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PART I

Acts, Ordinances, President's Orders and Regulations

SENATE SECRETARIAT

Islamabad, the 22nd Mav, 2018

No. F. 9(6)/2018-Legis.-The following Act of Majlis-e-Shoora
(Parliament) received the assent ofthe President on l8th May,20l8 and is hereby
published for general information :-

Acr No. XXIII or 201 8

An Acl to provide for establishment of the Islamabad Healthcare
Regulalory Authority

WHenens it is expedient to provide a regulatory framework to ensure provision

ofquality health care services, by implementing quality standards by the healthcare

sector, to residents of the Islamabad Capital Territory and where as it is expedient to

establish the Islamabad Healthcare Regulatory Authority for aforesaid purpose and

to provide for matters connected therewith and ancillary thereto;

It is hereby enacted as follows:-

(32s)

Price : Rs.20.50

[5949(201E)/Ex. Gaz.]
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CHAPTER I

INTRODUCTION

l. Short title, extent, commencement and application,-{l ) This
Act may be called th: Islamabad Healthcare Regulation Act. 20lll.

(2) It exter ds to the whole ofthe Islamabad Capital Territory

(3) It shall come into force.at once.

(4) It shall lpply to all healthcare establishments in the Islamabad Capital
Tenitory.

2. Delinilions.-ln this Act, unless there is anything repugnant in the
subject or context,-

(i) "accred itation" means systemic quality improvement process which
ensures that services provided meet the notified practices;

(ii) "assess:r" means an expert or group ofexperts comrnissioned by the
Authority or any other recognized institution or organization for
assessnrent ofquality of a healthcare establishment;

(iir) "allied lealth professional" means a person who assists in providing
services for diagnostic, therapeutic, preventive, curative and
rehabilitative field in health care delivery system and has qualified a

prescribed course of training in an recognized institution having
recognition from their respective council;

(iv) "allopathic" means a system ofmedical practice thar aims to combat
disease by use of remedies, as drugs or surgery, producing effects
different from or incompatible with those produce(l by the disease
being treated;

(v) "alternltive medicine system" means unani, tibb, ayurveda,
homoeopathic, acupuncture or any other recognized system oftreatment
of diseases in Pakistan;

(vD "Autho'ity" means Islamabad Healthcare Regulatory Authoritl
established under section 3;

(vii) "Board' means thc Board of the Authority constituted under
section:i;
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(viii) "Chairperson" means the Chairperson ofthe Board;

(ix) "chief executive officer" means the chief executive officer of the

Authority;

(x) "council" means the Pakistan Medicaland DentalCouncil, the Pakistan

Nursing Council, the National Council for Homeopathy, the National
Council for Tibb, the Pharmacy Council or such other Councils
established by Federal Government to regulate various cadre of
healthcare professionaland notified in officialGazette under this clause;

(xi) "Council for Homeopathy" means the National Council for Homeopathy
established under the Unani. Ayurvedlc and Homoeopathic
Practitioners Act, I965 (ll of 1965);

(xii) "Council for Tibb" means the Natiosal Council for Tibb established
under the Unani, Ayurvedic and Homoeopathic Practitioners Act,
I 96s (ll of 1965);

(xiii) "equipment" includes all electrical, electronic, mechanical, laser,

scanning, x-ray, imaging, analyzing and testing machinery, equipment,

device, tools, apparatus, including various utensils and related material

and chemical or other substances which are used to determine the

performance, functionality, disorder, ailment or any other effect on

state of health of human;

(xiv) "Fund" means the lslamabad Healthcare Regulatory Authority Fund

established under section 37:

(xv) "healthcare establishment" means any premises used or intended to

be used for the provision of hea lthcare services, including but not limited

to a hospital, teaching hospitals, surgical centers, matemity homes,

nursing homes, clinics, dispensaries, dentistries, dental clinics, clinical
laboratories, x-ray laboratories, diagnostic centers, arnbulatories,

cosmetic centers, psychiatric hospitals. bum units. psychiairic nursing

home, community mental health center, hemodialysis center, dialysis
centre, patient rehabilitation center, slimming clinic or centre, hair

transplant clinic, dom iciliary care, home based services and such other

healthcare or health-related premises as the Federal Govemment may,

by notification in the official Gazette, specifr;

(xvi) "healthcare professional" means a medical practitioner and dentist

registered with the Pakistan Medical and Dental Council, nurse,

midwife, community midwife, femate family workers or lady health
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visitor r:gistered with the Pakistan Nursing Council, a tablD registered
with the National Council for TiDb or homeopath ic practitioner registered
with thr National Council for Homeopathy or pharmacist registered
under tlre Pharmacy Council of Pakistan Au, t967 (Xl of 1967) or
paramerlic, allied health professional or physiotherapist, psychologist
or any other person qualified and permitted by law to provide an1.
medical, surgical treatment or other healthcare service as well as an1
person <1ualified to perform any health related test on human body ol
test any body fluid under a laboratory process and provide results of
such test to confirm or determine any health condition or physical or
mentalailment;

(xvii) "healthcre services" include any medical, surgical, dental, allied health.
ambulatlry, patient accommodation, screening or diagnostic services,
treatment of persons suffering from or believed to be suffering from
any disease, injury pain or disability of mind or body, bum or hurr
treatmert, wound dressing, physiotherapy, acupunctrtre, any service
for curirrg or alleviating any abnormal condition of human body or
mind by application ofany apparatus, equipment, instrument or device
or any other medical technique or method, hemodialysis treatment,
preventive or promotive health treatment, services at heahhcare
establish ments by healthcare professional;

(xviii)

(x,*)

(xx)

"in-char3e 9fa healthcare establishment" means tlre owner or person
responsible for management of day to day affairs of a healthcare
establishment which are owned and operated by private persons, natural
or corpo?te, or Govemment in any premises;

"inspection" means the inspection and examination ofthe healthcare
establishment by an inspection team;

"inspection team" means a team comprising more than two experts
having relevant qualifications and experience constituted by the
Registralion Board;

(xxD "licence' means a licence issued by the Authority under this Act for
the use of any premises as a healthcare estabiishment to deliver
healthcare services and ..licensed,'and ',licensing,, shall be construed
accordintr lyl

(xxiD "licensee'' means a person to whom licence has beerr issued under
this Act;
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(>xiii) "Medical and Dental Council" means the Medical and Dental Council
constituted under the Medical and Dental Council Ordinance. 1962
(XXXIl of 1962);

(xxiv) "medical negligence" means any negligence by an act or omission of
a healthcare professional in perform ing his duty. In medical negligence
cases it has to be established that-

(a) there was a duty which the healthcare professional owed to the
patient;

(b) there uas a breach ofduty:

(c) the breach resulted in injury to the patient; and

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

(xxv) "Nursing Council" means the Pakistan Nursing Council established
under the Pakistan Nursing Council Act, 1973 (XXVI of 1973);

(rrrD "notified praclices" mean all such healthcare services provision, best
measures, practices, protocols, standing operating procedures, medical
and clinical hygiene standards or specifications, quarantine standards,
patient handling and care standards and principles of medical ethics
developed by national or intemational organizations collected and
published by the Authority from time to time to act as a guiding
document for service provision in a healthcare establishment;

(xwii) "patient data" means the details ofa patient to whom any healthcare
services are offered or provided in a healthcare establishment or by a

healthcare professional, as the case may be, containing details ofresults
of diagnosis of disease or ailmen! 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.;

(rc<viii) "prescribed" means prescribed by rules or regulations made under
this Act;

"quack" means any person who is rendering any healthcare services
to a person without getting itselfregistered under respective Councils
or otherwise not authorized or permitted by any law to offer or render

such kind of healthcare services;

(xxix)
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(x.xx)

(xxxi)

(xrxii)

(xxxiiD

''registration" means registration under section l4;

-'regulations" means the regulations made under this Act;

''rules" m(]ans rules made under this Act:

''Registration Board" means the Registration Board constituted under
this Act fc r registration of healthcare establishments; and

(xxxiv) ''standardr," means standards notified by theAuthority frrr licensing of
healthcare establishment.

CHAPTER II

ESTABLISHMENT, ]TUNCTIONS AND POWER OF THE AUTHORITY

3. Establish ment of Islamabad Healthcare Regulatory Authority.-
(l) The Federal Covem nent shall, within one month ofthe commencement of this
Act and by notification in the official Cazene, establish the lslamabad Healthcare
Regulatory Authority wlrich shall be responsible for implementation, administration
and enforcement of this Act.

(2) The Authority shall be a body corporate having perpetual succession

and a common seal witlr powers to enter into contract, hold properties, sue and be

sued by its name.

(3) The principaloffice oftheAuthority shall be at lslamahad.

4. Powers and functions of the Authority.-{l ) The Authority shall
have foilowing powers i.nd functions, namely:-

(a) maintain register ofall healthcare establishment;

(b) set standards for registration and licensing ofhealthcare establishments
for the purpose of this Act;

(c) registration ofall healthcare establishments, health professional and
equipmen:and their notification in the official Gazette;

(d) issuance o f licence for defin ing scope and extent of healthcare services
to be provided by a healthcare establishment;

(e) enforce rrinimum standards of safety for patient, healthcare
professional and olher staffin a healthcare establishmenr;
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(f) regulate healthcare establishments in accordance with standards and
notified practices;

(g) prepare and noti! notified practices as a guiding document for service
provision in a healthcare establishments;

(h) inquire and investigate into violation ofany ofthe provisions ofthis
Act, by any healthcare establishment;

(i) ensure compliance and implementation ofprovisions ofthis Act, rules
and regulations made there-under and notified standards, by ananging
periodical inspections and surprise visits by inspection committee;

0) provide guidelines to the Registration Board for grant, renewal,
suspension gr cancellation of registrations of healthcare establishments,
its healthcare professional and equipment;

(k) advise the Federal Govemment to prescribe rates of fee for various
registrations or licensing, renewals, restoration or suspension of
regishations or licensing or restoration oflapsed registration or licensing;

(D issue standing orders to ensure provision ofqualiry healthcare services
by healthcare establishrnents;

(m) organize 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, own, possess, transfer or lease properties for purposes ofthis
Act;

(p) to propose regulations for appointment or termination of employees
of the Authority, their terms and conditions of service including the
rvelfare of employees;

(q) prepare and implement annual plans;

(r) approve annual accounts, budget and estimates of incorne and

expenditure;
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(s) approve rppointment ofbankers and auditorsi

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

elimination ofquackery;

(u) establish committees for assistance and advice to the Authority in

relation to the performance of its functions and detennine the
memberr;hip, remuneration of members and terms of reference of
each conrmittee:

(v) subject tr other provisions ofthis Act, prepare and issue regulations,
guidelint:s, instructions and directives to ensure implementation ofthis
Act and rotified practices;

(w) take action against violation ofany provision ofthis Act and regulations
made th( r€under on complaint by an aggrieved person;

(x) to collaborate with internationaland national institutions, organizations
and com lanies to secure their assistance, cooperation and support for
irnprovernent of healthcare establishments for provision of healthcare
services:

(y) exercise any powers and perform any functions as may be necessary

for carq ing out the purposes of this Act on the instruction of the

Federal (lovernment; and

(z) delegate any ofits firnctions to any person on such terms and conditions
as may t,e specified.

(2) The Autllority may exercise the same powers as are vested in a civil
couft under the Code :f Civil Procedure, 1908 (Act V of 1908), in respect ofthe
following matters, nam ely:-

(a) summoning and enforcing the attendance ofany person and examining
him on oath;

(b) compelling the production ofdocuments;

(c) receivinl; evidence on affidavits; and

(d) issuing commissions for the examination of witnesses.

(3) TheAuthority shall not investigate or inquire into any nalter subjudice
before a court of comJretent jurisdiction on the date ofthe receipt of a complaint.
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(4) TheAuthority may authorize members of the staffto administer oaths

and to attest various affidavits, affirmations or declarations which shall be admitted

in evidence in all proceedings under this Act.

5. Board of the Authority.{ I ) The general superintendence, direction

and management ofaffairs ofthe Authority and overall policy making in respect of
its operations shallvest in the Board which may exercise all such powers and do all

such acts, deeds and things that may be exercised or done by the Authority under

this Act.

(2) The Federal Govemment shall notifr the Board ofthe Authority which

shall consist of nine members, seven of whom shall be nominated on the

recommendation of the committee constituted underthisAct and the remaining two

members shall be nominated by the Federal Government.

(3) The Authority shall prescribe the remuneration payable to a member

for attending a meeting ofthe Board.

(4) A decision of the Board shall not be valid if decided in a meeting

without quorum.

6. Constitution of selection committee.{1) The selection committee

shall consist ofthe following, namely:-

(a) two representatives of the Federal Covemment Member

(b) Chief comm issioner, lslamabad Mentber

(c) one chiefexecutive oftertiary hospital Member

(d) one representative ofthe private sector healthcare Member

establishments

(e) one representative ofthe public sector healthcare Member

establishments

(f) a representative ofthe general practitioners Member

(g) a representative ofthe Councit for Tibb Memher

(h) a representative ofthe Council for Horneopathy Member

(i) a representative ofthe Medical and Dental Council Member

(j) a representative of the Nursing Council Member

' (k) a representative from reputed national civil society Memher

(l) a representative from patients or consumers Member

association
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(2) The con mittee constituted under section (l) shall select its chairman
frorn amongst its menrbers.

(3) The conLmittee shall determine areas ofexpertise ancl skills required
for membership ofthe Board and develop detailed criteria for selection accordingly.

(4) The Federal Govemment shall nominate the nrembers of the first
selection comm ittee and thereafter th e following process shall be adopted for selection
of members other tharl ex-fficio members, namely:-

(a) representative of the private healthcare establishment to be elected
from amongst registered healthcare establishmenl;

(b) healthcare establishrnent general practitioner to be elected from
amongsl registered practitioners with Authority; and

(c) member; under clauses O and (k) ofsub-section (1) shall be elected
in accorrlance with prescribed criteria.

7. Term ol the Board and the committec members.{l) A member
ofthe Board shall hokl office for a term ofthree years and shall be eligible for one
second term.

(2) Amember, other than ex-o./ficio membeq of the selection committee
shall hold office fot a trnn ofthree years and shall be eligible for nomination for one
second term.

(3) In case :f a vacancy of a member of the selection commiltee by
death, resignation or d isqualification under this Act, the Federal Government shall
appoint a person as member in accordance with the provisions of this Act for the
remainder ofthe term ofthe member who has died, resigned or disqualified, as the
case may be. The vacancy shall not be filled if remaining period thereof is less than
four months

(4) Ifa mem ber remains on the Board or selection committee, as the case
may be, for less than eighteen months then the period shall not be counted towards
term.

8. Disqualifications.-No person shall be, or shall continue to be, the
Chairperson or a member of the Board who-

(a) has tende red resiglation and not withdrawn it within a period ofthirty
days;
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(b) is, or at any time has been, declared as insolvent by a court ofcompetent
jurisdictioni

(c) is found to be ofunsound mind by a court ofcompetentjurisdiction; or

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

opinion of the Federal Govemment, is an offence involving moral
turpitude;

(e) absents himselffrom three consecutive meetings ofthe Board, without
leave of absence.

9. Chairperson.-( I ) the Chairperson of the Board shall be selected

from amongst its members for a term ofthree years.

10. Functions and powers of the Board.{1) The firnctions and powers

ofthe Board shall be-

(a) to provide leadership and oversight, fonnulate policy and set strategic

d irection;

(b) to monitor performance and achievements of the Authority through
regular review:

(c) approval ofannual operation plan and approve annual accounts, budget

and estimates ofincome and expenditure;

(d) appropriation ofFund according to need;

(e) to approve the regulations ofthe Authority subject to other provisions

of this Act;

(f) to approve annual report of the Authority;

(g) to approve and appoint bankers and auditors;

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

(D to appoint fulltime chief executive officer, determine his terms and

conditions ofservice;

O authorize the chief executive to manage the affairs ofthe Authority
and set performance targets for him;
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(k) in case o'complaint and non-performance, to hold responsible the

chiefexer:utive officer according to terms and conditions agreed; and

([) to regulate appointment, grades, appraisal, dismissal and terms and

conditions of service of employees of the Authority.

(2) TheBoarJshall establish committees for assistance and advice to the

Board in relation to the rcrfonrance of its functions and determ ine the membership,

remuneration of members and terms of reference of each committee.

(3) The Chairperson shall convene meetings ofthe Board from time to

time either himself or cn the request of any member in writing for reason to be

specified therein.

(4) The meeting ofthe Authority shallbe presided over by the Chairperson,

or in his absence, by a rrember to be elected by the members present at the meeting

from amongst themselves.

(5) Two-thirrl of the total members shall constitute quorum for a meeting

of the Board.

(6) All decisions in the rneeting shall be taken by majority ofvotes

Provided that in the cise ofequality ofvotes the Chairperson shall have a

casting vote.

Il. Delegation,-The Board may, by general or special order, delegate

to the Chairperson or a member or an expert, consultant, adviser or other officer of
the Board or any other entity any of its functions or a part thereof under this Act
subject to such conditions or restrictions as it may determine.

12. Chief executive officer.-< I ) The Board shall appoint a person to

be chief executive offi:er of the Authoriry having a minimum of fifteen years of
experience in hospital cr public administration, public health, medicine, accounting,
finance, law, regulation or other related field.

(2) The chief executive officer shall, subject to the superuision and control
ofthe Board, administe r the affairs ofthe Authority and may exercise such powers
as are delegated to him by the Board.

(3) In particular, the chiefexecutive ollicer may-



(a) manage the administration, operations and functions ofthe Authority;

(b) act as the principal accounting oflicer responsible and accountable for
the management of the Authority's funds and assets;

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

for its revierv and appraisal:

(d) assist the Board in strategic thinking, planning and implementing its

policies;

(e) protect the l.rnancial health ofthe Authority;

(f) act as spokesperson of the Authority; and

(g) provide leadership to the senior management and direction to alt staff.

(2) The chiefexecutive officer shall also act as the secretary to the Board.

13. Disqualifications of chief executive officer.-A persou shall not

be appointed or hold office as chief executive officer who-

(a) is a member ofthe Federal or a Provincial legislature, local council or
local body constituted under any law or has contested last general

election;

(b) is employed in any capacity in the service relating to the affairs ofthe
Federation or a Province or holds any office for which salary or other

remuneration is payable out ofpublic funds;

(c) is a director, otlicer or employee ofany healthcare establishment;

(d) is an owner of, or has a share in, any healthcare establishmentl

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

turpitude;or

(0 is in default ofpayments due from him, for more than one hundred and

eighty days, to any bank, financial institution, cooperative society,

govemmental agency, department or corporation.
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CHAPTER III

REGISTRATION OF HEALTHCARE ESTABLISHMENTS

14. Regulation of provision of healthcare services.-{ I ) No healthcare
establishment shall render any healthcare service unless it is registered with the
Registration Board under this Act subject to the terms and conditions as the
Registration Board ma., determine on case to case basis at the time of registration
and no healthcare estah lishment shall render any healthcare services for wlr ich it is
not licensed.

(2) No healthcare professional shall render healthcare services in a
healthcare establishment unless he has a prior registration under respective Councils.

(3) AhealthcrLre professional shallget himself registered with the Authority
for rendering services in a healthcare establishment and no healthcare professional
shall render services in a field in which he is not registered with theAuthority.

(4) No healthcare professional shall render healthcare services in a

healthcare establishment for which he is not registered with the Authority.

15. Establishment of a Registration Board.-(1) There shall be
established a lLegistratic n Board which shall he responsible for registration. renewal,
suspension and cancellation of registrations of healthcare establishments, health
professional and equipnrent.

(2) The Registration Board shall comprise ofthe following namely:-

(a) Dilector-General of Health Member

(b) ChiefExecutiveOfficeroflslamabad
He althcare Regu latory Authority

(c) chiefexecutive oftertiary care hospital
in lslamabad

(d) principalofa rnedical college nominated
by the F'ederal Government

(e) a n)presentative of private healthcare
estirblishment sector nominated by the
Ferleral Govemment

Menrber

Member

Member

Member

(f) District Health Officer, Islamabad Member
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(3) District Health Officer Islarnabad shall be the secretary of the

Registration Board.

(a) The chairperson of the Registration Board shall be selected from
amongst its members for a period of five years.

16. Powers and functions of the Registration Board.---( I ) The
Registration Board shall exercise powers and perform functions as provided

hereinafteq namely:-

(a) maintain and regularly update register ofall healthcare establishments;

(b) grant, renew, suspend, cancel or revoke any registration ofa healthcare

establishment, subject to such terms and conditions as deemed

appropriate and to vary or amend any tenns and conditions thereof;

(c) monitor and regulatethe healthcare services quality levels and standards

as may be prescribed through notified practices;

(d) enquire and investigate into allegations of violation of any of the

provisions ofthis Act, notified practices or terms and conditions ofany
' registration by any healthcare establishment;

(e) assess and collect fees and charges for registration, renewal, restoration

of lapsed or expired registration as well as any inspections for
registration of healthcare establishments, under this Act;

(f) coordinate, Iiaison and supervise the exercise ofvarious powers and

discharge ofvarious functions by the inspection committee;

(g) coordinate with the Authority and submit report ofits performance on

quarterly basis; and

(h) constitute a review committee and assign any task for resolution of
any dispute irr relation to report ofinspection committee.

(2) In the performance of its functions, the Registration Board shall take

into consideration the policy, guidelines, instructions, directives and orders issrred by

the Authority from time to time.
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CHAPTER IV

REGULATION OF HEALTHCARE

I7. Settingl standards.-(l) The Board shall constitute technical
committees for laying down different standards for the purpose.of measuring the
quality of healthcarr services for registration of the healthcare establishments,
healthcare professional and equipment.

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

(3) The Bcard rnay constitute policy advisory committee comprising
members of such institutions in health and other related sectors as it may deenr
appropriate.

18. Establishment of inspection com m i ttee.-The re shall be
established an insper:tion committee by the Regishation Board which shall be

responsible for conduct of pre-registration. post-registration, pre-renewal and other
inspections of healthr:are establishments, as and when deemed necessary or when
so directed by the Registration Board or the chiefexecutive of'ficer.

19. Memb,-.rs of the inspection committee.-( I ) Ihe inspection
comm ittee shall consist of the following, namely:-

(a) head of inspection committee who shall be nominated by the Regisration
Board f"om amongst its members;

(b) subject specialists ofa medical college or hospital, nominated by the
Registrrrtion Board according to the scope of the services of the
healthcrLre establishment being inspected;

(c) professional auditor with training and experience in hospital qualit_v

auditing; and

(d) executive director ofa public hospital

(2) The Rellistration Board shalldevelop a pool ofexperts from relevant
field from which the rnembers ofan inspection team shall be chosen.

20. Inspcction Team.{ l) The Authority may, by order in writing,
appoint an inspection team to perform the functions and exercise the powers ofthe
Authority for inspectrons under this Act, subjectto such conditions and limitations
as the Authority may r;pecifo in this behalf.



Panr Il THE GAZETTE OF PAKISTAN, EXTRA., MAY 24, 2018 34t

(2) The inspection team may inspect a healthcare establishmen! equipment
and healthcare services provided by the healthcare establishment for grant, renewal,
suspension or cancellation ofregistration or licensing.

(3) The inspection team nray inquire any case ifthere has been any instance

or allegation of mal-admin istration, malpractice or failure in the provision ofhealthcare

services against a healthcare establishment.

(4) The Authority may irnpose a fine which may extend to tifty thousand

rupees upon a healthcare professional who

(a) refuses or fails, without reasonable cause, to fumislr any infortnatiorl
to the inspection tearn; or

(b) gives any false or misleading information to the inspection team.

(5) Except in the case of a prosecution for an offence under this Act, a

member ofthe inspection team shall not be bound to give evidence in any proceedings

in respect of, or to produce any document containing, any information which has

been obtained from any healthcare establishment in the course of carrying out any

investigation, iuspection, inquiry or performing any dury or function under this Act.

(6) A member ofthe inspection tearn shall not disclose any information at

any forum which is contained in the 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. inspection, enquiry or performing any duty

or function under this Act unless allowed in writing by the Atrthority.

21. Registration.--{ l) An owner of existing healthcare establishrnent

shall, rvithin a period ofninety days ofthe coming into force ofthis Act, apply tlierein
in accordance with this Act for registration of its health establishment, healthcare
professional working therein and equipment being used therein.

(2) A person seeking registration for its healthcare establishment, its
healthcare professional and equipment sltall make an application to the Registration

Board in the prescribed fomr and accompanied by such particulars, documeuts and

fee as the Authority may prescribe.

(3) The Authority shall within a period ofnot exceeding fourteen days of
the receipt of application issue to tlle person a certificate of registration, if all
requ irernent. under this Act are firlfi lled, otherwise the applicant shall be considered

as having provisionally registered tbl a period ofthree months.
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22. Licensing.-(1) No healthcare establishment shall render an1

healthcare services unless duly licensed as such by the Authority.

(2) Ifa healt hcare estab lish nrent is not licensed under th is Act, the Authority
may impose a fine, which may extend to ten hundred thousand Rupees, upon the
in-charge of the healthcare establishment.

23. Application for licence.-Within thirty days of the issuance of the
certificate ofregistration or such other time as may be detenn ined by the Authoritv.
the healthcarc establishment shall make an application, for a licence, to the Ar.rthority
in the prescribed forrn which shall be accornpanied by such particulars, documents
zurd fees as the Autho -ity may plescribe.

24. Licensing procedure.{l) 'fhe Authority shall, on receipt of an

application under section 23, complete rvith all requisite documents, issue a provisional
licence to the healthcz,re establishment and shall, rvithin a period ofnot exceeding
thirty days from the dirte ofacceptance ofthe application, issue the regular licence
to the healthcare estat,lishment.

(2) TheAuthority rnay, befbre issuing the licence, inspect the healthcare
establishment which is to be licensed or cause such healthcare establishment to be

inspected b1, an insper:tion teant.

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

(a) shall be in such fbrm as may be prescribed;

(b) shall be. valid for a period offive years; and

(c) may be enewed upon expiry

25. Kinds of licences.{l) Every licence of a healthcare establishment
shall specify the kind of healthcare establishrnent for which it is issued and the
purposes of the healthiare establishment.

(2) A licensed healthcare establislrment shall not be used for any purpose
other than the purpolres in respect of u,hich the licence is issued ard purposes
incidental to such puqroses.

(3) The Aurhority shall rnaintain a register of all Iicensed healthcare
establishrnerrts and may enter i, the register any necessary details or other particu tars
of the healthcare estatr Iishments.



26. Revocation and suspension of licence.{l) The ALrthorit-v may

after giving an oppoftunity ofhearing revoke a licence ifthe licence has been obtained

by fraud or m is-representation.

(2) The Authoriry rnay suspend a licence ofa healthcare establishnrent if
il is sat isfied that

(a) services provided by the healthcare establishment are not meeting

rninimum safety standards and tlrat the services rendered are harrr.tful;

(b) cases of medical nggligence, mal-administration, malpractices have

been proved against the healthcare establishment; and

(c) fails to comply with instructions and directions of the Authority.

(3) Where any contravention ofthis Act is committed by a body corporate

and it is proved to have been committed with the consent or connivance oll or to be

attributable to, any director, manger. secretary or other officer or employee of the

body corporate or any person who purported to act in any such capacity he as well
as the body corporate shall be liable to pay fine for such contravention.

(4) Where it appears to the Authority that the circumstances of a case

warrant action under any law, the Autholity may refer such case to the concemed

governmenta I authorities or law enfbrcernent agencies for appropriate action under

relevant laws.

27. Quality improvement.-{l)TheAuthoriY shall facilitate and support

healthcare establishments for continuous.qualiSr improvement.

(2) The Authority shall develop and establish linkages with national and

international relevant bodies or organizations for this purpose.

28. Public sector registration.-( I ) The public sector healthcare
establishments shall be deem to have been registered under this Act.

(2) The Federal Govemment shall provide list ofpublic sector healthcare

establishments rvith the scope and extent of ser"rices provided by each category of
hospital or institution.

(3) The Federal Governnrent shall be responsible to certify that its
healthcarc establishments meet miuimum safety standards set by theAuthority.

(4) The public sector healthcare establishments shall apply for licensing

of healthcare services being rendered by them.
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CFIAPTER V

OFFENCES, PEII{ALTIES, PROCEDURf,, COMPLAINTS AND
ENFORCEMENT

29. I'enalties.-{ I ) Notwithstanding anything contained in any other law,
theAuthority may, for contravention ofa provision of thisAct, rules and regulations,
impose penalties u,hich rnay extend to ten hundred thousand Rupecs keeping in
view gravity ofthe conlr a\ ent ion.

(2) The Autho'ity shall afford adequate opportunity of hearirrg to a person

before imposing penalty ulder sub-section ( l).

(3) If the conrplaint, subrnitted either by an aggrieved person or a
healthcare prolessional, is proved false, the Authority may impose penalty lvhich
rnay extend to two hund;ed thousand Rupees upon the complainant.

(4) TheAuthority may revise the quantum ofpenalties underthis section
with the approval ofthe Federal Government.

30. Offences.--(l ) Whoever himselfor by any other person on his behalf
establishes anv healthcare establishnrent without registration or a licence shall be

punishable with imprisor rment for a tenn which may extend to five yeals or with fine
whiclr may exlend to ont rr.rillion Rupees or with both:

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

degree ofcare. damage, diligence or negligence, witlrin a period of ninety days, by
such group collsisting of experts ofallopathic or altemative rned icine system, as the

case may be.

(2) Whoever obstructs an inspection in the exercise of any power
conferred upon him by cr under this Act or disobeys the lawful authority of any
member of inspection t(am, he shall be punishable with imprisonment for a term
which may exrend to si)l months or with fine which may extend to fifty tlrousand
Rupees or with both.

(3) The quackery by person who does not qualify to be registered or
licensed under this Act slrall be non-bailable and cognizable offence punishable with
seven years of imprisonrnent or fine lvhich may extend to two million Rupees or
with both.

3l . Appeal.-(1) An appeal may be made to the Authority against order
ofthe Registration Board and to the Secretary, Ministry ofNational Health Services.
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Regulations and Coordination against order ofthe Authority within thifty days frorn
the date olcommunication ofthe order.

(2) An appeal uray be rnade by the pelson who is aggrieved by the-

(a) refusal of the Authority to issue or renew a licence;

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

(c) order of closing down of a healthcare establishment or rnaking
improvements in the healthcare establ ishment;

(d) order relating to equ ipment, apparatus, appliances or other things at a
healthcare establishment; or

(e) irrposition of fine by the Authoriry.

32. Cognizance by court.-( I ) Save as provided in this Act, no court
other than the Court ofSessions assumej urisdiction under this Act unless a cornplaint
in writing is filled before the aloresaid court by the Authority?

33. Conrplaints.-( I ) The Authority shall investigate the complaints
relating to healthcare establishment, healthcare professional, healthcare services
and medical negligence.

(2) The Authoriry shall define-

(a) kinds of complaints;

(b) categories or different kinds ofmedical negligence; and

(c) mal-administration, malpractice and failure in provision ofhealthcare
services.

(3) The recognized and knorvn complications of a rnedical or surgical
treatment are not considered as medical negligence.

34. Procedure of invcstigation.-{ I ) The Authority shall prescribe the
procedure for the conduct of investigation to be carried out by the Authority under
this Act.

(2) An aggrieved person tnay, rvithin sixty days from the date ofknowledge
ofthe cause ofaction, file a complaint against a healthcare professional or healthcarc
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establishment by subm Ltting an application in writing supported by an affidavit ofthe
aggrievcd person.

(3) The Authority slrall not enteftain an anonymous or pseudonymous

complaint against a herlthcare professional or healthcare establishnrent.

35. Directions as to apparatus, appliance, equipment or products.-
Where, in the opinion of the inspection team- the use of any apparatus, appliance,
equipment, instrument, product, goods or item or carrying out of any practice or
procedure in a lrealthclre establishment is dangerous or detrimental to any person

therein or otherwise ur su itable for the purpose for which it is used or caried out, he

shallirnmediately Ieportthe mafter in writing to theAuthority along-with the necessary

details. On receipt ofrr:port theAuthority may act in accordance with the provisions

of this Act.

36. Action d one in good faith.-No suit or other legal proceedings shall
lie againstthe authoriq, board, technical advisory committee, chiefexecutive officer,
officers, inspection tearns, advisers, consultants or agents oftheAutholity for anything
done in good faith in the execution or purported execution of this Act, rules or
regulations made thert,under.

CHAPTER IV

EMPLO'!'EES, FUND, BUDGET AND ACCOTINTS

37. The Fund.-( I ) There shall be established a fund to be known as the

Islamabad llealthcare Regulatory Ar.rthority Fund. hereinafier rel'erred to as the

Fund, wh ich shall vest in the Authority and shall be utilized by the Authority to meet

charges and expenses in conncction rvitlr the atTairs of the Autholitl.

(2) The FunC shall consist of

(a) such surrs as the Govelnnrent may grant by way of seed money or
otlrerwise;

(b) donatiors from domestic and international donor agencics and other
institutions;

(c) grants ol money and sums borrowed or ra ised by the A uthority for the
purpose:i of meeting any of its obligations or dischalging any of its
dur ies;

(d) fees, per alties, fines or other charges imposed under rhis Act; and
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(e) all other surns which may in any manner become payable to or vested

in the Authority in respect ofany matter incidental to the exercise of
its lunctions and powers.

38. Budget.{ l) 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 then current financial year and thereafter it slrall, not
later than thirty days before the expiry of each financial year, submit to the Board
for approval a budget for the next financial year in accordance rvith prescribed
procedures and shall maintain cornplete and accurate books ofaccounts of its actual
expenses and receipts and the funds.

(2) The budget prcpared by the Authority shall be reviewed by a budget

committee consisting of one representative each 9f the Authority. the Federal
Govemment and the private sector nominated by the F'ederal Government. The
private sector nominee shall not have any conflict of interest in the Authority's
oversight ofregulated activities. The budget comm ittee shall ensure that the Authority
conplies rvith all requirernents of this Act. The budget commiftee shall take its
decisions by simple majoriLv of its members.

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

in any approved budget except if made from any previously approved contingency
funds, unless f'urther approval is sought and obtained from the Board.

39. Bank accounts.-The Authority may 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.

40. Annual report, rccounts and audit.{l) Within ninery days from
the end ofeach financial yeal the Authority shall, in consultation with the Board,

cause a report to be prepared on the activities ofthe Authority including investigations

and enquiries made by the autlrority under this Act during that financial year and

release to the public and simultaneously present a copy ofthe repon to the Federal

Govemment.

(2) The Authority shall cause proper accounts to be kept and shall as soon

as practicable after the end of each financial year cause to be prepared for thal

financial year a sLatement ofaccounts ofthe Authority which shall include a balance

sheet and an account of income and expenditure.

(3) The Authority shall cause the statement ofaccounts to be audited by

auditors, appointed by the Autholity with the approval ofthe Federal Covernment,

who shall be a firm of chartercd accountants. Any casual vacancy it.t the office of
auditor appointed under th is section rray be filled in by the Authority.
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(4) The auditors shall rnake a report to the Federal Covernment, uponthe
annual balance sheel and accounts and in any such report they shall state whether in

their opinion the bala nce sheet is a,fnll and flair balance sheet containing a ll necessary
particulars and properly drawn up so as to exhibit a true and correct view of the

affairs of the Auth,rrity and, in case they have called for any explanation or
infbrmation from tle Authority, rvhether it has been given and whether it is

satisfhctory.

(5) The Fr deral Govemment may if it deerns fit also require the accounts
of the Authority for any financial year to be audited by the Auditor General of
Pakistan.

(6) The B,rard shall, within one hundred and twenty days ofthe end of
each financial year, rogether with the annual report ofthe Authority send a copy of
the statement ofacc(,unts ofthe Authority certified by the aud itors and a copy ofthe
auditors' report to the Federal Govemment rvhich shallcause thern to be published

in the official Gazette.

41. Investments.{ I ) Subject to sub-section (2), the Authority may, in

so far as its moneyr; are not requircd to be expended under this Act, invest the

surplus moneys in srrch manner as rnay be prescribed.

(2) The A rthority shall not invest its money in listed securities or any

derivative thereof w rether listed or not.

CHAPTER VII

MISCELLANEOUS

42. Emplt,yecs of the Authority.-To carry out the purposes of this
Act, the Authority nay, from time to time, engage such cxpcrts, consultants,
consultancy finns, arlvisers and otherolficers and staffrnernbers on such terms and

conditions as it may prescribe.

43. Public scrvant.-The Chairperson. members and all other employecs
ofthe Authority shall be deemed to be public servants rvithin the rnean ing ofsection 2 I

ofthe Pakistan PenalCode (Act XLV of 1860).

44. Executive authoritics to assist thc Authority,-All executire
authorities and law enforcement agencies ofthe Federal Covernment shall act in aid
of the Authority.
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45. Recovery of fines and other dues as arrears of land revenue.-
The Authori$ may recover the fines imposed under thisAct or other dues recoveriible

under the this ai arrears of land revenue.

46. Rules.{l )The FederalGovemment may, by notification in the official

Gazette, rlake lules for giving effect to the provisions ofthis Act.

(2) 'I'hc power 10 make rules conferred by this section shall be subject to

the condition ofprevious publication and, before nraking any rule, the drati thereof

shall be published in the official Gazette for eliciting public opinion thereon within a

period ofnot less than fifteen days from the date ofpublication.

47. Regulations.-{ l) The Authority may', with pervious sanction of the

Federal Govemment, make regulations forthe following putposes, namely:-

(a) the management ofthe property oftile Authority, its maintenance and

audit of its accorrnts:

(b) summoning and holding ofmeetings ofthe Authority and places where

such meetings are to be lreld, the conduct ofbusiness thereofand the

number of members necessary to constitute a quorum;

(c) the powers and duties ofthe chiefexecutive officer;

(d) the mode of appointment of the Registration Board and inspection

committees, the sulrmoning and holding ofmeetings thereoffor couduct

of business of such committees;

(e) the appointment, powers, duties and procedtlre of inspection team;

(0 the procedure for maintenance, compilation and publication of the

register, tist of healthcare establishment and their minimum requirement

and the fees to be charged for registration and licensing;

(g) the procedure for any investigation under section 34;

(h) prescribing a minimum standard of grant, renewal, suspenslon or

cancellation of registration of healthcare establishment;

(D prescribing a minitnum standard of grant, renewal, suspenslon or

cancellation of licence of healthcare establishment,
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O prescribing a minirnum standard of patient and health staff safety in
healthcare establishment;

(k) prescribing a rninimum standard of quality assurance irr healthcare
establisl,mentl

(l) the forn s, fees and regislers for the purposcs ofthis Act;

0n) the data of patients treated in a healthcare establishment;

(n) the records ofthe staffof a healthcare establishmenl;

(o) fix penalties according to offence; and

(p) the regulation and control ofprices of the healthcare services

(2) The po\ver to urake regulations conferred by this section shall be

subject to the conditio n ofprevious pLrblication and, before making eny regulations.
the draft thereof shall be published in the ot'ficial Gazette, and two newspapers ol'
wide circulation and rn the website of the Authority, for eliciting public opinion
thereon rvithin a pericd ofnot less than fifteen days from the date ofpublication.

48. Failurc to comply with the decision of the Authority,-Any person

rvho, in the opinion ,rf the Authority, fails to comply with the final decision or'

recomnrendation ofthr: Authority, the Authority may impose a fine which may extend

to ten hundred thousand Rupees on such person.

49. Removul of difficulties.-lf any drfficulry arises in giving effect to

any provision ofthisAr t the Federal Government may make such order not inconsistent

with the provisions of this Act as may appear to it to be necessary for the purpose 01'

removing such di{Icu ty.

50. Incenti'res.-{ I ) Healthcare establishments already registered with
lntemational Organizar ion for Standardization (tSO) or Joint Comrn ission Intemational
(JCl) or any other such organization shall be registered with the Board rvithout
inspection lol a period till these establishments remain registered lvith such

organizations.

(2) Healthcare establishments registered with the Board, healthcare
professional ofsuch lrealthcare establishments shall be protected under immunitl
clause of this Act.
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51. Overriding effect.-Notwithstand ing anything to the contrary
contained in any other law, underthe law making authority ofthe Federal Govemment,
the provisions ofthis Act shall have an overriding effect and the provisions ofany
such law to the extent of inconsistency to this Act shall cease to have efl'ect.

AMJED PERVEZ,
Secretary.
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