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South Africa 

Dagga for medical uses gets green light  
The government has given the green light for the manufacture of cannabis for medicinal use – with 
the IFP hailing it a ‘major victory’ and tribute to its late MP, Mario Oriani-Ambrosini, who fought for 
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the legalization of the drug, says a Cape Times report. According to the regulator, Medical Control 
Council’s working group on cannabis indicated it would publish its proposed guidelines on cannabis 
production for medicinal use. Cape Times Report 
 
Council asked to get tough on fraud doctors 
Medical aid schemes have criticized the Health Professions Council of SA for handing down fines 
of R20 000 and less to doctors found guilty of multiple counts of fraud. A Cape Argus report says 
a number of doctors are among the healthcare professionals sanctioned by the council, none of 
whom were suspended from practicing. The Board of Healthcare Funders also felt the council was 
‘losing the war’ on medical aid fraud. Full Cape Argus Report 

 
To Top 
 

The US 
 
CMS issues a circular on the submission of ICD-10 compliance data 
The Council for Medical Schemes (CMS) issued a circular on the submission of ‘International
Classification of Diseases, Tenth Edition’ (ICD-10) compliance data. The CMS has been monitoring 
the ICD-10 implementation process across all the healthcare stakeholder groups in the health
information value chain. This is intended to ensure that the implementation process is in line with the
legislation and the recommendations of the Ministerial ICD-10 Task Team. The end purpose is to 
ensure that all the schemes comply at least with the minimum ICD-10 rejection requirements. The 
submission of compliance data for the period of January to December 2016 is requested by 15
February 2017. CMS 
 
FDA approves new psoriasis drug 
The U.S. Food and Drug Administration approved Siliq (Brodalumab) administered as an injection
to treat adults with moderate-to-severe plaque psoriasis. Siliq’s active ingredient (Brodalumab) binds 
to a protein that causes inflammation, inhibiting the inflammatory response that plays a role in the
development of plaque psoriasis. Siliq is marketed by Bridgewater, New Jersey-based Valeant 
Pharmaceuticals. The drug is only available through a restricted program under a Risk Evaluation
and Mitigation Strategy (REMS) called the Siliq REMS Program. FDA 
 
$5.5 million HIPAA settlement shines light on the importance of audit controls 
Memorial Healthcare Systems (MHS) has paid the US Department of Health and Human Services
(HHS) $5.5 million to settle potential violations of the Health Insurance Portability and Accountability
Act of 1996 (HIPAA) Privacy and Security Rules and agreed to implement a robust corrective action
plan. MHS is a nonprofit corporation which operates six hospitals, an urgent care center, a nursing
home, and a variety of ancillary health care facilities throughout the South Florida area. MHS 
reported to the HHS Office for Civil Rights (OCR) that the protected health information (PHI) of
115,143 individuals had been impermissibly accessed by its employees and impermissibly disclosed
to affiliated physician office staff. This information consisted of the affected individuals’ names, dates
of birth, and social security numbers. The login credentials of a former employee of an affiliated
physician’s office had been used to access the ePHI maintained by MHS on a daily basis without 
detection from April 2011 to April 2012, affecting 80,000 individuals. Although it had workforce
access policies and procedures in place, MHS failed to implement procedures with respect to
reviewing, modifying and terminating users’ right of access, as required by the HIPAA Rules. HHS 
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The UK 
 
European food microbiology legislation scheme 
The European food microbiology legislation scheme assesses the participants’ ability to: 
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— Test and interpret laboratory results in accordance with EU food safety 
— Process hygiene criteria 
— The samples are simulated foods to be tested for compliance with either the food safety or 

the process hygiene criteria. Ministry of Health 
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Canada 
 
Health Canada proposes stronger rules regarding the importation of pesticides for personal
use 
The Health Canada is concerned about the dangers of unregistered pesticides being brought into
Canada, as these have not been assessed for safety by the Department, and may not be labelled or 
packaged properly for safe use in Canada. The current Pest Control Products Regulations allow
pesticides to be imported into the country for personal use in or around the home when the pesticide
is 500 g or 500 mL or less, and when the value is $100 or less. This means that small quantities of
potentially highly toxic pesticides can be brought into and used in Canada. Such products can be
dangerous and cause harm, especially if used inappropriately. Hence, the Health Canada has 
proposed to revise the current personal use import exemption to prohibit certain unregistered
pesticides from entering the country, in order to better protect the health, safety and environment of
Canadians. Some of the proposed changes include only allowing imports of pesticides that are 
equivalent to a Canadian registered domestic product, with packaging and labelling in either English
or French, and that are already authorized for use in another country. In addition, the proposed
changes would mean that unregistered pesticides can no longer be imported through online
purchases that are shipped to Canada. Government of Canada 
 
Canada Reaches Health Funding Agreement with British Columbia 
On February 17, 2017 the federal government and the Government of British Columbia agreed to
new target federal funding over 10 years for investments in home care and mental health care.   Over 
the next 10 years, the federal government will provide British Columbia with an additional $1.4 billion: 

— $785.7 million for better home care including addressing critical home care infrastructure
requirements; and 

— $654.7 million in support of mental health initiatives 
Health Canada 
 
Government of Canada announces new funding to combat opioid crisis 
The Government of Canada announced an additional $65 million over five years for national 
measures to respond to the opioid crisis and implement the government’s Opioid Action Plan. In
addition, the federal government will provide $10 million in urgent support to the Province of British
Columbia to assist with its response to the overwhelming effects of the emergency in that 
province.  This funding could be used towards: increasing national lab testing capacity; developing
and implementing a national public awareness campaign; increasing research on problematic
substance use; expanding supports for First Nations and Inuit communities, such as access to
naloxone kits; strengthening national data surveillance and monitoring; and, funding grants and
contributions to address various issues that are unique to the opioid crisis.  Health Canada 
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Australia  
 
TGA consults on the changes to accessing unapproved therapeutic goods through SAS and 
APS 
The Therapeutic Goods Administration (TGA) proposed to implement changes that will improve
access to unapproved therapeutic goods. The changes will apply to the Special Access Scheme
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(SAS) and the Authorized Prescriber Scheme (APS). These changes were recommended following 
an independent review of medicines and medical devices regulation. The recommendations had
aimed to decrease duplication of work undertaken and to streamline access to unapproved
therapeutic goods which are considered to have an established history of use. This consultation
document describes the changes proposed and poses questions where feedback is being sought.
TGA 
 
TGA seeks comments on a set of reforms pertaining to the ‘Review of Medicines and Medical 
Devices Regulation’ 
The Therapeutic Goods Administration (TGA) is seeking comments from interested parties on a
range of reforms to the regulatory framework for complementary medicines to address Government-
agreed recommendations from the Review of Medicines and Medical Devices Regulation. The
purpose of this consultation is to provide an opportunity for consumers, health professionals and
sponsors to contribute to the development and implementation of these reforms aimed to improve
the regulation of complementary medicines in Australia. These reforms aim to increase transparency
for consumers, provide additional flexibility for industry and support innovation, while maintaining the
safety and quality of therapeutic goods available in Australia. Response on the consultation is invited 
by 28 March 2017. TGA Press Release, Consultation Paper 
 
TGA issues two submissions and its responses on a set of medicines 
The Therapeutic Goods Administration (TGA) published the following submissions and responses
on a set of medicines: 

— Submission and response on paracetamol and ibuprofen: The TGA had issued a 
consultation on paracetamol and ibuprofen. With this consultation, the TGA sought 
comments on the wording of proposed advisory statements for non-prescription medicines 
containing a combination of paracetamol and ibuprofen, for inclusion in the next update to
the Required Advisory Statements for Medicine Labels (RASML) document. The respondent 
have supported the proposed statements, and have recommended some amendments that
are considered by the TGA. TGA 

— Submission and response on non-steroidal anti-inflammatory drugs: The TGA had 
issued a consultation on non-steroidal anti-inflammatory drugs. With this consultation, the 
TGA sought comments on the wording of a proposed additional advisory statement for the 
non-steroidal anti-inflammatory drugs (NSAIDs) diclofenac, flurbiprofen, ibuprofen,
ketoprofen, mefenamic acid and naproxen, for inclusion in the next update to the RASML
document. The RASML currently requires the following advisory statement for NSAIDs in 
regards to use in pregnancy ‘Do not use during the first 6 months of pregnancy except on
doctor's advice. Do not use at all during the last 3 months of pregnancy’. TGA 

 
TGA to release a set of public consultation papers pertaining to the Medicines and Medical
Devices regulation 
Therapeutic Goods Administration (TGA) is expected to release a set of public consultation papers
to enable stakeholder feedback on the implementation of the recommendations from the Expert
Panel Review of Medicines and Medical Devices Regulation. Targeted consultations will also be 
held with stakeholders to identify areas of regulatory burden that could be removed or business
processes that could be streamlined to encourage innovation and improved patient access to
products in the medicines and medical devices sector. The forecast covers the anticipated 
consultations commencing in the October 2016 - April 2017 period. TGA 

Updates from other African countries 
 
Government to Support production of anti-retroviral drugs (Ghana) 
Government has announced its readiness to support local pharmaceutical companies to
manufacture anti-retroviral drugs for persons living with HIV/AIDS. President Akufo-Addo expressed 
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the government’s commitment to support and increase the capacity of the Ghana AIDS Commission
to make it play a lead role in the fight against the deadly disease. The President commended the
government’s commitment to produce the anti-retroviral drugs and stressed the need for countries 
in the ECOWAS region to come together to consider the possibility of producing the drugs locally.
MOHG 
 
Regulator reiterates the need to create budget line for LMCU (Nigeria) 
Federal Ministry of Health has reiterated the need for State Governments across the country to crate
logistics management coordination unit (LMCU) budget outline for efficient coordination of supply
chain of drugs and other health related commodities from procurement, warehousing, Inventory and
transportation to the end- users in the state. LMCU is crucial to the government to avoid overlapping
of drugs, expiration of drugs and proper monitoring and movement of drugs/health commodities. 
FMH 
 
Launch of the National Health Data Dictionary (NHDD) (Ethiopia) 
Ethiopian Ministry of Health in collaboration with Bill and Melinda Gates Foundation (BMGF) and 
Vital Wave have launched a digital platform to host the National Health Data Dictionary (NHDD) 
that defines concepts, indicators and other terms in the health sector in order to improve 
standardization and data quality with the ultimate goal of improving information use and health 
outcomes. EMOH 
 
Ethiopia’s National School-Based Deworming Programme Grows: Targets Treatment of 27.6
million Children & Adolescents (Ethiopia) 
The Federal Ministry of Health (FMOH) is moving to scale up the number of treatments distributed 
and to treat additional at-risk populations. The Programme will treat over 27 million school-age 
children and adolescents (ages 5-19) for soil-transmitted helminths (STH), while 12 million school-
age children, adolescents and adults will be targeted for treatment of schistosomiasis. Health 
extension workers and teachers will administer the safe and effective medicines at schools and in
communities across the country's nine regions (Oromia, SNNPR, Amhara, Tigray, Somali, Harari,
Benishangul and Gambella). EMOH 
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Australia 
 
TGA to participate in ‘The Digital Health Show 2017’ 
The TGA would be participating in ‘The Digital Health Show 2017’. This is Australia’s definitive
conference on the advanced technologies pertaining to healthcare, and the debate around the
appropriate policy and administrative choices that need to be made to implement these eHealth 
initiatives. The event will bring together the key Australian and global healthcare innovators,
healthcare providers, policy makers and technology enablers to discuss on how technology is
redefining healthcare strategies, models of collaboration, lowering costs and dramatically improving
patient outcomes. It will take place on 29 and 30 March 2017 in Melbourne. TGA 
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WHO  
Twelfth meeting of the Emergency Committee under the International Health Regulations
(2015) regarding the international spread of poliovirus 

 Market Updates 
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The Emergency Committee reviewed the data on wild poliovirus (WPV1) and circulating vaccine¬
derived polioviruses (cVDPV). The intensity of environmental surveillance is now at unprecedented
levels, so that it is likely detections may increase even as transmission in cases is falling.
Opportunities to install teams at more informal border crossings should be encouraged. The
Committee unanimously agreed that the international spread of poliovirus remains a Public Health
Emergency of International Concern (PHEIC), and recommended the extension of the Temporary
Recommendations for a further three months. WHO 

Nine countries commit to halve maternal and newborn deaths in health facilities 
The WHO, along with UNICEF and other partners, has supported a new Network for Improving
Quality of Care for Maternal, Newborn and Child Health. Through this Network, nine countries
including Bangladesh, Cote d’Ivoire, Ethiopia, Ghana, India, Malawi, Nigeria, Tanzania and Uganda
are expected to work together to improve the quality of care mothers and babies in their health 
facilities. This Network aims to strengthen national efforts to end preventable deaths by 2030, as
envisioned by the Every Woman Every Child Global Strategy for Women’s, Children’s and
Adolescents’ Health. Hence, these countries would be able to halving preventable deaths of 
pregnant women and newborns in their health facilities within the next 5 years by strengthening
capacity and motivation of health professional to plan and manage quality improvement, improving
data collection and increasing access to medicines, supplies, equipment and clean water. WHO 

OECD 
OECD publishes Next Generation Health Reforms 
As per the document, the key priorities include:  

— Promoting high value health infrastructure for all  
— Adapting health systems to new technologies and innovation  
— Reorienting the effectiveness and efficiency of health services and long-term care  
— Encouraging dialogue and international cooperation on healthcare infrastructure  
— Making health systems more people-centric and modernizing delivery models OECD 
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