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COMMENTS IN RESPONSE TO THE DRAFT REGULATIONS RELATING TO CANCER REGISTRATION 
(GAZETTE 32838 OF 31 DECEMBER 2009)


INTRODUCTION
Campaigning for Cancer (herein referred to as C4C), a Cancer Advocacy NGO, applauds the Minister for the release of the draft Regulations Relating to Cancer Registration in terms of section 90(1)(q) of the National Health Act, 2003 (Act No.61 of 2003).

C4C welcomes the opportunity to submit comments relating to the draft regulations.  It is however noted that the draft regulations are silent in as far as it pertains to the process to be followed after the Department’s receipt of comments from stakeholders, interested parties and general public.  C4C wish to submit that should the Department elect to hold Public Hearings on the said draft regulations, C4C would welcome the opportunity to participate.
Our comments are structured in the following manner:

a. Points of Departure – the role of cancer registrations

b. Specific comments to the draft regulations together with suggestions or recommended wording

A. POINTS OF DEPARTURE - Why the need for a Cancer Registry
C4C is an NGO specifically focussing on patients’ rights and policy developments and ensuring effective awareness for patients and those affected by cancer
.  Unlike many other nations, South Africa seems to be lacking in the simplest form of cancer data collection, namely at diagnosis (incidence of cancer) and at death (mortality).  Specific to mortality, many cancer patients’ deaths are not recorded as cancer having been the primary disease, but instead death certificates in most instances record the secondary cause of death.  An example of this is in the instance of Liver Cancer where cause of death is noted as “Liver Cirrhosis” and not “Liver Cancer” (Hepatocellular Carcinoma).

With advances in prevention, screening and treatment, many people affected by cancer are now living longer, either free of disease or with recurrent disease, yet little to no data exist to monitor quality of life after treatment, intermediate and long-term toxicities, effects of new treatments and technologies, and the impact of cancer in the workplace.  However, whilst this problem is not isolated to South Africa, C4C submits that the need for accurate data should be considered a national priority, especially in light of the high incidences of AIDS which in many instances could bring about “secondary” 
cancers whether related to AIDS or not.
C4C submits further that health administrators, service providers, and community members require consolidated information on the burden of cancer on the community. Previously in South Africa, cancer was viewed by many as a “white-man’s” disease, even though this view is very far from the reality today.  There is a need to know and understand how cancer and its risk factors affect different population sectors, how it is being managed, how it should be managed, the gaps that exist in service availability (particularly in rural areas), and the impacts of policy initiatives on outcomes. Data on these characteristics are fundamental for effective planning and efficient use of resources for service delivery and enhancements of research.
Based on a desk review conducted by C4C, the following insert extrapolated from “The Role of Cancer Registration in National Cancer Control Pakistan” poignantly summarises the above.

“Cancer registration is a public health profession and requires professionalism for success. It is not a hobby for the selected few, dependent on the availability of funds in particular time periods. Cancer registries are parameters of dignity for a country and play a major role in providing the data to justify the establishment, implementation and monitoring of a national cancer control programme, therefore stability in cancer registration is of pivotal importance. An erroneous assessment of the cancer burden can have long-term negative implications on the health resources of a country, especially a limited resource country like Pakistan. Cancer registries require at least a decade of persistence and continuity for stabilization. Registries starting simultaneously with the national cancer control programme cannot adequately be used for the planning, establishment and monitoring of the programme.” 
 

In addition, the following extracted from the National Cancer Strategy in Australia provides clear insight as to why cancer registries are important and the stakeholders that gain benefit from such registries:-

For the Policy Makers, Planners and Administrators
While priorities vary with local circumstances, it is normal for data to be required on:

· The prevalence of social determinants of cancer (e.g., socio-economic, ethnic and geographic) and person-centred risk factors (e.g., tobacco smoking, high alcohol intake, poor diet, lack of exercise, excess body weight, excess sun exposure, non-participation in screening, and exposure to environmental carcinogens in occupational and other settings)

· Cancer incidence, mortality, stage at diagnosis, treatment, survival, prevalence, and survivorship

· Population service requirements for prevention, screening, treatment and support

· Projected service requirements

· Service availability and access

· Service participation and disparities in participation across the population

· Service activity and cost

· Service quality, as reflected in service structures, processes (including transition times from presentation with cancer to referral to a specialist and transition times along the treatment pathway, extent of participation in clinical trials, patterns of care, use of multidisciplinary care, provision of palliative care, referral for psychosocial and other support services, extent of care coordination and integration, and survivals and other outcomes)

· Service outcomes

· Resource availability and projected availability in relation to workforce, facilities, equipment and funding

· Consumer views on service needs, satisfaction and experience with services.
For Researchers
· Data on social determinants of cancer and person-centred cancer risk factors, cancer trends, cancer-related policies, and service delivery and outcomes, in order to support effective population health, social, health system and health services research

· Data on clinical care and care outcomes for clinical research, plus bio-specimen data to investigate molecular determinants of cancer risk and effects on treatment outcomes

· Genetic data also are required to investigate genetic determinants of cancer risk and effects of therapies.

For the community and their elected officials

· General information on cancer risk, trends in disease, and service availability and access, both overall and for special populations groups such as the aged, Aboriginal and Torres Strait Islander peoples, ethnically diverse, geographically remote and socio-economically disadvantaged

· Data on service quality and service outcomes

· Information on service availability and access.

For consumer of cancer services

· Data on consumer views on service availability, access, and quality, and their satisfaction with services received

· Data on comparative service outcomes by type of health service, type of provider, and degree of specialisation

· Information on outcomes of services in addition to survival, including quality of life, psychosocial outcomes, and other aspects of survivorship

· Estimates of financial and non-financial costs to consumers of treatment.

B. SPECIFIC COMMENTS TO DRAFT REGULATION
SCHEDULE:

Ad Paragraph 1 : Definitions

Ad “cancer”

C4C submits that the definition of “cancer” should be defined more specifically in order to ensure that it encapsulates primary and secondary cancers, whether invasive or not.  It must be noted that not all neoplasms are cancerous.  This is supported by the following Wikipedia definition of neoplasm, a definition widely cited from the British oncologist R.A. Willis.

Neoplasm is an abnormal mass of tissue as a result of neoplasia. Neoplasia (new growth in Greek) is the abnormal proliferation of cells. The growth of this clone of cells exceeds, and is uncoordinated with, that of the normal tissues around it. The growth persists in the same excessive manner even after cessation of the stimuli. It usually causes a lump or tumor. Neoplasms may be benign, pre-malignant or malignant.

C4C submits that the term “malignant” is what is medically and pathologically used to confirm cancerous formations.  

As a means of substantiation, and after consultation with various oncologists, the following definition is offered for your favourable consideration.
Suggested re-wording:
 “cancer” means all malignant and non-invasive/invasive neoplasms and any disease/s characterized by such growths and as contained in the international classification of diseases for oncology, latest edition
Ad Cancer Registration
C4C is of the opinion that whilst the definition provided for defining what “cancer registration” is, such definition is necessary for further enhancement in order to provide clarity and certainty to all relevant stakeholders.  Based on this, C4C proposes the following amendments (underscored) to the definition:-

Suggested re-wording
“Cancer Registration” means the process of the continuous, systematic collection, storage, analysis and interpretation of a defined data set on the biographical information regarding occurrence and characteristics of reportable malignant neoplasms on persons with cancers, including its treatment and outcome.

Ad National Cancer Registry
A national cancer registry serves as an over-arching registry encapsulating the accumulation of all data obtained from the population registries.  In this instance, C4C views a Population Registry in the manner as if it is a Provincial registry which is inclusive of facility-based and pathology-based registries (pathology based information merely updates an existing entry to the database regarding the histology component of the specific cancer) e.g. information on a patient diagnosed by a surgeon in Morningside Clinic will form part of the facility-based information which will then be supported by the pathology-based and treatment-based updates to that registry entry.  This is done in order to obviate duplication which would severely impact our understanding of the situation of cancer in South Africa.   This information should form part of the all other Gauteng regional registry information.  The collective Gauteng information is then fed into the National Cancer Registry which comprises of all 9 provinces in South Africa.  This practice is evident in India, albeit that the terminology used is that of Population-based registry and not National.

C4C therefore submits that in order to ensure certainty, the definition should be amended as follows”

Suggested Re-wording:
“National Cancer Registry” means a national system for the collection, storage, analysis and interpretation of the data on persons with cancer accumulated from all nine provinces in the Republic of South Africa.

CHAPTER 2
AD Paragraph 16

C4C submits that paragraph 16 (b) require more concise detail in order to ensure that the process for the development of the registry is not viewed as being merely compliance to the requirements of the World Health Organisation agreements.  To this end, C4C is of the opinion that the meaningful objective of the development of the registry should be to provide government and in particularly the Ministry of Health with the following information:_
· The prevalence of social determinants of cancer (e.g., socio-economic, ethnic and geographic) and person-centred risk factors (e.g., tobacco smoking, high alcohol intake, poor diet, lack of exercise, excess body weight, excess sun exposure, non-participation in screening, and exposure to environmental carcinogens in occupational and other settings)

· Cancer incidence, mortality, stage at diagnosis, treatment, survival, prevalence, and survivorship

· Population service requirements for prevention, screening, treatment and support

· Projected service requirements

· Service availability and access

· Service participation and disparities in participation across the population and more importantly the rural areas
· Service activity and cost

· Service quality, Service outcomes

· Resource availability and projected availability in relation to workforce, facilities, equipment and funding
Having said this, C4C proposes the following amendments to paragraph 16(b):-
Suggested re-wording
Ad Objectives of the National Cancer Registry

…….
(b)
provide the following information to organs of state and the public

· The prevalence of social determinants of cancer and person-centred risk factors, including Cancer incidence, mortality, stage at diagnosis, treatment, survival, prevalence, and survivorship

· Service activity and cost, Service quality, Service outcomes

· Resource availability and projected availability in relation to workforce, facilities, equipment and funding; -

(c)

for the education, awareness raising, research and development purposes;

(d)

for the prioritisation of regulatory and other policy initiatives, which include but are not limited to 

· Population service requirements for prevention, screening, treatment and support

· Projected service requirements

· Service availability and access

· Service participation and disparities in participation across the population and more importantly the rural areas

Ad paragraph 18.3
C4C is highly concerned that paragraph 18.3 does not place an obligatory time period for submission of required data.  It is imperative that the regulation prescribes exact time periods in order that compliance to this is assured and that the process is regarded as a national priority by all stakeholders.  C4C would recommend that the Department considers deliberating this further with all interested and relevant stakeholders before finalisation of the regulations.

Ad paragraph 24

C4C welcomes the scope of what the draft regulations constitute as offences and penalties.  However, C4C is concerned that the last line entry “commits an offence and if found guilty, may be liable to a fine”, does not support the serious nature of any offence being committed.  C4C is therefore of the opinion that the word “may”, must be replaced by the word “shall” and that the minimum penalty threshold must be prescribed in the regulations.

Suggested re-wording

“commits an offence and if found guilty, shall be liable to a minimum fine of R15 000 per offence, or any higher amount as may be prescribed by the Department of Health.
� See Appendix “A” attached hereto


� The term “secondary” is used in the context of where an AIDS patient is affected by cancer, where the cancer is not as a result of the patient having AIDS.  In this instance, the cancer is Primary.


� The role of Cancer Registration in National Cancer Control Pakistan – Y Bhurgri – Department of Pathology, Singh Medical College, Karachi


� Source: A National Cancer Data Strategy for Australia
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