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Dear Sirs

HEALTH OUTCOME MEASUREMENT AND REPORTING

1. The National Pathology Group (“NPG”) welcomes the opportunity to comment 
on the discussion document issued by the Health Market Inquiry entitled 
Health Outcome Measurement and Reporting.

2. The National Pathology Group (“NPG”) is the official subgroup for pathology 
of the South African Medical Association (“SAMA”) and is affiliated to SAMA. 
Membership is open to all pathologists who are registered with the Health 
Professions Council of South Africa (“HPCSA”) and who are members of 
SAMA. It has approximately 295 members of all disciplines in pathology and 
this membership is widely distributed in South Africa. Membership is from the 
majority of the large private pathology practices. The prime purpose of the 
NPG is to promote specific standards in pathology, with the objective of 
improving the quality and availability of diagnostic pathology services.

The NPG would like to submit its views with regards to coding, collection of 
data and a quality management system overseen by an OMRO to the HMI.

3 CODING

3.1 The NPG welcomes and supports the establishment of an independent body 
to collect data from all health care providers. The functions of the OMRO 
should also include the oversight and the roll out of a mandatory coding 
system. The current coding system is outdated and there is no central, 
agreed place where codes can be updated. Currently the acceptance of 
updated codes depends entirely on medical schemes and even the CMS and 
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the process of updating codes has become completely dysfunctional as 
parties are unable to agree as the discussion is inevitably linked to price or 
benefit design and stakeholders have competing interests. 

3.2 There is also huge frustration around the allocation of codes for new tests and 
procedures and an independent body is ideally placed to manage this 
process.

3.3 The NPG is currently in process of revising the full coding structure in respect 
of laboratory tests.  The code numbers will increase from approximately 700 
to a possible 99 million using an 8-digit code. 5000 of these will currently be 
used, allowing for a virtually limitless expansion. This will hugely improve 
specificity and remove concerns about duplication and/or exploitation of the
coding system.   This is a very extensive and complex exercise but we have 
advanced very far already.  

3.4 The new coding revision includes no RBRVU’s (reference based relative 
value units).  These will have to be appended by the individual practices, as 
is appropriate based on their cost structure. The NPG will gladly work with 
and share the work it has done with the OMRO should this body be tasked 
with oversight of the coding system.

4. QUALITY MANAGEMENT AND MEASUREMENT SYSTEM

4.1 NPG members have worked tirelessly to establish quality standards in 
laboratory medicine in South Africa in line with international best practice and 
admittedly it may not be yet be perfect in terms of providing information on 
quality outcomes to patients but it does create a measurable standard for 
services being rendered by medical laboratories to the public.

4.2 In this regard NPG members have followed the guidance from ILAC together 
with the International Standards Organisation (“ISO”) which developed ISO 
17025 and thereafter ISO 15189 which is a standard that specifies the 
requirements for quality and competence for medical laboratories. 

4.3 In particular it requires the laboratory to implement a quality management 
system aimed at improving its ability to consistently produce a valid result. 
Accreditation means that the laboratory can demonstrate its quality 
management system competence in its laboratory and produce valid results in 
line with an international standard.

4.4 Accreditation is awarded annually after thorough systematic assessment. The 
laboratory is expected to undertake regular internal audits to indicate 
conformance and must also keep abreast of international scientific and 
technological advances in relevant areas. 

4.5 To assess and award accreditation to laboratories national assessment 
bodies had to be created which ILAC in turn assesses for competence and 
establishes uniform methods globally for accrediting such bodies. In South 



Africa the South African National Accreditation System (“SANAS”) is the 
national body that is accredited by ILAC to assess medical laboratories 
according to the ISO 15189 standard.

4.6 In a comprehensive report by the World Health Organisation the following 
very important remarks have been made in respect of quality management 
systems for laboratories in Africa: (own emphasis)

“Over the past five years, a number of key resolutions, declarations and 
initiatives have brought laboratory systems strengthening to the forefront of 
health systems strengthening. The Resolution AFR/RC58/R2 (2008) called 
for strengthening of public health laboratories in the African Region. The 
Maputo Declaration focused on integrated laboratory support for major 
diseases and urged Member states to develop and implement national 
laboratory policies and strategic plans.

Laboratory services form an essential component of the health services, 
requiring constant update and strengthening for improved testing, 
epidemiological surveillance, research and other related activities. 
Laboratories within the African region need to expand in support of scaling-
up disease prevention and control services. However, most laboratories in 
the region are not only poorly resourced but also operate within a limited 
capacity. Cognizant of these weaknesses, the WHO/AFRO strategic direction 
priorities for 2010–2015 highlighted the importance of laboratory quality 
services through partnerships and harmonization of technical support to 
countries to accelerate actions on HIV/AIDS, malaria and tuberculosis.

Public health systems in Sub-Saharan Africa have long remained fragile due 
to fundamental limitations and lack of prioritisation of human, financial and 
training resources; laboratory infrastructure; and resource and 
management capacity. 

Of the 340 accredited laboratories in Africa, only 28 (8.2%) are in Sub-
Saharan Africa; the other 312 primarily private laboratories are located in 
South Africa. Sub-Saharan Africa has a population of more than 800 million, 
the majority of who rely on government services for health care. The 
increasing burden of priority diseases such as HIV, tuberculosis and malaria 
in the Region continues to challenge the weak existing systems. Public health 
programmes have encountered challenges linked to the lack of reliable 
laboratory support, disease diagnosis, and management of patient care.”1

4.7 This report by the WHO underscores the fundamental importance of a 
laboratory quality management system to the strengthening of a country’s 
health system. 

1 WHO Guide for the Stepwise Laboratory Improvement Process towards Accreditation in the African Region 
available at http://www.afro.who.int.
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4.8 Our member laboratories are very proud of their achievement in this arena. 
We are the only medical specialty in South Africa that has this standard of 
international accreditation. It is very costly, both in terms human resources 
and finances. Ultimately the patient benefits from this initiative, which 
has taken many years to achieve to this level.

4.9 It was quite disconcerting to the NPG that the Panel of Inquiry for the HMI was 
dismissive of its member’s achievements and efforts in this regard during the 
oral hearing held in Durban during May 2016.

4.10 The NPG would like to see the OMRO adopt the same international standards 
to measure quality in laboratory medicine as has been set by ISO 15189 and 
not create confusion or cost by adopting a different set of standards to 
measure quality in laboratory medicine. The NPG will work with the OMRO to 
improve, where necessary, the information that is supplied to the public in 
terms of the measurement of quality outcomes by laboratories to enable the 
public to make informed decisions. It is however the NPG’s opinion that ISO 
15189 already provides the OMRO with a quality measurement system in 
respect of medical laboratories that is world class, accurate and 
independently verified.

5. The NPG agrees that the funding for the OMRO should be made available in 
such a manner that the OMRO’s independence is guaranteed and in this 
regard a patient levy in both the public and private sectors is most 
appropriate.

6. The OMRO should furthermore be staffed by members from the profession 
and the colleges of medicine to ensure that the decisions made by the 
OMRO are always guided by best clinical practice in a particular discipline. 

7. Provision should also be made for an appeal procedure whereby clinicians 
negatively affected may file an appeal with the OMRO and such appeal 
should be adjudicated first and foremost by a panel of peers.

8. To conclude the NPG welcomes the proposed establishment of an 
independent OMRO and proposes that the OMRO be given final 
responsibility for updating and issuing new procedure codes. The NPG would 
also like to see the OMRO build on what its members have already 
established in terms of ISO 15189 standards which are internationally 
accepted in the field of laboratory medicine.

NATIONAL PATHOLOGY GROUP

_________________________________________________________________
P O Box 803, Florida Hills, 1716  :  Tel 082 603 2422   :  npg@mweb.co.za :  www.npg.co.za

mailto:npg@mweb.co.za
:  www.npg.co.za

