

2.

The licence and any certificate of renewal in force shall be displayed on the approved
premises and the original shall be produced at the request of an Inspector appointed
under the Drugs and Cosmetics Act, 1940.

Any change in the technical staff shall be forthwith reported to the Licensing
Authority and / or Central Licence Approving Authority.

The licensee shall inform the Licensing Authority and/or Central Licence Approving
Authority in writing in the event of any change in the constitution of the firm
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operating under the licence. Where any change in the constitution of the firm takes
place, the current licence shall be deemed to be valid for maximum period of three
months from the date on which the change has taken place unless, in the meantime,
a fresh licence has been taken from the Licensing Authority and/or Central Licence
Approving Authority in the name of the firm with the changed constitution.”;

) after Form 28-D, the following Form shall be inserted, namely :-
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Form 28-E
(See rule 122-G)

LICENCE TO MANUFACTURE AND STORE BLOOD PRODUCTS FOR

SALE OR DISTRIBUTION
1. Number of licence date of issue at
the premises situated at
2. M/s is hereby licensed to
manufacture, store, sell or distribute the following blood products :-
3. Name(s) of the item(s) :
1.
2.
3.
4,
5.
4, Name(s) of competent Technical Staff :
(a)responsible for manufacturing (b) responsible for testing
1. 1.
2. 2.
3 3.
5. The licence authorizes licensee to manufacture, store, sell or distribute the blood
products, subject to the conditions applicable to this licence.
6. The licence shall be in force from to
7. The licence shall be subject to the conditions stated below and to such other
conditions as may be specified from time to time in the Rules made under the Drugs
and Cosmetics Act, 1940.
Dated Signature

Name and Designation
Licensing Authority

Central Licence Approving Authority

*delete, whichever is not applicable

CONDITIONS OF LICENCE

1.

2.

The licensee shall not manufacture blood products from any professional donor or
paid donor.

This licence and any certificate of renewal in force shall be displayed on the
approved premises and the original shall be produced at the request of an Inspector
appointed under the Drugs and Cosmetics Act, 1940.

Any change in the technical staff shall be forthwith reported to the Licensing
Authority and / or Central Licence Approving Authority.

The licensee shall inform the Licensing Authority and/ or Central Licence Approving
Authority in writing in the event of any change in the constitution of the firm,
operating under the licence. Where any change in the constitution of the firm takes
place, the current licence shall be deemed to be valid for maximum period of three
months from the date on which the change has taken place unless, in the meantime,
a fresh licence has been taken from the Licensing Authority and/or Central Licence
Approving Authority in the name of the firm with the changed constitution.
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