
THE MEDICAL LABORATORIES ACT, 2007 
 

EXPLANATORY NOTES 
(These notes form no part of the Bill but are intended 

 to indicate its general purport) 
 
 
This Bill is intended to establish a regulatory system for the licensing and 
monitoring of medical laboratories in [State]. 
 
This Bill contains four [five] parts and [33] [46] clauses. 
 
Part I of the Bill contains clauses 1 to 3 and will be the preliminary clauses. 
 
Clause 1 of the Bill would contain the short title and commencement clauses. 
 
Clause 2 of the Bill would provide for the interpretation of several words used in 
the Bill. 
 
Clause 3 of the Bill would seek to bind the State. 
 
Part II of the Bill contains clauses 4 to 21 and would provide for the Medical 
Laboratory Licence. 
 
Clause 4 of the Bill would seek to make it  a requirement that a person can only 
operate a medical laboratory where he holds a licence. 
 
 The clause would go on to make the contravention of the licensing requirement 
an offence.  [Subclause (3) would deem all medical laboratories operated by the 
State to be fully licenced without the State applying for a licence.  The State 
facility will still however be required to meet the standards requirements of this 
Act and is subject to the revocation provisions under clause 16.  The clause 
would go further to provide that the State does not commit an offence for breach 
of the licensing requirement.] [The clause also provides that testing sites are 
prohibited from operating as medical laboratories unless they are linked to a 
licensed medical laboratory.] 
 
Clause 5 of the Bill would provide for the application for a medical laboratory 
licence.  The application would be for either a full or a provisional licence but 
where the applicant does not hold an accreditation certificate from a recognized 
accreditation agency the application will be for a provisional licence and where 
the applicant holds an accreditation certificate from a recognized accreditation 
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agency the application would be for a full licence.   The clause goes on to set out 
what should be contained in the application.   The list of recognized accreditation 
agencies is contained in the Schedule and the Minister is empowered under this 
clause to amend the Schedule from time to time.  The clause would also make it 
an offence for a person to knowingly provide false information on making an 
application and furnishing false information when required to provide further 
information. 
 
Clause 6 of the Bill would set out the procedure to be followed once an 
application is received.  The clause would therefore provide that once an initial 
application is received the Minister would forward the application to the [Council] 
[Inspection and Assessment Unit] for an assessment to be conducted in 
accordance with Part IV of the Act.  The [Council] [Inspection and Assessment 
Unit] is empowered under this clause to validate the self-assessment of the 
applicant and work with the applicant to develop a developmental plan for the 
medical laboratory. 
The clause goes on to provide that once an assessment is completed and the 
developmental plan is made the [Council] [Inspection and Assessment Unit] is 
required to report to the Minister that this has been done. 
Subclause (5) would provide that where the applicant holds an accreditation 
certificate it shall not be required to be assessed by the [Council] [Inspection and 
Assessment Unit]. 
Subclause (6) would provide that a State run facility is still required to meet the 
requirements for the preparation of a developmental plan.  
 
Clause 7 of the Bill would set out the minimum requirements for the applicant and 
the medical laboratory for the grant of a licence. 
 
Clause 8 of the Bill would provide for the limiting of the grant of a provisional 
licence to the fulfillment of certain conditions. 
 
Clause 9 of the Bill would empower the Minister to grant a provisional licence 
where he is satisfied that the applicant meets the requirements and conditions for 
the grant of a licence.  The clause goes on to provide that a provisional licence 
may be subject to conditions. 
 
Clause 10 of the Bill would provide that the holder of a provisional licence is 
authorized to conduct the business of a medical laboratory for a period of two 
years. 
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Clause 11 of the Bill would provide for the limiting of the grant of a full licence to 
the fulfillment of certain conditions. 
 
Clause 12 of the Bill would empower the Minister to grant a full licence where he 
is satisfied that the applicant meets the requirements and conditions for the grant 
of a licence. The clause goes on to provide that a full licence may be subject to 
conditions. 
 
Clause 13 of the Bill would provide that the holder of a full licence is authorized to 
conduct the business of a medical laboratory for a period of two years. 
 
Clause 14 of the Bill would provide for the form of the licence and its contents. 
 
Clause 15 of the Bill would require a valid licence to be displayed in a 
conspicuous place in the medical laboratory at all times. 
 
Clause 16 of the Bill would provide that a licence would remain valid for two 
years unless revoked, suspended or surrendered and can be renewed.  The 
clause goes on to provide that in respect of provisional licences they may only be 
renewed for one further  period of two years provided that the medical laboratory 
meets the targets of the developmental plan and any other requirements 
specified in the Act. The clause provides that the procedure for renewal is on 
application to the Minister on the prescribed form.  The clause goes on to provide 
that renewal should not be granted where the medical laboratory has not 
maintained the standards under the Act or where it has not met the targets in its 
developmental plan. 
 
Clause 17 of the Bill would empower the Minister to vary the conditions of the 
licence. 
 
Clause 18 of the Bill would provide for the circumstances under which a medical 
laboratory licence may be revoked and the return of the licence upon such 
revocation.  The clause goes on to provide that where a person refuses to give 
up a licence where it has been revoked, such person commits an offence. The 
clause goes on to provide for revocation of a licence where the provider of the 
service is a public medical laboratory. 
 
Clause 19 of the Bill  would provide for the surrender of a medical laboratory 
licence to the Minister. 
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Clause 20 of the Bill would prohibit the lending, transfer or assignment of a 
medical laboratory licence and makes it an offence where this is contravened. 
 
Clause 21 of the Bill would set out the procedure where a licence is accidentally 
destroyed, defaced or lost.  
 
Clause 22 of the Bill would prohibit persons from being employed in a medical 
laboratory unless that person is registered and certified under this Act.  The Act 
also provides for the registration of laboratory practitioners. 
 
Clause 23 of the Bill would provide for the certification of laboratory practitioners 
who are registered under this Act. 
 
Clause 24 of the Bill would provide for the suspension of a certificate issued 
under this Act. 
 
Clause 25 of the Bill would provide for the revocation of a certificate issued under 
this Act. 
 
Clause 26 of the Bill would provide for the establishment and maintenance of a 
register of laboratory practitioners by the [Minister] [Council]. 
 
 
Part IIIA of the Bill contains clauses 27 to 44 and would provide for the Medical 
Laboratories Council. 
 
Clause 27 of the Bill would provide for the establishment of the Medical 
Laboratories Council which would be a body corporate. 
 
Clause 28 of the Bill would provide for that the membership of the Council would 
comprise a Director and Deputy Director who shall be appointed by the 
[President] [Governor General]. 
 
Clause 29 of the Bill would provide that the qualifications for the Director or 
Deputy Director shall be at least ten years experience in medical laboratory 
pathology 
 
Clause 30 of the Bill would provide that the tenure of office of the Director and 
Deputy Director shall be for a period of not less than three years but not 
exceeding five years. 
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Clause 31 of the Bill would provide for the appointment of a person to act as 
Director or Deputy Director where the Director or Deputy Director is absent or 
unable to perform his duties. 
 
Clause 32 of the Bill would empower the [President] [Governor General] to 
revoke the appointment of the Director or Deputy Director in certain 
circumstances. 
 
Clause 33 of the Bill would provide for the resignation of the Director or Deputy 
Director. 

 
Clause 34 of the Bill would provide that the remuneration of the Director or 
Deputy Director would be determined by the [President] [Governor General] and 
such remuneration shall be a charge on the Consolidated Fund. 
 
Clause 35 of the Bill would empower the Council to employ staff on terms and 
conditions that are agreed upon between themselves.  The clause also provides 
for the transfer of public officers to the Council. 
 
Clause 36 of the Bill would set out general and specific functions of the Council. 
 
Clause 37 of the Bill would set out the duties and powers of the Council. 
 
Clause 38 of the Bill would provide for the funds of the Council. 
 
Clause 39 of the Bill would provide for the auditing of the accounts of the Council. 
 
Clause 40 of the Bill would require the Council to submit an annual report to the 
Minister in respect of certain matters. 
 
Clause 41 of the Bill would require the Council to maintain a register of medical 
laboratories which it has assessed and provide for its correction where there is 
an error or omission. 
 
Clause 42 of the Bill would require the Council to take policy directions for the 
Minister of Health in respect of the licensing of medical laboratories and for the 
Minister of Trade in respect of standards for medical laboratories. 
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Clause 43 of the Bill would provide for appeals from decisions of the Council to 
an Appeals Committee which would be appointed by the [President] [Governor 
General]. 
 
PART IIIAA of the Bill contains clause 44 to 46 and would provide for the 
Inspection of Medical Laboratories by the Council. 
 
Clause 44 of the Bill would empower the Council with the permission of the 
licensee to enter a medical laboratory to conduct an inspection to determine 
whether it meets the requirements of the Act. 
 
Clause 45 of the Bill would empower the Council to notify the manager of a 
medical laboratory in writing if it is of the opinion that the laboratory is in an 
unsatisfactory condition giving him three weeks to remedy the situation.  The 
clause goes on to provide that where the medial laboratory fails to comply within 
the period specify the Council may recommend to the Minister that the licence be 
revoked. 
 
Clause 46 of the Bill would create offences in relation to inspections. 
 
PART IIIB of the Bill contains clauses 28 to 30 and would provide for the 
Assessment and Inspection of medical laboratories. 
 
Clause 28 of the Bill would provide for the appointment of inspectors both from 
the Ministry of Health and the [Ministry of Trade] [Standards Bureau] to work 
alongside each other to carry out inspections and assessments.  The clause 
goes on to provide for the issue of certificate of assignments as inspectors for 
such persons appointed under this clause.  The inspectors appointed under this 
clause would work as a unit to be known as the Inspection and Assessment Unit. 
 
Clause 29 of the Bill would set out the functions of the Inspection and 
Assessment Unit. 
 
Clause 30 of the Bill would set out the powers and duties of the Inspection and 
Assessment Unit. 
 
Clause 31 of the Bill would require the Inspection and Assessment Unit to 
maintain a register of medical laboratories which it has assessed and provide for 
its correction where there is an error or omission. 
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Clause 32 of the Bill would require the Inspection and Assessment Unit to take 
policy directions for the Minister of Health in respect of the licensing of medical 
laboratories and for the Minister of Trade in respect of standards for medical 
laboratories. 
 
Clause 33 of the Bill would empower the Inspection and Assessment Unit with 
the permission of the licensee to enter a medical laboratory to conduct an 
inspection to determine whether it meets the requirements of the Act. 
 
Clause 34 of the Bill would empower the inspector to notify the manager of a 
medical laboratory in writing if he is of the opinion that the laboratory is in an 
unsatisfactory condition giving him three weeks to remedy the situation.  The 
clause goes on to provide that where the medial laboratory fails to comply within 
the period specify the inspector may recommend to the Minister that the licence 
be revoked. 
 
Clause 35 of the Bill would create offences in relation to inspections. 
 
PART IV of the Bill contains clauses [47 to 52] [35 to 39] and would provide for 
general matters. 
 
Clause 47 of the Bill would require the owner and staff of a medical laboratory to 
maintain the confidentiality of all reports and records relating to any person and 
the results of any tests except for the purpose of disclosure to a medical 
practitioner or any other person entitled to the information. A person who 
contravenes this clause commits an offence. 
 
Clause 48 of the Bill would empower the Minister to make regulations.  
 
Clause 49 of the Bill would empower the Minister with responsibility for standards 
to prescribe standards for the operations of medical laboratories by Order. 
 
Clause 50 of the Bill would make it an offence for a person to falsely represent 
himself as holding a licence.  The clause also makes it an offence for a person to 
forge, fraudulently alter, use or permits a person to forge, fraudulently alter or use 
a licence issued under this Act. An offence is also created where a person falsely 
represents himself to be a person to whom a licence has been issued under the 
Act.  The clause goes on to set penalties for offences in the act for which no 
penalties have been set. 
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Clause 51 of the Bill would set out the transitional provisions of the Bill for 
persons who prior to the commencement of the Act were operating medical 
laboratories. 
 
SCHEDULE 1 
SCHEDULE 2 
SCHEDULE 3 
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20 January 2007 
Final Draft 

A Bill 

 
An Act to provide for licensing of medical laboratories, the monitoring of medical 
laboratories by the medical laboratory council and for matters incidental thereto 

 
[ The long title may vary from Member State to Member State having regard to degree of 

permanency that States wish to give to the medical laboratory council having regard to the 
quantitative need on the ground) 

 
ENACTED by [States will use their relevant enacting clause] as follows- 
 
 
 PART I 

PRELIMINARY 
  
Short Title and 
commencement. 

 1.(1) This Act may be cited as the Medical Laboratories 

Act, 2076. 

     (2) This Act shall come into operation on a date to be 

fixed by Proclamation by the [President] [Governor General]. 
[The title of the Act may vary from State to State.   A commencement date may 
be necessary in this Act to not only give persons currently operating an 
opportunity to meet the requirements of the Act but also to allow the State to put 
into place any administrative requirements that it deems necessary for the 
operation of the Act.  In most member states this commencement provision 
would be at the beginning of the Act but for some it is normal for it to be placed 
at the end of the Act.  It’s placement will not be detrimental to the operation of 
the Act.  Member States would use the applicable formula for commencement 
dates] 
 

Interpretation. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

2. In this Act- 
 

“accredit” means the procedure by which formal 

 recognition is given to a medical laboratory 

that it  is  competent to carry on a specific task; 

  
“Council” means the Medical Laboratories Council 
 established under Part IIIA; 
 
“Inspection and Assessment Unit means the unit 
 comprised of inspectors appointed under Part 
IIIB; 
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Schedule 1 

 
“licence” means a medical laboratory licence issued 
under  
 section 9 or section 12; 

 
  “licencee” means a person who has been issued a 
licence    under section 9 or section 12; 
   
  “laboratory practitioner” means- 

(a) a Medical Laboratory Technologist; 
(b) any person falling within the categories 

specified in Schedule 1; 
(c) any other person who is employed to 

and performs tasks of a technical 
nature in a medical laboratory; 

 
  “medical laboratory” means clinical laboratory for the 
  biological, microbiological, chemical,  
  immunohaematological, haematological,  
  biophysical, cytological, pathological or other  
  examination of materials derived from the human 
  body for the purpose of providing information for 
  the diagnosis, prevention and treatment of disease 
  in, or assessment of the health of, human beings,  
  and which may provide a consultant advisory  
  service covering all aspects of laboratory  
  investigation including the interpretation of results  
  and advice of further appropriate investigation; 
 
  “Minister” means the Minister to whom responsibility 
                       for health is assigned; and 
 
  “testing site” means – 

(a) the office of a medical practitioner, 
dental practitioner or veterinary 
surgeon; 

(b) health centres; 
(c) a ward, clinic and unit located within a 

hospital; and 
(d) specialized testing centres, 

 
  where testing is done for the purpose of diagnosing 
                      and treating patients. 
 
[The inclusion of either highlighted definitions would depend 
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on which option the State chose to exercise.  See explanation 
of options on page 8] 
 

Act binds the 
State. 

3.  This Act binds the State. 

[Since it is intended that the public medical laboratories 
would also be subject to the standards  of this Act, the Act is 
held to bind the State.  The Interpretation Acts of most 
Caribbean territories provide that for an Act to bind the state 
it must expressly say so.] 
 
 
 

 PART II 
LICENCE AND CERTIFICATES 

 
 Medical Laboratory Licence 
Requirement to 
medical 
laboratory 
licence.  

 4. (1) Subject to section 52 no person shall operate a 

medical laboratory without a medical laboratory licence 

(hereinafter referred to as “a licence”) issued under this Act. 

  
  (2) A person who contravenes subsection (1) commits 
an offence. 

 (3) For the purposes of this Part and subject to 
sections 6(6) and 16(5), all public medical laboratories 
operated by the State shall be deemed to be hold a full 
licence issued under this Part. 

 
(4)  Subsection (2) shall not apply to a medical 

laboratory operated by the State. 
 

(5) A testing site shall not operate as a medical 

laboratory unless it is linked to a medical laboratory licensed under 

this Act. 

 
[An alternative to subsection (1) is provided where States 
prefer to licence the activity rather than the laboratory itself.  
This is in recognition that some States may wish to allow 
physicians to conduct laboratory tests themselves without 
sending them to a medical laboratory] 
 
Subsections (3) and (4) shall not apply where Regional Health 
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Authorities exist separate from the Ministry of Health.  In such 
instances the CEO of the Regional Health Facility would need 
to apply for the application for the specific Hospital which he 
is responsible for. 
 
[Section 44  makes transitional provisions for persons who were operating 
medical laboratories prior to coming into force of the Act.  To alleviate the 
hardship that would be caused on coming into force of the Act to immediately 
have a licence in order to continue operations such existing labs are allowed to 
continue operations for a period of time without a licence after which they will be 
required to have a licence.]  
 
[Since the state is going to be required to meet the requirements of the Act in 
terms of maintaining standards but cannot apply to itself for a licence it will be 
deemed to be licenced under this Part.  The licence of the state will however be 
subject to revocation for failure to comply with standards.] 
 
 
 
 

Application for a 
licence. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Schedule 2 

 5.(1) A person wishing to operate a medical laboratory 

shall apply to the Minister for a licence to so operate. 

 
    (2) Subject to subsections (3) and (4), an application 

under subsection (1) shall be for either a provisional licence or a 

full licence and shall be made in the prescribed form. 

 
(3) An application under this section shall contain- 

(a) the name and address of the owner or 
operator; 

(b) a description of the medical laboratory 
procedures to be performed; 

(c) evidence of any tests conducted by an 
external agency to ensure the quality of 
those procedures; and 

(d) the names, qualifications and relevant 
experience of the staff carrying out those 
procedures. 

 
    (4) An applicant for an initial issue of a licence, who 

does not hold an accreditation certificate from a recognised 

accreditation agency listed in the Schedule 2 shall apply for a 
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provisional licence and pay the prescribed fee.  

 
     (5) An applicant for the initial issue of a licence who 

holds an accreditation certificate from a recognized medical 

laboratory accreditation authority listed in Schedule 2, shall apply 

for a full licence and pay the prescribed fee. 

 
(6) The Minister may by from time to time amend 

Schedule 2 to add to or remove from the names of medical 

laboratory accreditation agencies, the name of any medical 

laboratory accreditation agency. 

 
(7)  An application for a licence shall contain a self- 

assessment and indicate the type of licence applied for. 

 
(8) A person who- 

(a) knowingly provides false information on his 
application for the purpose of procuring the 
grant or renewal of a licence; or 

(b) when required to furnish further information, 
furnishes or causes to be furnished 
information which that person knows to be 
false, commits an offence. 

 
[An alternative is provided for in subsection (1) which would 
allow the application to be made for the conduct of laboratory 
testing rather than for a medical laboratory licence) 
 

Procedure on 
receipt of 
application for 
initial issue of 
licence. 

 6.(1) Where an application for the initial issue of a licence 

has been received by the Minister, the medical laboratory shall be 

listed as an enrolled laboratory and the Minister shall forward the 

application to the [Council] [Inspection and Assessment Unit] for 

an assessment to be conducted in accordance with Part IV. 

   
(2) Upon receipt of an application for a licence from the 
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Minister, the [Council] [Inspection and Assessment Unit] shall 

assess the medical laboratory and validate the self-assessment 

submitted by the applicant. 

  
(3) In addition to validating the self-assessment 

submitted by the applicant the [Council] [Inspection and 

Assessment Unit] shall work with the applicant to develop a 

developmental plan for the medical laboratory. 

  
(4) Where the assessment has been completed and the 

developmental plan has been made the [Council] [Inspection and 

Assessment Unit] shall report to Minister that the assessment has 

been completed and the developmental plan has been made. 

 
 (5) Notwithstanding subsections (1) to (4), where the 

applicant holds an accreditation certificate from a medical 

laboratories accreditation authority recognised by the Minister, it 

shall not be required to be assessed by the [Council] [Inspection 

and Assessment Unit]. 

  

 (6)   Where the medical laboratory is a State run facility, it 

shall meet the requirements for the preparation of a developmental 

plan under this section. 

 
Minimum 
requirements for 
the grant of a 
provisional or full 
licence. 

7.(1) The applicant for a provisional or full licence shall 

provide proof that the laboratory meets the following 

minimum requirements: 

(a) laboratory, or parent organisation of which it is 
a part, is an entity that can be held legally 
responsible 

(b) is directed by a person who possesses the 
necessary qualifications and competence to 
assume responsibility for the operations of a 
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medical laboratory; 
(c) has the appropriate number of staff, with the 

required education and training to meet the 
demands of the service and this Act; 

(d) maintains systems and procedures to ensure 
the confidentiality of client information; 

(e) maintains the necessary supply of reagents, 
calibration and quality control material 
required to provide a service that meets the 
needs and requirements of users;  

(f) has adequate procedures for the safe 
handling and disposal of materials 

(g) participates in appropriate external quality 
assessment schemes or interlaboratory 
comparisons; and 

(h) such other requirements as may be 
prescribed. 

 
(2) The applicant for a provisional or full licence shall 

ensure that the medical laboratory which is to be licensed 

shall have- 

(a) a person with executive responsibility and 
competence to assume responsibility for the 
services provided  to provide directions; 

(b) personnel with the authority, training and 
resources to carry out their duties; 

(c) arrangements to ensure that the quality of 
work is not adversely affected by any 
improper internal or external commercial, 
financial or other pressures  

(d) arrangements that ensure the protection of its 
users’ confidential information and proprietary 
rights; 

(e) arrangements that address any activities that 
would diminish confidence in its impartiality 
and integrity; 

(f) such other requirements as may be 
prescribed by Regulations. 

 
Conditions for 
grant of 
provisional 
licence. 

8. A provisional licence shall only be granted where 

there has been- 

(a) submission of self-assessment; 
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(b) satisfactory validation of the application by the 
[Council] [Inspection and Assessment Unit]  
on behalf of the Minister; 

(c) establishment of a developmental plan 
towards accreditation as approved by the 
[Council] [Inspection and Assessment Unit]  or 
a medical laboratory accreditation authority 
recognized by the Minister; 

(d) payment of the prescribed fee; and 
(e) such other conditions as may be prescribed 

by the Minister by Notice. 
 

Issue of 
provisional 
licence. 

 9.(1) Where the Minister is satisfied that the applicant 

meets the requirements and conditions for the grant of a 

provisional licence specified in sections 7 and 8 he may issue a 

provisional licence to the applicant. 

 
(2)  A provisional licence issued under this section may 

be subject to such conditions as the Minister determines 

necessary. 

 
(3)  The conditions which may be imposed on a 

provisional licence may include- 

(a) restrictions on the type of procedures that 
may be provided at the medical laboratory; 

(b) requirements for repairs or alterations to the 
building proposed to be used as a medical 
laboratory; 

(c) requirements for the maintenance of 
equipment to be used at the medical 
laboratory; and 

(d) requirements for qualifications, certification 
and training of staff and connected matters. 

 
Privileges of a 
provisional 
licence. 

 10. The holder of a provisional licence is authorized to 

conduct the business of a medical laboratory for a period of two 

years. 
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Conditions for the 
grant of a full 
licence. 

11. A full licence shall only be granted where- 

(a) the medical laboratory holds an accreditation 
certificate from a medical laboratory 
accreditation authority recognized by the 
Minister; 

(b) there is optimal performance on the 
development or action plan where one was 
developed by the medical laboratory; 

(c) there is payment of the prescribed fee; and 
 
(d) such other conditions as may be prescribed 

by the Minister by Notice. 
 

Issue of full 
licence. 

 12.(1) Where the Minister is satisfied that the applicant 

meets the requirements and conditions for the grant of a full 

licence specified in sections 7 and 10 he may issue a full licence 

to the applicant. 

 
(2)  A full licence issued under this section may be 

subject to such conditions as the Minister determines necessary. 

 
(3)  The conditions which may be imposed on a full 

licence may include- 

(e) restrictions on the type of procedures that 
may be provided at the medical laboratory; 

(f) requirements for repairs or alterations to the 
building proposed to be used as a medical 
laboratory; 

(g) requirements for the maintenance of 
equipment to be used at the medical 
laboratory; and 

(h) requirements for qualifications, certification 
and training of staff and connected matters. 

 
Privileges of a full 
licence.  

 13. Subject to section 16 (5) the holder of a full licence is 

authorized to conduct the business of a medical laboratory for a 

period of two years. 
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Form of licence. 
 
Schedule 3 

 14. A licence shall be in the form set out in Schedule 3 

and shall contain- 

(a) the name of the licencee and where 
appropriate its principals; 

(b) the address of the facility; 

(c) scope of the laboratory practice and nature of 
the services to be provided; 

(d) facility is a fit and proper place; 

(e) licencee is a fit and proper person. 

 
Display of 
licence. 

 15. A valid licence shall be displayed in a conspicuous 

place in the medical laboratory at all times. 

 
Validity of 
licence. and 
renewal. 

 16.(1) Subject to subsection (2), a licence shall remain valid 

for two years, unless revoked, suspended or surrendered and may 

be renewed. 

     (2) A provisional licence may only be renewed for one 

further period of two years where the medical laboratory has met 

the targets of the developmental plan and any other requirements 

of this Act.   

 
(3)  Where an applicant wishes to renew his licence he 

shall apply to the Minister on the prescribed form and pay the 

prescribed fee. 

 
(4) A licence may not be renewed where the medical  

laboratory has not maintained the standards prescribed under this 

Act or where it has not met the targets in its developmental plan. 

 
(5) Where the medical laboratory is operated by the 

State the licence shall not expire but may be revoked where the 

medical laboratory does not meet the prescribed standards. 
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 Subsection (5) shall not apply where Regional Health 
Authorities exist separate from the Ministry of Health.  In such 
instances the CEO of the Regional Health Facility would need 
to apply for the application for the specific Hospital which he 
is responsible for. 
 

Variation of terms 
and conditions of 
licence. 

 17. The Minister may on application of the licencee vary 

the terms and conditions of the licence. 

 
Revocation.  18.(1) A licence may be revoked where the licencee – 

(a) misuses his licence in accordance with ISO 
17011 s.8.1 of Cab ref 8.3; 

(b) has been convicted of an offence under this 
Act or for which there is a penalty of ten 
thousand dollars or imprisonment; 

(c) has been wilfully neglectful or refuses to 
comply with the Act or regulations made 
thereunder; 

(d) obstructs or hinders any person carrying out 
duties or responsibilities under this Act or 
regulations made thereunder; 

(e) keeps the medical laboratory in unsanitary or 
unsafe condition; 

(f) has had his accreditation withdrawn; and 
(g) misuses or misrepresents his accreditation 

status, licence or accreditation symbols. 
 
      (2) In addition to the circumstances for revocation of a  

licence listed in subsection (1), a licence may also be revoked for 

such other conditions as may be prescribed.  

 
(3)  Where a licence is revoked under this section the  

revocation shall have effect from such date as the Minister may 

direct. 

 
       (4)   Where a licence is revoked the licencee shall give 

up the licence and any person refusing or neglecting to give up his 

licence commits an offence. 
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(5) Subsection (1)(b) shall not apply to public medical 

laboratories operated by the State. 

 
(6) Where a public medical laboratory does not meet the 

prescribed standards the [Council] [Unit] shall advise the Minister 

and require the laboratory to forward all of its work to another 

licensed public medical laboratory which meets the prescribed 

standards. 

 
(7) Where there is no licensed public medical laboratory 

meeting the prescribed standards to forward the work of the public 

medical laboratory who did not meet the prescribed standards the 

[Council] [Unit] may direct that the work of the public medical 

laboratory be forwarded to a licensed private medical laboratory at 

the expense of the State. 

 
Surrender of 
licence. 

 19. A licence may be surrendered to the Minister at any 

time. 

Licence not to be 
assigned. 

 20.(1) A licencee shall not lend, transfer or assign the 

licence to any other person and such a licence to any other 

person. 

 
      (2) A person who contravenes subsection (1) commits 

an offence. 

 
Procedure on 
destruction, 
defecation or loss 
of licence. 

 21. If any licence granted under the provisions of this Act 

is accidentally destroyed, defaced or lost, the Minister may if he is 

satisfied as to the destruction, defacement or loss of such licence, 

grant the licencee a certificate setting out the purpose and effect of 

the licence and reciting such destruction, defacement or loss and 
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such certificate shall have the same force and effect as the original 

licence. 
 Where a state does not currently have a system of registration and certification 

of persons qualified as laboratory practitioners it may wish to include clauses 22 
through 24. 

 
 

 
Laboratory Practitioner Certificate 

Requirement to 
be a registered 
as a laboratory 
practitioner. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Schedule 1 

 22.(1) No person shall be employed in a medical laboratory 

as a laboratory practitioner unless that person is registered and 

certified under this section. 

 
(2) A person who wishes to be registered as a 

laboratory practitioner shall apply, on the prescribed form, to the 

[Minister] [Council] to be so registered. 

 
(3) An application under subsection (1) shall be 

accompanied by the prescribed fee which shall be non-refundable. 

 
(4) Where the [Minister] [Council] is satisfied that an 

applicant under this section meets the requirements of subsection 

(5) [he] [it] may approve the registration of the applicant a 

certificate to work as a laboratory practitioner. 

 
(5) An applicant under this section shall- 

 (a) be qualified to be registered as a laboratory 
  practitioner in one of the categories specified 
                in Schedule 1; 
 (b) is not incapacitated by reason of mental  
                disability  
  or physical disability; and 
 (c) is a fit and proper person to be so registered. 
 

(6) Where the [Minister] [Council] refuses to approve the 

registration of a person under this section shall notify the applicant 

in writing stating the reasons therefore. 
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Requirement to 
be a certified 
laboratory 
practitioner. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 23.(1) Every laboratory practitioner who wishes to be 

certified to work as a laboratory practitioner in a medical laboratory 

licensed under this Act shall apply, on the prescribed form, to the 

[Minister] [Council] to be so certified. 

 
(2) An application under subsection (1) shall be 

accompanied by the prescribed fee which shall be non-refundable. 

 
(3) Where the [Minister] [Council] is satisfied that an 

applicant under this section meets the requirements of subsection 

(4) [he] [it] may grant the applicant a certificate to work as a 

laboratory practitioner. 

 
(4) An applicant under this section shall be- 

a.  registered as a laboratory under this Act; 

b. a fit and proper person to be so certified. 

 
(5) A certificate issued under this section may contain 

conditions. 

(6) No person may be employed in a medical laboratory 

as a laboratory practitioner unless that person is certified pursuant 

to this section. 

(7) Where the [Minister] [Council] refuses to grant a 

certificate it shall notify the applicant in writing stating the reasons 

therefore. 

(8) A certificate granted under this section shall, unless 

the [Minister] [Council] permits otherwise, be made no later than 

thirty days before the date or expiry thereof and shall be 

accompanied by the prescribed fee. 

 
(9) The provisions of subsections (1), (2), (3), (4), (5), 
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(7) and (8) shall apply to an application for renewal of a certificate. 

 
Suspension of 
certificate. 

 24.(1) The [Minister] [Council] may suspend a certificate 

granted under section 23 if the laboratory practitioner breaches- 

(a) any provision of this Act or any regulations 
made hereunder; 

(b) any condition in his licence. 
 

(2) Before suspending a certificate under subsection (1) 

the [Minister] [Council] shall notify the laboratory practitioner in 

writing of the proposed suspension- 

(a) stating the reasons thereof; 

(b) stating the effective date of the suspension; 

and 

(c) requesting the laboratory practitioner to 
remedy the breach within the time specified in 
the notice. 

 

(3) The [Minister] [Council] shall upon the laboratory 

practitioner notifying [him] [it] that the breach, which gave rise to 

the proposed suspension, has been remedied withdraw the notice 

of proposed suspension. 

 
(4) Where a certificate has been suspended under this 

section the holder thereof shall return the certificate to the 

[Minister] [Council]. 

 
Revocation of 
certificate 

 25. The [Minister] [Council] may revoke a certificate by 

notice in writing to the laboratory practitioner if it is satisfied that- 

(a) the laboratory practitioner has failed to comply 
with the conditions of he certificate or the 
provisions of this Act or any regulations made 
hereunder; 

(b) the application for the certificate contained 
any false or misleading information in any 
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material particular; 
(c) the laboratory practitioner failed to remedy a 

beach which gave rise to a suspension under 
section 23; 

(d) a laboratory practitioner has, without authority 
disclosed information relating to any person 
which has come to his knowledge in the 
course of his work as a laboratory practitioner. 

 
Laboratory 
Practitioner’s 
Register 

 26. The [Minister] [Council] shall cause a register to be 

kept of all registered laboratory practitioners and all certified 

laboratory practitioners and such register shall contain- 

(a) the name and address of each person who is 
registered and who is certified under this Act; 

(b) the category in which a laboratory practitioner 
is registered and certified; 

(c) where applicable the date and reason for- 

(i)  the suspension of a certificate; 

(ii) the revocation of a certificate. 

 
 [Depending on the volume of work is envisaged by each 

member state in respect of the body carrying out inspections 
and assessments on behalf of the State it may be necessary 
to have a fully structured system as set out PART IIIA and its 
inspection requirements in Part IIIAA.  This system would 
allow for the appointment to the specialised council of 
persons both from the Ministry with basic responsibility for 
the Act (Ministry of Health and the Ministry with responsible 
for standards.  This cross pollination of public officers who 
have specialised skills is essential to the role of the unit 
which will be carrying out inspections and assessments 
under this Act.  But it is an option which may require the 
devotion of separate funds for the operation of the unit.  For 
some states therefore where it is not anticipated that the 
volume of the work will be enormous the establishment of 
such a unit which may not have much work, is impracticable.  
In such cases it  is proposed that the second grouping  set 
out in PART IIIB would provide to less structured and more 
flexible approach while reaping the benefits of the cross 
pollination.] 

  
 PART IIIA 
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MEDICAL LABORATORIES COUNCIL 
 

Establishment of 
Medical 
Laboratories 
Council. 

 27.(1) There is hereby established a body to be known as 

the Medical Laboratories Council. 

       
      (2) The Council shall be a body corporate. 

 
Membership of 
Council. 

 28. The Council shall comprise a Director and Deputy 

Director to be appointed by the [President] [Governor General]. 

 
Qualifications of 
Director and 
Deputy Director. 

29. A person appointed by the [President] [Governor  

General] as Director or Deputy Director shall have at least ten 

years experience in medical laboratory pathology. 

 
Tenure of office. 31.(1)  The appointment of a person as Director or Deputy  

Director shall, subject to this Act, be for a period not less than 

three years, but not exceeding five years. 

 
(2) A person in subsection (1) is eligible for re-

appointment. 

Acting 
appointment. 

32. Where the Director or Deputy Director is absent or 

unable to perform his duties, the [President] [Governor General] 

may, in accordance with sections 28 and 29 appoint another 

person to act in the position of Director of Deputy Director. 

 
Revocation of 
appointment. 

 33.  The President, acting in his discretion, may revoke 

the appointment of a person as Director or Deputy Director where 

he is satisfied that the person— 

(a) has, without reasonable excuse, failed to carry out 
his  

 prescribed duties for a continuous period of three 
months;  or 
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(b) is unable to discharge the functions of his office, 
whether  
arising from infirmity of mind or body or any other 
cause, or for misbehaviour. 

Resignation.  34. (1) The Director or Deputy Director may resign from his 

office, by instrument in writing addressed to the [President] 

[Governor General]. 

      
       (2) A resignation under this section takes effect from the 

date of receipt of the instrument of resignation by the [President] 

[Governor General]. 

 
Remuneration. 35.(1) The [President] [Governor General] shall determine 

the salary and allowances to be paid to the Director and Deputy 

Director. 

 
      (2) The salary and allowances of the Director and 

Deputy Director shall be a charge on the Consolidated Fund. 
 

Staff. 36. (1)  The Council shall employ such members of staff as 

it requires for the performance of its functions on such terms and 

conditions as are agreed upon between the employee and the 

Council. 

             
 (2) An officer in the Public Service may, with the 

approval of the Council and the appropriate Service Commission, 

consent to be appointed on transfer to the service of the Council 

upon terms and conditions no less favourable than those enjoyed 

by him in the Public 

Service. 

                 (3) For the purpose of superannuation and pension 

rights, an officer shall, upon transfer, be treated as continuing in 
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the Public Service. 

 
Functions of the 
Council. 

37. (1) Notwithstanding any other law to the contrary, the 

Council shall be the principal body in [State] for advising on the 

accreditation and recognition of medical laboratories, and for the 

promotion of the quality and standards of medical laboratory 

training in [State]. 

  
     (2) Without prejudice to the generality of the foregoing 

the functions of the Council shall be- 

(a) to maintain a list of accredited medical 
laboratories operating in [State] and a list of 
accredited programmes offered in [State]; 

 
(b) to recognize laboratories accredited outside of 
 [State] operating in [State]; 
 
(c) to advise on the recognition of laboratories 
 accredited outside of [State] operating in 
[State]; 

 
  (d) to establish relationships including joint  
   accreditation exercises with regional and 
                   international accrediting and quality    
                                 assurance bodies and to keep under review  
                                 their systems of accreditation, procedures  
                                 and practices; 
 

(e) to provide authoritative advice on 
accreditation of  

 medical laboratories and related matters; 
 
(f) to seek to raise the quality of medical 

laboratory services provided in [State] to the 
prescribed standards; 

 
(g) to disseminate good practices for medical 

laboratories; 
 
(h) to provide the public with information about 
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the  
 quality and recognition of programmes and  
 institutions in order to protect the public            
           interest; 
 
(i) to ensure that the appropriate prescribed 

standards  
are being maintained and improved; 

 
  (j) to undertake audits, reviews and evaluations 
   independently or in co-operation with other  
                                 bodies as the Council may consider          
                                 necessary; 
 

(k) to advise the Minister on the authorization to   
            be granted to medical laboratories to operate 
            or to continue to operate in [State]; 

 
  (l) to advise the Minister on the criteria for  
   licensing of medical laboratories seeking to  
   operate or to continue to operate in [State]; 
 

(m) to perform such other related functions as the 
 Minister may from time to time assign to the  

 Council; and 
 
  (n) to do or cause to be done such other things 
   as the Council considers expedient or  
                                 necessary for the performance of its functions 
                                 under this Act. 
 

Duties and 
powers of 
Council. 

38.(1) The Council shall- 

(a) assess applicants for licences on behalf of the 
Minister; 

(b) inspect medical laboratories when necessary; 
(c) appoint personnel; 
(d) collaborate and share information for the   

  purposes of licensing and accreditation; 
(e) enter medical laboratories for inspection to  

  conduct assessment in accordance with  
  Regulations made under this Act; 

(f) to acquire, hold, sell or otherwise dispose of  
  any property; 

(g)     to accept gifts or donations whether or not  
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    subject to any trust; 
(h)  to enter into or co-ordinate appropriate        

 arrangements with countries, bodies or  
 persons, public or private, for the promotion or 
 dissemination of materials and  
 information relating to the registration,  
 accreditation    

         and recognition of medical laboratories; and 
(i)    to enter into or co-ordinate appropriate  

   arrangements  
    with such other competent authorities, public or 
    private, responsible for the accreditation of  
    medical laboratories or the recognition of  

   accredited programmes. 
 

Funding of the 
Council. 

39.  The funds of the Council shall consist of such 

monies as are appropriated to it by Parliament from time to time. 

 
Auditing of 
accounts. 

 40. (1) The Council shall keep an account of all its financial 

transactions in accordance with General Accounting Principles 

and Practices, and ensure that all payments out of the funds of the 

Council are duly authorized. 

        
(2) The accounts of the Council shall be audited 

annually by the Auditor General or by an auditor authorized by him 

for such purpose. 

 
Annual report.  41. (1) The Council shall, within three months of the end of 

each financial year, submit to the Minister in respect of the 

preceding financial year- 

(a) an annual report of its activities in the preceding  
      financial year; and  
(b) a copy of the audited statement of accounts and 

such information relating to the operation of the 
Council as the Minister may require. 

 
      (2) The Minister shall cause a copy of the annual report 

and audited statement to be laid in Parliament within three months 
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of its receipt and if Parliament is not then in session, within twenty-

eight days of the commencement of its next session. 

 
      (3) The Council may on its own initiative or at the 

request of the Minister conduct an investigation and submit a 

special report to the Minister who shall cause it to be laid in 

Parliament in accordance with subsection (2) 

 
Register of 
medical 
laboratories. 

 42.(1) The Council shall maintain a register of medical 

laboratories which it has assessed. 

      
(2) Where a person alleges that any error or omission 

has been made in the register or that any entry or omission therein 

has been procured by mistake, the Council shall if it is satisfied 

that the allegation is satisfactorily proved, correct such error, 

omission or entry as aforesaid. 

 
Policy directions 
of Minister. 

 43. The Council shall take policy directions from the 

Minister of Health in respect of the licensing of medical 

laboratories and from the [Minister of Trade] [Minister with 

responsibility for standards] in respect of standards for medical 

laboratories. 
Appeals.  44.(1) A person directly affected by a decision of the 

Council may appeal the decision to the Appeals Committee on the 

following grounds:  

(a)  that the Council failed to comply with the  
 procedures laid down in this Act or any  

   regulations or rules made under this Act and   
                                 that the failure amounted to a significant  
                                 breach of such procedures; 
 
  (b) that the decision of the Council is based on 
   information that is substantially incorrect or is  
                                 of insufficient weight to support the decision;  
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                                 or 
 
  (c) that the decision of the Council is arbitrary or 
   unreasonable, or inconsistent with or  
                                unsupported  
   by the policies of the Council. 
 
      (3) For the purposes of this section there is established 

an Appeals Committee which shall be comprised of three persons 

appointed by the [President] [Governor General]. 

 
      (4) Hearings before the Appeals Committee shall be 

conducted in such manner and in accordance with such rules as 

may be prescribed. 

 
      (5) The Appeals Committee with the approval of the 

Minister may make rules prescribing the matters required by this 

section to be prescribed. 
  

 
 
 
 
 

PART III AA 
INSPECTION BY THE COUNCIL 

 
Entry for 
inspection. 

 45. The Council may, with the permission of the licencee 

enter a medical laboratory to conduct an inspection for the 

purpose of assessing a medical laboratory to ensure that it meets 

the requirements of this Act.  

 
Notices to rectify 
unsatisfactory 

 46.(1) Where upon conducting an inspection of a medical 
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conditions laboratory licensed under this Act, the Council is of the opinion 

that the medical laboratory is in an unsatisfactory condition it shall 

notify the manager in writing, setting out his findings and giving 

him three weeks in which to remedy the situation. 

 
(2) Where the manager fails to comply with the notice 

under subsection (1) within the three week period, the Council 

shall make a report to the Minister who shall upon giving the 

manager of the medical laboratory the opportunity to appeal the 

findings of the inspector, either revoke the notice given under 

subsection (1) or revoke the licence of the medical laboratory in 

accordance with section 18. 

 
Offences relating 
to inspections 

47.  Any person who – 

(a) assaults, resists, obstructs or intimidates an 
inspector in the execution of his duties; 

(b) uses indecent, abusive or insulting language 
to an inspector in the execution of his duties; 

(c) interferes with or hinders an inspector in the 
execution of  his duties; 

(d) by gratuity, bribe, promise or other 
inducement prevents or attempts to prevent 
an inspector form carrying out his duties, 

commits an offence and shall be liable on summary conviction to 

[x dollars States will set penalties]. 
  

PART III B 
ASSESSMENT AND INSPECTION 

 
Appointment of 
inspectors to 
conduct 
assessments and 
inspections. 

 27.(1) The Minister with responsibility for health shall 

appoint such number of public officers to act as inspectors to work 

with the inspectors appointed by the Minister with responsibility for 

standards for the purpose of carrying out inspections and 
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assessments under this Act. 

 
(2) Where the Minister with responsibility for health 

appoints an inspector under subsection (1), he shall issue the 

inspector with a certificate of his assignment and every inspector 

in executing his duties under this Act shall produce his certificate 

of assignment upon request of a medical laboratory. 

  
(3) The Minister with responsibility for standards shall 

appoint such number of public officers and such other persons 

with experience in accreditation standards as inspectors to work 

with the inspectors appointed by the Minister with responsibility for 

health for the purpose of carrying out inspections and 

assessments under this Act. 

 
(4) Where the Minister with responsibility for standards 

appoints an inspector under subsection (1), he shall issue the 

inspector with a certificate of his assignment and every inspector 

in executing his duties under this Act shall produce his certificate 

of assignment upon request of a medical laboratory. 

 
(5) Inspectors under this section shall work as an 

Inspection and Assessment Unit for the purposes of carrying out 

the functions set out in section 28. 

 
Functions of 
Inspection and 
Assessment Unit. 

 28.(1) The Inspection and Assessment Unit appointed 

under this Act shall- 

(a)      maintain a list of accredited medical   
     laboratories operating in [State] and a list of  
     accredited programmes offered in [State]; 

 
(b) recognize laboratories accredited outside of  
 [State] operating in [State]; 
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(c) advise on the recognition of laboratories 
 accredited outside of [State] operating in  
           [State]; 

 
  (d) establish relationships including joint  
   accreditation exercises with regional and 
   international accrediting and quality  
                                 assurance  bodies and to keep under review  
                                 their systems of accreditation, procedures  
                                 and practices; 
 

(j) provide authoritative advice on accreditation 
of medical laboratories and related matters; 

 
(k) seek to raise the quality of medical laboratory 

services provided in [State] to the prescribed 
standards; 

 
(l) disseminate good practices for medical 

laboratories; 
 
(m) provide the public with information about the  
 quality and recognition of programmes and  
 institutions in order to protect the public  
           interest; 
(n) ensure that the appropriate prescribed 

standards are being maintained and 
improved; 

 
  (j) undertake audits, reviews and evaluations 
   independently or in co-operation with other  
                                bodies as the Inspection and Assessment Unit 
                                may consider necessary; 
 

(k) advise the Minister on the authorization to be  
 granted to medical laboratories to operate or  
           to continue to operate in [State]; 

 
  (l) advise the Minister on the criteria for  
   licensing of medical laboratories seeking to  
   operate or to continue to operate in [State]; 
 

(n)  to perform such other related functions as the 
 Minister may from time to time assign to the  
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 the Inspection and Assessment Unit; and 
 
  (n) to do or cause to be done such other things 
   as the Inspection and Assessment Unit  
                                considers expedient or necessary for the  
                                performance of  its functions under this Act. 
 

Powers and 
duties of the 
Inspection and 
Assessment Unit. 

 29. The Assessment and Inspection Unit shall- 
   

(a) assess applicants for licences on behalf of the 
 Minister; 
(b) inspect medical laboratories when necessary; 
(c) collaborate and share information for the 

purposes of licensing and accreditation;  
(d) enter medical laboratories for inspection to 

conduct assessment in accordance with 
Regulations made under this Act; 

(e) to enter into or co-ordinate appropriate 
arrangements  with countries, bodies or 
persons, public or private, for the promotion or 
dissemination of materials and information 
relating to the registration, accreditation  and 
recognition of medical laboratories; and  

(f) enter into or co-ordinate appropriate 
arrangements with such other competent 
authorities, public or private, responsible for 
the accreditation of medical laboratories or the 
recognition of  accredited programmes. 

 
Register of 
medical 
laboratories. 

 30.(1) The Inspection and Assessment Unit shall maintain a 

register of medical laboratories which it has assessed. 

      
(2) Where a person alleges that any error or omission 

has been made in the register or that any entry or omission therein 

has been procured by mistake, the Minister shall if he is satisfied 

that the allegation is satisfactorily proved, direct the Inspection and 

Assessment Unit to correct such error, omission or entry as 

aforesaid. 
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Policy directions 
of Minister. 

 31. The Inspection and Assessment Unit shall take 

policy directions from the Minister of Health in respect of the 

licensing of medical laboratories and from the Minister of Trade in 

respect of standards for medical laboratories. 

 
Entry for 
inspection. 

 32. The Inspection and Assessment Unit may, with the 

permission of the licencee enter a medical laboratory to conduct 

an inspection for the purpose of assessing a medical laboratory to 

ensure that it meets the requirements of this Act.  

 
Notices to rectify 
unsatisfactory 
conditions 

 33.(1) Where upon conducting an inspection of a medical 

laboratory licensed under this Act, the inspector is of the opinion 

that the medical laboratory is in an unsatisfactory condition he 

shall notify the manager in writing, setting out his findings and 

giving him three weeks in which to remedy the situation. 

 
(2) Where the manager fails to comply with the notice 

under subsection (1) within the three week period, the inspector 

shall make a report to the Minister who shall upon giving the 

manager of the medical laboratory the opportunity to appeal the 

findings of the inspector, either revoke the notice given under 

subsection (1) or revoke the licence of the medical laboratory in 

accordance with section 18. 

 
Offences relating 
to inspections 

 34. Any person who – 

(a) assaults, resists, obstructs or intimidates an 
inspector in the execution of his duties; 

(b) uses indecent, abusive or insulting language to an 
inspector in the execution of his duties; 

(c) interferes with or hinders an inspector in the 
execution of  his duties; 

(d) by gratuity, bribe, promise or other inducement 
prevents or attempts to prevent an inspector form 
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carrying out his duties, 
commits an offence and shall be liable on summary conviction to 
[x dollars States will set penalties]. 
 
 

  
PART IV 

GENERAL 
 

Confidentiality of 
records 

48.(1) The owner and staff of a medical laboratory shall 

maintain the confidentiality of all reports and records relating to 

any person and the results of any tests except for the purpose of 

disclosure to a medical practitioner or any other person lawfully 

entitled to the information. 

 
(2)  A person who contravenes subsection (1) commits 

an offence and shall be liable on summary conviction to a fine of [x 

dollars States will set penalties]. 
Regulations.  49. (1)   The Minister may make regulations to give effect to 

this Act. 

        (2)  Notwithstanding the generality of subsection (1), 

the Minister may make regulations prescribing- 

(a) the requirements for the issues of licences 
under this Act; 

(b) the minimum management standards of a 
medical laboratory; 

(c) minimum standards for equipment used in a 
medical laboratory; 

(d) the maintenance of the registers under this 
Act; 

(e) fees required to be prescribed under this Act; 
and 

(f) any other thing required to be prescribed 
under this Act. 

 
Standards and 
guidelines. 

 50. The Minister of Trade may by Order prescribe 
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standards and guidelines for the operations of medical 

laboratories. 
[Where the functionary that prescribes standards is the domestic Standards 

Bureau this clause may be amended to so reflect.] 

 

Offences and 
penalties. 

51.(1) A person who falsely represents himself to be a 

person to whom a licence under this Act has been issued commits 

an offence. 

 
      (2)  A person who forges or fraudulently alters or uses 

of permits to be fraudulently altered or used any licence issued 

under this Act commits an offence. 

 
      (3)  A person who falsely represents himself to be a 

person to whom a licence under this Act has been issued shall be 

liable to [States to set penalties]  

 
     (4)  A person who commits an offence under this Act for 

which no penalty is specifically provided shall be liable- 

(a)      on summary conviction to a fine of [x dollars   
     States will set penalties]; and 

(b) to a fine of (x dollars) for each day during  
           which  the offence continues. 
 

Transitional.   52. Medical laboratories which were in operation prior to 

the coming into force of this Act, may continue to operate for a 

period of [x months] from the coming into force of this Act and 

thereafter shall cease to so operate unless it holds a licence 

issued under this Act. 

  

 SCHEDULE 1 
(Section 1, 22) 

Categories of Laboratory Practitioners 
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Medical Laboratory Scientists 

Medical Laboratory Assistants 

Phlebotomists 

  
 SCHEDULE 2 

(Section 5(4)

LIST OF RECOGNISED ACCREDITATION AGENCIES 
  

SCHEDULE 3 
(Section 14) 

FORM OF LICENCE 

 

 
 

Passed in the House of Representative this   day of   ,2007 
 
 
 

Clerk of the House of Representatives 
 
 
 
 

Clerk of the Senate this  day of    , 2007 
 
 
 
 

Clerk of the Senate. 
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