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1. Blood is an essential conponent of the body which provides sustenance to
life. There can be no greater service to the hunanity than to offer one’'s
bl ood to save the life of other fellow human-beings. At the sanme tine

bl ood, instead of saving life, cannot lead to death of the person to whom
the blood is given if the blood is contam nated. . As a result of

devel opnents in medical science it is possible to pre-serve and store bl ood
after it has been collected so that it can be available in the case of

need. There are bl ood banks which undertake the task of collecting, testing
and storage the whole blood and its conponents and nake the sanme avail abl e
when needed, In view of the dangers inherent in supply of contaninated

bl ood it rmust be ensured that the blood that is available with the bl ood
banks for use is healthy and free frominfection

2. Inthis petition filed by way of Public Interest Litigation under
Article 32 of the Constitution the petitioner has high-lighted the serious
deficiencies and short-comngs in the matter of collection, storage and
supply of blood through the various blood centres operating in the country
and has prayed that an appropriate wit order or direction be i ssued
directing the Union of India and the States and the Union Territories, who
have all been inpleaded as respondents in this petition, to ensure that
proper positive and concrete steps in a tine bound programre are

i medi ately initiated for obviating the nal practices, malfunctioni ng and

i nadequaci es of the blood banks all over the country and to place before
this Court a specific programme of action ainmed at overcom ng the
deficiencies in the operation of bl ood banks.

3. For the purpose of regulating its collection, storage and supply, bl ood
is treated as a ‘drug’ under the Drugs and Cosnetics Act, 1940 (hereinafter
p referred to as sthe Act’). In the Drugs and Cosnetics Rules, 1945
(hereinafter referred to as ‘the Rules’) nmmde under the Act, provisions
regardi ng equi pnent and supplies required for a blood bank were contai ned
in Part Xl |-B, which was inserted vide Notification dated June 24, 1967. In
the said part, requirenments regardi ng Equi prent, Bl ood coll ection supplies,
Canter equi pnent and Energency equi pnent for the Bl ood Donor Room were
prescribed. Simlarly provisions were made for the Laboratory, Genera
suppliers, Technical staff, Accommodation for Bl ood Bank, Label for whole
bl ood and Col our schenme for Label etc.

4. In 1990, Ms. A F. Ferguson & Co., a Managenent Consultancy Firm was
entrusted by the Governnent of India, Mnistry of Health with the study of
bl ood banking systemin the country. The scope of the said study was to :
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(i) assess the status of Governnment, Private, Commercial and Voluntary
bl ood banks ;

(ii) recomended policy and procedure changes; and
(iii) prepare a schene for nodernisation

5. The report submtted by the said consultancy firmto the Governnent in
July, 1990, high-lights the deficiencies which regard to the facilities of
testing bl ood, licensing of blood banks and professional donors and storage
of blood. In the said report it was stated

(i) Qut of the total nunber of 1018 bl ood banks as nany as 616 are reported
to be unlicensed. Thereare only 201 |icensed comrercial blood banks; the
supply of blood by |icensed comrercial blood banks is only about 1/4th of
the bl ood used in the hospital s of the country.

(ii) No nedical check up is done on the blood sellers; their health status
is not exam ned. The bl ood trade flourishes with poor people |like

unenpl oyed, rickshaw pul lers, drug addicts selling their blood. Such bl ood
sellers suffer fromvarious infections and their haenoglobin is |ower than
the prescribed level. 1t has been reported that there are many persons who
donate bl ood 5-6 times in a nonth; poverty nakes themto do so first but
later it is reported to becone |ike an addiction, the blood seller enjoying
the di zzi ness due to reduced supply.

(iii) It is a mandatory requirenent to conduct tests on blood which is to
be admi nistered to a patient or to be issued to hospitals for transfusion
The bl ood so issued has to be free fromAIDS, viral hepatitis, malaria,
veneral diseases etc. It is reported that nandatory tests which are
required to be done are rarely conducted. Mst of the AIDS surveillance
centres are not functioning efficiently and upto 85 per cent of bl ood
collected in the country is not screened 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 these centres was |agging.

(iv) The bl ood banks presently thrive on bl eeding 4000 to 5000 regul ar
prof essi onal donors in 18-20 cities. The professional blood donors, which
i ncl ude many wonen, are reported to be victins of -ill health, |ow

haenmogl obin |l evel s and nmany infections, and are bled at frequent intervals
by the commerci al bl ood banks:

(v) Storage facilities in the blood banks are far fromsatisfactory. The

bl ood banks have necessarily to possess facilities like refrigerators
exclusively for storage of blood with a specified range of tenperature, for
ensuring safety of blood. In the existing blood banks many itenms of

equi pment remai n unattended for years, electricity failures are frequent,
generators are a rarity. This applies not only to commercial bl ood banks
but even to sone of the government hospitals. Many'itens of the basic

equi prent needed for bl ood banks are not avail abl e and a good part of them
do not have even adequate storage facilities.

(vi) Many of the bl ood banks are | ocated in unhygenic environnent and they
collect and store blood in very dirty conditions.

(vii) I'n sone places strong middle nen operate for the bl ood banks E by
arrangi ng for donors. The middle nen dictate the charges to be paid and
take a heavy comm ssion; the selection of donors disregards the |evel of
health etc.

(viii) Alarge part of the professional donors are al coholics or drug
abusers, have indiscrimnate sexual habits and are a high risk group for
Hepatitis B and AIDS and are unfit to donate bl ood.
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(ix) Trained personnel are generally not available in the blood banks. Most
of the bl ood banks | ack trai ned post-graduates at the helm they have no
donor organisers to bring voluntary donors; and many of them are manned by
technical staff who do not have requisite qualification of a diplom in
Medi cal Laboratory Technol ogy. At present there is not even a course to
provi de postgraduate specialisation in the field of bl ood donation and
transfusion as in devel oped countries. The Drug Control departnents, which
are expected to ensure the appropriate functioning of the blood banks, do
not thensel ves have specified trai ned personnel

(x) In the storage of blood the basic and essential requirenents of clean

environnent, shelf life of blood etc. are ignored, Nexus is reported to be
exi sting between the attending doctor of the patient and the commercia

bl ood bank, with the former directing the patients to the latter, and the

latter giving a percentage of the sale to the forner.

6. According to the report of Ms. A F. Ferguson & Co. out of the tota
nunber of /1018 bl ood banks in the country, 203 are commerci al bl ood banks
and the riest are controlled by the Central Governnent, State CGovernnents,
Private Hospitals and vol untary organi sati ons. The vol une of the bl ood
coll ected by the comercial blood banks is 4.7 |l akhs units out of the tota
of 19.5 lakhs unit by-all blood banks and that conmercial bl ood banks are
col l ecting bl ood nostly from professional donors while the other bl ood
banks under the control of the State Governnents, Central Governnent,
Private organisations and voluntary organi sati ons are-collecting bl ood
nostly fromthe relatives of the patients or fromthe voluntary donors.

7. In the counter affidavit filed by Dr. Lal gudi  Vai dyanat han Kannan,
Deputy Drugs Controller, on behalf of the Union of India it is stated that
after the receipt of the report of Ms. Ferguson & Co., the Drugs
controller, India, by his letter dated August 23, 1990 asked all the State
Drug Controllers (who are the licensing and enforcing authorities under the
Act) to ensure that inspections are carried out of all conmercial blood
banks and unlicensed Government bl ood banks keeping in view the standards
prescribed in the Act and rul es anda phased programe of inspection
covering first the commercial/private bl ood banks and thereafter the
CGovernment bl ood banks was suggested. It was al so suggested that the
privat e/ comrerci al bl ood banks shoul'd not be allowed to operate unl ess they
fulfill all the requirenents prescribed in the Rules and each unit of bl ood
is tested for blood transm ssible diseases (Hepatitis, HV, Syphilis etc.)
and that unlicensed bl ood banks are to be licensed only after ascertaining
that they conformto the standards | aid down under the Rules. It was al so
suggested to the State Governnments that the |icences of bl ood banks who do
not conply with the provisions of the Rules should be cancelled and the
State Drug Controllers were asked to send the status reports of bl ood banks
in their respective States. As per the information forwarded by 23 State
CGovernment s/ Union Territories, about 341 bl ood banks are unlicensed and
nost of themare run by Red Cross Societies and Charitable institutions. In
the said counter affidavit nention is al so nmade of the steps that have been
taken in the matter of testing of blood for AIDS, storage facilities in

bl ood banks, for upgradati on and noderni sati on of CGovernnent mmnaged bl ood
banks, and training of drugs inspectors and bl ood bank 't echnical personnel

8. During the pendency of this wit petition, action has also been taken to
revise the Rules governing the |icensing and operation of the bl ood banks
and by the Drugs and Cosnetics (First Amendnent) Rules, 1982 published in
the Gazette of India vide notification dated January 22, 1993. Part X-B has
been inserted in the Rules and Part Xl |-B has been substituted. In part X-B
(Rules 122-F to 122-0 provi sions have been nade prescribing the
requirenents for collection, storage, processing and distribution of whole
human bl ood, human bl ood conponents by bl ood banks and nanufacture of bl ood
products and for grant and for renewal of licence for the operation of a

bl ood bank/ processi ng of human bl ood for conponent s/ manufacture bl ood
products. Under the said provisions |icence can only be granted/renewed
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with the approval of the Central Licence approving Authority viz. the Drugs
Controller of India. Part XI1-B contains provisions relating to space
equi prent and supplies required for a Bl ood Bank

9. During the course of the hearing of this petition, the petitioner
submitted a draft schene and a schene was al so submitted by the Union of
India, Inthe affidavit filed by Dr. Shiv Lal, Addl. Director, Nationa
Aids Control Organisation, along with the schene, it was stated that the
Central Council of Health, in which the State Health ministers are nenbers,
is the highest Forumfor Policy frame work and that the said Council has

gi ven guidelines in respect of Blood Bank and Transfusion Service and its
recomendati ons are as under

Bl ood being a vital input in the present day nedi care services the acute
shortage of which is hanmpering the effectiveness of our services the joint
Conf erence reconmends that urgent steps should be taken by the State/Union
Territories Governnents and the Central Government. -

1. To buil'd up adequat e bl ood banking services at State/District |eve
i ncl udi ng provision of trained/qualified man power. Necessary action should
be initiated in right earnest for achieving the objective in view

2. To educate and notivate peopl e about bl ood donation on a voluntary
basi s.

3. To provide adequate encouragenment to voluntary donors.

4. To enforce quality control of blood in all its facets of collection
di stribution and storage.

In the said affidavit it was also stated that although the World Health
Organi sation has prescribed that nearly 40 | akhs units of blood is required
for the country, the collection is only 19.5 I akhs units at present and,
therefore, it is not possible to ban professional donors at this stage

unl ess the donations of bl ood by way of voluntary donation are increased.
In the said affidavit it was further stated that nost of the Governnent

Bl ood Banks are |l acking in man power, training and laboratory facilities to
test blood for blood transm ssible di seases and to augnent this, the
Central Governnent has provided funds to various State Government during
1990-91 and 1991-92 to noderni se the Governnment Bl ood Banks. ‘According to
the said affidavit, the nmain objective for the nodernisation of the Bl ood
Banks have been provided into |long term objectives and nedi umterns

obj ectives as under

. Long term objectives :

(a) Make avail able high quality blood and bl ood conponents in adequate
guantity to all users.

(b) Ensure wi de usage of bl ood conponents.

(c) Expand voluntary and repl acement donor base, so as to phase out
pr of essi onal bl ood donors.

[1. Mediumterm objectives :

(a) To provide minimum possible facilities for blood collections, storage
and testing in all governnent Bl ood Banks.

(b) To nake available the trained man-power in all government Bl ood banks.

(c) To ensure the awareness of clinicians and Bl ood Banks staff on the
advant ages of bl ood conponents.

(d) To ensure the effective geographical coverage keeping in mnd the
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di fferent volunmes of blood requirenment in different cities.

(e) To increase public awareness about the risks in using blood from
conmer ci al Bl ood Banks and professional donors and the harm essness of
bl ood donati on.

10. On a perusal of the Draft scheme that was submitted by the petitioner
and the draft scheme submitted by the Union of India, it was felt that it
would facilitate matters if the question of necessary steps which may be
required for further strengthening the existing frame-work about |icensing
of bl ood banks and obtai ning bl ood donations is exam ned by a Conmittee
whi ch woul d place its suggestions before the Court for consideration. By
order dated 11th February, 1994 a Committee of the followi ng persons was
constituted to exam ne the matter and subnit its report

1. Additional Secretary. Mnistry of Health holding the charge of Director
Nati onal Aids Control Organisation as Chairman

2. Drugs Controller of India.
3. M. HD._ Shourie.

The said Committee felt that since Indian Red Cross Society is presently
i nvol ved to a consi derable extent in blood banking operations and it has
branches spread all over the country and it has capacity to further
strengthen itself for |ooking after the various aspects of functioning of
bl ood banks, it may be recogni sed as a nodal -agency in the field of blood
banki ng and bl ood transfusion technology in the country. The Conmittee
suggested that detailed discussions to finalise assessnent in this regard
may be held with the Indian Red Cross Society. Having regard to the said
suggestions by the Comittee constituted by the Court, the Indian Red Cross
Society constituted a commttee of experts to exanine the matter and to
prepare a draft blue print. The said conmittee of experts in this report
dated April 15, 1995 has indicated the following fields in which nmeasures
are required to be taken:

1. Building a powerful voluntary bl ood donation novenent to augnent
supplies of safe quality blood and bl ocod conponents.

2. Exercising econony by processing whole blood for bl ood conmponents.

3. Introduci ng screening procedure to m nimze the danger of transm ssible
di seases |like AIDS, Hepatitis etc.

4. Standardi ze technol ogi cal procedures for-rigid enforcenment of quality
control, and good manufacturing practices.

5. Providing technical services-for raising the standard of Blood centre
operations and assistance for adm nistrative, notivational and technica
probl ens encount er ed.

It has proposed an action plan-in three parts: Imrediate Plan, short Term
Pl an and Long Term Pl an, which are as follows :

| medi ate Pl an

1. To establish an adm nistrative unit at the national headquarters under
the charge of a project director.

2. To identify and strengthen a mnimumof 2 Red Cross bl ood centres for
each state for augmenting the existing blood programe. Necessary inputs
towards staff, equi pnment and consunabl es for the devel opnment shoul d be nade
avail abl e at once. Basic requirements to procure accreditation from DC(1)
shoul d be ensured.
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3. Donor recruitnment and intensification of donor notivation drive may be
taken up on priority basis. Involvenent of nmedia may be ensured through
I nformati on and Broadcasting Mnistry.

4. A crash progranme for short termtraining of nedical officers,
techni ci ans and nedi cal social workers nurses of concerned centers may be
undertaken. This distance |earning programe prepared by the WHO may be
hel pful in updating the know edge of technol ogists at the centres being
st rengt hened.

5. In addition to the blood centre strengtheni ng programre, steps may be
taken for planning and initiating action for the establishnent of Regiona
bl ood centres at the following 16 netropolitan cities with 2 mllion
popul ati on havi ng nany | arge medi cal superspeciality institutions.

1. Del hi 9. Bhopa

2. Luckanow 10. Ahi nedabad

3. Patna 11. Bombay

4. Calcutta 12. Hyder abad

5. Gauhatii 13. Bangal ore

6. Cuttack 14. Trivandrum

7. Nagpur 15. Madr as

8. Jai pur 16. Chandi garh

Each centre will be expected to collect 150 to 200,000 units annually.
These will be screened processed and distributed as bl ood components to

| ocal hospital based centres agai nst service charges. As the regiona
centres will supplenment the bl ood supplies through the existing systens it
woul d hel p in weeding out the bl ood supply from paid bl ood sellers.
Therefore it is of paramount inportance that top priority is given for the
establ i shnent of these centres:

Short Term Pl an :

1. Coordination of the blood programe of |arge nedical colleges having
nore than 1000 beds and or collecting over 10,000 units.

2. Establishnent of post graduate training centres at places where
facilities for fulfilling the nornms of the Medical "Council of India exist.
In the initial stages Faculty support can be obtai ned from departnents of
pat hol ogy. At the followi ng cities post graduate training can be started

1. Chandi garh 6. Bonbay

2. Del hi 7. Hyder abad
3. Lucknow 8. Bangal ore
4. Calcutta 9. Trivendrum
5. Jai pur 10. WMadras

Trai ni ng of paramedi cal workers can al so be undertaken at these centres.

3. Coordination of all other voluntary organi sations working for the
pronmoti on of the blood programre by the Red Cross society would further
hel p in achieving the target of donor recruitnment with greater vigour and
better eval uation.

4. A national workshop at the Red Cross headquarters may be organi sed for
officers of all centres being strengthened and the representatives of

regi onal centres to provide necessary gui dance for uniform and standardi sed
policies and practices.

Long Term Pl an

1. To upgrade all other blood centres.

2. Establishnent and upgradation of blood centres in areas where it does
not exi st.
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3. Planning of nore regional centres.
4. Establishing fractionation centres.
5. Establishnent of therapeutic centres for blood rel ated disorders.
6. Programmes for indegenisation of equi pped software and reagents.

7. Establishnent of tissue typing facilities for Bone Marrow and organ
transpl ant.

After considering the said report of the Committee of experts set up by the
I ndian Red Cross Society, the Conmttee constituted by the Court submtted
its final report which was filed along with the affidavit of Shri Ashwani
Kumar, Deputy Drugs Controller of India in the Directorate CGeneral of

Heal th Services dated Cctober 26, 1995. The Conmittee has made the

foll owi ng recomrendati ons and has suggested steps for revanping the system
of bl ood banks in the country in the formof plans for inplenmentation on

i medi at e ‘basi's and for |ong termi npl enentation

FOR | MVEDI ATE I MPLEMENTATI.ON

(i) A National Council on Blood Transfusion should be established. It
shoul d consi st of Director General of health services. Drug Controller of
India, representative of Mnistry of Finance, high-level representatives of
I ndian Red Cross Society and sel ected five major nmedical and health
institutions of the country, and three emnent citizens, presided over by
the Additional Secretary of the Mnistry of Health who is incharge of
operations of the programme of National Aids Control Organisation. The
Counci| shoul d be provided the basic secretariat under charge of a Director
by the Mnistry of Health and be |ocated in suitable prem ses at Del hi for
ef fective functioning.

It woul d be desirable to register the Council as a Society under the
Societies Registration Act for enabling it to have its own identity and
funds and also for enabling it to raise funds fromvarious sources

i ncluding contributions fromtrade, industry and individuals. The basic
requirements of its functioning should be provided by the Mnistry of
Heal th. The Council will be policy formulating body in relation to al
matters pertaining to operation of blood banks:

(ii) The Mnistry of Health, with the assistance of National Council, wl]l
ensure the establishment of State Level councils, at suitable centres
preferably head-quartered at the prem ses of sone outstandi ng nedica
institutions or hospitals. The State Councils shoul d have on them
representatives of inportant medical institutions of the State, selected
representatives of blood banks of repute, a representative of Red Cross,
and shoul d include the State Director of Health Services as well as State
Drug Controller operating under a designated Director and presided over
preferably by the State Governnment Secretary incharge of health. A
representative of the State Mnistry of finance should al so preferably be
on the Council. The size of State Council should preferably be restricted
to the maxi num of about 11 nmenbers. The Director of Health Services shoul d
provide the Commttee the basic essentials of secretariat and funds for its
functioning. The State Councils, as in the case of National Council, should
be regi stered as Society under the Societies Registration Act for
maintaining their identity and for purposes of collection of funds in the
shape of contributions fromindividual and corporate bodies. The State
Counci | s shoul d endeavour to operate on the basis of policies formul ated by
the National Council, effectively inplenenting the policies and programres
fornul ated by them

(iii) Programmes and activities of the National Council and State Councils
shoul d cover the entire range of services related to operation and
requi rements of bl ood banks including the [ aunching of effective notivation
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canpai gns through utilisation of all media for stimulating voluntary bl ood
donati ons, |aunching programes of blood donation in educationa
institutions, anong the I abour, industry and trade, establishments and
organi sations of various services including civic bodies, training of
personnel in relation to all operations of blood collection., storage and
utilisation transport, quality control and archiving system cross-matching
of bl ood between donors and recipients, separation and storage of conponent
of blood, and all the basis essentials of the operations of blood banking.

LONG TERM OBJECTI VES

(i) The programme formulation at the national |evel and State | evels should
take into account the requirenents of |laying down targets for achi evenent,
i ncludi ng the establishnent of appropriately designed and equi pped bl ood
banks, ensuring that all blood banks are |icensed, meking satisfactory
arrangenents for collection and storage of collected bl ood,
fractionalisation of blood into the conmponents, Special enphasis will need
to be laid in the programme on the attai nnent of prescribed targets of
organi sing canps for voluntary collection of blood through notivationa
canpai gns and utilisation of the nedia. The State Councils shall submt
their programes and targets to the National Council and thereafter
continue to subnit quarterly reports to the Central Council about the
fulfilment of the targets relating to the programres.

(ii) The National Council and State Councils should | aunch effective
progranmes and organi'se canpai gns for collecting funds for inplenentation
of their progranmes, supplenenting the funds allotted to themrespectively
by the CGovernment of \India and the State Governments. For the purpose of
facilitating the collection of funds for blood banking purposes the
CGovernment of India in the Mnistry of Finance should, at the earliest, be
approached by the Mnistry of Health to secure special dispensation Under
Section 35 of the Incone Tax Act, neking it possible to grant exenption of
100 per cent basis to the donations given to regi stered and aut hori sed
Nati onal Council and State Councils. The fulfillment of this objective
shoul d be specifically reported by the Mnistry of Health to the Hon ble
Suprenme Court. The National Council and State Councils should also utilise
opportunities which nay be available for securing financial sanction and
ot her support to their blood banking programres from | nternational sources
and ot her donor agenci es.

(iii) The Mnistry of Health should follow up the reconmendati ons made by
the Expert conmttee set up by the Indian Red Cross Society to start MD.
Course in blood transfusion technol ogy, and to al so undertake the
preparation of conprehensive programme for training of personnel operating
inrelation to various aspects of functioning of ‘bl ood banks, storage of

bl ood, fractionalisation of blood, and transfusion of bl ood.

(iv) The Systemof |icensing of blood banks w Il be strengthened to ensure
that all quality banks operating in the country are equi pped with |icenses
within a period of not nore than one year. Wether any bl ood banks remain
ill-equipped for being |licensed, and renain unlicensed after the expiry of
the period of one year, their operations should be rendered inpossible

t hrough suitabl e action under appropriate legislation. It shall be a policy
obj ective of the Mnistry of Health as well as the National Council and the
State Councils established on the basis of these reconmendations that the
preval ent system of professional donors is discouraged through utilisation
of all appropriate nedia, through withdrawal of |icenses where any such

bl ood bank has been licensed, and by | aunchi ng prosecutions under the
appropriate provisions of |law. The objective of total elimnnation of

pr of essi onal donors should be achieved in at period of not nore than two
years through utilisation of all requisite neasures. For attainnent of

obj ectives & programmes of the | ocal organisations, the State Govt. wll be
approached for providing the requisite Inspectorate for continuing

i nspection of blood banks.
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11. The Conmittee has taken note of the programme for preventing infection
and strengt hening of Bl ood Banking systemin the country that is being

i mpl emented by the National Aids Control Organisation, which is annexed as
Annexure-1 to the report of the Comittee.

12. The Indi an Associ ati on of Bl ood Banks has been inpl eaded as a party in
these proceedings and an affidavit of Dr. V. B. Lal, President of the said
associ ati on, has been fil ed.

13. W have heard Shri H. D. Shourie, the petitioner in person. Shri A S.
Nanbi ar, the | earned Seni or Counsel for the Union of India, Shri P.P Rao,

| earned Seni or Counsel for the Indian Association of Blood Banks Dr. V.
Gauri Shankar, |earned Seni or Counsel for the Indian Red Cross Society and
the | earned Counsel appearing for the States. Keeping in view the report of
the Conmittee that has been constituted by this Court and the report of the
Conmittee of Experts set up by the Indian Red Cross Society and the
programe that is being inplenmented by the National Aids Contro

Organi sation as well as the subm ssions of the | earned Counsel, we are of
the view that suitable action should be taken by the Union Governnment as
wel | as the CGovernments of the States and the Union Territories

Admi ni strationin accordance with the plan for immediate inplenentation as
well as the plan for Long Terminpl ementati on suggested by the Conmmittee
constituted by this Court.

14. It is no doubt true that after the report of Ms. A F. Ferguson & Co.
the Uni on Governnent has taken certain steps towards inmproving the state of
affairs regarding the blood banks in the country and the National Aids
Control organisationi.is also working in this field. But a lot nore is
required to done as would be evident fromthe reports to the Conmittee
constituted by this Court and the Conmittee of Experts appointed by the

I ndian Red Cross Society. The Conmittee constituted by this Court has made
concrete suggestions in this regard. We-are in agreement with the
recomendati ons of the said committee that the entire range of schenes

rel ated to operation and requirements of bl ood banks' including the
 aunching of effective notivation canpaigns for stimulating voluntary bl ood
donations, |aunching programmes of bl ood donations training of personnel in
relation to all operations of blood banki ng should be entrusted to an

aut ononmous representative body at the national |evel which may be called
the National Council on Bl ood Transfusion, as suggested by the Comittee.
The National Council would exercise the functions entrusted to it in
coordination with simlar bodies established at State | evel which may be
called State Councils. In order that they may have their own individuality
and funds and are able to raise funds fromvarious sources including of
contributions fromtrade, industry and individuals the National Council and
the State Councils should be constituted as societies registered under the
Societies Registration Act. The National Council and the State Councils
shoul d undertake the measures suggested by the Committee constituted by the
Court as well as the Commttee of experts appointed by the Indian Red Cross
Soci ety and while doing so they should coordinate their activities with
those of the National Aids Control Oganisation and other agencies in this
field. Keeping in view the potentialities of the harmin the prevailing
state of affairs and the need for speedy action in this regard, we consider
it appropriate to give the follow ng directions ;

1. The Union Governnent shall take steps to establish forthwitha Nationa
Counci |l of Blood Transfusion as a society regi stered under the Societies
Regi stration Act. It would be a representative body having in it
representation fromthe Directorate General of Health Services of the
CGovernment of India, the Drug Controller of India, Mnistry of Finance in
the CGovernment of India, Indian Red Cross Society, private bl ood banks

i ncludi ng the I ndian Association of the Bl ood Banks, mmjor nedical and
health institutions of the country and non- Gover nnent organi sati ons active
in the field of securing voluntary bl ood donations. In order to ensure
coordination with the activities of the National A ds Control Organisation
the Additional Secretary in the Mnistry of Health, who is incharge of the




http://JUDIS.NIC IN SUPREME COURT OF | NDI A Page 10 of

11

operations of the programme of National Aids, Control O ganisation for
strengt heni ng the bl ood banki ng system could be the President of the
Nat i onal Council .

2. The National Council shall have a secretariat at Del hi under the charge
of a Director.

3. The basic requirenents of the funds for the functioning of the Nationa
Council shall be provided by the Governnent of India but the Nationa
Council shall be enpowered to raise funds from various other sources

i ncluding contributions fromtrade, industry and individuals.

4. In consultation with the National Council, the State Governnents/ Union
Territory adm nistration shall establish a State Council in each State/
Union Territory which shall be registered as a society under the Societies
Regi stration Act. The State Council should be a representative body having
init representation fromDbDirectorate of Health Services in the State,
State Drug Controller, Departnment of Finance of the State Governnent/Union
Territory Admnistration, inportant nedical institutions in the State/Union
p Territory, Indian Red Cross Society, private bl ood banks, Non-
Covernmental Organi sations active inthe field of securing voluntary bl ood
donati ons. The Secretary to the Governnent in charge of the Departnment of
Heal th could be the President of the State Council

5. The State Council should have its headquarters at the prem ses of the
prem er nmedical institution or hospital in the State/Union Territory and
shoul d function under the charge of a Director.

6. The funds for the State Council shall be provided by the Union of India
as well as the State Governnent/Union Territory Adm nistration. The State

Council shall also be enpowered to collect funds in shape of contributions
fromtrade, industry and individuals.

7. The progranmmes and activities of the National Council and the State
Councils shall cover the entire range of services related to operation and
requi rements of bl ood banks including the [ aunching of effective notivation
canpai gns through utilisation of all media for stinmulating voluntary bl ood
donati ons, |aunching programes of blood donation i'n educatiaona
institutions, anong the I abour, industry and trade, establishments and
organi sations of various services including civic bodies, training of
personnel in relation to all operations of blood collection, storage and
utilisation, separation of blood groups, proper |abelling, proper storage
and transport, quality control and archiving system cross-matching of

bl ood between donors and recipients, separation and storage of conponents
of blood, and all the basic essentials of the operations of blood banking.

8. The National Council shall undertake training programes for training of
techni cal personnel in various fields connected with the operation of bl ood
banks.

9. The National Council shall establish an institution for conducting
research in collection, processing, storage, distribution and transfusion
of whol e human bl ood and human bl ood conponents, manufacture of bl ood
products and other allied fields.

10. The National Council shall take steps for starting special postgraduate
courses in blood collection, processing, storage and transfusion and allied
fields in various nedical colleges and institutions in the country.

11. In order to facilitate the collection of funds for the National Counci
and the State Councils, the Governnment of India (Mnistry of Health and

M nistry of Finance) should find out ways and neans to secure grant of 100%
exenption fromincone tax to the donor in respect of donations nade to the
Nati onal Council and the State Councils.




http://JUDIS.NIC IN SUPREME COURT OF | NDI A Page 11 of

11

12. The Uni on Governnent and the Governnents of the States and Uni on
Territories should ensure that within a period of not nore than one year
al | bl ood banks operating in the country are duly licensed and if a bl ood
bank is found ill equipped for being |licensed, and remains unlicensed after
the expiry of the period of one year, its operations should be rendered

i mpossi bl e through suitable | egal action

13. The Uni on CGovernnent and the Governnents of the States and Uni on
Territories shall take steps to discourage the preval ent system of

pr of essi onal donors so that the system of professional donors is conpletely
elimnated within a period of not nore than two years.

14. The existing machinery for the enforcenent of the provisions of the Act
and the Rul es shoul d be strengthened and suitable action be taken in that
regard on the basis of the Schene submitted by the Drugs Controller (I) to
the Uni on Governnment for upgradation of the Drugs Control Organisation in
the Centre and the States (Annexure - Il to the affidavit of Shri R

Nar ayansawam , Assistant Drug Controller, dated September 16, 1994.)

15. Necessary steps be taken to ensure that Drugs |nspectors duly trained
i n bl ood banking operations are posted in adequate nunbers so as to ensure
peri odi cal checking of the operations of the blood banks throughout the
country.

16. The Uni on Governnent shoul d consider the advisability of enacting a
separate | egislation for regulating the collection, processing, storage,
di stribution and transportation of blood and the operation of the bl ood
banks in the country.

17. The Director General of Health Services in the Governnment of India,
M nistry of Health shall submt a report by July 15, 1996 about the action
taken in pursuance of these directions.

18. It will be open to the Director General of Health Services, Governnent
of India as well as the National Council to seek clarification/nodification
of these directions or further directions in this matter.

15. The writ petition is disposed with these directions. No order as to
costs.




