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South Africa

New levies have been imposed on medical schemes
The announcement was made after consultation with the Department of Health. The revised
levy of 33.99 ZAR per member per year will be effective from April 1, 2017 and will be paid in
two equal instalments:

The first instalment shall be paid no later than May 31 of the levy year, and
The second instalment shall be paid no later than July 31 of the levy year.

mailto:/O=KPMG/OU=ZA/CN=RECIPIENTS/CN=LLWOOD
mailto:lauren.wood@kpmg.co.za
mailto:fsregulation@kpmg.co.za?subject=General%20enquiry
mailto:fsregulation@kpmg.co.za?subject=Subscribe%20to%20Africa%20CoE%20regulatory%20updates%20newsletter
http://www.kpmg.com/ZA/en/IssuesAndInsights/ArticlesPublications/Africa-Regulatory-Center-of-Excellence/Pages/default.aspx








If a transfer of members is in process and not finalised by December 31, 2016, the transferor
must pay the levy in respect of the members to be transferred. The revised levies apply from
April 1, 2017 to March 31, 2018. CMS
 
Amendments to the regulations regarding the general control of human bodies, tissue,
blood products and gametes
The amendment was published for comment in March 2017.It focuses on the consent for the
removal of tissue, gametes and blood from living persons. An insertion is made to regulation 2
stipulating that a person may not remove blood from a living person for a purpose referred to in
section 54 and regulation 3, unless written approval has been granted by a person older than
16 years. Department of Health, SA
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The US
 
FDA takes action against 14 companies for selling illegal cancer treatments
The U.S. Food and Drug Administration today posted warning letters addressed to 14 U.S.-
based companies illegally selling more than 65 products that fraudulently claim to prevent,
diagnose, treat or cure cancer. The products are marketed and sold without FDA approval,
most commonly on websites and social media platforms. The illegally sold products cited in the
warning letters include a variety of product types, such as pills, topical creams, ointments, oils,
drops, syrups, teas and diagnostics (such as thermography devices). They include products
marketed for use by humans or pets that make illegal, unproven claims regarding preventing,
reversing or curing cancer; killing/inhibiting cancer cells or other similar anti-cancer claims. The
FDA has requested responses from the 14 companies stating how the violations will be
corrected. Failure to correct the violations promptly may result in legal action, including product
seizure, injunction and/or criminal prosecution. FDA

 
New draft guidance for naloxone hydrochloride
The Food and Drug Administration (FDA) draft guidance is on generic naloxone hydrochloride
nasal spray. The new draft guidance, when finalised, will provide product-specific
recommendations on the design of bioequivalence (BE) studies to support Abbreviated New
Drug Applications (ANDAs) for naloxone hydrochloride nasal spray. Comments on the guidance
is invited on or before June 23, 2017. Federal Register

 
$2.5 million settlement shows that not understanding HIPAA requirements creates risk
A wireless health services provider has agreed to settle with the US Department of Health and
Human Services (HHS) due to potential noncompliance with the Health Insurance Portability
and Accountability Act (HIPAA) Privacy and Security Rules by paying 2.5 million USD and
implementing a corrective action plan. In January 2012, the company reported to the HHS
Office for Civil Rights (OCR) that a workforce member’s laptop was stolen containing Electronic
Protected Health Information (ePHI) of 1,391 individuals. OCR’s investigation into the
impermissible disclosure revealed that the company had an insufficient risk analysis and risk
management processes in place at the time of the theft. Additionally, the company’s policies
and procedures implementing the standards of the HIPAA Security Rule were in draft form and
had not been implemented. HHS
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Canada
 
Statement from Health Canada on additional elements of Vanessa’s Law
Health Canada will propose new regulations that would help the agency to identify, access and
respond quickly to safety issues that emerge on a newly established market drug. Companies
would have to notify Health Canada of any action taken by a regulation in another jurisdiction, if
failed they would be fined or penalised under Vanessa’s laws which protect Canadians from
unsafe drugs. When the regulations will be finalised provisions of the Vanessa’s Act will come
into force effective immediately. Health Canada
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Australia
 
Responsible advertising of health services: Practitioners reminded about their legal
obligations on advertising

http://www.medicalschemes.com/files/Circulars/40800-21-4-Health-PublishedGazette-21-04-2017.pdf
http://www.gov.za/sites/www.gov.za/files/40816_gon392.pdf
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm554698.htm
https://www.federalregister.gov/documents/2017/04/24/2017-08199/product-specific-guidance-for-naloxone-hydrochloride-new-draft-guidance-for-industry-availability
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The National Boards and the Australian Health Practitioner Regulation Agency (AHPRA)
published a strategy for the National Scheme to secure health service consumers from
misleading advertising. The Advertising compliance and enforcement strategy for the National
Scheme explains how National Boards and AHPRA will manage advertising complaints and
compliance, including the regulatory powers available to deal with breaches of the National
Law.  The strategy builds on the previous education and enforcement work from National
Boards and AHPRA and will be supported by publishing new materials in the coming weeks to
help health practitioners understand their advertising obligations legally and professionally.
AHPRA
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Updates from other African countries
 
A new management information system for port health is launched (Kenya)
The Ministry of Health launched an automated platform to fast track the processing of Export
and Import Health certificates and international travel vaccination certificates at points of entry.
The Cabinet Secretary of Health noted that the system which is integrated with the Kenya
National Electronic Single Window System for integration with KenTrade will reduce the lead
time taken to approve exports and imports consignments in line with performance targets drawn
from the Mombasa Port Community Charter.  He added that the e-portal is part of the
Government’s policy of promoting automation of services for greater efficiency, transparency
and a platform for user friendly online service for faster electronic processing of applications for
Export and Import Health Certificates. Ministry of Health, Kenya
 
Building partnership for sustainable healthcare (Kenya)
The Governments of Kenya and the Netherlands in partnership with the Kenyan UN fraternity
and private sector moved forward with a Sustainable Development Goal Partnership Platform
for accelerating large scale primary health care transformation.  The platform will look into
opportunities for accelerating universal access to primary healthcare services, with special
focus on addressing the gaps in human resource, healthcare financing, essential medicines and
medical supplies, health information, and use of technology.  Royal Philips is the first private
sector partner, to start working on the public-private partnership program. Work will be
facilitated through in-depth analysis of existing evidence and global, regional and national best
practice, and extensive consultation with national and county level stakeholders. Philips also
committed support for two years to the establishment of the Platform Secretariat. Ministry of
Health, Kenya
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South Africa
 
Statement delivered on the occasion of the China-Africa Health Ministers Conference by
Minister Aaron Motsoaledi
In his speech the health minister talked about the partnership which focusses on self-propelled,
sustainable and irreversible progress. He urged the participants to move forward with some of
the flagship projects which includes:

    Production of generic drugs for HIV/AIDS, tuberculosis, and malaria;
    Strengthening of African Centres for Disease Control and Prevention (ACDC) and the 

five Regional Collaborating Centres;
    Strengthening of a dedicated China-Africa Human Resources for Health program to

address Africa’s human capital challenges. Ministry of Health, SA
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Australia
 
Further Strengthening No Jab, No Pay
From 1 July 2018, the fortnightly Family Tax Benefit Part A payment would be reduced by 28
AUD per fortnight for each child who does not meet the immunisation requirements. Reducing
fortnightly payments, will serve as a reminder for parents to ensure that their children’s
immunisation requirements are up to date. Under the No Jab, No Pay policy, children must be
fully immunised, have a valid exemption or be on a valid catch-up schedule if parents are to

http://www.ahpra.gov.au/News/2017-04-20-media-release-advertising.aspx
http://www.health.go.ke/2017/04/a-new-management-information-system-for-port-health-is-launched/
http://www.health.go.ke/2017/04/press-release/
http://www.health.go.ke/2017/04/press-release/
http://www.health.gov.za/index.php/2014-03-17-09-48-36/speeches


continue receiving child care payments, and with the new No Jab, No Pay measure, their full
Family Tax Benefit Part A fortnightly payment. Ministry of Health, Australia
 
National Health and Medical Research Council (NHMRC) report on “Evidence: promoting
social and emotional development and wellbeing of infants in pregnancy and the first
year of life”
The report summarises the findings of 51 systematic literature reviews and analyses the types
of interventions aimed at promoting infants’ and children’s social and emotional wellbeing.   
According to NHMRC CEO Professor Anne Kelso AO, the report will help service delivery areas
and policy developers to base their programs on evidence. It will also assist researchers to
design high quality research on this important topic, and help them to fill gaps that this report
identified. NHRMC
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WHO
 
Ghana, Kenya and Malawi to take part in WHO malaria vaccine pilot Programme
The WHO Malaria Pilot Programme would make the first vaccine for malaria available in
selected jurisdictions. Ghana, Kenya and Malawi would assist WHO in this programme. The
three countries were selected to participate in the pilot based on the following criteria: high
coverage of Long-Lasting Insecticidal-Treated Nets (LLINs), well-functioning malaria and
immunisation programmes, a high malaria burden even after scale-up of LLINs, and
participation in the Phase III RTS,S malaria vaccine trial. World Health Organization
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Kenya
 
Joining forces with Lions club to fight diabetes
The Lions Club has pledged to support the Ministry of Health in Kenya to fight non-
communicable diseases specifically diabetes and its complications. The Lions Club is planning
to launch a countrywide comprehensive program on diabetes management and its complication
using modern technology. The incoming president acknowledged the cordial working
relationship with the ministry and disclosed that the club will work with the ministry to promote
diabetes education and awareness, screening at community level and treatment in centers such
as Lions Pwani, MP Shah, Sabatia Eye Hospital and Lions Sight First Hospital. Ministry of
Health, Kenya

 
Ministry of Health rolls out the Pima Pressure Campaign as it steps up war against
cardiovascular diseases
The Ministry of Health in conjunction with the Kenya Cardiac Society and other stakeholders
launched a month long campaign that will screen Kenyans for increased blood pressure. The
campaign dubbed Pima Pressure is part of the May Measurement Month and will witness the
ministry set up free screening stations in the country’s referral hospitals, public universities and
various public pick up points. The ministry plans to screen at least 200,000 people across the
nation and will provide cardiovascular health education at the national and community level.
Ministry of Health, Kenya
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