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PRELUDE 
 
 

This Guideline complements, and should be read in 
conjunction with the Code of Professional Conduct of the 
Malaysian Medical Council (MMC). 

 
In this Guideline, the words “doctor”, “Physician”,“medical 

practitioner” and “practitioner” are used interchangeably, and 
refer to any person registered as a medical practitioner under the 
Medical Act 1971. The words 
“hospital” and “healthcare Facility and service” are used 
interchangeably and refer to any premises in which members of 
the public receive healthcare services. Words denoting one 
gender shall include the other gender. Words denoting a singular 
number shall include the plural and vice versa. 
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GUIDELINES ON COMPETENCY AND PRACTICE AND TO ESTABLISH     

MONITORING MECHANISM FOR HIGHLY SPECIALIZED PROCEDURES 

 

New clinical services, procedures or other interventions offer the promise of improved 

patient care. Registered medical practitioners may adopt new clinical services, procedures 

or other interventions, despite little evidence of either their efficacy or their superiority over 

existing clinical services, procedures or interventions. Some of these new clinical services, 

procedures or other interventions have been found to be ineffective, waste resources and 

endanger lives. As such, the Malaysian Medical Council issues these guidelines for the 

guidance of all registered medical practitioners on the usage of new clinical services, 

procedures or other interventions. 

 

New clinical services, procedures or other interventions are “clinical services, procedures or 

other interventions that are being introduced into a health care facility for the first time and 

that depend for some or all of their provision on the professional input of registered medical 

practitioners.  

 

They may, but will not necessarily, be innovative, complex or costly. They will, however, 

require more than incremental change in the way in which health care services are delivered 

within a health care facility. They may be clinical services, procedures or other interventions 

which: 

(i) have been established in other organisational settings and are deemed by a responsible 

body of professional opinion to be ones that will benefit patients; or 

(ii) are experimental, and therefore subject to review by a properly constituted Research 

Ethics Committee. They do not include new pharmacological products.” 

 

The safety of new clinical services, procedures or other interventions, and their potential to 

improve patient outcomes, are overriding considerations in determining whether to 

approve their introduction. In addition, cost, risks and cost-benefit have to be considered. 

 

Patients have a right to expect that their autonomy and safety will not be compromised 

when new clinical services, procedures or other interventions are introduced. For this 

reason, all registered practitioners involved in the usage of new clinical services, procedures 

or other interventions shall adhere to the following principles. 

 

1.  The usage of the new clinical services, procedures or other interventions shall                

  always be governed by respect for human rights i.e. dignity and freedom 

 

2.  The consequences of the usage of the new clinical services, procedures or other  

 interventions shall be understood and can be controlled. 

 

3.  There shall be a favourable balance between the potential benefits and the risk of   

 the new clinical services, procedures or other interventions. 

 

4.  There shall be an equitable distribution of the burdens and benefits of the use of 

 the new clinical services, procedures or other interventions. Researchers shall  

 ensure that the vulnerable are not exploited and that eligible patients who may 

 benefit from participation shall not be excluded without good cause. 

 

 



5.  Valid consent shall be obtained prior to the usage of the new clinical services, 

 procedures or other interventions. In particular, it should be informed to the 

 extent that is possible with the available current knowledge provided to the patient. 

 A realistic risk assessment in view of the many knowledge gaps and the 

 complexities involved shall be disclosed to the patient. 

 

6.  There shall not be disclosure of any personal information of patients without their 

 permission. 

 

7.  The registered medical practitioner shall always practise within the limits of his/her 

 competence. 

 

8.  The registered medical practitioner, who considers that he or she has the threshold 

 credentials required, shall obtain the approval of the health care facility’s governing 

 body, prior to including the new clinical service, procedure or other intervention 

 within his or her scope of clinical practice; 

 

9.  The registered medical practitioner in charge of the health care facility shall ensure 

 that there is a policy, endorsed by the Malaysian Medical Council and the relevant 

 medical specialty organization, that define: 

a.   new clinical services, procedures or other interventions; 

b.   who may request assessments of new clinical services, procedures or other  

        interventions, and the process by which they may submit requests for the   

        assessments; 

c.   the health care facility’s requirements for assessment of the cost, risks, efficacy  

        and cost-benefit of the proposed new clinical service, procedure or other    

        intervention, including whether external benchmarking data should be     

        considered; 

d.  the health care facility’s requirements for consideration of the broader health 

        care context within which the new clinical service, procedure or other      

        intervention is proposed to be introduced; 

e.   the individuals and/or committees to whom authority is delegated by the health 

        care facility’s governing body to make decisions regarding the introduction of  

        new clinical services, procedures or other interventions. 

 

10. The registered medical practitioner in charge of the health care facility shall establish 

 a committee that is responsible for advising the health care facility’s governing body 

 on the safety, efficacy and role of new clinical services, procedures or other 

 interventions. The committee so established shall: 

• be comprised of a majority of registered medical practitioners with expertise 

  in the relevant specialty; 

•  be responsible for overseeing the assessment of a proposed new clinical  

  service, procedure or other intervention; 

• determine whether the relevant medical specialty organization   

  hasestablished any guidelines or criteria relevant to the safety, efficacy or 

  role of any proposed new clinical service, procedure or other intervention, 

  and comply with these if available; 

• determine the threshold credentials required of registered medical  

  practitioners to include the new clinical service, procedure or other  

  intervention within their scope of clinical practice; 

 



• consider the efficacy of any proposed new clinical service, procedure or other 

  intervention from various sources including the Health Technology  

  Assessment Unit of the Ministry of Health, peer-reviewed medical literature, 

  evidence-based assessments e.g. the Cochrane Collaboration, compared with 

  the efficacy of currently available clinical services, procedures or other  

  interventions; 

• consider the clinical risks associated with any proposed new clinical service, 

  procedure or other intervention, compared with the clinical risks of currently 

  available clinical services, procedures or other interventions; 

• for any proposed new clinical service, procedure or other intervention which 

  it believes is experimental, consider the recommendations of the facility’s or 

  other Research Ethics Committee, or if there are none, to seek advice from 

  the relevant medical specialty organization or the Malaysian Medical Council; 

• consider whether any proposed new clinical service, procedure or other  

  intervention would replace existing clinical services, procedures or other  

  interventions; 

• advise the health care facility’s management on the facilities as well as  

  clinical and non-clinical support services that are necessary to ensure that 

  any proposed new clinical service, procedure or other intervention can be 

  provided safely and at high quality; 

• formulate advice on whether a proposed new clinical service, procedure or 

  other intervention is suitable for introduction in the health care facility based 

  on its safety, efficacy and role, and if so, under what circumstances and with 

  what facilities and clinical and non-clinical support services; and 

• communicate its advice and decisions, regarding the introduction of new  

  clinical services, procedures or other interventions, to the governing body, 

  registered medical practitioner in charge and all registered medical  

  practitioners of the health care facility. 
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