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Lifeblood of the future

The National Blood Service Zimba-
bwe (NBSZ) successfully bid to host 
the seventh Africa Society for Blood 
Transfusion (AfSBT) Congress from 30 
July to 2 August 2014. The theme has 
been aptly selected as, ‘Safe and Sus-
tainable Blood Services, Lifeblood of 
the Future’. There are several reasons 
why this is a crucial and defining 
Congress, not only for AfSBT, but also 
internationally.

The conference venue has been 
carefully selected to encourage del-
egates to take advantage of the oppor-
tunity to share scientific knowledge in 
the most relaxing environment. Victo-
ria Falls is one of the Seven Wonders 
of the World, and is a perfect choice 
to bring scientists together to tackle 
the blood safety challenges and aspirations of African 
blood services. The issue of safe and sustainable blood 
services is central to the achievement of health-related 
Millennium Development Goals, which most blood 
services in low-income countries are struggling to work 
towards achieving.

The Local Organising Committee (LOC), in liaison 
with AfSBT International Scientific Committee (ISC), 
and Local Scientific Committee (LSC), has put together 
a programme, which will not only have important scien-
tific content, but will also have educational value. A 
unique feature of this conference is that it is being held 
in collaboration with Zimbabwe Medical Association 
(ZiMA), and Zimbabwe Quality Assurance Programme 
Annual Scientific Conference (ZASCO). This is the first 

time in the history of any AfSBT Congress where spe-
cialists from blood services, clinicians, and laboratory 
scientists will come together to share the benefits of a 
scientific and educational conference. The highlights of 
the scientific programme are briefly outlined:

A pre-Congress International Society Blood Transfu-
sion Academy day will be held on Wednesday 30 July 
under the theme, ‘Skills for team leaders and supervi-
sors’. This is an important educational day, which will 
cover aspects of leadership and management of devel-
opment, and maintenance of sustainable blood services, 
which are part of the central theme of the Congress. 
Many internationally recognised experts have been 
invited to speak in the plenary and parallel sessions, as 
well as to facilitate at the pre-Congress workshop.

The opening ceremony will be addressed by Dr 
Andrea Loua, World Health Organization (WHO) Re-
gional Office for Africa; Prof Peter Mason, Biomedical 
Research and Training Institute, Zimbabwe; Dr Loyiso 
Mupuntsha, CEO, South African National Blood Service 
(SANBS); and Dr Jose Cruz, Retired WHO/Pan American 
Health Organization, Washington, Regional Adviser, 
Americas. These speakers will set the tone of the confer-
ence, and ensure that all delegate’s interest are reflected 
and discussed.

A total of three plenary sessions have been planned. 
The first plenary session will address, ‘Blood Utilisa-
tion and Management’ issues, and will cover trauma, 
obstetrics and gynaecology (O&G), and paediatrics. 
Speakers will include Prof Mike James, Emeritus Profes-
sor, Department of Anaesthesia, University of Cape 
Town (South Africa); Prof Steven Munjanja, Specialist 
O&G, WHO Expert Panel Member; and Dr T. Bwakura, 
Specialist Anaesthetist, Zimbabwe. The second plenary 

Mr T Mapako, Planning and Information and Research 
Manager of NBSZ; and Dr J C Emmanuel, Medical 
Director, NBSZ

Building safe and sustainable blood services is the theme of the Seventh 
African Society for Blood Transfusion Congress coming up at the end of July 
at Victoria Falls

A view of Victoria Falls, Zimbabwe
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session will address communicable diseases. Speakers 
will include Prof Jean-Pierre Allain, Emeritus Profes-
sor, Cambridge University, UK; and Mr Ravi Reddy, 
SANBS. The topics presented will be testing, transfusion 
transmissible infections, and consequences of transfu-
sions. The third plenary session will address 
education, training, quality, ethics 
and expertise, closing the gap, 
and regulatory frameworks. This will 
also include haemophilia and patient 
care, and access to therapy. Speak-
ers will include Mr Brian O’Mahony, 
President of the European Haemo-
philia Association, and Mrs Gugu 
Mhlanga, Director, Medicines Control Authority, 
Zimbabwe.

The parallel sessions will address important and rele-
vant issues on donor mobilisation and blood collection, 
clinical transfusion management, education and train-
ing, haemovigilance, infectious diseases, paediatrics, 
trauma and emergency medicine, advances in labora-
tory medical sciences, ethics, quality management, 
monitoring and evaluation, information systems, and 
haematological oncology. Special discussion sessions 
on haemovigilance, haemophilia, regulatory framework 
and plasma derived medicinal products in relation to 
WHO’s Essential Medicines List. A number of sponsored 
breakfasts, lunch and parallel sessions are also on the 
programme. A T-REC (blood transfusion research capac-
ity project for African blood services) will also have a 

parallel session where progress on its PhD fellowship 
programme, in-service training Diploma in Project 
Management and Design, and bursaries for transfusion 
related researches will be discussed. Exhibitors have 

also been well catered for, and the stands will provide 
an opportunity to exhibit the latest and best technology 
and scientific information available. Various sponsor-
ship packages are available, which can be pursued. 
We are satisfied that delegates to the conference will 
be inspired by the speakers, assess the equipment on 
display, and be better placed to implement a sustainable 
national blood service from vein to vein.

Victoria Falls provides innumerable opportunities 
for world famous game viewing, including sporting 
activities, golfing (available at the Elephant Hills Hotel), 
bungee jumping off the famous Victoria Falls Bridge 
over the Zambezi River Gorge, aircraft flights, and many 
other social activities. The Congress Elephant Hills Hotel 
venue and other nearby hotels have sufficient accom-
modation facilities at competitive Congress rates, and 
provide alternative options for accommodation. 

Visit the Congress website for more information: 
www.afsbtcongress.org.

Preamble
The World Medical Association (WMA) has developed the 
Declaration of Helsinki as a statement of ethical principles 
for medical research involving human subjects, includ-
ing research on identifiable human material and data. The 
Declaration is intended to be read as a whole and each 
of its constituent paragraphs should be applied with 
consideration of all other relevant paragraphs.
Consistent with the mandate of the WMA, the Declaration 
is addressed primarily to physicians. The WMA encour-
ages others involved in medical research involving human 
subjects to adopt these principles. 

General Principles
The Declaration of Geneva of the WMA binds the physi-
cian with the words, ‘The health of my patient will be my 
first consideration,’ and the International Code of Medical 
Ethics declares that, ‘A physician shall act in the patient’s 
best interest when providing medical care.’
It is the duty of the physician to promote and safeguard 
the health, well-being and rights of patients, including 
those who are involved in medical research. The physi-
cian’s knowledge and conscience are dedicated to the 
fulfilment of this duty.
Medical progress is based on research that ultimately must 
include studies involving human subjects.
The primary purpose of medical research involving human 
subjects is to understand causes, development and effects 
of diseases and improve preventive, diagnostic and thera-
peutic interventions (methods, procedures and treatments). 
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The number of registered drug trials in Africa has started 
to increase. In part this is a response to an international 
stimulus to grow Africa’s research capacity and in part 
maybe because of the growing importance of Non-
Communicable Disease (NCDs) on the international 
agenda. Tropical diseases (often called the Neglected 
Diseases) didn’t proffer big global profits so fewer prod-
ucts came forward. But NCDs of course are global in 
disease burden and if the World Health Organisation’s 
May Annual Meeting confirms some of the current ru-
mours, it looks as if there might be a new fund set up to 
tackle the problems. Big Pharma is rallying to be ready. 

A problem in Africa is that often the drug trial com-
pliance issues are not well documented or understood 
and studies by agencies such as Wemos from the Neth-
erlands, have revealed what might best be described 
as weaknesses in due process. Patients have not been 
as fully informed as they should be on the risk in some 
trials. There has also been evidence of some trials taking 
place which have not been properly registered interna-
tionally. In response to the challenge, the World Medi-
cal Association has reviewed and reissued the Helsinki 
Declaration that provides a vital benchmark to the art of 
the ethical trial. Important reading for every physician.

Protect thy patient
What are our obligations to our patients when 
undertaking medical research? The benchmark 
consensus has just been updated
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Even the best proven interventions must be evaluated 
continually through research for their safety, effectiveness, 
efficiency, accessibility and quality.
Medical research is subject to ethical standards that 
promote and ensure respect for all human subjects and 
protect their health and rights.
While the primary purpose of medical research is to 
generate new knowledge, this goal can never take prece-
dence over the rights and interests of individual research 
subjects.
It is the duty of physicians involved in medical research 
to protect the life, health, dignity, integrity, right to self-
determination, privacy, and confidentiality of personal 
information of research subjects. Responsibility for the 
protection of research subjects must always rest with the 
physician or other health care professionals and never 
with the research subjects, even though they have 
given consent.
Physicians must consider the ethical, legal and regulatory 
norms and standards for research involving human sub-
jects in their own countries as well as applicable interna-
tional norms and standards. No national or international 
ethical, legal or regulatory requirement should reduce or 
eliminate any of the protections for research subjects set 
forth in this Declaration.
Medical research should be conducted in a manner 
that minimises possible harm to the environment.
Medical research involving human subjects must be con-
ducted only by individuals with the appropriate ethics and 
scientific education, training and qualifications. Research 
on patients or healthy volunteers requires supervision of a 
competent and appropriately qualified physician or other 
health care professional. 
Groups that are underrepresented in medical research 
should be provided appropriate access to participation in 
research.
Physicians who combine medical research with medical 
care should involve their patients in research only to the 
extent that this is justified by its potential preventive, 
diagnostic or therapeutic value and if the physician has 
good reason to believe that participation in the research 
study will not adversely affect the health of the patients 
who serve as research subjects. 
Appropriate compensation and treatment for subjects 
harmed as a result of participating in research must be 
ensured.

Risks, Burdens and Benefits 
In medical practice and in medical research, most 
interventions involve risks and burdens. Medical research 
involving human subjects may only be conducted if 
the importance of the objective outweighs the risks 
and burdens to the research subjects.
All medical research involving human subjects must 
be preceded by careful assessment of predictable risks 
and burdens to those involved in comparison with 
foreseeable benefits to them and to other individuals 
or groups affected by the condition under investigation.

Measures to minimise risks must be implemented. 
Risks must be continuously monitored, assessed and 
documented by the researcher. 
Physicians may not be involved in a research study 
involving human subjects unless they are confident 
that risks have been adequately assessed and can 
be satisfactorily managed.
When risks are found to outweigh the potential 
benefits or when there is conclusive proof of 
definitive outcomes, physicians must assess 
whether to continue, modify or immediately 
stop the study.

Vulnerable Groups and Individuals
Some groups and individuals are particularly vulnerable 
and may have an increased likelihood of being wronged 
or of incurring additional harm.

All vulnerable groups and individuals should 
receive specifically considered protection.
Medical research with a vulnerable group is only justi-
fied if the research is responsive to the health needs or 
priorities of this group and the research cannot be carried 
out in a non-vulnerable group. In addition, this group 
should stand to benefit from the knowledge, practices or 
interventions that result from the research.

Scientific Requirements and Research Protocols 
Medical research involving human subjects must conform 
to generally accepted scientific principles, be based on 
a thorough knowledge of the scientific literature, other 
relevant sources of information, and adequate laboratory 
and, as appropriate, animal experimentation. The welfare 
of animals used for research must be respected.
The design and performance of each research study 
involving human subjects must be clearly described 
and justified in a research protocol.The protocol should 
contain a statement of the ethical considerations involved 
and should indicate how the principles in this Declara-
tion have been addressed. 

The protocol should include information regarding 
funding, sponsors, institutional affiliations, potential con-
flicts of interest, incentives for subjects and information 
regarding provisions for treating and/or compensating 
subjects who are harmed as a consequence of participa-
tion in the research study.

In clinical trials, the protocol must also describe ap-
propriate arrangements for post-trial provisions.

Research Ethics Committees
The research protocol must be submitted for consider-
ation, comment, guidance and approval to the concerned 
research ethics committee before the study begins. This 
committee must be duly qualified, transparent in its 
functioning, independent of the researcher, the sponsor, 
and any other undue influence. It must take into consider-
ation laws and regulations of the countries in which the 
research is to be performed and applicable international 
norms and standards. These must not be allowed to 
reduce or eliminate any of the protections for research 
subjects set forth in this Declaration. 

The committee must have the right to monitor 
ongoing studies. The researcher must provide monitoring 
information to the committee, especially information about 
any serious adverse events. No amendment to the protocol 
may be made without consideration and approval by the 
committee. After the end of the study, the researchers must 
submit a final report to the committee containing a sum-
mary of the study’s findings and conclusions. 

Privacy and Confidentiality 
Every precaution must be taken to protect the research 
subjects’ privacy and confidentiality of their personal 
information.

Informed Consent 
Participation by individuals capable of giving informed 
consent as subjects in medical research must be volun-
tary. Although it may be appropriate to consult family 
members or community leaders, no individual capable 
of giving informed consent may be enrolled in a research 
study unless he or she freely agrees.
In medical research involving human subjects capable 
of giving informed consent, each potential subject must 
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Helsinki Declaration
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be adequately informed of the aims, methods, sources 
of funding, any possible conflicts of interest, institutional 
affiliations of the researcher, the anticipated benefits and 
potential risks of the study and the discomfort it may en-
tail, post-study provisions and any other relevant aspects 
of the study. The potential subject must be informed of the 
right to refuse to participate in the study or to withdraw 
consent to participate at any time without reprisal. Spe-
cial attention should be given to the specific information 
needs of individual potential subjects as well as to the 
methods used to deliver the information.

After ensuring that the potential subject has under-
stood the information, the physician or another appro-
priately qualified individual must then seek the potential 
subject’s freely-given informed consent, preferably in 
writing. If the consent cannot be expressed in writing, the 
non-written consent must be formally documented and 
witnessed.      

All medical research subjects should be given the 
option of being informed about the general outcome and 
results of the study.
When seeking informed consent for participation in a 
research study the physician must be particularly cautious 
if the potential subject is in a dependent relationship 
with the physician or may consent under duress. In such 
situations the informed consent must be sought by an 
appropriately qualified individual who is completely 
independent of this relationship.
For a potential research subject who is incapable of giv-
ing informed consent, the physician must seek informed 
consent from the legally authorised representative. 
Individuals must not be included in a research study 
that has no likelihood of benefit for them unless it is 
intended to promote the health of the group represented 
by the potential subject, the research cannot instead be 
performed with persons capable of providing informed 
consent, and the research entails only minimal risk and 
minimal burden.
When a potential research subject who is deemed inca-
pable of giving informed consent is able to give assent to 
decisions about participation in research, the physician 
must seek that assent in addition to the consent of the 
legally authorised representative. The potential subject’s 
dissent should be respected.
Research involving subjects who are physically or 
mentally incapable of giving consent, for example, 
unconscious patients, may be done only if the physical or 
mental condition that prevents giving informed consent 
is a necessary characteristic of the research  group. In 
such circumstances the physician must seek informed 
consent from the legally authorised representative. If no 
such representative is available and if the research cannot 
be delayed, the study may proceed without informed 
consent provided that the specific reasons for involving 
subjects with a condition that renders them unable to give 
informed consent have been stated in the research proto-
col and the study has been approved by a research ethics 
committee. Consent to remain in the research must be 
obtained as soon as possible from the subject or a legally 
authorised representative.
The physician must fully inform the patient which aspects 
of their care are related to the research. The patients 
refusal to participate in a study or decision to withdraw 
from it must never adversely affect the patient-physician 
relationship.
For medical research using identifiable human material 

or data, such as research on material or data contained 
in biobanks or similar repositories, physicians must seek 
informed consent for its collection, storage and/or reuse. 
There may be exceptional situations where consent 
would be impossible or impracticable to obtain for such 
research. In such situations the research may be done 
only after consideration and approval of a research ethics 
committee.

Use of Placebo
The benefits, risks, burdens and effectiveness of a new 
intervention must be tested against those of the best 
proven intervention(s), except in the following 
circumstances: Where no proven intervention exists, 
the use of placebo, or no intervention, is acceptable; or 
where for compelling and scientifically sound method-
ological reasons the use of any intervention less effective 
than the best proven one, the use of placebo, or no 
intervention is necessary to determine the efficacy or 
safety of an intervention and the patients who receive 
any intervention less effective than the best proven one, 
placebo, or no intervention will not be subject to ad-
ditional risks of serious or irreversible harm as a result of 
not receiving the best proven intervention. Extreme care 
must be taken to avoid abuse of this option.

Post-Trial Provisions
In advance of a clinical trial, sponsors, researchers and 
host country governments should make provisions for 
post-trial access for all participants who still need an 
intervention identified as beneficial in the trial. This 
information must also be disclosed to participants 
during the informed consent process.

Research Registration and Publication and 
Dissemination of Results
Every research study involving human subjects must 
be registered in a publicly accessible database before 
recruitment of the first subject.
Researchers, authors, sponsors, editors and publishers 
all have ethical obligations with regard to the publication 
and dissemination of the results of research. Researchers 
have a duty to make publicly available the results of 
their research on human subjects and are accountable 
for the completeness and accuracy of their reports. All 
parties should adhere to accepted guidelines for ethical 
reporting. Negative and inconclusive as well as positive 
results must be published or otherwise made publicly 
available. Sources of funding, institutional affiliations 
and conflicts of interest must be declared in the 
publication. Reports of research not in accordance with 
the principles of this Declaration should not be accepted 
for publication.

Unproven Interventions in Clinical Practice
In the treatment of an individual patient, where proven 
interventions do not exist or other known interventions 
have been ineffective, the physician, after seeking expert 
advice, with informed consent from the patient or a legally 
authorised representative, may use an unproven interven-
tion if in the physician’s judgement it offers hope of saving 
life, re-establishing health or alleviating suffering. This 
intervention should subsequently be made the object of 
research, designed to evaluate its safety and efficacy. In 
all cases, new information must be recorded and, where 
appropriate, made publicly available.

Helsinki Declaration
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“� e MPH programme gave me the understanding and con� dence 
to ful� ll my dream – to go beyond just prescribing drugs to malaria 
patients and to initiate programmes to eradicate the disease.” 

Dr Ibrahim Bello, Master of Public Health (MPH) Graduate 2013
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