
[TO BE INTRODUCED IN THE NATIONAL ASSEMI}LYI

Bill
to prcvde for establi.sl?r',l.ent of the Islqmabqd Heolthcqre Rerylatory Authoritg

WHEREAS it is expedient to provide a regulatory framework to ensure

provision of quality health care services, by implementing quality standa.rds by

the healticare sector, to residents of the Isla.Eabad Capital Territory;

AND WHEREAS, it is expedient to establish the Islamabad Heslthcare

Regulatory Authority for aforesaid purposes and to prorride for matters

connected therewith atrd ancillarJ, thereto;

It is hereby enacted as follows:-

CBAPTER I
INTRODUSNORY

l. Short tltle, GxtGnt, coEtoeBcerD'ert aDd sppllcatlo!.- (1) This

Act shalt be called the Islamabad Healthcare Regulation Act,202t.
(2) It extends to the whole of t}le Islamabad Capital Territory.

(3) lt shall come into force at once.

(4) It shall apply to all hea.lthcare establishments in the lslamabad

Capital Territory.

2, DothltloaE.- In tl s Act, unless there is an54hing repugna-nt in the
subject or context,-

(i) 'rccredltetlo!' means systemic quality improvement process

which ensures tl-rat services provided meet the notified
practices;

(i0 'dltcd hcdth plofcrdonrl' means a 1rcrson who assists in
providing services for diagnostic, therapeutic, preventive,

curative and rehabilitative field in health care delivery system

and has qualilied a prescribed cgurse of training in an

recogniied institution having recognition from tleir respective

council;

(iii) 'rllopathlc' Eeana a system of medical practice that aims to

combat disease by use of remedies, as drugs or surgcry,
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producing ellects different from or incompadble with tholte

produced by the disease being treated;

"alterlativo medlclae systeu" means unani tihb, ayurvedtt,

homoeopathic, acupuncture or any other recognized system of

treatment of diseases in Pakistan;

"authority' means Islamabad Healthcare Regulatory

Authority established under section 3;

'B!8G6sof mcans an expert or group of experts commissioneC

by the Authority or arty other recognized institution cr

organization for assessment of quality of a health care

establishment;

"blood bart' includes private, Govemment or armed forces

blood banks maintained for the purpose of leceivin€,

reserving, storing, analyzing arrd processing blood and bloorl

products;

"Boardi means t].e Board of the Authority constituted under

section 5;

"brain dead' means irreversibl€ loss of brain arld brain-stenl

functions simultsneously;

'chalqreEoD' means the Chairperson of t}!e Board;

'chief cxccutiwc omccJ" means the chief executive oflicer ol

t})e Authority;

'coulcll" meane the Pakistan Medical and Dental Council, tht:

Pakistan Nursing Council, the National Council for Homeopathy,

the National Council for Tibb, the Pharmacy Council, as tte casr:

may be, or such otlcr councils constituted by Federat

Govemment to regulate various cadres of healthcart,

profe ssionals;

"coulcil for hoDcopathlf means the National Council for

Homeopatlry constituted unde! the Unati, Agurvedic onC,

Homoeopatlic Practitioners Act, 1965 (II of 1965);

"councll for tlbb' means the National Council for Tibb

constituted under the Unani" Ayuruedic ard Homoeopathic

Practitioners Act, 1965 (II of 1965);

'death" means an irreversible cessation of the entire function
of brainstem;

(i")

(v)

("i)

(vi0

(vni)

(ix)

(x)

(xi)

(xii)

(xiir)

(xi")

(xv)
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(xvi)

(xvii)

(xviii)

(xix)

(ro<)

(rod)

'doaor' means a person who donat€s ally part of his body

organ, tissue or cell;

"equipmelt" includes all €lectrical, electronic, mechanical,

laser, scanning, x-ray. imaging, analyzing and testing

machiaery, equipment, device, tools, apparatus, irrcluding

various utensils and related materia.l alrd chemical or other

substances which aie used to determine the performance,

functionality, disorder, ailment or any other effect on state of

health of human;

"evalustloa comroittGG on buEa[ orgeas trarspl,aat' meaIls

a committee appointed urder section 31;

"fu!d" means the Islamabad Healthcare Regulatory Authority

Fund created under t]lis Act;

'healtbcarc cat{bliahEelt' means any premises used or

intended to be used Ior the provision of healthcare sereices,

including but not limited to a hospital, teaching hospitals,

surgrcal centers, maternity homes, nursing homes, clinics, blood

banks, dispensaries, dentistrics, dental clinics, clinical

laboratories, x-ray laboratories, diagnostic centers, anbulatories,

cosmetic centers, psychiatric hospitals, bum units, psychiatric

nursing home, community mental healti center, hemodialysis

center, dialysis centie, patient rehabilitation center, slitoming

clinic or centre, hail transplant clinic, domiciliary cate, home

based services and such other healthcare or. healtl-related

premises as t}le Federal Govemment Dray, by ttotilication in the

oflicial Gazette, specify;

'healthcarc professioaal" means a medical practitioner and

dentist registered with the Pakistar Medical Commission,

nurse, midwife, community midwife, female family workers or
Iady health visitor registered with the Pakistan Nursing

Council, a tabib registered with thc National Council for TlDb

or homeopathic practitioner registered with the National

Council for Homeopathy or pharmacist registered under the

Pharmacy Council of Pakistan Act, 1967 (XI of 1967) or

paramedic, allied health profcssional or physiotherapist,

psychologist or arry other person qualifred and permitted by
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(rqii)

(ro.iii)

()odv)

(E v)

(rorvi)

(xxvn)

(xxviii)

law to provide any medical, surgical treatment or cther

healthcare seryice as well as ary person qualified to perlbrm

any health related test on hunlan body or test any body iluid

under a laboratory process and proyide results of such test to

confim or determine any health condition or physical or

mental ailment;

"healthcate servlccs" include any medical, surgical, derLtal,

allied health, ambulatory, paticnt accommodation, screerdng

or diagnostic services, treatment of persons suffering ironr or

believed to be suffering Irom any disease, injury, pain or

disability of mind or body, burn or hurt treatment, worrnd

dressing, physiotherapy, acupuncture, any sewice for curing

or alleviating any abnormal condition of human body or mind

by application of any apparatus, equipment, instrument or

device or any other medical technique or method,

hemodialysis treatment, preventive or promotive health

treatment, services at healtlcare establishments by

healthcare professional;

'huaa! orgEao means any part of a human body, organ or

tissue;

"in-charge of a healthcare estrblkhheDt" means the owrrer

or person responsible for management of day to day alfails of

a healtlcare establishment which are oli'ned and operated by

private persons, natural or corporate, or Government in any

premises;

"ilrpectlolro means the inspection and examination of t1e

healthcare establishment by an inspection team; -
(lnrpectlon tsamo means a team comprising morc tJlan tluo

experts having relevant qualilications and experien,:e

constitirted ty the registlation board;

'liceDca" means a licence issued by t}Ie Authority under this
Act for the use of any premises as a healthcare establishmetlt

to deliver healthcare services and "licensed" arrd "licensilt{
shall be construed accordingly;

"llc€nscc" means a person to whom licence has been issued

under tlis Act;
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(xxix)

0ooi

(rofli)

(xrodi)

(roodii)

(:oodv)

(roo(v)

'medlcal uegligelce" means any negligence by an act or

omission of a hoalthcare professional in performing his duty. In

medical negligence cases it has to be established that-

(a) there was a duty which the healthca.re professional owed

to ttte patient;

(b) there u/as a breach of duty;

(c) the breach resr.rlted in injury to the patient; and

(d) the injury resulted in causing darnage or death;

"Dedlcal trtbunat" means the Medical Tribunal established

under the Medical Tribunals Act, 2020 oOOOV of 2O2O);

'Nurshg Councll" meaas the Pa&istan Nur6ing Council

established under t}te Pakistan Nursing Council Act, 1973

0fiVI of 1973);

"notllled practlces" means all such healthcare services

provision, best measures, practices, protocols, standing

operating procedures, medical and clinical hygiene standards

or specifications, quarantine stardards, patient handling and

care standards and principles of medical ethics developed by

national or international organizations collected and

published by the Authority from time to lime to act as a
guiding document for service provision in a healthcare

establishment;

'Patlst8[ Mcdlcsl Coralssion' means t}re Pakistan Medical

Commission constituted under the Pakistan Medical

Commission Act, 2O2O ()CE{lrl of 2O2Oli

"petlcDt data' means the details of a patient to whom any

healthcare services are ollered or provided in a healihcare

estsblishment or by a healthcare professional, as the case

may be, containing details of results of diagnosis of disease or

ailrnent, tests or examinations conducted, medicines

prescribed or administered, any surgical treatment or

procedures performed as well as dates of admission and

discharge of the patient etc.;

"prescrlbcd" rneans prescribed by rules or regulations made

under this Act;
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(xxxvi)

(xxxl,ir)

(xxxviii)

(xxxix)

{xl)

(xli)

(xlii)

(xliii)

(x.liv)

(xlr,)

{xlvi)

"paymeatn nleans payinent in money or nloney's worth but

does not include any payment for defraying or reimbursing;

'quecko means any p€rson who is rendering any healthcare

services to a person witlout getting itself registered under

respective councils or otherqrise not authorized or permitted

by anl'law to offer or render such kind of healthcare services;

"rcglstratloa' means registration under this Act;
&registratioE board" means the registration board

constituted under this Act for registration of healthcare

establishments;

"regulatlols" means thc regulations made under this Act;

"rccogntzcd Instltutlon' means a medical institution or

hospital for practice of operative surgery in transplantation of

human organs or tissues to be recognized by the Authority;

"rccognlzcd tnrsplart surgco! or pbFlclr!' mears surgeons

or physicials possessing appropriate qualifications, experience,

and trained in t}Ie relevajrt field, to investigate, examine and

carry out trarsplantation surgery of human organs or tissues;

"ruleg" meals rules made under this Act;
!!afe blood' means human blood which is healthy and free

from human imrnunodeficiency [HIV), hepatitis B and C

viruses or infective agent Iike malarial parasites and

treponema pa-llidum (syphilis) or such other viruses or

infective agents as the Federal Government may by

notification in the offrcial Gazette, specuy;

'staldards' mears standards notifled by the Authority for

licensing oI healthcare establishment, -
'tochalcal comEitte€ on huErr orgarg trrlosplaat" means

a committee constituted under section 34 to monitor the

process of tr"ansplantatjon oI human organs or tissues and

matters relating there to;

"trarsplaatatlo[' means the grafting of any human orgal or

tissue of any living or deceased person to some other living
person for therapeutic purposes;

(xlvii)



CHAPTER II
ESTABLIsIIMEI{T, FUNCTIONS AI{D POWER OF'THE AUTHORITY

3. Estrbllshmcnt of Islamgbad llealthcare RcgulatoTy Authority.-
(1) The Federal Government shall, within one month of the commencement of

this Act and by notifrcation in the official Gazette, establish the Islamabad

Healthcare Regulatory Authority which shall be responsible for

implementation, administration and enforceEent of this Act.

l2l The Authority shall be a body corporate having perpetual

succession and a common seal with powers to enter into contract, purchase,

hold and dispose of properties and sue and be sued by its name.

(3) The principal office of the Authodty shall be at Islamabad.

4. Powera ald fuactlons of tLe Authorlty.- {1) The Authority shall

have following powers and functions, namely:-

(a) maintain register of all healthcare establishments;

(b) set standards for registration and licensing of healthcare

establishments lor the purpose of this Act;

{c) registration of all healt}rcare establishments, health

professional and equipment and their notification in the

official Gazette;

(d) issuance of licence for delining scope arld extent of healthcare

services to be provided by a healthcare establishrnent;

(e) enforce minimum standards of saJety for patient, healticare
professional and other staff in a h€alticare estatlishment;

(f) regulate healtlcare establishments in accordance with

standards and notified practices;

(g) prepare and notify notifted practices as a guiding document

for service provision in a healthcare establishments;

(h) inquire alrd inv€stigate into violation of any of the provisions

of t-l.is Act, by any healthcare establishment;

(i) ensure compliance and impleBentation of provisions of this
Act, rules ffid regulations made there-under and notified

standalds, by arrang,ng periodical inspections aIrd surprise

visits by inspection committee;

[) provide guidelines to the registration board for grant, renewal,

suspension or cancellation of registrations of healthcare

establishments, its healthcate professional and equipment;
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(k) advise the Federal Government to prescribe rates of fee lor

various registrations or Iicensing, renewals, restoration or

suspension of registrations or licensing or restoration of

lapsed registration or licensing;

(l) issue standing orders to ensure provision of quality healthcare

services by healthcare establishments;

(m) organEe and arrange various educative programs, seminars,

conferences and meetings;

(n) take steps for coordination with healthcare establishments, for

implementation of various health improvement, disease

prevention, curative, rehabilitative and palliative programs;

(o) acquire, o\Mn, poss€ss, transfer or lease properties for

purposes of this Act;

{p) to propose regulations for appointment or termination of

employees of the Autlority, their terms and conditions of

service including the weifare of employees;

(q) prepare and implement annual plans;

(r) approve annual accounts, budget and estimates oI income and

expenditure;

(s) approve appointmcnt of bankers and auditors;

(t) develop and put in place various policies and measures to

ensure elimination oi quackery;

(u) establish committees for assistance and advice to the

Authority in relation to the performancc of its functions and

determine tlre membership, remuneration of members and

terms of reference of each qommittee;

(v) 'subject to other provisions of t}tis Act, prepaie and issue

regulations, guidelines, instructions and directives to ensure

implementation of this Act and notified practices;

(w) take action against violation of any provision of this Act and

regulations made thereunder on complaint by an aggrieved

person;

(x) to collaborate with international and nationa.l institutions,
organizations and comparies to secure their assistance,

cooperation and support for improvement of healthcare

eslr.blishments for provision of healthcare service;

E
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0) exercise any powers and perform ary functons as may be

necessary for carrying out t}Ie purposes of this Act on the

instruction of the Federal Government; and

(z) delegate any of its functions to any person on such tcrms and

conditions as may be specilied.

12) The Autiority may exercise the same powers as are vested in a civil

court under the Code of Civil Procedure, 1908 (Act V of l9O8), in respect of the

following matters, namely: -

(a) summoning and enforcing tire attendance of any person and

examining him on oath;

(b) compelling the production of documents;

(") receiving evidence on affidavits; and

(d) issuing commissions for the examination ofwitnesses.

(3) The Authority may authorize members of the stall to administer

oaths and to attest vadous afhdavits, a{Iirmations or declarations which shall

be admitted in evidence in all proceedings under this Act.

5. Board of thc Authorlty.- (1) The general superintendence,

direction and management of affats of the Authority and overall policy making

in respect of its operations shall vest in tl1e Board which may exercise a.ll such

powers and do all such acts, deeds and things that may be exercised or done

by the Authority under this Act.

(2) The Board of the Authority shal1 consist of the following nine

members appointed by the Federal Government, namely:-

(a) aeven mcmbers from amongst the persons recommended by the

selection committee constituted under this Act;

(b) a r€tircd judge of the Supreme Court of Pakistan or a High Court

recommended by the selection coEmittee; and

(c) a finalcial expert recommended by the selection committee.

(3) The selection committee shall nominate a panel of two persons for

each oI the member positions under sub section (2),

(4) No person shall be nominated as a member of t}le Board unless he

possess more than frfteen years of expericnce in the relevant freld.

(5) The Federal Government may witldraw the appointment oI

chairperson or of any member of the Board lor reaaons to be disclosed.

(6) The Authority shall prescribe the remuneration payable to a

member ior attending a meeting of tie Board.
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|7) A decision of the Board shall not be valid if decided in a meetirg

^ without quorum.
I' 6. Coastitutlon of selectlon cotEEittee'- (l) The selec:ion

committee shall consist of the following, namely:-

Tsble

Statua

Member

Member

Member

Member

Member

12) The committee constituted under sub-section (1) shall select its

chairperson from amongst its members.

(3) The committee shall determine areas of expertise 
-and 

slolls

required for membership of the Board and develop detailed criteria for selection

accordingly.

(4) The F€deral Government shall nominate the members of the first
selection committee and thereafter the following process shall be adopted ibr
selection of members other than ex-offtcio nernbers, namely:-

(a) representative of the private healthcare establishment to be

elected from amongst registered healthcare establishment;

(b) hea.lthcare establishment general practitioner to be electrd

from arnongst registered practitioners with Authority; and
t0

S.No Pcrson appoiEtcd or [omlnated

(1) 12)

Secretarj. of Health;

2

3

4

5.

Member

Member

Member

Member

Meml>er

(3)

6

two representatives of the Federal Govemment;

chief commissioner, Islarnabad;

one chief executive of tertiary hospital;

one representative oI the private sector hcalthcare

establishments;

one lepresentative of the public sector healthcare

establishments;

7 a representative ol the Council for Tibb;

t0

a representative of the Pakistan Medical Commission;

I and

a representative of the Nursing Council

9

1.

I
I
i
!
I

i

I
I

I

8. a representative of the Council for Homeopathy;

I
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(c) members under clauses S.No. 9 and 10 of sub-section (1)

shall be elected in accordance with prescribed criteria.

7. TGrE of thc Board and tbe conr,llttcc DeEbera.- (i) A member

of the Board shall hold office for a term of thrcc yeara and shall be eligible for

one second term.

(21 A member, otier than ex-olficio mernber, of the selection committ€e

shall hold ollice for a tern of three years and shall be eligible for nomination

for one second term.

(3) ln case of a vacancy of a member of the selectioa committee by

death, resignation or disqualification under this Act, the Federal Government

shall appoint a person as member in accordance with the provisions of this Act

for the rcmainder of tJ.e term of thc membcr who has died, resigned or

disqualifred, as the case may be. The vacancy shall not be filled if remaining

period thereo, is less than four months,

(4) If a member remains on the Board or selection committee, as tlle
case may be, for less than eighteen months then the period shall not be

counted towards term.

a. Dilqualifrcatiols.- No person shall be, or sha-ll cootirue to be, the

Chairperson or a member of the Board who-

(al has tend.ered resignation and not vr'ithdrawn it witlin a

period of thirty days; or

(b) is, or at any time has b€en, declared as insolvent by a court

of competent jurisdiction or his application in this behalf is

pending adjudicationi or
(c) is found to be insane or of unsound mind .by a court of

competent jurisdiction; or

(d) is, or has at any time been, convicted of arly offence which,

in t-I.e opinion of the Federal Govemment, is an offence

involving moral turpitude; or

(e) absents hilnself from three consecutive meetings of thc

Board, without leave of absence,

9. Chairpcrson.- (1) The Chairperson of the Board shall be el€cted

from amongst its members for a term of three years.

lo. Fuactione attd powers of thc Board.- (l) The fuoctions and

powers of tJ:e Board shall be-
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(a) to provide leadership and oversight, formulate policy and set

r- strategic direction;

(b) to monitor performance and achievements of the Authority

through regular review;

(c) approval of amual operation pian and approve annual

accounts, budget and estimates of income and expenditure;

(d) appropriation of furd according to need;

(e) to approve the regulations of the Authority subject to other

provisions of this Act;

(0 to approve annual report of the Authority;

(g) to approve and appoint bankers and auditors;

(h) to handle and redress any complaint about the Authority;

(i) to appoint full time chief executive officer, determine his

terms and conditions of seruice;

0) authorize the chief executive to manage the affairs of the

Authority and set performance targets for him;

(k) in case of complaiot a-nd non-performance, to hold

responsible the chief executive oflicer according to terms and

conditions agreed; and

(l) to regulate appointment, grades, appraisal, dismissal and

terms and conditions of scrvice of employees of ttre

Authority.
(2) The Board shatl estabtish committees for assistance and advice to

t}le Board in relation to the perlormance of its functions and determine the

membership, remuneratjon of members and terms of reference of each

committec.

(3) Tte Chairperson shall convene m€etings of t}re Boald from time to

time either himself or on the request of ary member in writing for reaaon to be

specified therein.

14) The meeting of ttle Authority shall be presided over by the

Chairperson, or in his absence, by a member to be elected by the members
present at the meeting from amongst themselves.

{5) TWo-third ofthc total membe.s ehall constitute quorum for a

meeting of the Board.

(6) All decisions in tho meeting shall be taken by majority oI votes:
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Provided that in the case of €quality of votes the Chairperson shall have a

/-. casting vote.

11. Delcgation.- The Board may, by geoera.l or special order, delegate

to the Chairperson or a member or ar expert, consultant, adviser or other
officer of the Board or any other entity of the Authority any of its functioos or a
part th€reof under t}lis Act subject to such conditions or restrictions as it may

determine.

12. Chlcf crccutlve ofacer.- (1) The Board shau appoint a person to

be chief executiye oflicer of the Authority having a minimum of fifteen years of
experience in hospital or public administration, public healt!, medicine,

accounting, finance, law, regulation or other related field.

(21 The chief executive ollicer shall, subject to the superyision and

control of tire Board, administer the affairs of tlre Authority and may exercise

such powers as are delegat€d to him by the Board.

{3) In particular, t}re chief executive officer may-

(a) manage tl-re administration, operations and functions of

the Authority:

(b) act as the principal accounting oflicer responsible and

accountable for the management of the Authority's funds

artd a6sets;

(c) prepare and present to the Board with strategic and

operational plals for its review and appraisal;

(d) assist the Board in strategic thinking, planning arld

implementing its policies;

(e) protect the liranciat health of the Authority;

(f) act as spokesperson ofthe Authority; arrd

(g provide leadership to the senior managbment and

direction to all stafi
(2J The chief executive officer shall also act as the secretary to t}!e

Board.

13. Dllqualltrcltlols of chlcf crccutlve otfrcer.- A person shall not
be appointed or hold omce as chief executive officer who-

(a) is a member of the Federal or a Provincial legislature, local council

or local body constituted under any law or has for such position

contested last general election;
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(b) is employed in any capacity in the service relating to the alfairs of

the Federation or a Province or holds any office Ior which salarjr or

other remuneration is payabl€ out of public funds;

(c) is a director, officer or employec ofany healthcarc establishment;

(d) is an owoer of or has a share in, any healttrcare estab[shment;

(e) has been convicted of tax evasion or for an offence involviag moral

0

turpitude; or

is in default of payments due from him, for more tha-n one hundred

and eighty days, to any bank, financial institution, cooperativc

society, governmental agency, department or corpo.ation, etc,
n1

CHAPTER UI

R.EIGISTRATION OF HEALTITCARE ESTABLISTIMET{TE

14. Regulatloa of provlrloa of healthcatc sereiccs.- {I) Nc

hea-lthcare establishment shall render any healthcare sewice unless it is

registered with the registration board ulder this Act subject to the terms and

conditions as ttle registration board may determine on case to case basis at the

time of iegistration arld no healthca-!€ establishment shall render all]'
healthcare s€rvices for which it is not licensed.

12\ No healthcare professional shall render healthcare services in t
healthcare establishment unless he has a prior registration under respectiv(,

Councils.

(3) A healthcare professional shall get himsell registered with tht:

Authority for rendering services in a healthcare establishqrent and no

healt-hcare prolessional shall render services in a field in which he is no:

registered qrith the Authority.
' (4) No healthcare professional shall render healthcare services in a ,

healthcare establishment for which he is not registcred with the Authoriryl

15. ErtabliBhmert of a'r€gkttatlotr board.- (1) There shall br:

established a regisbation board which shall be responsible for registration,

renewal, suspension and calcellation of registrations of healthcarr:

cstablishments, hcaltll professional and equipment.

{21 The registration board shall comprise t}re following members,
namely:-

(a) two members of the Board of the Autiority;
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(b) ajoint secretary health or director genelal health;

(c) a chief execudve olncer of the Authority; and

(d) a district health offlcer, lslamabad

(3) The chief executive olficer of t}re Authority shall be the secretary of

tie registration board.

(4) The chairperson ofthe registration board shall be nominated by

t}Ie Board of the Authority.

16. Powers and functlons of thG rcglrtratlon board.- (1) The

registration board sha.ll exercise powera and perform functions as provided

Ftd)

ely:-

maintain and rcgularly update register of all healt]rcare

establishmcnts;

grant, renew, suspend, cancel or revoke aiy registration of a

bealthcare establishment, subject to such terms and

conditions as deemed appropriate and to vary or arncnd any

terms and conditions thereof;

monitor and regulate t}te healthcare services quality levels

and Etandards as may be prescribed tlrough notified

practices;

furc)

\Wt/1 enquire and investigate into allegations of violation of any of

l.l (c )

the provisions of this Act, notified practices or terms and

condiLions of any registration by a.rry hea.lttrcare

est€.blishment;

assess and collect fecs and charges for registration, renewal,

restoration of lapsed or expired registration as wcll as any

inspections for registration of healthcare establishments,

under this Act;

coordinate, liaison and supervise thc exercise of various

powers and discharge of various functions by the inspection

committee;

coordinate with the Authority and submit report of its
performance on quarterly basis; and

constitute a review committee and assign any task for

resolution of al:ly dispute in relation to report of inspection

committee.

g({)

("n)10l

rliii) 6)

l5
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(2) In the perlormance of its functions, the registration board shall

a take into consideration the policy, guidelines, instructions, directives €md

orders lssued by the Authority from time to time.

CHAPTER TV

RIGT'L,IITIOI{ OF IIEALTIICARE

77. Settlng BtaDdardr.- (1) The Board shall constitute technical

committees for laying down different standards for the purpose of measuring

the quality of healthcare services for rcgistration of t}le healthcare

establishments, healthcare professional and equipment.

(2) The Board may constitute technical committees in other areas if it
deemed necessarlr.

(3) The Board may constitute policy advisory committee comprising

members of such institutions in health and otler related sectors as it nray

deem appropriate.

18, Eltebu3hlrent of lnspcctlou committee.- There shall be

established ar i'spection committee by the Board which shall be responsible

for conduct of pre-registration, post-registration, pre-renewal ard other

inspections of heaithcare establishments, as and when deemed necessary or

when so directed by the Board or the chief executive oflicer.

19. MeEbcrE of the ltr3pcctioE coDmlttee.- (1) The inspection

committee shalt coosist of t}}e following, namely:-

{a) hcad of inspection committee who shall be nominated by tie
Board from arnongst the membcrs ofthe registration board;

(b) subject specialists of a medical college or hospital,

nominated by the Board according to the scope of t}le
services of the healthcare establishment being inspected;

(c) professional auditor with training and experience in-trospital

quality auditing; and

(d) executive direptor of a public hospital.

(2) The Authority shall develop a pool of experts from relevant field

from which the members of an inspection team shall be chosen.

20. IDspectloa TsaE.- {1) The Aut}rority may, by order in writ ng,

appoint a! inspection team to perform the functions and exercise the powers of
the Authority for inspections under this Act, subject to such conditions and
limitations as tl-e Authorjty may specify in this behalf.
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(21 The inspection team may inspect a hea.lthcare establishment,

r- equipment and healthcare services provided by the healthcare establishment

for grant, renewal, suspension or cancellation of registration or licensing.

(3) The inspection team may inquire any case if there has been any

instaflce or a.llegation of maladainistration, malpractice or failure in the

provision of healthcare sereices against a healtltcare establishment.

(4) The Authority may impose a fine which may exte nd to lifty
thousand rupees upon a healthcarc professional who-

(a) refuses or fails, without reasonable cause, to furnish ary
information to the inspection team; or

(b) gives any false or misleading iaformation to the inspection

team.

{5) Except in t}re case of a prosecution for an offence under this Act, a

member of the inspection team shall not be bound to give widence in any

proceedings ir! reSpect of or to produce any document containing, any

information which has been obtained from a,y healthcare establishment in the

course of carrying out any investigation, inspection, inquiry or performing any

duty or tunction under this Act,

(6) A member of the irspection team shall not disclose ary
information at a]ty forum which is contained in t}te medical record or which

relates to the condition, treatment or diagnosis of any person as may have

come to his knowledge in the course of carrying out any investigation,

iDspection, enquiry or performing any duty or function under t.l.is Act unless

allowed in writing by the Authority.

21, Reglstration.- (1) An owner of existing healthcare establishment

shall, within a period of ninety days of tie coming into force of this Act, apply

tlerein in accordance with this Act for regiatration of its heslth establishment,

healthcare professional working therein and equipment being used therein.

l2l Any person seeking to establish a healthcare cstablishment or a
healticare professional seeking to practice witiirl the jurisdiction of the

Authority shall make an application to the Authority for registration prior to
starting operations.

{3) A person seeking registration for its healthcare establishment, its

healthcare professional and equipment shall ma-ke an application to t}le
Authorily in the prescribed form and accompanied by such particulars,

documents and fee as the Authodty may prescribe.



(4) The Authority shall within a period of not exceeding thirty days of

l- the receipt of application cause for an inspection to be conducted and t}le

matter placed before the registration board. The registration board shall dt:cide

a matter placed bcfore it vrithin fourteen days.

22. Llcansing.- (1) No healthcare establishment shall render a.ny

healtlcare serices unless duly licensed as such by the Authority.

(2) If a healtlcare establishment is not licensed under this Act, the

Authority may impose a fine, which may extend to ten hundred thoulrand

mpees, upon the in-charge of the healthcare establishment.

23, Appllcation for liccace.- within tlirty days of tl"e issuance of the

certihcate of registration or such other time as may be determined by the

Authority, tlle healtlcare establishment sha.ll make an application, fc,r a

licence, to the Autlority in t}re prescribed form which shall be accompanie(l by

such particuLars, documents and lees as the Authority may prescribe.

24. Llcensltrg procedure.- (1) The Authority shall, on receipt ol an

application under ttlis Act, complete with all requisite documeDts, issue a

provisional licence to the healthcare establishment and shall, within a period of

not exceeding thirry days from the date of acceptance oI the application, issue

the regular licence to the healticare establishment.

(2) The Authoriry may, before issuing the licence, inspect the

healthcare establishrnent which is to be licensed or cause.such healthcare

establishment to be inspected by an irspection team.

(3) A licence issued by the Authority, under this section-

(") shall be in such form as may bc prescribed;

tb) shall be valid for a period offive years; and

{c} may be renewed upon expiry.

25, Hh& of llcelces.- {1) Every licence of a healthcare esta6lishm,:nt

shall specify the kind of healthcare establishment for which it is issued artd .]re

purposes of the healthcare estaplishment.

{21 A licenscd healthcare establishment shall not be used for any

purpose ot].er t}lan t}!e purposes in respect of which the licence is issued and

purposes incidental to such purposes.

(31 The Authority shall maintain a iegister of all licensed healthcare

establishments and may enter in the register any nccessaq/ details or other
particulars of the healthcare establishments.
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26- Revocetloa and suspenalo! of licellce,- (1) The Authority may

a alter giving an opportunity of hearing revoke a licence if the licence has been

obtained by fraud or misrepresentation.

(2) The Authority may suspend a licence of a healthcare establishment

if it is satisfied that-

(a) services provided by the healthcare establishment is not
meet the minimum salety startdards aod that thc serviccs

rendered are harmful;

(b) cases of medical negligence, maladministration, malpractices

have been proved against the healthcare establishment; and

(c) fails to comply with instructions aid directions of the

Autlority.
(3) Where a'Iy contravention of this Act is committed b,y a body

corporate and it is proved to have been committed with the consent or
connivance of, or to be attributable to, any director, manger, secretar]/ or other

oflicer or employee of the body corporate or any person q,tro purported to act in

any such capacity he as vrell as the body corporate shall be liable to pay hne

for sucb contravention.

(4) Where it appears to the Autlority that t].e circumstances of a case

warralt action under any law, the Authority may refer: such case to thc

concemed governmental authorities or law enforcement agencies for

appropriate action under relevant laws.

27, Qualtty iEprovemcrt.- (l) The Authority shall facilitate and

support healthcale establishments for continuous quality iEprovement.

12) The Authority shal! develop and cstablish linkages witl national

and international relevant bodies or orgadzations for this purpose.

2A, Pubtlc a€ctor rcglEtratlo!.- (1) The public sector healthcare

establishments shall be deem to have been registered under this Act.

(2) The Federal Government shall provide list of pubiic sector

healthcare establishments with the scope and extent of services provided by

each category of hospital or institution.

(3) The Federal GovernEent shall be rcsponsible to certify tiat its

healthcare establishments meet minimum saloty standards set by the Authority.

(4) The public sector healthcare establishments shall apply for

Iicensing of healthcare sereices being r€ndered by them.
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CHAPTER V

l- REGULIITION oF I{uItrlN OROAII TRANSPLALT

29. Doratlotr of orga8 or tlaauc by a livhg pcruon.- (1)

Notwithstanding anlthing contained in any other law for the time being in

force, a living donor who is not less than eighteen years of age, may, during his

lifctime, voluntarily donate arry organ or tissue of his body to any other living

person genetically and lega.Uy related, who is a close blood rclative and th€

donation of orgal or pait or tissue by such person for therapeutic purpose shaf be

regulated in the manner as may be prescribed. In the case of regenerative tissue,

i.e. stem cells, there is no restriction of age between siblings.

Wrlan&lorL- For the purpose of this section, the expression "close bl,lod

relative" meaas parent, son, daughter, sister, brotler and includes spouse:

Provided that hansplantation shaU be voluntary, genuinely motiy€lted

and without any duress or coercion.

(2) In case of non-availability of a donor as explained under sub-section

(1), the Eva.luation Committee may allow donation by a non-close blood

relative, after satisrying itself that such donation is voluntary.

30, Donrtlo! of humaa orgala or tlgcuee after death.- (l) Any

person who is not less than eighteen years of age may before his death, in

writing duly signed and verified by the respective Evaluation Commi:tee,

donate any of his organ or tissue for transplantation and for tllis purpose may

authorize any medical institution or hospital duly approved by t}le Authority.

The cases of unclaimed brain dead hospitalized patients shall be present€d to

an Evaluation Committee for transplantatioD after an intense search for rheir

relatives witlin twenty-four hours.

l2l On the death of a donor referred to in sub-section (1), any olose

relative of the deceased shall inform the Evaluation Committee 
_ 
about the

deceased and cause the removal of t}le human organ or tissue in accordance

with t})e au thorization.

(3) A donation under t}tis section may be executed in such form artd

manner as may be prescribed and may be revoked at any time during the life

time of the donor in the presence of two witnesses.

31. Err.lurt{orl coEElttec otr hui!8[ organs tranaplalt.- (l) As soon

as may be after tl.e commencement of this Act, the Federal Covemment mey, by

notification in the ollicia-l Gazette, appoint as mary eva.luation colomittees as, may

be necessary which shall consist of a surgical sp€cialist, a medical specialist, a
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ransplant specialist, a nephrologist and a neurophysician and

ar intensivist where available and tn'o local notables having a good fecord of

social service. The evaluation committee shalt be appointed for every medical

institution ald hospital where at least twenty-five transplants are being carried

out annually,

(21 The evaluation committee shall-

(a) ensure that no organ or tissue is retrieved from non-related

living donors without the prior approval of the Evaluation

Committee;

(b) determine brain death ofa person;

(c) determine propriety of removal of a human organ from any

living person using brain death protocol to bc formulated;

and

(d) determine fitness or otherwise for transplantation of a

human organ into any other body.

32. ftsnaplaltation to be crrlcd out by thc team of tranrpla[t
rulgcot!8 atrd phyreiclaus, ctc.- (l) The transplantation of human organ or

tissue or removal of any part of human organ for thc purpose of

transplantation shall only be carried out by the recognized prolessionals who

shall, before the removal of ally hurnar organ from the body of the deceased,

ensur€ that written certilication has been obtained from the Evaluation

Committee that deati has occurred.

l2l For t].e pr.rrpose of aub-section (1) a person shall be deemed to be

medically and legally dead at the time when in the opinion of the Evaluation

Committee, based upon acceptable standard of medical practice, there is-

(4 aI absence of natual respiratory and cardiac functions aid
attempt at iesuscitation are not successfr.rl in restoring those

functions; or

(b) an irreversible and pcrmanent cessation of all brain-stem

functions and futur€ attempt of resuscitation or contiaued

supportive maintenance would not be successful in restoring

such natural functions.

(3) On the commencement of this Act, the Federal Govemment sha.ll

on the recommendation of the Technical Committee, by notification in the

oflicial Gazette, publish the list of medical institutions ar:rd hosPitals as

recognized medical institutions and hospitals for practice of operative surgery
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in ransplantation of human organs and tissues. The Federai Government may

revise the list from time to time.

(4) No hospital or medical institution shall carry out transplantation o{

human orgals and tissues unless it is recognizcd as provided irt sub-section

(3).

33, E fects ctc. to the dotor .ttd the reclpient'- (1) No

transplantation of a human orgal and tissue from a donor other than defined

in sub-section (1) of section 29 shall be carried out without prior permission of

the appropriate Evaluation Committee and only at such medical institutions

and hospitals which have been notified under sub-section (3) of section 32

provided that such donation by Pakistani citizens shall not be permissible to

citizens of other countries.

(21 No human organ or tissue shall be removed from the body of a living

person except lor t}le purposes of section 29 and no tmnsplantation team of a

recognized medical institution or hospital shall underta-ke the removal or

transplartation of any human orgal or tissue from a living donor unless they

have explained the effects, complications and hazards connected with the

removal of organ or tissue for trartsplantation to the donor and its outcome in

the recipient respectively in such manner as may be prescribed.

04, Technlcal cornEltt.e or huEa! organa transplatlt.- (1) The

Federal Government shall, by notilication in the official Gazette, constitute a

technical committee on human organs transplant consisting of the following,

narnely:-

Table

s.N Per3on appointed or ltomlDatlorl

(21

Statu6

{ 1 ) (3)

I Minister for Health; Chairman

2 Secretary, Ministry of Health; Member{Secretary

3 Surgeon General, Pakistan Army; Member

4 President, Tlansplantation Society of Pakistan; Member

Executive Director, Pakistan Medical Research
Council;

Member

6. President, Ophthalmologic Society of Pal<istan; Member

7 Member

President, Pakistan Society of Gastroenterolosr; Member

Member

o

Surgical Transplant Specialist;
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i
I

5.

President, Pakistan Medica.l Association oI Palistan;

I
I

8.

I

9.



Any other outstanding Medical Specialist whom the
Federal Government may nominate ;

10 Member

l2l The technical committcc so constituted shall-

{a) Eonitor transplantation aIld cnforcc prescribed standards lor

recognized medical institutjons and hospitals;

(b) investigate and hold inquiry into the allegations oI breach oI

any provision oI this Act;

(c) inspect recognized medical institutions and hospitals for

examination of quality of transplantation, follow up medical

care of donor and recipient arrd any other matter ancillary

thereto and also periodically inspect institutions wishing to

be recognized;

{d) cause establishment of a National Registry and national and

regional networks for evaluating quality and outcohe of

transplant centers and cause enhaDcement and promotion of

trar splantation;

(e) due to shortage of available htrman organs for transplantation

to meet life saving patient needs, the technical committee

shall explore and support ttre international collaboration

ofxenotrans plantation in future, after considering a-11 ethical

and safety risks and also continue to exaoine and collect

global data on the practices, safety, quality, eflicacy and

epidemiolory of stem cell as well as non-humal organ

transpl,antation; and

(0 recommend to the Authority institutions to be registered for

purposes of carrying out transplantation-

(3) The Federa.l Government in consultation with the technical

committee shall establish a fund consisting of grants by the Federal and

Provincial Governments arrd contributions by non-Govemmental orgalizations,

philanthropists and other individuals for the transplaltation or indigent

patients including post transplant care arrd medicines.

(4) The pool of voluntary donors and registry of potential recipients

shall be established and regulated as may be prescribed.

35. ProLibitiotr of retoovd ot transplrltatlon of humatr o.gus fo.
arry purposc othcr tha! thcrapcutic PurPoSc.- No donor and no Person

empowered to give authority for removal of any human orgarl shall authorize
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t}le removal of any human organ for any Purpose otller than the tilerapeutic

purposes,

36. PudshEcat for renovat of hunan otgarr without aEthortt'.-
(l) whoevff renders his serviccs to or at any medical institution or hospita.l

and who for the purposes of transplantation, conducts, associates witll tr
helps in any manner, in the removal of any human organ without authority,

shall be punished with imprisonment for a term which may extend to tcn years

and with fine which may extend to one milljon rupees.

(2) Where any person convicted under sub-section (1) is a registerr:d

medical practitioner, his name shall also be reported to the Pakistan Medical

Commission for appropriate action including removal of his name from the

register of the Council for a period of three years for the first orience and

permalently for subsequint offence .

37. Pullrhment for comuercicl deallogs ir hunrn ortafl.-
Whoever-

(a) makes or receives any pal ment Ior the supply of, or for an ofler

to supply, any human or:gan;

(b) seeks to find a person willing to supply for payment of any

human organ;

(c) offers to supply any human organ for payment;

(d) initiates or negotiates a].Iy arrangement involving the making of

any payment for the supply of, or for an offer to supply any hurmn

orgar;

(e) tales part in the management or control of a body of persor:,s,

whether a society, firm, or company, whose activities consist of

or include the initiation or negotiation of any arrangement

refered to in clause (d); or

l0 publishes or distributes or causes to be published or

distributed any adverdsemcnt-
(i) inviting persons to supply for pal.ment of any human organ;

(ii) offering to supply arly human organ for palanent; or
(iii) indicating that the advertiser is willing to initiate or

negotiate any arrangement refcrred to in clause (d) shall be

punished with imprisonment for a term which may extetld

to ten yeais and with line which may extend to one million
rupees.
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38. PunbhrEettt for coBtravcDtlotr of any othe! provlslott of thlr
Act.- Whoever contravenes any provision oI this Chapter or any mle made, or

any condition of t}Ie registration $anted thereunder relating to human organ

transplants lor which no punishment is separately provided in this Act, shall

be punished with imprisonment for a term which may extend to three years or

with line which may extend to three hundred thousand rupees or v.ith both,

39. OlfcEces by companlee.- Where any ofrence, punishable under this

Chapter has been committed by a company, its Chief Executive or Director or any

other person who, at the time the ollence },!,as committed was in-charge of, and

was responsible to, t}le company for the conduct of business of t}le company, as

w€ll as the compary, sha.ll be deemed to be guilty of oflence and shall be liable to

be proceeded against and punished accordingly:

Provided that a company shall be liable to pay fine only:

Provided lurther t}Iat nothing contained in tiis sub-section shall render

any such person liable to any punishment, if he proves that t}re ollence was

committed without his knowledge or that he had exercised all duc diligence to

prevent the commission of such offence.

Explo,notlon,. For the purposes of this section-

(a) "companl/ means anybody corporate and includes a firm or

other association of individuals; and

(b) "director", in relation to a lirm, means a partner in tlle firm.

&. cogtrrzalce of ofieacea.- (l) The Medica.l Tribuna-l sha-ll try ar otrence

punishable under this Chapter on a complaint in wriing made by-
(") the technical committee or the Authority; or

{b) arr aggrieved person who has given notice oI not less than

fifteen days, in such manncr as may be prescribed, to thc

Authority, of the alleged offence and of his intention to lodge

a complaiar.

(2) Notwithstanding anlthing in the Code of Criminal Procedure, 1898

(Act V of 1898) it shall be lawful for the Medical Tribunal to pass any senteoce

authorized by this Act.

(3) Notwithstanding anyttring in the Code of Criminal Procedure, 1898

(Act V of 1898) the offences punishable under this Act shal be

non-bailable.

4L, Savtrg!.- Neither tl:e grant of any facilities of any autlority for

removal of any humal organ from the body of the donor deceased or alive in
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. accordance wit.tr the provisions of this Act nor removal ol any human organ or

tissue from the body of a deceased person witl due care in pursuance of such
/ authority shall be deemed to be an offence punishable under section 297 of thz

Pakistar Penal Code 1860 (ActXl-V of 1860).

CHAFTER VI

RPGUI.ATII'IG OF BI,OOD BA.ICKS

42. Tr.DaftrsioD of s.fe blood.- Every physician, surgeon, medical

practitioner or arry other person translusing blood or blood products to any

patient shall, before such transfusion, onsure tiat ttre blood or, as the case

may be, blood products, is healthy and has been certilied by the blood bank,

as screened and certified as sale blood and for any additional virus or infection

as may be specified by the National lnstitutes of Health.

43. Registratlon of blood ba!ts.- No blood bank shall rcceive or

supply blood unless it is regist€red with the Authority and a licenc€ is issued

to it by the Authority in the manner and subject to payment of such Iee as may

be prescribed.

44. FuDctloas of thc Authorlty q[a btood bank.- (1) The functions

of the Authority specilic to blood barks shall b€ to-

(al implement the approved national policy on blood balks and

blood transfusion;

(b) reBister ard issue the licences to blood banks;

(c) allow renewal of licence issued to blood banks arlnually on

pa].rnent oI such fee after satisfying that instructions issued

by it for safe blood transfusion were being followed by the

blood banks;

(d) ensure implementation ofthe national safety standardsi

(e) fix service charges of the blood and blood products;

(I) ensure that bio-safety measures specihed in the Schedule

are stiictly adheied to by the blood banks;

(g) ensure that the blood banks are managed and run by

qualified professionals having postgraduate qualifications in
blood tralsfusion or haematolory recogniztd by the Pakistan

Medical Commission established under the Pakistan Medical

Commission Act, 2020 (XXxIll of 2020); arld

(h) monitor the working of the blood banks and carl/ out
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periodical inspections, wher€ necessary,

12) For furthering the functions of the Authority qua blood banks, the

Federal Govcrnment, as and when it considers necessary, issue directives to
the Authority on matters of policy, and such directives shall be binding on the

Autho.ity. If a question arises whetier any matter is a matter of policy or not,

the decision of thc Fcderal Government shall be final.

45. Re3polrslbllitles of blood bart8.- Every blood bank shall-

(a) have a sepaiate department, stalf and equipment for ttle
purpose of blood donations arld for selection, handLing, care

and safety of the donors;

(b) select donors of blood irl accordance with the insttl.lctions

issued by th€ Authority;

(c) cause the donated blood and blood products to be screened,

exarnined arld tested in accordance with the instructions

issued by the Federal Gov€rnment for detection of any

Communicable disease;

(d) possess equipment lequired lor haemoglobin estimation, blood

grouping, cross matching, anti-bodies detection and screening

of infectious agents, such as human imouno deficiency,

hepatitis viruses, malaria andsyphilis;

(e) equip itself with proper refrigeration of blood and blood

products and make arrangements for un-interrupted power

supply for refrigeration;

(0 observe standard operating procedures approved by the

Authority and specified in the Schedule;

G) not accept blood from professional blood donors; and

(h) submit periodical reports in respect oI donations of the blood

received by it with breakup of blood groups, detection of anti-

bodies ard screening of inlectious agents.

46, Pelalty for coatravestlor.- (1) Any person contravening any

provision of this Chapter, or any rule made, or any condition of the registration

granted thereunder relating to blood banks for which no punishment is
separately provided in this Act, shall bc punished wit}I imprisonment for a term

which may extend to one year, or with frne which may extend to hundred

thousand rupees, or with both.
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12) For purpose of this section, the in-charge oI a blood bank shall

personally be hcld responsible for any contraventron taking place in the blood

bank.

CHAPTER VII

oFFENCES, PEI{A.LTIES, PROCEDITR.E, COMPt.lUltTS AND EIIrORCEMEIII'

47, Persltiea.- (1) Notwithstanding anything contained in any other

law, the Authoritlr may, for contravention of a provision of this Act, rules antl

regulations, impose penalties which may extend to ten hundred tlousand

Rupees keeping in view gravity of the contraventron,

12) The Authority shall a.ffoid adequate opportunity of hearing to a

person before imposing penalty uadcr sub-section (1).

(3) If the complaint, submitted either by an aggrieved person or €.

healthcare professional, is proved false, the Autlority may impose penaltl'

which may extend to two hundred thousand rupees upon the complainant.

14) The Authority may revise the qualtum of penalties under this

section with the approval of the Federal Government.

48. Otfe[ce3.- {1) Whoever himself or by any other person on his behalf

establishes any healthcare establishment without registiation or a licence shall be

punishable with imprisonment for a terro which may extcnd to fiv.e years or witi
fine which may extend to one million rupees or with both:

Provided that the Board shall cause to conduct an inquiry to calculate

the degrec of care, damage, diligence or negligence, within a period of ninety

days, by such group consistiog of experts of allopathic or altemative medicine

syst€m, as the case may be.

l2l Whoever obstructs an inspection in the exercise of any.,power

conferred upon him by or under this Act or disobeys t}te lawful authority of any

member of inspection team, he shall be punishable with imprisonment for a
term urhich may extend to six mdntis or witi fine which may extend to frfty
thousand rupees or witll both.

(A The quack by person who does not qualify to be registered or
licensed under this Act shall be non-bailable arrd cognizable offence punishable

with seven years of imprisonment or fine which may cxtend to te./o million
rupees or wit} both.
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14) All offences wherein a punishment of imprisonment is sought shall

be tried by the Medical Tribunal.

49. Appeal.- (1) An appeal may be made to the Medical Tribunal
aSainst an ordcr of the Authority, thc registration board or t}le technica.l

committee within thirty days from the date of communication of the order.

(2) An appeal maybe made by the person who is aggrieved by the-
(a) refusal of the Authority to issue or renew a licence;

(b) decision of the Authority to suspend or revoke a licence;

(c) order of closing down of a healthcare establjshment or

making improvements in the healthcare establishment;

(d) order relating to eqrripment, apparatus, appliaaces or other

things at a healthcare establishment; or
(e) imposition of fine by the Authority.

(3) An appeal against an order or decision of the Evaluation

Committee shall lie first before the technica.l committee.

50. Copizalco by court.- (1) Save as provided in this Act, no court
ottrer than the Media.l Tribunal sha.ll assume jurisdiction under this Act as

provided for.

51. CoEplaltrtr.- (1) The Autfiority shall investigate t].e complaints

relating to healthcare establishment, healthcare professional, healthcare

seruices and medical negligence.

(21 The Authority shall define-

(a) kinds of complaints;

(b) categories or different kinds of medical negligence; and

{c} mal-administration, malpractice and faiture in provision of
healthcare serYices.

(3) The recogniz€d and known complications of a medical or surgical

treatment are not considered as medical negligence.

52. Proceduac of lnvcatlgatloa.- (1) Thc Authodty shall prescribe the

procedure for the conduct of investigadon to be carried out by the Authority

utder this Act.

12) An aggrieved person may, y.ithin sixty days from the date of

knowledge of the cauae of action, 6le a complaint against a healthcare

professional or healthcare establishment by submitting an application in

writing supported by an affidavit of the aggrieved person.
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(3) The Autlority shall not entertain an anonymous or pseudonlr'rnous

complaint against a healthcare professional or healthcare establishment.

53. Direction. aa to .pparatua, appliq8ce, equlprrent or psoducts.-

Where, in the opinion of the inspection team, the use of any apparatus,

appliance, equipment, instrument, product, goods or item or carryiEg out of

any practice or procedure in a hea.lthcare establishment is dalgerous or

detrimental to ary person tlerein or otherwise unsuitable for the purpose for

which it is used or carried out, he shall immediately report the matter in

$'riting to the Authority along witi t}le necessary details. On receipt of report

the Authority may act in accordance with the provisions of this Act.

54. Actlon done tn good faith.- (1) No suit or other legal proceedings

shall lie aBainst the authority, board, technical advisory committee, chief

executive officer, officers, inspection teams, advisers, consultants or agents of

tie Authority for anything done in good faith in the execution or purported

execution of this Act, rlrles or regulations made there under.

(2) No suit or other legal proceedings shall lie against the Authoritlr for

any damage caused or likely to be caused for anything which is done with due

care in good faith or intended to be done in pursuance of the provisions of this

Act.

CHAPTER VIII
E PLOYEES, FII![D, BUDGET AITD ACCOUNTS

55. Furd.. (1) There shall be established a iund to be known as the

lslamabad Healthcare Regulatory Autlority Fund, hereinafter referred to as the

fund, which shall vest in the Authority and shatl be utilized by the Authority to
meet charges and expcnses in connection with the allairs ofthe Authority.

(2) The tund shall consist of-
(a) such sums as t]"e Govemment may grant by way of seed

money or otherwise;

(b) donations from domcstic arrd intcrnational donor agencies

and ot}ler institutions;
(c) grants of money and sums borrowed or raised by the

Autlority for the purposes of meeting any of its obligations

or discharging any of its duties;
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(d) fees, penalties, fines or other charges imposed under th,-

Act; and

(.) all other sums which may in any mann€r become payable to

or vested in the Autlority in respect of a,Iy matter incidental

to the exercise of its functions and powers.

56. Budget.- (1) Within ninety days of its establishment, the Authority

shall prepare and submit to the Board for its approval, a budget for the period

up to and including the end of the ttren current financial year and thereafter it
shall, not later than thirty days before the expiry of each financial year, submit
to the Board Ior approval a budget for the ncxt financial year in accordance

with prescribed procedures and shall maintain complete and accurate books of

accounts of its actual €xpeoses and receipts and the funds.

l2l The budget prepared by the Authority shall be revie,red by a
budget committee consisting of one represetrtative each of the Autiority, the

Federal Government and the private sector nominated h,y the Federal

Government. The private sector nominee shall not have any conflict of interest

in the Authority's oversight of regulated activities. The budget comsdttee shall

ensure that the Autiority complies with all requirements of this Act. The

budget committee shal L]<e its decisions by simple majority of its members.

(3) No expenditure shall be made for which provision has not been

made in any approved budget except if made from arry previously approved

contingency funds, unless further approval is sought and obtained from tl:e

Board.

57. Batrl( accourts.- The Authority may, subject to provisions of any

other law for the time being in force in this behalf, open and maintain it's
accounts in rupees or in any foreign currency at such scheduled banks as it
may from time to time determine.

58. A,llual report, accouata ald rudlt.- (1) Witiin ninety days from

the end of each financial year, the Authority shall, in consultation with the

Board, cause a report to be prepared on the activities of t}le Authority including

investigations ald enquiries made by the authority under this Act during tlat
finarcial year and release to the public and simultaneously present a copy of

the report to the Federal Govemment.

l2l The Autiority shall cause propcr accounts to be kept and shall ao

soon as practicable after the end of each financial year cause to be prepared for
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'hat financia-l ),ear a statement of accounts of the Autio.ity which shall include a

balance sheet and an account of income and exp€nditure.

' (3) The Authority sha.ll cause the statement of accounts to be audited try

auditors, appointed by the Authority with the approval of the Federal Governlaent,

who shall be a firm of chartered accountants, Any casual vacancy in the oflice ,rf

auditor appointed under this section may be filled ir by the Authority.

(4) The auditors shall make a report to the Federal Govemment, upon

the annual bala.Irce sheet and accounts arld in any such report they shall state

whether in their opinion the balance sheet is a firll arld fair ba.lance shet:t

containing all necessary particulars and properly drawn up so as to exhibit a

true and correct view of the affairs of t}le Authority and, in case they have

called for any explanation or information from t}le Authority, whether it has

been given and whether it is satisfactory.

(5) The Federal Governmcnt mai if it deems fit also require tlle

accounts of the Authority for any financial year to be audited by the Auditor

General of Pakistan.

(6) The Board shall, within one hundred and twenty days of the end of

cach financial year, together witi the annual report of the Authority send &

copy of the statement of accounts of t].e AutJrority certihed by the auditors and

a copy of the auditors'report to the Fcderal Govemment which shall causr:

them to be published in the official Gazette,

59. hvestlrentt.. (1) Subject to sub-section (2) ard provisions of anlr

other law for the time being in force in this behalf, the Authority may, in so far as

its moneys are not required to be expended under this Act, invest the surplus

moneys iD such Eanner as may be prescribed.

{21 The Authority shall not invest its money in listed securities or any

derivative thereof whether listed or not.

CHAPIIR IX
}fIACELLAXEOUS

6(). Employce3 of thc Authorlty.- To carry out the purposes of tlis,
Act, the Authority may, from time to time, engage such experts, consultants
consultancy fims, advisers and other ollicers and staIT members on such

terms and conditions as it may prescribe.
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61. Public acreaEt.- The Chairperson, memL€rs and all othF-

employees of tie Authority shall be deemed to be public servants within t}Ie

' meaning of section 2I of t}le Pa.kistan Penal Code, 186O (Act XLV oi 1860).

62. Dtecutlvc authorltles to aasist the Authortty.- All executive

authorities and law enforcement agencies of the Federal Govemment shall act

in aid of ttle Authority.

63, Recovery of firlca aad othor du6a a. arrcars of l&nd revelue,-

The Authority may recover the Iines imposed or other dues recoverable under

this Act as arreais of land reveoue.

64, Power to maLe rules,- (1) The Federal Govcmment may, by

notification in the olficial Gazette, make rules for giving effect to the provisions

of tiis Act.

l2l The power to make rules conferred b5r this section shall be subject

to the condition of previous publication and, before making any rule, the draft
thereof shall be published in ttre olncial OazEttE lor eliciting public opinion

thereon witlin a period of not less than fifteen days from t}le date of
publication.

65, Power to Ea&e Rcgulrtio!8.- (l) The Airthority may, with
pervious sanction of the Federal Govemment, make regulations for the

follo\ring purposes, namely:-

(a) the management of t}le property of the Authority, its

maintenance and audit of its accounts;

(b) summoning and holding of meetings of the Autlority and

places where such meetilgs are to be held, the conduct of

business thereof and the numbe! of meEbers necessary to

conatitlrte a quomm;

(c) the powers and duties of the chief executive officer;

(d) the mode of appointment of t}le registration board and

inspection committees, tJle summoning arrd holding of

meetings thereof for conduct of business of such committees;

(e) the appointment, powers, duties and procedure of

inspection team;

(0 the procedure for maintenaace, compilation and publication

of the register, list of healtlcare establishmcnt and their

minimum requirement and the fees to be charged for

registration and licenstrg;
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(g) the procedure for any investigation under this Act;

(h) any internal functions to be prescribed under this Act;

' (1) prescribing a minimum standard of grant, rene'val,

suspension or cancellation of registration oI health<:are

e stablishment;

[) prescribing a minimum standard of grart, rene\va[,

suspension or cancellation of licence of hea]th(are

estabUshment;

(k) prescribing a minimum standard of patient and health stalf

safety in heaithcare establishment;

(l) prescribing a minimum standard oI qua.lity assurance in

healthcare €stablishment;

(rn) the forms, fees and registers for the purposes ofthis Act;

(.r) the data of patients tieated in a healthcare establishment;

[o) *re records of the sta{f of a healthcare establishment;

(p) lix penalties according to offence; and

(q) the regulation and control of prices of the healthcare

services.

l2l The power to make regulations confered by this section shall be

subject to the condition of previous publication and, before making any

regulations, the draft thereof shall be publisbed in the oflicial G.azette, and l:wo

newspap€rs of wide circulation and on the website of the Authority, for eliciting

public opinion t}lereon within a period of not less than fifteen days from ttre

date of publication.

66, Fs.ilure to cotrpty wlth thc deciEian of the Authorit5z.- Any

person who, in the opinion of the Authority, fails to comply udtl the frnal

decision or recommendation of the Authority, the Authority may impose a line

which may extend to ten hundred thousand rupees on such person.

67. Removql of difticultics.- lf any difficutty arises in giving effect to

arry provision of this Act, the Fdderal Government may make such order rlot
inconsistent with the provisions of this Act as may appear to it to be necessrrry

for the purpose of removing such dilliculty.
58, Incentives.- (1) Healthcare establishments already registered with

International Orgaaization for Standardization (lSO) or Joint Commiss:on
International (JCI) or any other such organization shall be registered with t}Ie
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Board without inspection for a period till these establishments remair

regislercd with such organizaLions.

' \21 Hcaltlcare establishments registered with the Board, hcalthcare

professional of such healthcare establishmeats shall be protected und€r

immunity clause of this Act.

69. Overldlng effect.- Notwithstanding anythiog to the contra5r

contained in any other law, under the law making authority of the Federal

Government, the provisions of this Act shall have an overriding effect aad the

provisions of any such law to the extent of inconsi8tency to this Act shall cease

to have effect.

70. Rcpcal- The lslamabad Hea.lthcare Rcgulation Act, 2018 (Xxlll of

2018), the Transplantation of Human Organs and Tissues Act, 2010 M of 2O1O)

and the Islarnabad TYansfusion of Safe Blood Ordinance, 2OO2 (l.Jc{l.ll of 2OO2l

shall stand repealed.
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StateBert of Object! qltd Res6ona
'Islamabad Healticare Regulation Act, 2021'

Islamabad Healthcare Regulation Act, 2018 was promulgated on 22"n May
2018 lor establishment of Islariabad Healthcare Regulatory Authority under Mioistry
of Nationat Health Services, Regulatiorrs & Coordination (NHSR&C). On devolution cf
the subjed of health under 18$ Amendment i]1 the Constitution on 306 June, 2011
ard the subsequent creation of the Ministry of NHS,R&C, mandate of the Ministry arld
its allied organizations, tliere is a need to consolidate regulatory functions of IHRA,
HOTA and IBTA to reduce multifar:ious number of health-related regulatory
orgalizations \rithin the ICT for optimum efficiency. Accordingly, Ministry ot NHS,R6!C
has &afted a bill titft:d "Islamabad Healthcare Regulation Act, 2021'. This will enat,le
the Ministry to initiate longstanding reforms of healthcare regulation ill the ICT.

,2 Salient featur{:s of the Act aie as under:-

i. Set strrdards lor registration a'ld licensing of all hea.lthc.rre
establishments, healti professional ard equipment;

ii. Defrne the scope and extent of healthca.re services to be provided bJ' a
healthcare establishment, enforce minimum standards of safety for
patient, healthca.re professional aid other staJl in a healthorre
establishrnent arld legulate healthcare establishEents in accordarrce
\ ith standards and notified practices;

iii. Const-itute Transplants Evaluation Committee established in every
medical institution/ hospital where at least twenty five transplaots
carried out annually;

iv. Constitute Technical Committee on Human Organs Tfansplait to
monitor'/ investigate transplantation and enforce prescribed standards
for recognized medical institutions and hospital;

v. Regulate all blood products before transfusion to ensure tiat the blood
or blood products are hea]thy and have been celtlfied by the blood benk
as Safe Blood for any additional virus or infection as may be specifieci by
the National Institution of Health.

vi. Ensure that the blood banks a-re managed and run by the qualfied
professionals having postgraduate qualiEcation in blood transfusiorr or
heoatolos/ recognized institution as per PMC Act, 2020;

vii. Set the mechanism to collaborate with international aild nati,)nal
institutions, organizations and companies to secure t-heir assistance,
cooperation and support for improvement of healthcare establishments
and healthcaie sen'ices;

3. In order to carry out thc mandate of t-l.e lar,, the draft bill has l)een
prepared to achieve the aboi'e said objects.

(Zah$b+ud-Dirl Babat Awan)
Advider to rhe Prime lvinister

on Parliamentary Afiairs


