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PRIVATE HEALTHCARE FACILITIES AND SERVICES ACT 1998

PRIVATE HEALTHCARE FACILITIES AND SERVICES (PRIVATE MEDICAL
CLINICS OR PRIVATE DENTAL CLINICS) REGULATIONS 2006

IN exercise of the powers conferred by sections 106 and 107 of the Private
Healthcare Facilities and Services Act 1998 [Act 586], the Minister makes the
following regulations:

PART |
PRELIMINARY
.Citation and commencement
1. (1) Theseregulations may be cited as the Private Healthcar e Facilities and
Sgro\éices (Private Medical Clinics or Private Dental Clinics) Regulations

(2) These Regulations come into operation on 1 May 2006.

I nterpretation
2. (1) In these Regulations unless the context otherwise requires—
"hazardous waste" includes both infectious and non-infectious waste;

"infectious waste" includes human, animal, biological wastes or contaminated
sharps and any items that may be contaminated with pathogens;

"non-infectious waste" includes toxic chemicals, cytotoxic drugs, radioactive,
flammable and explosive wastes;

"outpatient facility" means any premises used or intended to be used by a
healthcare professiona to provide healthcare service to individual s on an outpatient
basis and shall include a private medical clinic, a private dental clinic and an
outpatient clinic or outpatient department within a private healthcare facility or
service licensed or deemed to be licensed or to be licensed under the Act which
requires separate registration;

"private dental clinic" refers to a private denta clinic registered or to be
registered as a separate entity under section 30 of the Act;

“private medica clinic” refers to a private medica clinic registered or to be
registered as a separate entity under section 30 of the Act;

"grievance mechanism" refers to the procedure set out in Part VI made
pursuant to section 36 of the Act whereby complaints by patients or patients
representatives may be initiated and resolved;
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"fee-splitting" means any form of kickbacks or arrangements made between
practitioners, healthcare facilities, organizations or individual s as an inducement
to refer or to receive a patient to or from another practitioner, healthcare
facility, organization or individual;

"outpatient service" means any service which is organized to provide facilities,
equipment and healthcare professionals who are qualified by training, experience
and ability to care for individuals who come to a private medica clinic, a
private dental clinic and an outpatient clinic or outpatient department within
a private healthcare facility or service licensed or deemed to be licensed or to
be licensed under the Act which requires separate registration on an outpatient
basis;

"patient" means a person accepted on an outpatient basis;

"patient's medical record’ means documentation of services by registered
medical practitioners, registered dental practitioners, registered nurses, registered
medical assistants, technologists or other healthcare staff and made in accordance
with regulation 30 pertaining to medical, dental or other healthcare that are
performed at the direction of a medical, dental or other healthcare provider on
a patient.

(2) For the avoidance of doubt, it is declared that in the case of a patient
who is incompetent or unable to act on his own behalf, the reference to the word
"patient” shall be construed, as the circumstances may require, so as to include
his legal guardian or legal representative.

PART I

APPLICATION FOR CERTIFICATE OF REGISTRATION OF A PRIVATE
MEDICAL CLINIC OR PRIVATE DENTAL CLINIC

Application for registration

3. (1) An application for registration to establish, maintain, operate or provide
a private medical clinic or a private dental clinic shall be made in duplicate to
the Director Genera in Form A of the First Schedule and accompanied by the
processing fee as stipulated in the Second Schedule.

(2) The Director Genera shall consider the application and may approve or
refuse the application and shall notify the applicant in writing of his decision.

(3) The fee payable for the issuance of a certificate of registration shal be
as stipulated in the Second Schedule.

(4) The certificate of registration for a private medical clinic shal be in
Form B of the First Schedule.

(5) The certificate of registration for a private dental clinic shall be in Form
C of the First Schedule.
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Approval for transfer, assgnment or disposal of certificate of registration

4. (1) An application for transfer, assignment or disposal of a certificate of
registration of a registered private medical clinic or registered private dental
clinic shall—

(a) be made in duplicate to the Director General in Form D of the First
Schedule for application for transfer or assignment or in Form E of
the First Schedule for application for disposal; and

(b) accompanied by—

(i) 4l documents as may be necessary to support the application;
and

(i) the fee as stipulated in the Second Schedule.

(2) The Director General shall consider the application and may approve or
refuse the application and shall notify the applicant in writing of his decision.

(3) Upon receiving the notice of approval for transfer, assignment or disposal
the applicant shal submit his certificate of reg|strat|on to the Director Genera
within fourteen days.

(4) Any person who contravenes subregulation (3) commits an offence.

Variation or amendment

5. (1) An application—
(a) to vary the terms or conditions of a registration; or
(b) to amend the particulars,

contained in a certificate of registration, shall be made in writing to the Director
General and accompanied by the fee as stipulated in the Second Schedule.

(2) Upon receiving an application under subregulation (1), the Director
General shall consider the application and may approve or refuse the application
and shall notify the applicant by notice in writing of his decision.

(3) Upon receiving the notice of any approval under subregulation (2), the
applicant shall submit his certificate of registration to the Director General
within fourteen days.

(4) Upon receiving the certificate of registration submitted to him under
subregulation (3), the Director General shall make the necessary endorsement
or amendment on the certificate of registration as approved by him and on the
copy of the certificate of reglstranon kept in the Register maintained under
regulation 19.

(5) Where endorsement on or amendment to the certificate of registration
submitted to him under subregulation (3) is not possible, the Director Genera
may issue a new certificate of registration containing the particulars of the
variation or the amendment.
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(6) The certificate of registration issued to a registered medical practitioner
or registered dental practitioner under subregulation (5) shall be in Form F or
Form G of the First Schedule respectively.

(7) The Director General may refuse to make endorsement on or amendment
to the certificate of registration under subregulation (4), or issue a new certificate
of registration under subregulation (5) if the applicant fails to submit the certificate
of registration within the time specified in subregulation (3).

(8) Any person who contravenes subregulation (3) commits an offence.

Duplicate of certificate of registratioh

6. Where acertificate of registration is lost, destroyed or damaged, a duplicate
may be issued by the Director General upon—

(a) production of evidence of loss, destruction or damaged,;

(b) production of any documents as the Director General may require;
and

(c) payment of the fee as stipulated in the Second Schedule.

PART Il

ORGANIZATION AND MANAGEMENT OF PRIVATE MEDICAL
CLINICS OR PRIVATE DENTAL CLINICS

Plan of organization

7. (1) All private medical clinics or private dental clinics shall have a plan of
organization, which shall include an organizational chart that shall be exhibited
in a conspicuous part of the private medical clinics or private dental clinics.

(2) The plan of organization shall be in writing and made available upon
inspection.

(3) The plan of organization shall specify the authority, responsibility and
functions of each category of staff.

(4) All registered medical practitioners or registered dental practitioners
privileged to practise in the private medical clinics or private dental clinics shall
be considered as part of the organization.

(5) Any person who contravenes subregulation (1) commits an offence.

Person in charge

8. A person "in charge of a registered private medical clinic or registered
private dental clinic shall hold such qualification, have undergone such training
and possess such experience as stipulated in the Third Schedule.
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Healthcare professonal staff

9. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shal ensure that dl healthcare
professional staff —

(a) are registered under any law regulating their registration and in the
absence of such law, hold such qualifications and possess such experience
as are recognized by the Director General; and

(b) have such qualification, training, experience and skill to practise in
his particular speciality or subspecialty in the field of medicine or
dentistry, nursing or other healthcare profession as are recognized by
the Director General.

(2) Any foreign hedthcare professiona staff shall have a letter of good
standing to practise in Malaysia and fulfil the requirement under subregulation (1).

(3) Any registered medical practitioner or registered dental practitioner may
be employed or engaged in any private medical clinic or private dental clinic
on a temporary basis for any period of time.

(4) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall ensure that any heathcare
professional staff employed or engaged in the private medica clinic or private
dental clinic submits all particulars relating to his registration, qualification,
training, experience and skill as specified in subregulation (1).

(5) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall not practise fee-splitting and
shall ensure that al healthcare professional staff do not practise fee-splitting.

(6) Any person who contravenes subregulation (1) or (5) commits an offence
and shall be liable on conviction to a fine not exceeding ten thousand ringgit
or to imprisonment for a term not exceeding three months or to both.

Treatment of patient

10. (1) A patient treated at aprivate medical clinic shall be under the professional
treatment of aregistered medical practitioner while a patient treated at a private
dental clinic shal be under the professiona treatment of a registered dental
practitioner.

(2) For any treatment course requiring multiple patient encounters, an
explanation and instruction shall be provided to the patient at the beginning of
such treatment course and shall be in accordance with the requirements of these
Regulations.

(3) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall ensure that a registered
medical practitioner or a registered dental practitioner be on duty at al times
during the private medica clinic's or private dental clinic’s operating hours.
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(4) Any person who contravenes this regulation commits an offence and
shall be liable on conviction to a fine not exceeding ten thousand ringgit or to
imprisonment for a term not exceeding three months or to both.

Orders for diagnostic procedure, medication or treatment

11. (1) The holder of a certificate of registration or person in charge of a
private medical clinic or private dental clinic shall ensure that—

(a) diagnostic procedure, medication or treatment shall only be given on
the written order of a registered medical practitioner or registered
dental practitioner; and

(b) the orders shall be written legibly in ink and shall be signed by the
registered medical practitioner or registered dental practitioner.

(2) The holder of a certificate of registration or person in charge of a private
medical clinic or private dental clinic shall —

(a) ensure that the generic or trade names of drugs be written in full
before the usage of any abbreviation in the patient's medical record;

(b) permit self admihistration of medications by patient only when
specifically ordered in writing by a registered medical practitioner or
registered dental practitioner;

(c) inform any medication errors and adverse drug reactions immediately
to the prescribing registered medical practitioner or registered denta
practitioner;

(d) ensure that any medication errors and adverse drug reactions shall be
recorded in the patient's medical record; and

(e) keep al medications in properly labelled containers.

(3) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic using computerized medical record
shall ensure that al orders for diagnostic procedure, medication or treatment
are signed by a registered medical practitioner or registered dental practitioner
submitting them and entered in the patient's medical record by technologically
appropriate medium as may be determined by the holder of a certificate of
registration.

(4) Authentication of orders under this regulation may bein awritten signature,
identifiable initials or computer key.

(5) Any person who contravenes this regulation commits an offence and
shall be liable on conviction to a fine not exceeding ten thousand ringgit or to
imprisonment for a term not exceeding three months or to both.

Volunteers programme

12. (1) A private medica clinic or private dental clinic utilizing or intending
to utilise volunteers shall ensure that careful orientation, planning and supervision
of such volunteers are available.
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(2) Any volunteer at a private medical clinic or private dental clinic shall
not perform or assist professional care such as nursing care or personal care
duties unless required by the private medical clinic or private dental clinic.

(3) Any volunteer performing or assisting in professional care duties shall
be a person with such qualification, training and experience in the relevant
healthcare profession.

Incident reporting

13. (1) Any unforeseeable or unanticipated incident that has occurred at any
private medical clinic or private dental clinic shall be reported in writing by
the private medical clinic or private dental clinic to the Director Genera or any
other person authorized by the Director Genera in that behalf the next working
day after the incident occurred or immediately after the private medical clinic
or private dental clinic has reasonable cause to believe that the incident occurred.

(2) The reporting of unforeseeable or unanticipated incident shall include,
at a minimum, the following information:

(a) deaths of patients of the private medical clinic or private dental clinic
from unexplained cause or under suspicious circumstances that are
required to be reported to police;

(b) firesin the private medical clinic or private dental clinic resulting in
death or personal injury;

(c) assault or battery of patients of the private medical clinic or private
dental clinic by staff; or

(d) malfunction or intentional or accidental misuse of patient care equipment
that occurs during treatment or diagnosis of a patient of the private
medical clinic or private dental clinic and that did, or if not averted
would, have significant adverse effect on the patient or staff of the
private medical clinic or private denta clinic,

whichever is relevant to the incident.

(3) A private medical clinic or private dental clinic shall retain for at least
such period as specified under any written law pertaining to limitation period
information about investigation and findings regarding an unforeseeable or
unanticipated incident so reported under subregulation (1).

(4) The Director General may request further information of the unforeseeable
or unanticipated incident from the private medical clinic or private dental clinic
or any other person if he determines that the information is necessary for further
investigation.

(5) The holder of a certificate of registration or any personnel of a private
medical clinic or private dental clinic shall not discriminate or retaliate against
any person who in good faith provides any information under subregulation (4)
or gives any evidence in any proceedings against any holder of a certificate of
registration of the private medical clinic or private dental clinic or any person
related to him.
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(6) Any person who contravenes subregulation (1) or (2) commits an offence.

PART IV
POLICY
Written policy

14. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall ensure that the private
medical clinic or private dental clinic has written policies on—

(a) registered medica practitioner or registered dental practitioner privileged
to practise in the private medical clinic or private dental clinic and
there shall be a written contract between such practitioner and the
private medical clinic or private dental clinic;

(b) the procedure of patients registration, attendance and referrals;
(c¢) incident reporting and requiring its staff to report incidents to it;

(d) infection control, including prescribing of antibiotics in the private
medical clinic or private dental clinic;

(e) the use of volunteers;

(f) generad maintenance of the private medical clinic or private dental
clinic;

(9) activities and responsibilities of a registered medical practitioner or

registered dental practitioner relating to patient care and supervision
of patient care; and

(h) transportation of laboratory specimens.

(2) The policies under subregulation (1) shall be—
() made available to al staff and discussed with every new staff;

(b) reviewed periodically at least once in every five years and revised as
the private medical clinic or private dental clinic deems necessary
from the date of the most recent review;

(c) implemented in the private medical clinic or private dental clinic; and
(d) in accordance with any directives that may be issued from time to
time by the Director General.

(3) Any person who contravenes subregulation (1) commits an offence.

Policy statement

15. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall provide a policy statement
which shall include but not limited to the following explanation on:

(a) staff identification;
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(b) hilling procedures;
(c) patient's rights to—
(i) information concerning medical treatment and care;

(ii) be informed of the private medical clinic's or private dental
clinic's grievance procedure; and

(iii) be supplied or provided with patient's medical report.

(2) Thepolicy statement referred to under subregulation (1) shall be exhibited
in a conspicuous part of the private medical clinic or private dental clinic.

Staff identification

16. A patient has the right to know—
(a) the method of identification of staff through uniforms, badges or other

methods; and
(b) the names and professional status of the staff providing care or treatment
to the patient.

Billing procedures

17. (1) A private medical clinic or private dental clinic shall, upon reguest
prior to the initiation of care or treatment, inform the patient—

(a) of the estimated charges for services based upon an average patient
with a diagnosis similar to the tentative or preliminary diagnosis of
the patient; and

(b) of other unanticipated charges for services that is routine, usual and
customary.

(2) A patient has the right to be informed by a private medical clinic or
private dental clinic prior to the initiation of care or treatment of the private
medical clinic's or private dental clinic's billing procedures.

(3) A patient has the right to obtain from a private medical clinic or private
dental clinic upon request, itemised billing for the whole course of the patient's
treatment at the private medica clinic or private dental clinic at no extra cost.

(4) Any person who contravenes this regulation commits an offence and
shall be liable on conviction to a fine not exceeding ten thousand ringgit or to
imprisonment for a term not exceeding three months or to both.

Patient's rights

18. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall take reasonable steps to
ensure that a patient is—

(a) provided with information about the nature of his medical condition
and any proposed treatment, investigation or procedure and the likely
costs of the treatment, investigation or procedure;
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(b) treated with strict regard to decency; and

(c) provided with medical report within a reasonable time upon request
by the patient and upon payment of a reasonable fee.

(2) Any person who contravenes this regulation commits an offence and
shall be liable on conviction to a fine not exceeding ten thousand ringgit or to
imprisonment for a term not exceeding three months or to both.

PART V
REGISTERS, ROSTERS AND RETURNS
Clinics Register

19. (1) The Director General shall, for the purposes of these Regulations,
cause to be kept and maintained a register of private medica clinics and private
dental clinics to be known as "Clinics Register".

(2) Any certificate of registration issued to a private medical clinic or private
dental clinic by the Director General under these Regulations shall be prepared
in duplicate, one copy to be delivered by the Director General to the holder of
a certificate of registration and the other to be retained by the Director General
and serialy numbered therein.

(3) The Director General shall enter in the register an entry of transfer,
assignment, disposal, surrender, amendment, issuance of anew certificate under
subregulation 5(5) or any other matter affecting the status of or any interests
in any certificate of registration issued under these Regulations.

(4) No transfer, assignment, disposal, surrender, amendment or any other
matters referred to in subregulation (3) shall have effect until the entry thereof
has been entered under this regulation.

(5) Search on or extracts from the Clinics Register shall be made available
upon request by the public during normal office hours on payment of afee as
stipulated in the Second Schedule.

Attendance, referral and death register

20. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall keep and maintain an attendance,
referral and death register for al patients.

(2) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall take reasonable steps to
ensure that the following information is entered at every visit or follow-up in
the attendance, referral and death register in respect of each patient:

(@ full name;
(b) identification card number;
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(c) date of visit;
(d) time of visit;
(e) gender;
() age
(9) ethnic group;
(h) nationality;
(i) referral, if any; and
() death, if any.
(3) With regard to referral forms, the holder of a certificate of registration
or aperson in charge of a private medical clinic or private dental clinic shall—

(a) take reasonable steps to ensure that where a patient is referred to
another healthcare facility or service, a referral form in accordance
with paragraph (b) is completed and the origina is sent with the
patient and a copy filed in the patient's medical record at the referring
private medical clinics or private dental clinics; and

(b) ensure that a referra form contains, at a minimum, the following
information:

(i) patient's name, address, date of birth and gender;
(i) identification card number;

(iii) referring private medical clinic or private dental clinic and
where referred;

(iv) referral date;
(v) provisional medical or dental diagnosis on referral;

(vi) procedures performed at the transferring private medical clinic
or private dental clinic, if any;

(vii) current medication, if any;
(viii) known allergies and drug sensitivities, if any;
(ix) patient's condition on transfer;

(x) referring registered medical practitioner's or registered dental
practitioner's name and signature; and

(xi) note of any reports sent with the patient, if any.

(4) Any person who contravenes this regulation commits an offence.

Patient's Medical Record Register

21. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall keep and maintain aPatient’s
Medical Record Register to record the movement of patient's medical record.
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(2) Any person who contravenes this regulation commits an offence.

Staff Register

22. (1) The holder of a certificate of registration or a person in charge of a
private medica clinic or private dental clinic shall keep and maintain a Staff
Register and such register shall contain—

(a) the name, age, designation and qualifications of al staff including the
medical staff,dental staff, nursing staff,technical staff,ancillary staff
and those staff responsible for the care and treatment of patients and,
where relevant, the registration number and practising certificate numbers
of such staff; and

(b) records of leave and sickness, date and source of references received
and given, and results of recent staff appraisal which are confidential
but are made available to the staff.

(2) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall maintain a Temporary Staff
Register of staff given temporary staff privileges separate from the Staff Register
maintained under subregulation (1) and such register shall contain—

(a) the name, age, designation and qualifications of al staff including
medical staff,dental staff, nursing staff, technical staff, ancillary staff
and those staff responsible for the care and treatment of patients and,
whererelevant, the registration number and practising certificate numbers
of such staff; and

(b) records of the temporary staff's movements in the private medical
clinic or private dental clinic.

(3) Any person who contravenes this regulation commits an offence.

Volunteer Register

23. The holder of a certificate of registration or aperson in charge of a private
medical clinic or private dental clinic utilizing or intending to utilize volunteers
shall keep and maintain a Volunteer Register for the purpose of evaluating the
effectiveness of the volunteer services, which shall contain but not limited to
the following details:

(@) volunteer application form;
(b) completed questionnaire on health status;
(c) records of assignments and work hours;

(d) current individual job description or identification of a standardized
job description that is specific in terms of duties of a volunteer; and

(e) records of in-service training and job orientation.
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Roster

24. The holder of a certificate of registration or a person in charge of a private
medical clinic or private dental clinic shall keep and maintain a roster of all
healthcare professional staff for the day and the roster shall be exhibited in a
conspicuous part of the private medical clinic or private dental clinic.

Statistical returns

25. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shal forward to the Director
General the following details:

(a) statistical information of International Classification of Disease Ten
(ICD-10) at every three month intervals; and

(b) any other information deemed necessary and required at any time by
the Director General.

(2) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shal ensure that the information
forwarded in accordance with subregulation (1) does not contain the nhame and
address of any patient.

(3) Any person who contravenes subregulation (1) commits an offence.

PART VI

GRIEVANCE MECHANISM

Patient grievance mechanism plan

26. The holder of a certificate of registration or a person in charge of a private
medica clinic or private dental clinic shal provide a patient grievance mechanism
plan which shall include a method by which each patient will be made aware
of his rights to air his grievances and the grievance procedures.

Grievance procedure

27. (1) Any grievance against a private medical clinic or private dental clinic
may be submitted by any patient oraly or in writing to any staff of the private
medical clinic or private dental clinic.

(2) The staff shall document all complaints received and immediately forward
to the holder of a certificate of registration or the person in charge of a private
medical clinic or private dental clinic by the next working day.

(3) The holder of a certificate of registration or the person in charge of a
private medical clinic or private dental clinic shall cause an investigation to be
made and provide a reply to the complainant within fourteen days after the
complaint was received by the holder of a certificate of registration or the
person in charge of a private medical clinic or prlvate dental clinic and such
reply shall contain—

(a) the result of the investigation; and

(b) an information to the complainant that if he is dissatisfied with the
reply, the complainant may refer the matter in writing to the Director
General.
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(4) If a complaint is referred to the Director General under subregulation
(3), the Director General shall notify the complainant and the private medical
clinic or private dental clinic of the complaint and the Director General shall
investigate or caused to be investigated the complaint.

(5) TheDirector Generd shal inform the complainant and the private medical
clinic or private dental clinic in writing of his findings or any recommendations
he may have based on his finding.

PART VII

PATIENT'S MEDICAL RECORD

Interpretation
28. In this Part, unless the context otherwise requires—

"attending healthcare provider" means—

(a) any registered medical practitioner or registered dental practitioner
who attends to the patient in the private medica clinic or private
dental clinic; or

(b) the person in charge of the private medical clinic or private dental
clinic if the registered medical practitioner or registered dental practitioner
referred to in paragraph (a) is deceased or unavailable;

"representative” means—
(a) a person so authorized in writing by a patient;

(b) a person so authorized in writing by a court order to act on behalf
of a patient; or

(c) in the case of a deceased patient or where a patient is incompetent
or unable to act on his own behalf, the legal representative of a
patient.

Patient's medical record system

29. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall have an appropriate patient's
medical record system comprising of facilities, procedures and organization for
keeping patient's medical record.

(2) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall—

(a) ensure that a separate patient's medical record is kept for each patient
where each patient is assigned with a registration number; and

(b) be responsible to safeguard the information on the patient's medical
record against loss, tampering or use by unauthorized persons.



PU. (A) 137. 688

(3) Any person who contravenes this regulation commits an offence and
shall be liable on conviction to a fine not exceeding ten thousand ringgit or to
imprisonment for a term not exceeding three months or to both.

Patient's medical record

30. (1) A patient's medical record is the property of a private medica clinic
or private dental clinic.

(2) No patient's medical record shall be taken out from the private medical
clinic or private dental clinic except under a court order and when taken out
from the private medical clinic or private dental clinic under a court order, a
copy of the records shall be retained by the private medical clinic or private

. dental clinic and the original records shall be returned to the private medical
clinic or private dental clinic at the end of the proceedings for which the records
were directed to be procured.

(3) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall ensure that for each attendance,
each patient's medical record shal have the information as specified in the
Fourth Schedule.

(4) All entries in a patient's medical record shall be—

(a) dated and authenticated by the person who gave the order, provided
the care or performed the observation, examination, assessment,
treatment or other service to which the entry pertains; and

(b) legibly written in ink, typewritten or recorded on a computer terminal
which is designed to receive such information and if recorded and
stored in a computer, it may be stored on magnetic tapes, discs or
other devices suited to the storage of data.

(5) All originals or copies of any patient's medical reports received from
any other healthcare facility or service including other private medical clinic
or private dental clinic shal be filed in the patient's medical record in the
private medical clinic or private denta clinic.

(6) Any person who contravenes subregulation (3), (4) or (5) commits an
offence.

Retention of patient's medical record

31. (1) The holder of a certificate of registration or person in charge of a
private medical clinic or private dental clinic shall ensure that al origina
patient's medical records or documents relating to such records shall be preserved
at least for the period as specified under any written law pertaining to limitation
period.

(2) Where a private medical clinic or private dental clinic intends to cease
operation, the holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall comply with such directions
as the Director General may give with regard to the preservation of the patient's
medical records and other records or reports on the patient care data.
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(3) Where a certificate of registration of a private medical clinic or private
dental clinic is transferred to a new holder of a certificate of registration, the
transferring holder of a certificate of registration shall ensure that the patient's
medical records are aso transferred to the new holder.

Rights of healthcare professional to access or inspect patient's medical
record for defence in any civil action brought against him

32. (1) A hedthcare professional who had provided or who had caused to be
provided any healthcare to a patient and who had made or caused to be made
any written notations in apatient’s medica record while providing such healthcare
to such patient shall be allowed access to such notations in the patient's medical
record in the custody of any registered private medical clinic or private dental
clinic specifically to be used for his defence in any civil action brought against
him relating to the healthcare he had provided or caused to be provided by him.

(2) Such healthcare professional may, upon approva by the holder of a
certificate of registration or the person in charge of a private medica clinic or
private dental clinic and after consulting the attending healthcare provider,
access other notations or documents relevant to the healthcare he had provided
or caused to be provided by him including referral letters and notes relating to
such patient which were made available to him when he was providing healthcare
to such patient.

(3) Nothinginthisregulation shall be construed so asto waive the responsibility
of a healthcare professional from obtaining consent from a patient or patient's
representative for access to the patient's medical record for purposes other than
a civil action brought against him by such patient.

(4) Nothing in this regulation shall be construed so as to limit the right of
a healthcare professional or his counsel to inspect the patient's medical record.

(5) Nothing in this Part shall be construed so as to waive the responsibility
of a private medical clinic or private dental clinic or custodian of a patient's
medical records to maintain confidentiality of such records in its possession.

PART VIII

INFECTION CONTROL

Infection control

33. (1) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall be responsible for the
development of an active premise-wide infection control programme and infection
control system with measures developed to prevent, identify and control infection
acquired in or brought into the private medical clinic or private dental clinic.

(2) The infection control programme shall include the following:

(a) asystem for reporting, evaluating and maintaining data on the incidence
and trends of infections among patients and staff;
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(b) a system to detect outbreaks of infectious disease among patients or
staff and inform appropriate authorities; and

(© a Isystem to prevent and control any outbreak of infectious disease
which shal include but not limited to—

(i) ensuring that any staff who contracts any infectious or
communicable disease or who is a carrier to be taken off any
duty from aprivate medical clinic or private dental clinic until
he is permitted to do so by a registered medical practitioner;
and

(ii) ensuring that any equipment, which may have become
contaminated during the treatment of any such patient, to be
withheld from use in connection with the treatment of any
other patient until it has been appropriately disinfected.

(3) The holder of a certificate of registration or the person in charge of a
private medical clinic or private dental clinic shal institute adequate measures
to safeguard all personnel and the environment against biological hazards.

(4) The holder of a certificate of registration or the person in charge of a
private medical clinic or private dental clinic shall comply with any directives
or guidelines issued by the Director General on managing infection control,
especially during outbreaks of infectious diseases.

(5) Any person who contravenes this regulation commits an offence and
shall be liable on conviction to afine not exceeding ten thousand ringgit or to
imprisonment for a term not exceeding three months or to both.

PART IX

GENERAL PROVISIONS FOR STANDARDS OF PRIVATE MEDICAL
CLINICS OR PRIVATE DENTAL CLINICS

Chapter 1 — Location

Location of private medical clinics or private dental clinics

34. (1) A private medical clinic or private dental clinic shall be located free
from undue noise or, if the private medica clinic or private dental clinic is
located in a noisy area, the holder of a certificate of registration or a person
in charge of a private medical clinic or private dental clinic shall take adequate
measures to ensure that the noise is minimized to the extent that no disturbance
is caused to its patients.

(2) The location of any private medical clinic or private dental clinic shall
not be exposed to excessive smoke, foul odours or dust.
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Chapter 2 — General Design Requirements

Vector control

35. A private medical clinic or private dental clinic shall be such as to prevent
the entrance and harbourage of rodents and insects.

Stairways or ramps

36. (1) Entrances and exits required for movement of patients in wheelchairs
or on stretchers shall be designed without stairs and shall be provided with
adequate ramps.

(2) All stairways and ramps shall comply with standards and requirements
to the satisfaction of the Fire Services Department.

Doors

37. (1) All entrance doors, exit doors and other doors through which patients
are transported in wheel chairs, stretchers or beds, shall have 1.2 metres minimum
clear opening.

(2) The door for al patient toilets shall have 0.9 metre minimum clear
opening and the door shall not swing into the toilet room and if the toilet is
next to a corridor the door shall open sideways.

(3) The doors for receiving entrance, store room and other doors through
which large carts passes through or bulk goods are transported shall be of
adequate width.

(4) All two-way swing doors shall have vision panels.

(5) Exterior doors shall be designed to prevent entrance of rodents and the
clearance at the bottom of the door shall not exceed 0.6 centimetre.

(6) All doors except closet doors shall not swing into the corridors.

Floor finishes

38. (1) Hoor finishes of each room or areain aprivate medical clinic or private
dental clinic shall be of non-toxic material, non-skid, easily cleaned and suitable
for the functions of each room or area and carpets may be used provided that
the fibre is easily cleaned.

(2) Notwithstanding subregulation (1), no carpets shall be used in the stairways
or stair enclosures, toilets and bathrooms or within surgical rooms.
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Wall surfaces

39. Wall surfaces of each room or area in a private medical clinic or private
dental clinic shall be—

(a) of non-toxic material, easily cleaned and suitable for the functions of
each room or areg;

(b) smooth and washable finish in rooms used for patient care or treatment
and roomsin which supplies and equipment for patient care or treatment
are stored, assembled or processed; and

(c) painted, glazed or finished with waterproof finishes extending above
the splash line in al rooms or areas that are subject to splash or spray.
" Cellings
40. (1) Ceilings of each room or area in a private medical clinic or private
dental clinic shall be—

(&) 2.4 metres minimum clear floor to ceiling height for air-conditioned
rooms or areas, and

(b) 3.0 metres minimum clear floor to ceiling height for non-air-conditioned
rooms or areas.
(2) Non-toxic materials shall be used for ceilings.

Signs and labels

41. There shall be proper signage and labelling system in al private medical
clinics or private denta clinics.

Chapter 3 — General Sandards for Room or Area

Waiting area

42. There shall be adequate space for patients' waiting area in al private
medical clinics or private dental clinics.

Janitor's closet

43. (1) The janitor's closet shal at least be equipped with—

(a) ahook strip for mop handles from which soiled mop heads have been
removed; and

(b) shelving for cleaning materials.
(2) The floor area of the janitor's closet shall be adequate to store mop
buckets and, if any, wet and dry vacuum machine.
Storage

44. The holder of a certificate of registration or person in charge of a private
medical clinic or private dental clinic shall provide a storage area for storing
extra equipment, stretchers and wheelchairs.
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Chapter 4 — Plumbing, Toilet and Water Supply

Plumbing

45. (1) All plumbing fixtures shall be designed and installed to be easily
cleaned and maintained.

(2) Sinks in which utensils and equipment are cleaned shall be double
compartment with adequate counter space on both sides and the depth of the
sink shall be dependent on the function of the sink being used.

(3) Hands-free faucet shall be on all hand-washing facilities and sinks for
staff use where required to control cross infection, unless the fixture is used
for soiled functions only and another sink or hand-washing facility with hands-
free faucet is located in the same area of the room.

(4) All plumbing facilities shall be installed in such manner asto completely
prevent the possibility of cross connections between safe and unsafe water
supplies or back siphonage.

Toilet

46. (1) A private medical clinic or private denta clinic shall provide—

(a) asuitable shelf or equivalent and mirror at each hand-washing facility
near toilet rooms,

(b) each hand washing facility shall include soap, hand washing appliance
and sanitary hand drying facility;

(c) adequate toilet paper on toilet paper holder properly located at each
water closet;

(d) water spray at each water closet; and
(e) grab bar of suitable material and functional design securely mounted
and properly located at each water closet.

(2) A toilet room shall be kept in a clean and sanitary condition at all times.

Water supply

47. (1) There shall be an adequate water supply which conforms to the quality
standards as approved by the relevant authority.

(2) There shall be sufficient water supply at dl times in any private medical
clinic or private dental clinic to accommodate the requirement of the private
medica clinic or private dental clinic.

(3) All water tanks within a private medical clinic or private dental clinic
shall be properly maintained and shall be constructed with material approved
"by the relevant authority.
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Chapter 5 — Electrical Systems, Emergency Light and Power Supply
Nature of electrical sockets

48. Thetype, quantity, location and height of electrical sockets shall be appropriate
for the services to be performed and all sockets shall be of the grounding type.

Lighting

49. The number, type and location of lighting fixtures shall provide adequate
illumination for the functions of each room or area

Emergency power supply
50. Adequate emergency €electrical generating equipment with automatic transfer

in case of interruption of normal power supply to essential equipment, rooms
and areas shall be provided in a private medical clinic or private dental clinic.

Chapter 6 — Ventilation
Ventilation

51. All rooms and areas in a private medical clinic or private dental clinic
shall be adequately ventilated.

Chapter 7 — Waste Disposal
Sewage and sewerage system

52.  No exposed sewer line shall be located directly above working, storing
or eating surfaces in pantries or where medical or surgical supplies are prepared,
processed or stored.

Refuse

53. (1) All refuse, not treated as sewage, shall be kept in suitable containers
which shall be impervious, non-absorbent and easily washable with close and
tight-fitting lid. :

(2) Refuse containers shall be thoroughly cleansed each time after the container
is emptied and there shall be an impervious floor area provided with a drain
for cleansing the refuse containers.

(3) Refuse shall be removed daily.
(4) There shal be sufficient number of sound watertight containers with

tight-fitting lids to hold al refuse removed from any private medical clinic or
private dental clinic that accumulates between collections.

(5) No refuse shall be burned within a private medical clinic or private
dental clinic.
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(6) Refuse removed from a private medica clinic or private dental clinic
shall be disposed of periodically in accordance with the local authority requirements.

(7) All personnel shall wash their hands thoroughly after handling any refuse.

(8) Carts used to transport refuse shall be made of impervious materials
which shall be enclosed and used solely for the transportation of refuse.

Hazardous waste

54. (1) Infectious waste and non-infectious waste from a private medical clinic
or private dental clinic shall be separated at the point of generation.

(2) Infectious waste shall be discarded into clearly identifiable containers
or plastic bags that are leak-proof and puncture-resistant and the containers
shall be marked with the universal symbol for biological hazards.

(3) Non-infectious waste shall be handled in accordance with good safety
practice and any written law relating to handling of such waste.

(4) All hazardous waste shall be packaged, transferred and disposed of in

a manner accepted by the relevant authority to protect both the persons and the
environment.

Chapter 8 — Housekeeping

Organization of housekeeping services

5. (1) Every private medical clinic or private dental clinic shall establish
organlzed housekeeping services planned, operated and maintained to prowde
a pleasant, safe and sanitary environment.

(2) The holder of a certificate of registration or a person in charge of a
private medical clinic or private dental clinic shall appoint a person to supervise
the housekeeping services.

Written procedures

56. There shall be specific written procedures for appropriate cleaning of dl
service areas in any private medical clinic or private dental clinic, giving specia
emphasis to procedures applying to infection control.

Cleaning methods

57. Cleaning shall be performed in amanner to minimise the spread of pathogenic
organisms in any private medical clinic's or private dental clinic's atmosphere.

Equipment and supplies

58. A suitable equipment and supply shall be provided for cleaning and the
equipment and supply shall be maintained in a safe and sanitary condition.
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Germicides

59. Where aprivate medical clinic or private dental clinic uses germicides for
cleaning, the selection of the germicides shall be under the supervision of a
person appointed under subregulation 55(2).

Storage

60. Where solutions, cleaning compounds and hazardous substances are used
for cleaning purposes, the solutions, cleaning compounds and hazardous substances
shall be labelled properly and stored in safe places.

Dry dusting and sweeping

61. No dry dusting and sweeping in any room or area of any private medical
clinic or private dental clinic are allowed.

Chapter 9 — Linen and Laundry

Soiled linen
62. (1) All soiled linen shall be placed in bags enclosed in the immediate area
of contamination and transported enclosed to soiled linen holding room or area,
soiled linen storage room or area or laundry.

(2) All staff handling soiled linen shal be provided with disposable gloves.
Sorting and pre-rinsing
63. No soiled linen shall be sorted or pre-rinsed in patient care units.
Hand washing
64. All staff shall wash their hands thoroughly after handling any soiled linen.
Linen processing
65. Every private medical clinic or private denta clinic shall provide for the
proper handling, cleaning and disinfecting of linen and other washable materias
in its own laundry or in a commercial laundry.
Linen storage room or area
66. (1) If laundry is not provided in a private medical clinic or private dental
clinic, a separate soiled linen storage room or area and a clean linen storage

room or area shall be provided.

(2) No bathtub, shower or hand washing facilities shall be used for storing
linen.
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Laundry
67. (1) Where alaundry service is provided within a private medical clinic or
private dental clinic, no laundry operations shall be carried out in patient areas
or in rooms or areas where food is prepared, served or stored.

(2) No bathtub, shower or hand washing facilities shall be used for laundering.
Clean linen supply

68. There shall be sufficient supply of clean linen to assure the cleanliness
and safety of the patients at al times.

Chapter 10 — Communications and Transport Arrangements
Communication system

69. The holder of a certificate of registration or a person in charge of a private
medical clinic or private dental clinic shall ensure that an appropriate communication
system is available for the private medical clinic or private dental clinic.

Transport arrangements

70. Every private medical clinic or private dental clinic shall establish
arrangements whereby a patient can be transported to other healthcare facility
for further consultation, medical or dental treatment or investigation as may be
necessary.

Chapter 11 — Maintenance
Written policies and procedures
71. (1) There shal bewritten policies and procedu