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SAICA medical scheme accounting guide published
The SAICA guide is in line with the IFRS and any additional financial reporting requirement of
the CMS; and addresses only the accounting or reporting issues that are specific to entities that
carry on the business of medical schemes. The guide does not address audit issues. The
Independent Regulatory Board for Auditors issues separate guidance for auditors of medical
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South African Pharmacy Council (SAPC) issued its fees for 2018
Some of the new fees (including VAT) are:

    Registration fees for a pharmacist – 3755 ZAR;
    Annual fees for a wholesale and manufacturing pharmacy – 12857 ZAR;
    Fees for the issuing of a tutor’s duplicate certificate – 2054 ZAR; and
    Restoration fees as a result of voluntary removal: Providers accredited/approved by the

SAPC – 14851 ZAR. Sabinet
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US
 
FDA takes unprecedented step toward more efficient global pharmaceutical
manufacturing inspections
The Food and Drug Administration has determined the agency will recognize eight European
drug regulatory authorities as capable of conducting inspections of manufacturing facilities that
meet FDA requirements. The eight regulatory authorities found to be capable are those located
in: Austria, Croatia, France, Italy, Malta, Spain, Sweden and the United Kingdom. This
achievement marks an important milestone to successful implementation and operationalization
of the amended Pharmaceutical Annex to the 1998 U.S.-European Union (EU) Mutual
Recognition Agreement (MRA) that enables U.S. and EU regulators to utilize each other’s good
manufacturing practice inspections of pharmaceutical manufacturing facilities. FDA
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Canada
 
Government of Canada to invest in cannabis education and awareness
The Government announced a new investment of 36.4 million USD over the next five years for
a cannabis education and awareness campaign. The funding will be used to inform Canadians,
including youth and other priority populations such as Indigenous peoples, pregnant and
breastfeeding women, and Canadians with a history of mental illness, of the health and safety
risks of cannabis use and drug-impaired driving. Public education and awareness efforts will
include factual and evidence-based information on the health and safety risks of cannabis use
and drug-impaired driving. The campaign will build on ongoing social media efforts, advertising
and interactive events to engage youth on the facts. Health Canada
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Data security and protection for health and care organisations guidance
This document sets out what all health and care organisations will be expected to do to
demonstrate that they are putting into practice the 10 data security standards recommended by
the National Data Guardian. It also includes more details about the assurance framework for
April 2018 onwards. Department of Health
 
Promoting professionalism, reforming regulation
This consultation seeks views on what we need to do to protect the public as much as possible
and at the same time support the development of the workforce. This consultation is part of the
commitment to reform the system of regulation of healthcare professions. The responses will
allow the government to consider future options for the development of regulation of healthcare
professionals in the UK. The proposed model of professional regulation will:

    secure public trust
    improve clinical practice
   adapt to developments in healthcare. Department of Health

Department of Health is consulting on proposals to change NHS pension scheme
regulations
Proposed changes include:

    the removal of the need for a nomination form for unmarried or cohabiting partners to
claim survivor pensions

    ensuring access to the pension scheme for staff delivering services under new integrated
care models

    making technical changes to improve the operation of scheme regulations.
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The consultation document  describes these changes and gives details on how to submit a
response. Department of Health
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Australia
 
Consultations on adoption of European Union guidelines in Australia
The following are some of the EU guidelines that has been proposed by TGA for adoption. The
consultation seeks stakeholder comments on these regulations for adoption or non-adoption:

    Guideline on good pharmacovigilance practices (GVP) Module V – Risk management
systems (Rev 2);

    Guideline on good pharmacovigilance practices (GVP) Module XVI – Risk minimisation
measures: selection of tools and effectiveness indicators (Rev 2);

    Guideline on Influenza Vaccines - Non-clinical and Clinical Module;
    Guideline on clinical development of fixed combination medicinal products;
    Addendum to the guideline on the evaluation of medicinal products indicated for treatment

of bacterial infections to address the clinical development of new agents to treat
pulmonary disease due to Mycobacterium tuberculosis;

    Guideline on clinical development of fixed combination medicinal products;
    Guideline on strategies to identify and mitigate risks for first-in-human and early clinical

trials with investigational medicinal products;
   ICH guideline M7(R1) on assessment and control of DNA reactive (mutagenic) impurities

in pharmaceuticals to limit potential carcinogenic risk. TGA

Robots, laser beams highlight future of aged care innovation
A new state-of-the-art residential aged care facility has set new standards in the use of
technology to support residents’ safety and wellbeing. The new centre, operated by RSL
LifeCare, includes:

    Bedroom laser beam, floor sensor and trip light technology to alert staff
    Sensors that monitor and report on residents’ locations
    A smart medication management system to maximise medication safety
    Access to health specialists through video conferencing
   A virtual reality social program providing animal therapy through a friendly robotic pet

called Seals Minister for Aged Care

Public consultation now open on draft modules for ‘Guidelines for Guidelines’
NHMRC introduced the first five draft modules of its ‘Guidelines for Guidelines’ series which
offer practical advice on how to meet NHMRC’s Standards for Guidelines. NHMRC is currently
seeking feedback on the first five modules:

    Identifying and managing conflicts of interest
    Engaging stakeholders
    Public consultation
    Adopt, adapt, or start from scratch
    Implementability.

The closing date for submissions is December 6, 2017. NHMRC
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WHO
 
Strengthening medicines quality control in Tanzania
The Tanzania Food and Drug Authority (TFDA) launched 10 minilab kits which will be used to
strengthen its Quality Assurance Programme. The Director General of TFDA, in his welcoming
remarks informed all that the Quality Assurance Programme started in 2002 with five minilab
kits with support from WHO and the Management Systems for Health. Between the period of
2007/2008 and 2012/2013, approximately 393 samples were screened, this has now increased
to 1,485 samples annually. The programme has been very successful in reducing substandard
and counterfeit medicines from 3.7% in 2005 down to under 1% in 2017 in the country. The
number of minilab kits in the country has now reached 25 and the additional kits will be
stationed in different regions and especially at Points of Entries (POEs) to further reinforce the
programme. WHO Afro
 
Routine immunization in Nigeria gets a bolster from the European Union
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The EU in Nigeria has provided funding to strengthen health systems and polio eradication. In
particular in 2017, the EU provided 20 million EUR to strengthen health systems by building the
capacity for data analysis and estimation of health expenditure patterns; and support for
integrated efforts to eradicate polio with a focus on reaching all eligible children with drops of
OPV in the priority area. WHO Afro
 
WHO Global Leadership Meeting concludes with new commitment to delivering results
in countries
More than 260 of WHO’s leaders from headquarters, regional and country offices gathered in
Geneva to discuss how to transform WHO into an organization that is better able to deliver
meaningful improvements in health to the world’s people. The meeting also included
contributions from key partners, including the United Nations Development Programme, the
International Committee of the Red Cross, GAVI and the Global Fund to Fight AIDS,
Tuberculosis and Malaria, who all expressed their renewed commitment to working with WHO
to tackle global health challenges. Throughout the meeting leaders from headquarters, regional
and country offices discussed the specific challenges and solutions to WHOs work at country
level. They debated what it will take to deliver on the proposed priorities and direction of the
Organization’s work for the next five years. WHO
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South Africa

 
Court ruling opens door for periodic compensation of medical expenses
The Constitutional Court was faced with the question of whether massive future medical
expenses based on speculation can be paid by way of services rather than money and can be
paid periodically rather than as a single amount at judgment stage. The court concluded that
compensation in a form other than money is not incompatible with the basis of awarding
delictual damages. Secondly, the court found that periodic payments (or services), which are
subject to a “top-up/claw-back” will fit in with general principles of compensation for loss.
However, factual evidence has to be led to substantiate a case for the development of the
common law by the courts in this regard. This case comes at the wake of the exponential rise in
medical negligence claims against state hospitals in particular and the South African Law
Reform Commission has been commissioned to investigate the reasons for medical negligence
claims against the state. Moneyweb
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