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PROVINCIAL ASSEMBLY OF SINDH
NOTIFICATION
KARACHI, THE 14™ DECEMBER, 2017

HO.PAS/Legis-B-26/2017-The Sindh Safe Biood Transfusion 1;IJ|J_E
2017 having been pessed by the Provinelal Assembly of Sindh on D67
November, 2017 and sssented to by the Governor of Sindh on kg
Movembar, 2017 is hereby published as an Act of the Legisiature of
Skl

THE SINDH SAFE BLOOD TRANSFUSION ACT, 2017.
SINDH ACT NO. XXXI OF 2017.

AN
ACT

Te wegulate the collection, teding processing, sworage.
distribution, issuance, transfusion of human blood and blsod
compenents, ensuring - health  protection  and  prevention of
transfusian transmrissible dissases.

WHEREAS it is expedient o regulate the collection, testing.  Preamble.
screenlng, processing, storage, distribution, lisuance, trapefusion of
human biood and blood components, ensurisg health protection and
prevention of transfusion transmesible disesses snd for matters
connected therewith or incidental thoreto ¥

It is hereby enacted as follows:-
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L (1) Thin Act may be called the Sindh Safe Slood Trangfuglon Shortoids,
AT 2017 extent and
compmEncEment

F

PART-IV [

{2} It shall sazend to the whoie of the Provines of Sindh

[} 13 ahall comet Into force at once

Im this Act, unleds thite i anything repugnant in the sohject  Deflnition,

o content -

[a] "Autharity™ means the Sindh Hlood Transfusipn Authkority -
established Wnder soction 3

(b} “autologous danation” means that dosar and recipieat
ire bdentical;

(&) “blond” means whols bood colleeted frem a donar;

(d) "blood bank" incledes all arganizations marrying aus all of
any of the purposes of receiving presersing storing
aAnalyzing screening, processing snd fsiuing blood and
bleod predurts whether malntained by Government or
private soctor;

{e] "Bood centre” means any srucre or body which
performs any aspect of the collection ond westing of
human Bood or blecd components, whatever their
intended purpore, and thelr procedsing storape, and
distritrition when intended {or tansfusion;

() “blocd component” means a therapeutic consttuent of
blood including red cells, white cells, platelets, plasma,
cryaprecipitate and cryosupernatant prepared by various
methods;

(g] "blood establishment® means any facility carrying cut one

. or more process of the blood transfusion chain;

(h] “blood product™ means any therapeutic product derived
from human blood or plasma such as albumiln, factor
concentrates, prathrombin complex concentrates;

() “blood screening” means a medical process of
scanning in which the blood Is tested for particular
disease or other conditions transmitted through
blood tansfusion;

(i) "deferral” means temporary or permanent suspension of
the eliglbility of an Individual to donate blood or blood
components;

(k] “distribution” means the act of delivery of blood or blood
components to other blood centers, hospital blood banks
and manufacturers of bloodand plasma derived products
but does not Include the issuance of blood or blood
components for transfusion;
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(1) “donar® means a person who, by his free will and without
i compensation donates blood or a2 part of his blood such
as plasma or cellular components for use In the medical

treatment of other persons or for scientific research;

{m) "Fund™ means the Fund of the Authority esmhli:hed
under this Act;

(n) “Government” means the Government of Sindh,

{0} “haemovigilance” means a continuous process of data
collection and analysis of transfution-related adverse
events and reactions in order to investigate their causes
and outcomes, prevent their occurrence or recurrence
throughout the blood transfusion chaln, and to Increase
the safety, efficacy and efficiency of blood transfasion but
haemovigilance shall be dependent on the traceability of
blood and blood products from dopors to recipients and
vice versa (bi-directional tracking); -

(p) “hospital blood bank”™ means a hospital - unit which
recelves and stores screened blood and blood
components received from blood centre, performs
compatibllity testing and issues blood and components
for clinical use within the hospltal;

(q) “Inspection” means official, formal and objective contral
according to adopted standards to assess compliance of
this Act and the rulesand regulations made thereugder;

{r] “issuamce” means the provision of bleod or blood
components by o hospital bloed bank, or mixed or
specialized blood tronsfusion service for transfusion to a
reciplent;

{s) “person” means natural or legal individual, partnership,
association, organization, company, cooperative, frustes,
agent or any group of persons;

(1) “phlebotomy” means the process of making an incision in
avein with a needle.

(u} “philebotomist” means people trained to draw blood
from wein of patient for clinical or medical testing
transfusion, donation.

(v} “prescribed” means prescribed by rules or regulations;

(w) “processing” means any step in the preparation of a blood
component carried out between the collection of blood
and its starapge:



(x) “recipient™ means a person who receives u-an#uslnr- of
blood or blood components;

[¥) "responsible person” in a blvod establishment shall be
accountable for ensuring that every unit of blood or
blood components has been collected and tested,
whatever Its intended purpose, and processed, stored,
distributed and issued, when Intended for transfusion. in
compliance with the provisions of this Act, the rules, and
the regulations;

(z) “rules” means rules made under this Act

{2a) "Safe blood” means human blood or blood products
which, based on established testing methods, have tested
negative for HIV, Hepatitis B and C viruses or other
viruses or infective agents; like malarial parasites and
treponema  palladium  [syphilis) and/or such other
viruses or infective agents as the Sindh Government may,
by notification in the afficlal Gazette, specify:

{bb)"Secretary” means Secratary of the Authority;

(cc) “serfous adverse event” is an untoward occurrence
assoclated with the collection, testing, processing, storage
and distribution of blood and blood components that
might lead to death or life-threatening disabling or
Incapacitating conditions for patients or which results in,

or prolongs, hospitalization or morbidity;

(dd)"serious adverse reaction” means .an undesirable

response or effect in a donor or-in a patient associated

with the collection or administradon o blood or blood
components which is fatal, llfe-thre. ning disabling
incapacitating, or which results . or  prolongs,
hospitalization or morbidity;

(ee) "traceability” means the capacity of a blood transfusion
system to trace blood and blood products from the donor
to it= final destination and vice versa (bi-directional
tracking). both for transfusions, manufacturing or

dispasal.
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3. (1) As soon as after the commencement of this Act, Government Estabiishment of
shall, by notification in the official gazette, establish an Authority to Sindh Blood
be known as the Sindh Blood Transfusion Authority. Transfusion
Authority.
{2) The Authority shall be a body corporate, having perpetual
succession and a common seal with power to acquire, hold and
dispose of property and shall by the sald name sue and be sued-

[3) The Authority shall consist of the following:-

(a) Minister Health, Sindh Chalrman

(b) Two members of Provincial Assembly Members
of Sindh nominated by Speaker Sindh : .
Assembly.

(€) Secretary Health, Government of Sindh  Member

" (d) Director, Blood Transfusion Services, Member

Agha Khan University Hospital
Karachl

{€) One Professor of Hematology or Members
Pathology nominated by government
of Sindh.

{(f) One representative of Reglonal Member
Blood Centre (RBC) outsourced
under public private partnership by
Health Department. '

[g) Secretary of the Authority Member/

Secretary

(#) The members other than ex-officio members shall, unless
Government otherwise, directs hold office for a period of two years,

(5) The non-official members may be writing under his hand

addressed to Government resigns his office earlier or be removed by
Government.

(6) Any person appointed on a casual vacancy. in the office’ of
non-officlal member shall hold office for the unexplred portion of r.lfu
term of such vacancy.

4. (1) The Authority shall - Powers and

(1) adopt or develop uniform policy covering all aspects of functlons of
the
safe blood transfusion throughout Sindh; Authority.

(i) register and issue liconses to blood establishments,
blood center, hospital blood bank in the prescribed
manner;
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(111} ensure the standards for prou‘m:. performed by
biood establishments, related to collection, testing of
human blood and biood components, whatever their
purpose, and to thelr preparation, storage,
distribution, Issunnce and administration when
intended for transfusion, are undertaken only by
institutions that have been licensed and by
professionals certified for that purpose;

{iv) prescribe the standards and specifications in the form
of rules and regulations to give effect to the provisions
of this Act;

{v] take all necessary measures to ensure that each blood
centre establishes and maintains a quality system;

(vl) ensure that any serious adverse events related to the
collection, testing. processing, storage and distribution,
issuance and/or administration of blood and blood
components, which may have an [nfluence on the
quality and safety of blood and blood components or
on the donors’ and seaff safety, as well as any serious
adverse reactions observed in donors that may be
attributed to the donation or in patlents that may be
attributed to the transfusion are notified 1o the
Authority: :

(vii)take all necessary measures to ensure that blood and
blood components collected, testéd, processed, stored, |
released, distributed and/or issucd can be raced from
donor to recipleatand vice varsa;

(vii) take all necessary measures to gnsure the system used
for the labeling of blood and blood components
complies with the identification system prescribed by

regulations; .

(ix) manage and report data for planning implementation
and evaluation of services; ‘

() take all necessary measures to ensure that access is
provided to documents (operational procedures,
guidelines, training reference manuals and reporting
forms) for officials entrusted with inspections and
control measures; ;

(i) hold regular meetings with the autharities designated
by Government, delegations of experts and other
relevant parties to exchange [nformation on the

experience  acquired with regard to the
implementation of this Act
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(i)

(xdif)

set up minimum reguirements for record keeping for
blood establishments, categorize the blood
establishments indlcating which process the blood
establishments are entitled to perform, and keep
records of the data received from the blood
establishments with regard to regisraton and
licensing Inspections, responsible person and
notification of serfous adverse reactions and events;

as;;misr.- such other power and perform such ather
funetion as may be necessary for achleving the
objectives of this Act

(2) The Authority may -

(0]

(1)
(1)

()

suspend or revoke the license of a pem:nn if any
condition of the license of any provision of this Act,
rules or regulations has been infringed:

prescribe minimum standards and specification for
registration and lcensing;

collaborate with other institutions, professional bodles
and experts;

organize (inspections and appropriate control
measures in blood establishments, blood banks and
blood centers, to ensure that the requirements of this
Act, rules or regulations and standards are complied
with,

5. (1) Government shall appoint the Secretary of the Authority af
BPS-20 having qualification of post graduation of Pathology and
Blood Banking, on such terms and conditions as it may determine or
as may be prescribed.

(2) The Secretary shall be the Chief Executive Officer of the
Authority and shall exercise such powers as may be prescribed or as
are delegated to him by the Authority,

6.(1) A hospital blood bank and registered blood banks shall
perform the functions such as recepton, storage, compatibility
testing and issuance of blood and blood components at the hospltal
premises, in compliance with les license,

{2} Every hospital blood bank and registered blood bank shall
have gualified personnel directly Involved in compatibility testing
storage, transport and issuance of human blood and blood
components, which shall be qualified to perform those tasks.

Appointment ol
Secrewry.

Functions and
Responsibllities of
Hospital Blosd
Banks and
registered blood
badles.
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(3] Every hospital blood bank and blood bank shall officlally
designate a responsible person.

[4) Every hospital blood bank shall have a dedicated location,
staff and set of reagents and equipment for the performance of each
type of processes and minimum requirements with regard to process
flow, personnel, equipment, reagents and documentation shall be
compliant with the standards adopted and endorsed by the
Authority.

(5) Every physiclan and other medical practitioners registered
with the Pakistan Medical and Dental Council, while transfusing
blood to a patient, shall easure that the blood being transfused is
duly certified as safe blood by a registered blood estabiishment after
carrying out due tests pecessary to [ssue a requisite certificate, and

* administration of bloed and blood components may only be done
under the responsibility of the physiclan in charge with patient’s
care, hased on a writtén prescription, sfter a thoroupgh medical
examination and patient’s informed consent.

{6) Hospitals with their hospil blood banks zre responsible for
the rational and appropriate clinical use of the blood components
supplied, and the clinical use of transfusion therapy shall be done in
accordance with rules, regulation and guldelines adopted by the
Authority,

(7) The Hospital shall, for the purpose of transfusion of safe
blood, introduce Hospital Transfusion Committees,

(8} All processes performed at hospital level in relation tw
transfusion therapy shall be documented in accordance with rulc:
and regulations.

[9) The registered blood bank shall be limited and allowed on
need assessment basls as per area and shall be permitted to open
their branch in any hospital or place as per need and subject to
approval of Authoriny.

T The blood establishment shall - Documentation,
Record Keeping and

{a) maintain documentation on operational procedures,
guldelines, tralning, reference manuals and reporting Traceability.

forms;

(b} maintain records of the {nformation obtained from donors,
including their identification, health history, temporary
and permanent deferral and signature; total number of
donors, donations and whale blood donations not used;
number of every blood component produced and
distributed, ag well as screening results of donated blood;
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(c) keep the record safe for a minlmum of fifteen years; and

(d) implement a system for the identification of every single
blood donation, every single blood unit and components
thereof, allowing full traceabillty to the donor as well as to
the transfusion and its recipient

8. (1] A blood establishment shall Immediately inform the Authority,
in the preseribed format of any serious adverse £vent or Serious
adverse action

9. (1) Every blood establishment shall have a procedure in place to
accurately, efficiently and verifiably prevent distribution or issuance
af any unhealthy bload or blood components.

- (2} The blood establishment performing blood collection shall
take all necessary measures (o ensure that all data, Including genetic
information, collected under this Act to which third parties have
access, have been rendered anvnymous so that the donor is ne
longer jdantfakle,

(3) For that purpose, every blond establishment performing
blood collection shall ensure that-

f{a) data security measures are (n place and safeguards are
provided -agzinst unauthorized datu additions,
deletions or modifications to donor files or deferral
records and transfer of Information;

(b procedures are in place to resolve data discrepandies:
(¢} no unauthorized disclosure of such information otcurs,
whilst guaranteeing the traceability of donations;

10.  Government may, for the purpose of creating awareness for the
avallability of safe blood and motivation for veluntary bload doenations,
set up Safe Blood Transfusion
philanthropists, social workers and such other persons s it may deem
appropriate, ’

11.  The Autherity may inspect any blood establishment to rule out
any (legal blood baking and seal It If any Irregularicy is found therein
and s nat werking in accordance with the provision of this Act

12. (1) A blood establishment shall not receive or supply blood unless
it g registared with the Authority and holds a valid license issued by
the Authority In such manner and on payment of such fee as may he
prescribed.

Commirtees . consisting of

Natiflentlan ol
Serious Adverse
Events amil
Reactions,

Data protoction and
Confidentiality.

Safe Blood
Transfusion
Committee.

Inspection.

Registration and
licence.
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(2) The Authority may issue a provisional license to a blood
getzblishment in case where the non-compliance Is not crtical, subject
to the condition that the blvod establishment shall rectify the non-
compliance documented by the Authority within the specified time.

13, (1) There shall be a non lapsable fund of the Authority known as Fund of the
the Sindh Bload Transfusion Authority Fund which shall vest in the Authority.
Autharity.

(2) The fund shall consist of -

fu) grants made by Government Federal Government or
couneils;

[b) income received from registration fees and license fee;
{c) sale proceeds of mevable of Immovable properties;

{d) all other sums receivable and loans cbtained by the
Authority,

(3) The amounts eredited in the Fund shall be deposited with the
schedule bank appreved by Government. VL

{4) The Authority may |nvest itz funds In any security of the
Fedoral Government or any Provincial Government or any other
security approved by Government.

14.(1) The accounts of the Authority shall be maintained in such Malptenance ul
farm and in such manner as may be prescribed, Arcounts

{2) The accdunts maintained under sub section {1} shuli be audited
by the Auditer General of Pakistan.

(3) A statement of accounts duly sudited by the auditors under
sub-section [2). shall be furnished to Governmant. as soon A8 may be.
after the end of every financial year.

15. {1) A person who contravenes the provisions of this Act shall be Penaltyfor
punishable with a fine which may extend to five hundred thousand Contravention.
rupees but not less than fifty thousand rupees or imprisonment for 3
term which may #xtend to three years, or with bo#t.
{2) A person who willlly or recilessly contravenes  the
provisions of this Act and thereby causes physical injury to another
person shall be guilty of an offence- punishable with imprisonment
for a term which may cxtend to five years or With a fine which may
extend to ten hundred thousand rupees.
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[3) A person committing an act of unauthorized: interfercnce
carried out for the purpose of this Act and thereby causing damage to
any factlity, equipment, material or person, such person shall be
guilty of an offence punishable with iraprisonment for a term which
may extend to three years or with a fine which may extend to two
hundred thousand rupees or with both,

{4) A person who conceals or connives to conceal or falsely
présents or connives to falsely present any records, material,
procedure, of situation, without lawful excuse, or obstructs an
eviluarcy from accessing record, material, or other relevant evidence
I ease of an [nvestigation of contravention of the provisions of this
Act, rules and regulations, shall be guilty of an offence punishable
with imprisonment for a term not exceeding six months or with a
fine which may ¢xtend to one hundred thousand rupees er with
both.

" [5] A person, having been convicted previously of an offence
under this Act, rules and regulations shall be punishable with
imprisonment which may extend to five vears, or with a fine which
may extend to tend hundred theusand rupees, or with both.

{6) Where the porson is guilcy of an offence under this Act, rules
or regulations (5 3 company, group practice, hospital, department,
corporation, fArm, or Institution, every director, partneér, snd
employes of any of these shall, unless he proves that the offence was
committed without his due knowledge or consent, be gullty of the
like offence.

i{7) The Authority shall be entited to publish the name of any
person convicted of an offence under this Act, rules or regulutions In
such a manner as the Authority may direct.

(6] In case a person has been convicted of an offeace under this
+<t, rules or regulations, the Authority shall be entitled w0 confiscate
i equipment used and any other related materfals in respect of
which the contruvention was committed and to dispose of it as it
decms adequate.

(9) Netwithstanding the provisions this section, if the Authority
is satisfied that any blood establishment -has contravened the
provisions of this Act, It may - -

{fi issue an adverse fAndings report and put the blood

; establishment on probation;
(i) order cessation of operation- of the blood
establishment:

{iil}  seive and prevent the release of blood or bload products
which violate prescribed rules and regulations or are
- considered unsafe; .
(iv)  cancel the license of the blood establishment;
(v} temporarily or permanently debar the re-licensing of
the biood establishment -

THE SINDH GOVT. GAZETTE DEC. 14,2017
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16. No prosecution shall be instituted for any offence under this
Act except at the instance of the Secretary or any officer authorized
by Government In this behall by general or special order in writing.

17.  No Court other than the Court of Judicial Magistrate of First
Class shall take cognlzance of any offence under this Act

18.  Ifany difficulty arises n giving effect to any provisions of this
Act, the Government, may be notification in the OMficial Gazette, make
such provisions as may appear to It to be nemss:ry for the purpose
of removing the difficulry.

19. Government may, by notification in the official gazette, make
rules for carrying out the purposes of this Act.

20.  The Authority may, with previous sanction of Government
make regulations not inconsistent with the provisions of this Act or
rules made thereunder.

21.  The Authority may, by general or special order, and subject to
such conditions as [t may |mpose, delegate any of lts powers,
functions and cduties, w the Chairperson or Secretary or any other
officer of the Authority.

21 (1] The Sindh Safe Blood Act of 1997 is hereby repealed.

ndi repeal under sub-section (1), the rules and

mmm&mmmmmmmmhmﬁ

shall coptinue to remain in force until aliered, repealed or zmended by
hm*m

Institution of
proceedings.

Cognlzance of

offences.

Remowal of
difficulties.

Rules.

Regulations.

Delegation of
pOwWers.

BY ORDER OF THE SPEAKER
PROVINCIAL ASSEMBLY OF SINDH

G.M.UMAR FAROOQ
SECRETARY

FROVINCIAL ASSEMBLY OF SINDH

Kavachi: Printed at the Sindh Govern ment Press

i4-12-2017
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