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South Africa 
CMS issues a circular on SAICA Medical Schemes Accounting Guide 
The Council for Medical Schemes (CMS) has published a circular, informing the stakeholders that 
the Medical Schemes Accounting Guide for 2016 has been revised by the Medical Schemes 
Project Group of the South African Institute of Chartered Accountants (SAICA), in consultation 
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with the CMS. The Guide assumes compliance with International Financial Reporting Standards 
(IFRS) and any additional financial reporting requirement of the CMS, and addresses the 
accounting and reporting issues that are specific to entities that carry on the business of a medical 
scheme. CMS Press Release, Accounting Guide 
 
Minister of Health publishes updates on the healthcare regulations 
The Minister of Health published the following updates on the healthcare regulations: 

 The Minister of Health intended, under the National Health Act, 2003, to make the 
Regulations in the Schedule. These Regulations are called the Norms and Standards 
Regulations Applicable to Different Categories of Health Establishments, which came 
into operation on 04 January 2017. The purpose of these Regulations is to promote and 
protect the health and safety of users and health care personnel. Interested persons are 
invited to submit any substantiated comments on the proposed amendments within three 
months from date of publication of the notice. South African Government 
— The Minister of Health, in terms of the Health Professions Act, 1974, and on the 

recommendation of the Health Professions Council of South Africa, made the 
regulations in the Schedule. These Regulations are called the Regulations Relating 
to the Qualifications for Registration of Basic Ambulance Assistants, Ambulance 
Emergency Assistants, Operational Emergency Care Orderlies and Paramedics, 
2016. South African Government 

— The Minister of Health intended, in terms of the Medicines and Related Substances 
Act, 1965, to make the Regulations in the Schedule. The proposed draft Regulations 
are intended to give effect to the Medicines and Related Substances Amendment 
Act, 2008, and the Medicines and Related Substances Amendment Act, 2015, once 
the said Acts are brought into operation. The comments on the draft regulations are 
invited within three months from the date of publication. South African Government 

To Top 
 

The US 
FDA Commissioner announces new draft guidances on medical product communications 
FDA Commissioner announces new draft guidances on medical product communications: The 
Food and Drug Administration (FDA) released the following draft guidances in order to help 
provide clarity for medical product companies, as well as other interested parties, on FDA’s 
current thinking and recommendations for a few different types of communications about medical 
products: 

 The first draft guidance, ‘Drug and Device Manufacturer Communications with Payors, 
Formulary Committees, and Similar Entities,’ explains the FDA’s current thinking and 
recommendations on firms’ communication of health care economic information (HCEI) about 
approved drugs under the Federal Food, Drug, and Cosmetic Act, which was recently 
amended by the 21st Century Cures Act. 

 The second draft guidance, ‘Medical Product Communications That Are Consistent With the 
FDA-Required Labeling,’ explains the FDA’s current thinking about firms’ medical product 
communications that include data and information that are not contained in their products’ 
FDA-required labeling, but that concern the approved or cleared uses of their products. FDA  

To Top 

The UK 
UK Government publishes the consultation outcome of the proposal on amending fees for 
the regulation of medical devices 
The UK Government has published the outcome of the consultation on amending fees for the 
regulation of medical devices. The consultation was issued by the Medicines and Healthcare 
products Regulatory Agency (MHRA), and took place from 24 November 2016 to 13 January 
2017. As per the outcome, majority of the respondents were content with the fee changes 
proposed. To minimize the burden on businesses, the MHRA is expected to review its fees 
regularly to ensure they are set as low as possible, while also covering the cost to MHRA of 
regulation. This approach is intended to make sure that the government neither profits at the 
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expense of consumers or industry, nor makes a loss for taxpayers to subsidize. UK Government 
Press Release, Consultation Document 
 
New regulations recovering the cost of NHS treatments given to overseas visitors 
From April 2017, some new regulations will come into force that would require all the hospitals to 
check whether patients are eligible for free National Health Service (NHS) treatment. The purpose 
is to recover the cost of health treatments provided to the non-resident patients in the UK. These 
legal changes will require all hospitals to establish whether patients are eligible for free treatment, 
and to charge upfront those who are not eligible, for any non-urgent, planned care. This change is 
expected to play a key role in meeting the government’s aim to recover up to £500 million a year 
from overseas visitors who are not eligible for free care. The new measures will also require 
hospitals and NHS bodies to identify and flag a patient’s chargeable status so that other parts of 
the NHS can more easily recoup costs from overseas visitors wherever charges apply. The UK 
Government 
 
Plans for fixed cap on legal costs for medical negligence cases 
The government intends to impose a new, fixed cap on all clinical negligence cases up to £25,000 
to prevent rising litigation costs within the NHS. There are some examples of lawyers who profit 
from the NHS by charging more than 80 times the amount awarded to the victims in minor claims. 
In one case, lawyers claimed £83,000 in legal costs for a case in which the patient was awarded 
£1,000. These costs contributed to a total bill for the NHS of £1.5 billion in financial year 2015 to 
2016. Currently, there is no limit on legal costs that can be recouped and the money claimed by 
lawyers takes vital funds away from NHS trusts. The new cap is expected to help the NHS in 
saving up to £45 million a year. UK Government 
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The US 
FDA to introduce a public-private resource for evidence generation 
FDA has been working to establish a national resource for FDA-approved medical products that 
can be used by public and private-sector entities, including regulated industry, to conduct large 
scale evaluations of safety issues in an environment that is secure and protects patient privacy. 
These evaluations include epidemiologic studies of medical products in collaboration with multiple 
healthcare data partners and the analytic center utilized by FDA through the agency’s Sentinel 
System. This new resource is called the Innovation in Medical Evidence Development and 
Surveillance System, or IMEDS. Using modular programs, IMEDS will help in evaluating important 
safety issues that are of concern to patients, healthcare providers, industry, and regulators. FDA 
 
FDA’s science-based approach to genome edited products 
FDA shared its views on the genome edited products, as well as its approach to ensure the safety 
of such products. The genome editing technologies can be applied broadly across the medical, 
food and environmental sectors, with beneficial effects on human and animal health. However, 
there are also potential risks ranging from how the technology affects individual genomes to its 
potential environmental and ecosystem impacts. FDA has a set of approaches in place to ensure 
the safety of regulated products that use this technology. FDA is maintaining a product-focused, 
science-based regulatory policy, in accordance with specific legal standards applicable to the 
products. The efforts include collaboration with federal agencies, scientific engagement and 
horizon-scanning, as well as working with international partners. FDA 
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TGA to publish its laboratory testing outcomes on its website 
From mid-2017, the Therapeutic Goods Administration (TGA) will begin publishing additional 
information about its laboratory activities, including outcomes of laboratory testing, on its website. 
The TGA tests approximately 2000 samples of therapeutic goods annually. While many products 
tested by the TGA meet required quality standards, it does not provide much information to the 
Australian public about the undertaken testing activities. The plan to publish additional information 
has followed the Expert Review of Medicines and Medical Devices Regulation reports, released in 
2015, which recommended the Government to develop a more comprehensive post-market 
monitoring scheme for medicines, medical devices, and listed medicinal products. Part of the 
TGA’s response to this report was to publish more information about laboratory activities on its 
website. The publication of testing outcomes will include basic information such as product name, 
sponsor, reason for testing, and overall testing result. Australian Government 
 
To Top 
 
Uganda 
Ministry of Health dispatches regulatory team for LLIN campaign 
The Ministry of Health dispatched 243 sub-county supervisors, 22 district supervisors and 22 
district coordinators for the 1st wave of the Long Lasting Insecticide Nets (LLIN) campaign. The 
1st wave will take place in 22 districts and will last for five weeks. In a bid to continuously bring 
down the burden of Malaria, the Government of Uganda in partnership with many other 
stakeholders in the fight against Malaria have intensified efforts to increase access to and use of 
LLIN, which are durable and cost effective. The nets are provided through routine in health 
facilities and through mass distribution campaign. Minister of Health advised the supervisors to 
adhere to their role of sensitizing the public on the importance of net use, monitor and register 
households and also prepare stores. Ministry of Health; Press Statement 
 
Press Statement on Uganda’s achievements in Laboratory and Diagnostics services 
Uganda’s Ministry of Health organized a press conference to highlight Uganda’s recent 
achievements in the National Laboratory Diagnostics and Surveillance services. The press 
briefing recognized and awarded the Makerere University – Johns Hopkins University Core 
Laboratory (MU-JHU) as the winner of the best practice in laboratory medicines. Ministry of Health
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OECD 
OECD Health Ministerial Statement 
The recent Organization for Economic Co-operation and Development (OECD) Health Ministers 
meeting underlined their efforts in tackling the challenges facing health systems around the world. 
These include: improving the delivery of high-quality care for all, while eliminating ineffective care; 
addressing how to pay for effective health technologies; measuring health system performance on 
the basis of what it delivers to people, as well as making better use of health data; and making 
health systems more people-centered. Ministers from the 35 OECD countries and counterparts 
from Colombia, Costa Rica, India, Indonesia, Kazakhstan, Lithuania, Peru, Saudi Arabia and 
South Africa participated in the meeting. During the meeting, the Ministers endorsed a new OECD 
Recommendation that governments establish and implement a national health data governance 
framework to encourage the availability and use of personal health data while promoting the 
protection of privacy, personal health data and data security. OECD 
 
New approach needed to tackle rising drug prices 
The OECD shared its views on the rising drug prices. It believes that the proliferation of high-cost 
medicines and rising drug prices are increasing pressures on public health spending and may 
need a review of pharmaceutical industry’s pricing strategies. According to a new OECD report, 
the Governments need to work with the industry and regulators to define a new approach to the 
development and use of new health technologies that encourages innovation while also delivering 
more affordable and value for money treatments. The report also recommends the payers to be 
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equipped with the necessary powers to adjust prices and withdraw payment for ineffective 
technologies. Also, the prices paid for technologies must reflect their real-world health benefits 
compared to alternatives, and be adjusted based on evidence about their actual impact. OECD 
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WHO 
WHO announces the upcoming event ‘World Immunization Week 2017’ 
The World Health Organization (WHO) announced the upcoming event ‘World Immunization Week’,
which will take place in the last week of April 2017. This year, the theme of the event is
‘VaccinesWork’, with an aim to promote the use of vaccines to protect people of all ages against 
disease. The key goal of the campaign is to raise awareness about the importance of full
immunization throughout life, and its role in achieving the 2030 Sustainable Development Goals.
WHO 

Millions of children to receive measles vaccine in north-eastern Nigeria 
The World Health Organization (WHO) reported a two-week campaign to receive vaccination 
against measles for children aged between 6 months to 10 years. This was particularly applicable
to the north-eastern parts of Nigeria. This signifies a health priority to eradicate measles from the
country. WHO 
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Follow our South Africa Blog 
Follow us on Twitter 
Join us on LinkedIn 
Add us to your circles on Google +
Subscribe to our channel on YouTube
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