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NOTIFICATION -
. Dated: 5" April, 2016
No. HCC/4532/4. In exercise of the powers conferred by the section 31 of the -

Khvber Pakhtunkhwa Health Care Commission Act, 2015, the Khyber Pakhtunkhwa_He‘alth
Care Commission_has been pleased 1o approve it’s_below mentioned regulation in its 6
meeting dated 30.03.2016 held at main Khyber Pakhtunkhwa Health Care Commission office:

KIYBER PAKHTUNKIIWA HEALTH CARE COMMISSION CONDUCT OF BUSINESS
REGULATIONS 2016

N Regulation of Procedures.

(2) Registration and Licensing Regulations. -

(3) Complaint Management and Patients’ Rights Regulations.
1) Human Resource Management Regulations.

(7)) - Financial Regulations.
ANNEXURE-A

- Health Ciare Commission Services Regulations 2016. .

ANNEXURE-B

ADOPTION BY THE COMMISSION, OF HEALTH CARE STANDARDS, PROCUREMENT RULES AND LAWS
/RULES RELATED TO THE HEALTH CARE SYSTEMS o

Sd/-x-x-x :
. Chief Executive Officer/Secretary,
. R Khyber Pakhtunkhwa Health Care
- Commission.
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Acronyms
CEO Chief Executive Officer =
CFO Chief Financial Officer ;
' DFID Department for International Development, UK
DOH Department of Health -
HCC " Health Care Commission
~-HCE Health Care Establishment

HRA ~ Health Regulatory Authority

HRM Human Resource Management

HSRU Health Sector Reform Unit

IMR : infant Mortality Rate

JD Job Description . _

KP ' Khyber Pakhtunkhwa

KPHCC Khyber Pakhtunkhwa Health Care Commission
T LHW ' Lady Health Workers ‘ ‘

MSDS Minimum Standards of Service Delivery
 TRF+ Technical Resource Facility+

USMR . Under 5 Mortality Rate



2. REGISTRATION AND LICENSING REGULATIONS -

In exercise of powers conferred under Section 32 of the Khyber Pakhtunkhwa
Health Care Commission Act, 2015, the Commission is pleased to make following -

regulations:

1. Short Title and Commencement: {1) These regulations may be called the Khyber
Pakhtunkhwa Health Care Commission Registration, Licensing and Complaints
Management regulations, 2016.

(2) These regulations should extend to all healthcare establishments of
Khyber Pakhtunkhwa both in the Public and Private sector.

(a) owned. managed or administered by Government or non-profit
-organizations, charities, trusts, corporate sector or by any person, or.
group of persons incorporated or not; and

{b) Operated and managed under allopathic system, complementary and
alternative medical treatment system recognized in Pakistan. '

(3) These regulations shall come into force at once.

2. Definitions: In these regulations, unless there is anything repugnant in the subject
or context, the following terms shall have the meanings given as under

a)
b)

<)

d)

)

h)

B

k)

“Act” means Khyber Pakhtunkhwa Health Care Commission Act. 2015.
“Applicant” means healthcare establishment and / or healthcare service
provider who has applied for license or its renewal as the case may be. .
“Employee”’ means such service providers who have been rendering services
at the Healthcare Establishments, including but not limited to doctors,
consultants, nurses, paramedics and administrative staff, whether serving
under written or un-writlen agreement(s) for service or of service.

“Fee” means the amount of money fixed by the Commission of Khyber
Pakhtunkhwa Health Care Commission for the purposes cof granting
registration and licenses to Healthcare Establishments keeping in view
factors, including but not fimited to, the services to be rendered thereat. their

- bed strength as well as for the purposes of servicing the provisions of the

Khyber Pakhtunkhwa Act, 2015 and includes such additional fee(s) as fixed
by the Members of the Comm|ssmn from time to time, for the particular
purpose(s), specified herein.

“Licensee” means any person or Healthcare Establishment who holds a
regular license issued by the commission. '

“Quality Assurance and Compliance Committee” means such a Committee as
is established by a Healthcare Establishment and/or Healthcare Service
Provider. as the case may be, and entrusted with the responsibility and
capacity to ensure comphance with the governing law and the instructions,
comrective arders issued by the Commission in accordance with the Act and
Rules/regulations.

*‘Reference Manual’ means such manuals as prepared by the Commlssmn
from time to time for achieving purposes of the Act, containing sets of
guidelines for the Healthcare Establishments relating to lmplementatlon of the
standards.

“Regulations” means Khyber Pakhtunkhwa Health Care Commlsswn
Licensing Reguiations, 2016. .

“Standards” means the standards set by the Commission for the primary and
secondary level of care and any other standards, manuals etc. as set out by
the Commission from time to time.

*Aggrieved person” means a patient/client who is not satisfied with the
services rendered to him/her by the Heaithcare Establishment and includes -
‘his next of kin or any other person duly authorized by him.
“Case” means any such matter which is taken up by the Commission to probe
and take further necessary action, within the scope of the Act and has not
been filed before it as a Complaint. The word “Case” and “Complaint”, as the
context may require, are being used interchangeably in these
regulations/rules. .



1) “Case Worker™ inchides™ #ny- competent: adthority” of.an officer of the
Commission who is authorized to investigate and/or process complaints. .

m) "Complainant” means ‘any “aggrieved -person’ .of: aggneved Healthcare
Service Provider” who makes-a Compiaint-to the Commission. . -

n) “Complaint” means grievance ogcurring in respect of any of such instances,
including but not limited to. those as contained in regulation 47 and submitted
by an Aggrieved. Person .or an Aggrieved Heaithcare Service Provider or any
information:_brought iito the knowledge crf the Comrhission through a third
source, as the case may be.

o) "Expert” means 3 person with appropriate degree of skill and knowledge in a

. particular sub;ect who has relevant and up to date expertise with regard to
issues in the case and having qualificatiori and experience in the relevant
field or speciafly, as'the case fmay be. - -

p) ‘Faise Compilaint’: means -a_frivolous Gomplamt made with an intention to

harass;-defame; embarrass. and/or to pressurize the party complained against
and I1s so proved to be false, after the investigation by the Commission.

q) “Hearing” includes proceedings before the Competent Authority or the Case

: Worker, -as the case may be, in order to ascertain facts or issues arising in a
_Complamt by :nvohung one, any or afl mvotved partles to reach a settlement
~of the complaint under review. ~
7} “Inspection” méaris but’ is ot limited: to " the  process  of exammmg any

. . apparatus, appliance, equipment, instrument, product, goods, food supplies,
systems or items used oc found in, or any practice or procedure bemg carried
out or otherwise connecled with fulfiling the requirements as set out in the
Standaids to ensure quality of care, at a Healthcare Establishment.

s) “Maladministration” means poor or failed: administration by a Healthcare

" Establishment and includes.
_i. A decision, process, recommendation, act of omission or
© 0 cOmimission, ‘which is. coritrary to law, rulesiregulations, is a
-, ¢ - dhaparture:from established prarhee or procedure, unless. it is
. bonafide: and-for. valid reasons; is pervasive, arbitrary, or
. unreasonable, unjust, biased, oppresswe or dlscnmmatory,
is based on irrelevant grounds;
ii. Neglect, inattention, delay, incompetence, inefficiency, and/or
__.mept;tude in. the. adminjstration or discharge af duties and
. ies ‘including but. not limited to, administrative
T urregufarm s use of power, incorréct action or failure to take
"~ “any action; failure -to" foresee and take comprehensive
‘,,.nrecauthga mea;ures against possible mishaps, failure to
prévide ‘réquiite mfornTation; failure to investigate, failure to
reply. misleading or inaccurate statements, inadequate liaison,
“¢orrupt behaviour; incoitect or ilfegal- administration:of a drug
0" a patient/clhent; incorrect or: meomp!ete entry.in a documem
- 1w or miokation:of-human rights, -
t} “Malpractice” includes improper, unskllled, lrnmoral megai or unethical
professional conduct by a Healthcare Service Provider or a person working at
a Heaithcare Estabhshmem and bemg the proximate cause of injury or harm
sl to.another Person;.
aky- "Medical Record’ mcludung buinot lm‘;_;ted to comprehenawe medical history, -
IR exammaugn(s) mestgaeongs) and treaamem of the patnenticﬁent ‘aiong with.
~ the progress notes.
.. ¥).. “Notice” means_any . information communique sent to a concemned party by
 the Conipeterit Authority o Case Worker or’ any authorized ofﬁoer as the
D casbvhay b :
* w) “Pépalties” mé&ah such pegnémes as may be pnescnbed by. the' Commission
7 from time fo-time Under thé piovisions'ofthe Act. - -
3. Al other: words' ‘and ‘expréssions ‘used in these regulatms but not deﬁned herein
~ shall have the same meanings ‘as are assigned to them .in. the ‘Act, -Standards,

. Reference Manual or guldelmes for the Healthcare Establishments and/or such other

' rii:!ucﬁﬁg But hot limitéd to ary’ other directives relating to the
‘ re services and/or hedithcane service delivery systems, as
devero ed. and |ssued ’by the Cﬁfnmrssron frem hme to time; for achievnng the

purposes of the' Act

-




4.

DIRECTORATE OF vREGlsmATIQN AND LICENSING

Licensing Management System: (1) The Commission shall have an internal
Registration and Licensing Management  System under the Directorate of
Registration and Licensing for registration and licensing, renewal, cancellation and
suspension of registration and of license of healthcare establishments and
performing such other tasks for the purppses of ensuring that the healthcare services
are rendered in accordance with the provisions of the Act, Rules/regulations,
Standards, Reference Manuals and corrective orders etc.

(2) All Health care Establishments/Healthcare Service Providers, as the case may
be, shall establish their own Quality Assurance and Compliance Committees or a

" person for the purposes of interacting on their behalf with the Commission and shail

be responsible for ali steps mvolved in the process of being reglstered and obtaining
the requisite license.

(3) The Quality Assurance and Compliance Committee of the Commission
rriay consist of one member or more surveyors as considered appropriate by
the Members of the Commission, keeping in view the size and capacity of
Healthcare Establishment. Such a Committee should be duly authorized to
undertake and/or commit 10 the Directorate/Commission, as the case may be,
for ensuring compliance with the Act and these regulations, on behalf of the
said Health care Establishment.

Decisions by the Members of the Commission: Any HCE or representative
thereof having concerns with the processing of the registration and licensing matters
can file a dispute to be addressed by the Members of the Commission, whnch will be
resolved by the Members of the Commission in meetings.

Decisions by Directorate of Regis@raﬂori and Licensing: Except for the rriatters
as specified in the Rule 5, all other matters pertaining to registration, inspection and
licensing shall be decided by the Directorate of Registration and Licensing.

REGISTRATION AND__IMPLEMENTATION

Responsibility for compliance. (1) it shall be the responsibility of every new private
Healthcare Establishment/Healthcare Service Provider to apply for Registration to
the Commission through the Directorate of Reglstratson and Licensing within the time
as set out by the Commission.

(2) The public sector Healthcare Establishment shall be considered as

registered Healthcare Establishment and regulated by assessment for Licensing
in accordance with the regulations for Licensing under these regulations.

(3) A Healthcare Establishment already régistered under the Khyber

Pakhtunkhwa Medical and Health Institutions and Regulation of Health Care
. Services. Ordinance, 2002 (Khyber Pakhtunkhwa Ord. No XLV of 2002), shall
register itself under Khyber Pakhtunkhwa Health Care Commission Act, 2015
and shall renewed its registration in accordance with the provisions of the Act
and Rules/reguiations as the case may be.

Unregistered Healthcare EstablishmentiHealthcare Service Provider. An
unregistered Healthcare Establishment/Healthcare Service Provider found to be
providing healthcare. services without having applied for Registration, shall be liable
to pay a fine, which may extend up to Rupees Five Hundred Thousands (Rs.
500,000/-).



9 Application for ‘Registraticn. ~ ' (1) Every  ‘existing  Healthcare
- Establishment/Healthcare Service Provider shall apply for registration with the
Commission in accordance with the registration forms as specified by the
Commission from time to time.

(2) The Commission if it deems appropnate may combine the appllcanon form for |
Registration and Licensing. The healthcare establishment would get a receipt of
acknowledgement on receiving the Application for Registration and Licensing.

(3) Every new private Healthcare EstabllshmentlHealthcare Service
Provider shall, either prior to commencement of operations or as soon as such a
provider is registered with Pakistan Medical and Dental Council, Council for Tibb,
Council for Homeopathy or Nursing Council, whichever is earlier, apply for
registration with the Commission. in accordance with the form specified by the
-Commussion.

{(4) All the public sector Heaithcare Establishments shall be considered as
registered Healthcare Establishment and regulated by assessment for Licensing
in accordance with these Regulations.

(5) The Directorate of Reglstrahon and Licensing shall maintain a register
of all the Healthcare Establishments/Healthcare Service Provider providing
healthcare services in the province of Khyber Pakhtunkhwa containing such
details and information as considered necessary by the Commission. This will
.include but will not be limited to the employees, equipment, faciliies. etc.

(6) The Director of the Directorate of Registration and Licensing shall be
the -competent authority to issue Registration Certificate under the pravisions of
the Act and these Regulations.

LICENSING AND IIIPLEMENTATION

10. Compliance Respohsihility. ik shall be the responsibility of every Healthcare
Establishment, either in the capacity of being an Applicant ar a Licensee. as the case
may be, to apply for License in accordance with the provisions af the Act and these
regulatlons

11. Application ' for Licenses.  The healthcare service provider shall make an
application for a license to the Commission in the prescribed form which shall be
accompanied by such paruculars documents and fees as the Commission may
prescribe .

12. Combined application for Registration and License. (1)The Commission i it
deems appropriate may combine the application form for Registration and Licensing.
The healthcare establishment would get a receipt of acknowledgement on receiving
the Application for Registration and Licensing.

{2) The HCE shall be visited for the pur;iéses of inspedioﬁ by the HCC any time
within 6 months or any other timeline  as deemed appropriate by the Commission, from
the date of receipt of the application fnrm for Registration and Licensing.

13 Unlicensed Healthcare Establishments. No person, including buat not limited to
association of persons, authority, body, company, corporation, fimm, individual,
partnership, proprietorship or other entity. nor any Government, or Local Gavernment

~ shall establish, operate, conduct and/or maintain, as the case may be, in the
Province of Khyber Pakhtunkhwa, any Heaithcare Establishment for human beings
without a License issued by the Commission in accordance with the criteria laid
down by the Commission for Licensing.



14. License not transferrable. A License issued under these regulations shall neither
be assignable or transferrable. unless a written permission is granted by the
Commission, in accordance with these'regulations. with reasons recorded in writing,
pertaining to issues of merger, acquisition or change of proprietorship of the HCEs.

1S. Display of License. A License issued by the Commission shall be vusubly posted at
the Healthcare Establishment at a prominent location.

16. Types of Licenses. (1) A Provisional License shall be issued by the Commission to
such an Applicant whose application is complete in all respects, in accordance with
the provisions of these Regulations.

(2) A Cond:tnonal License shall be issued by the Commission to such an
applicant who has already been granted a Provisional License and, after the
inspection, has achieved overall compliance of 60% or more (aggregated score)
provided no indicator score is less than 50%.

(3) A Regular License shall be issued by the Commission to such an
Applicant whose application is accepted by the Commission after inspection and
finding that the Applicant fully complies with the provisions of the Act, regulations
as well as the standards specified by the Commission. The Regular License will
be time bound and the Commission will prescnbe the term from time to time.

17. Licensing Procodure {1) A Healthcare Establishment shali appty for a License on
the prescribed form and relevant documents. Either prior to the commencement of
the operation of a Healthcare Establishment, or six (6) months prior to the expiry of
the existing License. the Applicant must file an application for License or renewal
thereof, as the case may be, on the Forms specified by the Commission

(2) The Commiseion shall, on receipt of an application, complete with
all required documents issue a provisional license to the healthcare
establishment and shall prepare a plan for mspectlon

{3) The Commission, before issuing the Regular or Conditional
License, will inspect the healthcare establishment, which is to be licensed, or
cause such healthcare establishment to be inspected by an inspection team.

4) Appllcahts must demonstrate satisfactory evidence of compliance
with all the laws and the regulatlons as. appllcable in this regard, from time to
time.

(3] The Applicant shall retain a copy of the application and its
attachments as submitted to the Directorate of Registration and Licensing.

(6) . The Commission will have the right to seek further information
before issuing a Provisional License. '

4] A Regular or the Conditional License, as the case may be, based
on the inspection of the Healthcare Establishment by the Commission, must be
issued within time as may be fixed by the Commission, from the date of
acceptance of the application. The Applicant will inform the Commission about
the fulfiiment of the condition after which the Commission will undertake an
inspection and then issue a Regular Llcense

&) The Commission may reject the Application for License or its
renewal, as the case may be, if, despite Notice issued by the Directorate, the
Applicant fails to provide the requisite information and/or supporting documents
requnred by the Directorate, within the timeline given by it.



(9 An Applicé_nt'whose'applicatidn has been rejected, may re-apply
after complying with all the fequisite requirements, as prescribed. The inspection
process will have to be undertaken before the ficense can be issued.

(10) Subject to categories and timelines for the initial Licensing as laid
down by the Commission, an unlicensed Healthcare Establishment shall be liable
tc pay a fine, which may extend up to Rupees Five Hundred Thousand (Rs.
500,000/-), if found to be providing healthcare services without having applied for
the requisite License or without having a License, as the case may be.

18. Refusal to issue a License. The Commission may refuse. to issue a License to the
Applicant if it finds misrepresentation, materially incorrect or insufficient information

on the application. or the premisas does nqt'— meet the requirements for issuing a .

license

19. Term of Licenses. (1) The term of the Provisionai License shall be for a period of six
(6) months, within which time the HCE shall upgrade itself to meet the standards set
by the HCC and request for inspection for the Regular License. in case the HCE -
cannot meet the Standards within six months, it may seek extension in the term of
the Provisional License for another three months. Failing to meet this timeline, the
HCE will not be allowed to operate and the HCC may seal the HCE altogether.

(2) The term of the Conditional License shall-be for a maximum period of
six (6) months within which the Healthcare Establishment shall be responsible to
become fully compliant with the Act, Rules/regulations, the Standards and the
necessary orders passed by the Commission in this regard. in case the HCE
cannot meet the Standards within six months, the HCC may fully or partiatly seal
the HCE, depending on the nature of the Condition.

{3) For the purposes of tssuance cf the Regular License to the Healthcare
Establishment which has been given Conditional License on initial inspection,

shall only be entitled to have a maxlmum of three (3) mspecuons within the
period of six (6) months.

(4) If the Healthcare Establishment holding Conditional License fails to get
a Regular License in the period prescribed in these regulations, the Conditional
License shall be withdrawn and the said Healthcare Establishment shall be
deemed to have Provisional License and the HCC may fully or partially seal the
HCE, depending on the nature of the Condition, and / or lmpose fines and
penalties as deemed appropriate. :

(5) if the Heaithcare Establishmient fails to qualify for 2 Regular License in
a pericd of one (1) year, following inzpections by the Commigsion, the
Commission will have the powers to pass directions regarding. the cessation of.
services and c!osure of the said Healthcare Esiablistwnent and imposition of fines
and penalties.

{6} A Heaithcare Estabiisned closed by the Commission under the
provisions in these regulations, may re-apply for the License after an undertaking
- on Affidavit that it has met the requisite standards as identified by the
Commission, upon which an nspection will be wmmossroned iw the HCE and
the licensing process will be. iallnwed abinitio.

(7) The Regular Licence issued lo the Heaﬁmne Estabmm shall be
valid for a fixed peyiod of five (5) years. The Applicant, to whom Regular License
has been issued, shali re-apply for Renewal sm (ﬁ) months prlor to the
completion of the ﬁve (5) mr period. -



_ (8) The Healthcare Establnshmept cqmpietmg the ﬁve (5) year period of
Regular chense will be. mspected and re-assessed. i the Commission
concludes on re-assessment that the said Healthcare Establishment does not
_meet the requisite Standards, the Commission. may .issue Conditional Licence as
deemed appropriate, to, the Apphcan;, Upon renewal. of the.R egular License, its
..term shall be for a period of five. 8) years from the date of renewal

"'20 Geographncal Specnficatlon of the Llcense (1) The Luce,nse lssued by the
Commission shali only be for the premises identified in the applncahon

(2) Heaithcare Estabhshments operated by the same Appl’ncant or
_Lacensee on drﬁerent grounds (Geograph:cally apart) shall have separate
" Licenses which are to be appired separatety.

(3) One License shall be issued to the Applicant or Licensee who has
... separate facilities located in physrcally separated structures on the same ground
...{within.the same boundary wali) , _ s

T, s;nciﬁcations of the License Any kmd of Lucense shall Spe<:lfy the following
) clearly bui s not hmrted to; S .

1y ‘Name of the Healthcare Eslabhshment

{2) = Name(s) of the owner;

. (3) . The location and address of the burldnng(s),

L4y The total number of beds;

.. (8)  The-effective date, Type and Térm of Llcense as'specified

" (B) . The services being provrded at the Healthcare Estabhshment

(7). The name of the Chief Executive Officer / Admlmstrator A Manager of the

’ "HCE (if different from the owner)

(8) The name of the Complaints ‘Officer of the HCE with the phone number
.. ..and email for reoeuvmg complalnts L

. 22 Changes in’ :cope of services, stmctures and qwnership of the Licensed
" Healthcare Establishments. (1) Any chiange in the Llcensed capacny including but
not limited to the services rendered at the already Licensed Healthcare
..--- Establishment, shall not be lmplemented without .the Applicant. or the Licensee
havlng prior: wntten approvat perrmsslon andlor the requtstte Llcense for the same

- from the Commission, asthecase may be. : i ‘

. (2) Any change in the structurelconstructron or new constructron addition
or alteratuon in any manner, as the case may be, shall got ‘approved from the
competent authority and notified to the Commission. This does not apply to minor
_alterations and the routine. maintenance. and repairs. that do not affect the scope
) of the services and the pnmary functlonai operations or. the number of beds.
e (3) Any change m the ownershlp of t'he pnvate Healthcare Estabfrshments
‘and change of in-charge, ‘administrator or the Chief Executive Officer (in case of
the public sector facilities), must be reported to the Commsssron as soon as
) _possnble but within 30 workmg days. . o :
: {4) Any change m the personnel ln ierms of thenr qualifications.
,Icompetencles or deparhng from 1 joining. the 'HCE must be reported to the
Commission as soon as poss:bie ‘but wrthm 30 worklng days

oo (5) An-amended license shall be issued in this regard by the Commnssuon
: on appquatron of the Applmnt, on terms and ‘conditions as deemed appropriate
by the Commrssron rncludmg but not limitéd to’ payment of adqi’tronal fee(s) as
fixed by the Commtssmn. for the sard particular purpose(s) from tnme to time.
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(i Approva!s regarding construction docurnents ifany

Giy - Approvalslcerhfncatrons from other related authiorities,“including but

“7 U notlimited to the fire and environment etc, as: the case may be,

@) - Application o be complete in ali respects : ;

{ivy. - Deposit of full License Fee; - s :

{v) . -Comptiance  with. the- instructions issued after the on—snte survey
conducted by the Commuission or the inspection Team, as the case
‘may be

tviy- - Comphance with the Act, regulatrons Standatﬂs any mstructlons

. andlor corrective orders passed by the Ditectorate: of Registration

and Licensing or the Commission. as the case may be, while
processing and/or considering the Apphcatlon keeping in-view the
survey and/or the inspection report, as the case may be ’

{(2) The Commission shall also review the " Annual Healthcare
Establishment Update Information: documentation and on‘its acceptance, issue
the Regular License.

(i) Details of all the employees who are and!or have been rendering
~. . -.semnices at the Heakhcare Establishment during the last one year.
- from: the date of Appllcatton for :ssuance of Lcense.

{ii) Any other mformatlon relatlng to the workmg of the Healithcare
_ Establishment, as. considered  necessary .of appropriate by the
) Dlrectorate for the purposes of enhancmg clur;ucal governance.

(3) The Commission may deny:{o isSsue Or renew a. Lioenae when it finds that the
Applicant has failed or refused to comply with the provisions of the Act and/or
-these reguiatrons as -the case may be for the. purposear of obtammg the said
License: . il s e e R I I

o

24. Amending, Modifying or refusing to renew a Lic’ense- The Commission may
- Amand, Modify or refuse to ranew a License in accordance with the Act; regulations,
*Stapdards. - Reference -Manual andfor instructions -or <irections. passed by the
Commission, as the case may be for reasons to be recorded in wntmg semng out
wmch requwements have not been iulfrlled by-the: HCE

25 Grounds for Sus,pensmn ,andlor Revocatlon of Llcensa_ The Cpmmlsswn may
- revoke andlor suspend a Lroense in accordance with the prowsions. of the Act and
. these reguiations. The Heaithcare Estabhshment whose: License is_suspended or
revoked may re-apply for the License, after an undertaking.on Affgdawt that it has met
the requisite standards as identified by the Commission; upon which an mspectlon

: wn!l be undenaken before the Llcense can be issued by tho Commnssron

zs E:mrcency Suspens;on of. service(s). if the Commuﬂon at any time, on
ingpection of a Mealthcare Establishment, observes that a particutar condition(s) can
be an immediate threat to the heatth and safety of the patients-at the Healthcare
Establishment, or lead to an emergency, the Commission by its duly authorized
employees may, issue orders for emergency suspension of such services or facilities
as deemed appropriate by the Commission and adjust forihe duty of care of any
patlents under treatmenl in that healthcare establlshment : .

By <5 Cam:éllatlon of the Conditional License. The Commrssuon shali have the powers
to cancel the Conditional License, if the Healthcare Establishment fails to meet any
of ‘the oondltlon(s) ingtructions” directions etc issued by the Commission, upon
personal service of the written notice to the Applicant, or, if the Applicant cannot be
reached for personal service, by personal service to the person in charge.
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28. Sealing/De-sealing of the Heailthcare Establishment. The Commission shall have
the powers to seal a Healthcare Establishment if it finds that the Healthcare
Establishment has violated the Act. Rules/reguiations, Standards, Reference Manual
and/or instructions or directions passed by the Commission, as the case may be, -
despite notices by the Commission. The Healthcare Establishment may re-apply for
the License after providing an undertaking on Affidavit that it has met the requisite
standards as identified by the Commission, and the Commission after verification on
inspection of the sealed Healthcare Establishment, shall decide on de-sealing of the
said Heaithcare Establlshment

29. Hearing opportunity for the Healthcare Established before cancellation of
License. Before passing the orders for cancellation of the Conditional or the Regular
License, the Healthcare Establishment shall be given the opportunity of being heard.

30. Appeali.- {1) Any person who is aggrieved by any crder of the Commission including
the: .

(a)  Refusal of the Commission to issue or fenew a license;
(b) Decision of the Commission to suspend of revoke a license;

(c) - ‘Order of closing down cf a Healthcare Service Provider or
Healthcare Establishment, as the case may be. or making
improvements in the Hea!thcare Establishment; -

(d) Drder relating ‘o equipments, apparatus, appliances, or other things
ata Healthcare Service Provider or Healthcare Establishment; or

(e} imposition of fine and penalties by the Commission.

may, u-rithin thirty days from the date of communication of the order
of the Commission, prefer an appeal in writing to the District and Sess;ons
Judge.

{2) Healthcare Service Providers shail provide legal aid to'a'pefson, working in
the Healthcare Establishment, pertaining to the matters related to this Act.

31. Building Lease and Plans. {1} In case, the building of the Healthcare Establishment
iz not owned by the Applicant or it 1s taken on lease, the Healthcare Establishment
shal clearly show which party to the agreement is responsible for repair and -
" mairtenance of the property. The Commission shali be notified in five (5) workmg
days of any changes to the lease egreement that may alter the responsibility for
repwir and mainterance, and cempliance with these regulations.

_ {2) For alt practicai pusoses, the owner / administrator / manager / CEO
 of the HCE will be held responsibie Yor ensuring that the conditions are met. In
case, the conditions are not fisfilad, the Commission will have a right to take
corrective action in terms of pamaw; or -fully closing down the HCE as
appropriate.

{3) A set of buddkng Blan and mecﬂicatmns for em.h building used in the
provisiun of the haalihcare sprvices, drawn to scale, must be provided to the
Commssion. Building pians. s~ specifications for alteration in the physical
environment or utilities of the Healthcare Estabiishment, that materially affect
patient care, must be duly appioved by the Competent authority and submitted to
the Commiasion prior 1o the Inpiz mantation of the propased changes.
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Number of Beds. The Healthcare Establishment must clearly indicate the number
of beds for each of the service rendered or to be rendered, as the case may be. This
information should be provided at the time of filing the application. The Application
form should require these details from the HCE.

Water supply and Sanitation. The Applicant or the Licensee must provide evidence
that the water supply and Sanitation facilities at the Healthcare Establishment are in
accordance with all the applicable laws, rules/regulations and regulations pertaining
to water supply and Sanitation.

. Fire safety inspection Prior to thé issuance of the Regular License, and annually

thereafter, the Commission must receive a written statement signed by the
Competent authority {Civil Defence Officer or the Municipal Official designated to
make fire safety mspeclrons) to the effect that the premises comply with fire safety

. standards.

Construction and Renovation. {1) Any construction of new buildings for occupancy
as a Healthcare Establishment and/or additions, renovations, alterations or repairs of
existing buildings must comply with the local laws and the copies of the relevant
record in this regard shall be properly maintained by the Healthcare Establishment.

(2) Upon completion of the project and prior to occupancy, the foliowing

information must be received by the Commission before a license is issued;

(a) Architect's Letter of certification, as applicable, that the construction

conforims to the certified- drawings and specifications that were

- prepared according to the authorisation granted for the same by the
Competent Authority.

(b) . Approval from Fire Safety Depaitment |

(c) Al such documentation evidencing that the requirements under the
Act, Rules, regulations, Standards, Reference Manual, any other
instructions or orders passed by the Commission have been
fuifiled: and

(d).  Copies of policies and procedurﬁs oormr.‘tual agreements, staff‘ ing
' plans, or material(s) necessary to aswﬂam comphance with these
regulations :

36.Fees.

37

(1) The Regtstrahon and Ltoense fee{s) ‘shall be as- pfescnbed by the
Comtission, Mﬁme to ﬁme énd M be non—m&mdabie '

2) The Registration and License fee is %o be submitted aiong with the
appilication for the Reg:stratlon and shaRk be for a ﬁxed perlod of five
(5) years.

(3)  The Healthcare Establishment granted with a Conditional L|oense, -
" shall pay the License-fee as preg.gnbeﬂby the Commlon

(4)  The additional fee{s) may be charged for every change(s) and/or
amendments 1o a ln:ense(.s) as pfesum by the Commission, from
time._to time.

.Laws and Codes. The applicant‘must provide evidence from the appropriate

municipal or other reievart authorities,” indicating compliance with afl laws and/or
codes, as the case may be, relating to the type of Hexith Care Services for which the

lironoo ie hainn annlion fnr
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38. Accreditation Credentials. A copy of the latest accreditation Certificate by an
accrediting body, for any purpose. must be on file with the Commlssmn lf the
AppncantlLicensee has been so.accredited. -

INSP-ECTION

39. Inspections. (1) All inspections shall be carried out as prescribed under the Section
14 of the Act and these regulations. The Commission.may. by order in writing.
appoint an inspector or an inspection team to perform the functions and exercise the
powers of the Commission in relation to inspections under the Act and these

- regutations subject te such conditions and limitations as the Commtssmn may specify
in this behalf.

(2). The inspections will be conducted for issuance, renewal and
amendment of a License, on receipt of a compliant, for de- seahng a healthcare
establishment or for suspected violation of the Act, 'Rules, regulations.
Standards, Reference Manual, any other instructions or orders passed by the
Commission.

(3) The HCC will inform the HCE about the dates of the inspection at least
one week in advance in case of issuance or amendment of the license. But in
caseés of inspections carried out in response to a complaint or suspected violation
of the Act. Rules, regulations, Standards, Reference Manual, any other
instructions or orders passed by the Commission, shail be carried out without any
notice to the Concerned Healthcare Estabhshment

(4) In case no complaint is reoelved against a licensed HCE, or there is no
other cause to undertake rmid-term inspection, a Licensed Healthcare
Establishment shall be inspected at least once in every three (3) years. unless
otherwise decided by the Commission. '

(5) Statement of Deficiencies. The Commission shall issue a
statement of deficiencies as a consequence of determination that a deficiency,
omission, or violation of the Act, Rules, regulations, Standards, Reference
Manual, any other mstructions or orders, .including but not limited to.a plan of
correction, passed by it has’ occurred The Commnssuon shall also issue a
timeline to comply with the same.

o (6) . Remedial action. The. Commission may, in ‘the event of
- deficiencies of the Healthcare Establishment, issue directions to implement its
plan of action, or take additional corrective actiong as specified by it.

{7} Response of the Applicant/Licensee. Within ten (10) days of
receipt of the Statement of Deficiencies, the Applicant or the Licensee, may
‘request for a meeting to provide evidence to dispute the findings of the
Inspection Team, if the Applicant/License¢ disagrees with the Statement of
Deficiencies by the Commission.

40. Inspection Taam (1) The Commission will engage a team of qualified profess-onars
as Inspéctors who will report to the Director of Registration and Licensing. No
inspection will be conducted by a single inspector under any circumstances.

" (2) The Commission will draw upon a Panel of Expérts including the

renowned subject specialists comprising of the niche medical, surgery, atlopathic,

" homeopathic, tibb, paramedical disciplines and will also include general

engineers, equipment enginéers, building engineers, legal experts who will be

included in the inspection team to support the HCC Inspectors in venfymg if an

HCE fulfils the Standards and requirements as set out by the Commmission. This

- Panel of Experts will not be permanent employees of the Commission but will be

.engaged - as. expert consultants. and advisors on the basis of an agreed
compensation / honoraria as decided by the Commission from time to time.
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41. Right of Entry. (1) An Application for a License or its renewal pursuant {o these

- regulations:would constitute a permission for complete acquiescence to any entry or

inspection for which the license is sought in order to facilitate verification of the
information submitted on. or in connection with. such an application.

(2) The Commission and/or any duly designated representative shall have

- the right to enter upon and into premises of the Applicant or a Licensee, as the
case may be. pursuant to these regulations at any time without threat of injury,

verbal abuse, or harassment and ir the spirit of mutual cooperation in order to

determine the status of compliance with the Act. Rules: fegulations, Standards,

Reference Manual. any other instructions or orders passed by the Commission.

In case any person tries to interfere with the inspection process, the Commission

will have a right to impose a fine of Rupees 500,000/-:

(3) Right of Entry shall entitle Commission and/or its authorized
personal full access to all the relevant records. documents and reports at the said
premises. as required for the purpose of these Regulations or other applicable
law. : i

{4)  Right of Entry gives the Commission authorization to copy records,
documents and reports either manually or by photocopy unless otherwise
protected by law,'at no expense to the Commission.

(5) The Inspection Team may inspect any apparatus: appliance,
equipment. instrument. product. goods or item used or found in, or any practice
or procedure being carried out at a Healthcare Establishment or by a Healthcare
Service Provider. T ' ' . :

(6) Where, in the opinion of the Inspection Team, the use of any
apparatus, appliance, equipment, instrument, product, goods or item; or the
carrying out of any practice or procedure in a Healthcare Establishment, is
dangerous or detrimental to any person therein or otherwise unsuitable for the
purpose for which it is used or carried out, it shall immediately report the matter
in writing to the Commission along with the necessary details. On receipt of
report the Commission may act according to the provisions ini the Act and these
regulations. ' o '

{7} The Commission may impose a fine which may extend to fifty thousand
rupees (Rs. 50,000/-) upon a health care establishmernt who -

(@) ~ Refuses or fails. without reasonable cause, to furish any
information to the inspection team: o

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

h {c) Obstructs the authorised person in conducting the inspection for the
purposes of the Act and as prescribedin the Rules/regulations.

42. Except in the case of a prosecution for an offence under this Act, a member of the
Inspection Team shall not be bound to give evidence in any proceedings in respect
of. ‘or to produce any docurment containing, any information which has been obtained
from any Healthcare Service Provider or a Healthcare Establishment in the course of
carrying out any investigation. inspection, enquiry or performing ‘any duty or function
under the Act and these Regulations.

43. A member of the Inspection Team shall not disclose any mformation at any forum
i which.is contained in the meédical 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 the Act and these regulations unless allowed in writing by the Commission. In
case the authorised - officers undertake misconduct in his -regard, they shall be
processed against as prescribed in the Human Resource Management regulations
- and relevant policies of the Commission. : ’



