JFROM THE EDITORIAL DESK

The new look health research publication aims to highlight
the work done at Medical Research Council of Zimbabwe
through the Council's various committees, the current state
of health-related research in Zimbabwe, and our vision in the
fast changing world of health-related studies. We also wish to
position the newsletter as a medium of feedback between
the Research Ethics Committees (The National Health
Research and Development Committee), researchers and
sponsors of health research in Zimbabwe. Health sciences
students will have a better insight into the exciting world of
health-related research. Other stakeholders and participants
in health-related studies will gain valuable insight and
information in what is involved in health related studies in
order to ensure their informed consent to participant in these
studies is fully '‘informed'. Principles and guidelines in
conducting health-related research involving human
participants have gone through many revisions over the
years. From lessons learnt at the Nuremberg trials on cruel,
unethical conduct of so called research by Nazi doctors,
internationally acceptable universal guidelines have been set
up to protect research participants. These guidelines are by
no means perfect and are continuously undergoing reviews in
line with current debates and world views in health-related
research ethics and new opinions and developments in the
fields of human rights and the application of universal ethical
principles. Organizations such as WHO, World Medical
Association, CIOMS and others, play major roles in the
formulation, publication and revision of these guidelines.
Zimbabwe has experience of unethical conduct of health-
related "research" and the current thrust is to ensure these
cannot be repeated ever again. The HIV/Aids scourge, with
millions affected worldwide and with no cure in the
foreseeable future, has continued to occupy peak position in
health-related research, with the majority of clinical trials
now associated with the pandemic.
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Greetings to our Readers!

“Welcome to our first 2019 Publication. After some brief moment of
inactivity, the MRCZ Newsletter is back on track. This time — hopefully the
Newsletter is back to stay. It has been an emotional year since the passing
on of our beloved colleague, Ms. Olivia Zenda.”

Dr Emmanuel Shana Chairperson - National Health Research and
Development Committee(NHRDC)

with pandemic. Unproven claims of cures of a number of
chronic medical conditions at times threaten to make a
mockery of medical science and derail the enormous work
done to fight these diseases so far. We continue to advocate
for and promote the conduct of research which is relevant to
the health needs of our communities and addresses
challenges in our health delivery system, avoiding fulfilling
only the objectives of well-resourced external sponsors and
investigators. With high literacy rates and a relatively good
infrastructure, Zimbabwe is a prime destination for research
in Africa. With HIV/Aids and numerous epidemiological
studies going on, RECs in our region are called upon to
exercise more vigilance to safeguard the health and welfare
of the large numbers of research participants, the majority of
whom do not clearly understand some basic scientific
concepts of health research. It is therefore imperative to
placeissues of informed consent and community
participation in research studies on a priority list in reviews of
health related studies involving human participants drawn
from our communities. The increasing role played by
traditional and complementary medicine in the treatment
and/ or mitigation of diseases deserves more attention as
statistics show more than 70% of our population have
resorted to this particular area at some stage or another in
pursuit of better health. We hope to unravel the mysteries
and myths, and harness the enormous potential benefits with
more targeted health-related research in this field,
spearheaded by a specially-designated Committee chaired by
Professor Nhachi. Stem cell research (organoids), genetic
engineering and the ongoing debates on the beginning and
end of life will ensure health-related research is always facing
new horizons and ethical challenges. The ultimate goal in
health research must be to reduce suffering, improve health
and well-being of our communities. We are always welcome
to new ideas and suggestions to improve our newsletter.
Happy reading!
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in a Changing Environment
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The Annual Health Research Forum was held on the 23 of November 2018 under the theme: Health Research in Zimbabwe today:
Opportunities in Changing Environment. The Minister of Health & Child Care, Honorable Dr Obadiah Moyo graced the forum. It was
attended by many people from various research organizations, researchers and students. The following presentations were made on
the day.

Presenter Topic

Dr. N.M. Mgodi New ARV-based Interventions for HIV Treatment and Prevention:
Studies in Zimbabwe

Dr L. Stranix-Chibanda Ethics in research — lessons learned in the past few years

Mr. T. Kureya Resource mobilization and fundraising subcommittee (RMFC)

Prof L. Gwanzura Bio-specimens: Storage and Shipment Guidelines
(Zimbabwe Regulations)

Prof C. Nhachi Traditional and Complementary Medicines-Opportunities and Challenges for MRCZ
in a changing environment

Dr. E. Shana National Health Research and Development —Opportunities and Challenges for
MRCZ in a changing environment

Prof. C. Chabata Protocol Translation: Need for a Glossary of Terms in Local Languages: “Universal”
Translations

Dr. M. Hove Legal-Opportunities and Challenges for MRCZ in a changing environment

Highlights from the National Health Research Forum

4 7 e < £ -‘b...‘...,
Minister of Health and Child Care Dr. O. Moyo 2018 Best Reviewers, From Left Prof L. Gwanzura, Dr N.M. Mgodi, Mr Mukanangana,
Mr. W. Mavhu. Presented by Dr. E. Shana, Dr S. Munyati, Mr. T. Kureya and Prof Nhachi
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mraditional and Complimentary Medicines Committee
Traditional medicine use is probably as
old as the human race. Use of herbs,
plants, plant parts, plant products,
animal products and any form of
intervention to ameliorate illnesses,
poisoning episodes or any form of
discomfort must have developed

By Prof C Nhachi naturally in human societies, as
MRCZ Council Vice  haturally as the development of
Chairperson knowledge of edible natural
products. To date most societies, use
traditional or complimentary medicines solely or together
with orthodox medicine. It is estimated that over 60% of the
world populations (the world population is currently [2019],
roughly 7.5 billion) and up to 95% of populations on the
African continent use traditional medicines. In Zimbabwe in
particular the prevalence is 80% and out of the estimated
5000 plant species known, over 10% are reported to have
medicinal properties. Even in more industrialized (developed)
populations, use of traditional and or complimentary
medicine is just as common and a significant number of
people have used traditional medicines at least once in their
life time. Relative frequency estimates have been quoted at
31% for Belgium, 42% for the United States of America, 48%
for Australia, 49% for France and 70% for Canada. A
significant number of orthodox (modern) medicines started
as traditional medicines or are analogues of known traditional
medicines. Commonly known and used orthodox medicines
like atropine, was first isolated in 1833, aspirin which was
obtained from the bark of the willow tree was first
synthesized in 1897, digoxin, from the fox grove plant was
first isolated in 1930 and so are tubocurare and reserpine are
all from plant material and have been used as traditional
medicines long before they were commercialized.
So the recent resurgence in scientific interest in scientific
development of traditional medicine is in a way a renascence
of sorts. We have been this way before! An increasing
number of countries have included traditional medicines in
their national essential medicines lists. According to the
World Health Organization (WHO, 2013), over 110 countries
had mechanisms in place to regulate traditional medicines.
There are good opportunities and circumstances which favor
the enhancement of advancing the scientific practice of
traditional medicine. The long history of practice and use of
traditional medicine is a big advantage as it provides a “data
base” and provides researchers with valuable indigenous
knowledge and a priceless information head start advantage.
At the same time the plentiful readily available traditional
material (herbs, plants...) provides accessible material for
research. A big opportunity for the MRCZ and sister
regulatory organizations is the availability of capacity and
capability to regulate the use of traditional medicine. In
addition, there are ample opportunities for venturing into the
manufacturing and value addition of traditional medicine.
There are undoubtedly a number of challenges to the
scientific use of traditional medicine. To start with there is
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need for increased quantity, quality and accessibility of
clinical evidence to support the medicinal efficacy of
traditional plants claims. The pharmacological and
toxicological profiles of traditional plants need to be
elaborated. Overall there is need to carry out scientific
evaluation of the medicinal properties of traditional
medicines. In accordance with its responsibilities, the MRCZ
established the Complimentary and Traditional Medicines
Research Coordinating (CTMRC) committee in 2016.

The responsibilities of the (CTMRC) include the following

e To provide oversight for all research involving
complementary/traditional medicines and guidance
on research programs undertaken by researchers
within ~ Zimbabwe involving  complementary
medicines.

e To conduct independent reviews of research
proposals involving the use of complementary
medicines before the research is initiated to ensure
the scientific and ethical soundness of the research.

e To approve, request modification or disapprove
research according to established criteria for
protection of human research participants and the
environment.

e To educate research investigators in the appropriate
conduct of complimentary medicines research.

e To monitor approved research projects, by way of
regular reports, site inspections and other methods
as determined by CTMRC to ascertain that research
is being conducted in accordance with approved
protocol.

e To provide advice on specific issues presented to it
by Council, MOHCC, Professional Associations and
any other interested parties.

e To develop or review policies, guidelines and
manuals on the conduct of research involving
complementary medicines from time to time as
necessary.

It is therefore intended that the CTMRC will facilitate the
scientific evaluations (by providing the needed regulatory
interventions) and enhances the promotion of use and
practice of traditional medicine.

It is also recommended that there should be harmonization
of guidelines (e.g. WHO, AU, local...MRCZ, MCAZ, RCZ)
relating to research in complementary and traditional
medicine. Harmonization will provide for adjustment of
differences and inconveniences among different methods,
measurements, methods, procedures, schedules,
specifications or systems to make them uniform or mutually
compatible.

Finally, perhaps some of the challenges which need
immediate attention are a data base of traditional medicines
research in Zimbabwe. This will provide a “landscape map
work” of research in traditional medicines in Zimbabwe.



g voice from the interns

Natasha Tsandukwa

An intern’s first experience at the annual health research
forum.

There are dreams we wish and places we just leave and
forget. Nonetheless there are events, however few yet
memorable, that always stay vivid in our minds. The 23™ of
November 2018 was such an event as the Medical Research
Council of Zimbabwe held their annual health research forum
at Monomotapa Hotel in Harare. The following chronicles
detail my first experience as an intern at such a venerated
event.

Being a part of a team of four interns, we attended the event
under the guise of MRCZ staff. It is in the nature of any intern
to be observant and to note even the minute of all detail. This
mentation solely resting on the scaffold that the first sight,
first experience, always shapes the most cherished
experiences. In such a state our eyes darted in every direction
to make sure we captured at least almost everything that
transpired.

Being part of such an esteemed forum, we quickly shifted into
participative mode naturally as a way of making sure that
everything was in place prior to the commencement of the
event. In as much as we had attended to learn and observe,
we also had the weight of seeing the forum through on our
shoulders. With the direction and guidance from MRCZ’s
senior staff, we were determined to pull off a successful
meeting. The setting up of equipment was materialized
through our efforts. Despite the deeper objective of the
forum, this event was beneficial as it ended up being a team
building experience for us interns. The forum which was set
to commence at 08:30 was delayed to a lesser extent. This
gave our guests time to settle down before the presentations
began.

On top of being impressively organized, everything about the
23" of November 2018 was top notch. Everyone was dressed
to kill as was fitting for the occasion, this included our very
own MRCZ team which looked dashing in their new uniforms.
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We took the role of ushers as we greeted the dignitaries
ushering them into the venue. The ushering in of guests and
registrations of presenters and other guests was a formal
excuse to get a chance to make acquaintance with people |
have great respect for in the medical field. The process saw
us handing them our programme and pamphlets of a myriad
of fields.

The view from the entrance was amazing, a glance above the
heads showed a zenith of creativity, success and medical
prowess. Therein present were professors, doctors,
reviewers, researchers and journalists from various media
stations in Harare. Seated in the venue were different classes
of people from different fields, the epitome of it all was the
Minister of Health and Child Care, Dr. Obadiah Moyo. | made
sure to greet him, and that proved to be the highlight of my
day. The event commenced, and | was perplexed even more.
The significance of the presentations coupled with their
informative essence was resounding. Hence my eyes and ears
were glued to the podium. The MRCZ chairperson Dr. Shungu
Munyati or Dr. Amai as we call her, gave the opening
remarks, welcoming everyone to our forum. She went on to
give a presentation on the structure of the medical research
council of Zimbabwe which was enlightening. This paved way
for other presenters which included the likes of Professor
Nhachi, the Chairperson of the Complementary and
Traditional Medicine Research Committee. Dr. Shana, the
Chairperson for the National Health Research Development
Committee, Dr. Hove also went through his presentation
which largely inclined to the laws that bind the council.
Among other presenters was also the national executive
secretary Mr. Tendayi Kureya, Dr. Lynda Stranix-Chibanda, Dr.
Nyaradzo Mgodi, Professor Lovemore Gwanzura and
Professor Emmanuel Chabata

After the presentations, we then fulfilled what makes our
Ubuntu great. It is in an African custom to strengthen ties
over decent food. The food was a delight, not just palatable
and pleasing to the eye but euphoric to the tongue as well.
On a personal level the event changed my candor, and my
approach to work. It changed positively to my work ethic. |
am much informed on what is expected of me in this
particular field of work. It gave me a vision.

My most profound gratitude | offer to the MRCZ body, as
they saw it fitting that however inconspicuous at such an
event we were, we attended. It then turned out to be a
grooming process for the whole lot of us. Words truly defeat
me in my quest to chronicle such grandeur of excellence.



3Brotocol Translation: Need for a Glossary of Terms in Local Languages: “Universal” Translations

By Professor Emmanuel Chabata African Languages
Research Institute University of Zimbabwe

The presentation was an interrogation of translation as a
means through which information can be transferred from
one language to another. Specifically, the presentation
looked at the translation of protocols from English into
Zimbabwean languages and dealt with translation as a
process, translation as mediation between cultures, and the
reason why documents should be translated. The main goal
of translation was presented as that of conveying specialised
knowledge intact, without conceptual loss, addition or
language and the local languages that have to grapple with
naming of new concepts and processes. The presentation
emphasised that translation is a profession and should
therefore be done by trained translators — being a bilingual
English and Shona speaker, for example, does not qualify one
to translate between the two languages. A few translation
strategies were discussed and these were put into two main
categories, that is, target-oriented (creation of terms relying
on the linguistic resources of the target language) and source-
oriented (adoption of terms from the source language and
then adapt them into the target language). The presentation
also interrogated the need for a glossary of medical terms in
local languages. The conclusion was that a glossary is a

distortion. The aim is to ensure that prospective research
participants get accurate information before consenting.
With special attention to medical terminology, the
presentation also examined some of the problems or
challenges that translators face when translating specialised
texts. The key challenge was identified as the lack of
terminology in the target languages, which emanates from
the technological gap between the technologically more
advanced English

prerequisite in the standardisation of terminology used in
translating protocols since there are often cases where there
are at least two terms referring to a single concept. In this
case and for each concept researchers/experts have to agree
on a term that should be used across the board. Once the
glossary of terms is available, the terms should be
popularised so that their target users can use them
consistently.

New ARV-based Interventions for HIV Treatment and Prevention: Studies in Zimbabwe

o To date, good progress towards
ending the AIDS epldemlc by 2030 has been made. Globally,
the number of people accessing treatment almost tripled
from 7.7 million in 2010 to 21.7 million in 2017. New HIV
infections declined by 18% from 2.2 million in 2010 to 1.8
million in 2017. AIDS-related deaths declined. Despite these
impressive statistics, global progress is too slow to reach the
targets set in the 2016 United Nations Political Declaration on
Ending AIDS. 15.8 million people are still in need of treatment
and the slow rates of decline mean that there the targets of
500 000 new infections, and AIDS-related deaths by 2020 will
not be attainable.Efforts to reduce this gap include scaling up
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By Dr Nyaradzo Mgodi, NHRDC Member

Towards 2030: Contributions of Health Research in Ending the Epidemic.
UNAIDS estimates that in 2017 approximately 36.9 million people were living with HIV globally, 70%
of these people were in sub-Saharan Africa (SSA) and 1.3 million resided in Zimbabwe.

the delivery of structural and biomedical interventions and
improving access to the available HIV treatment regimens.
HIV prevention and treatment efforts must be significantly
stepped up through the expansion of choice of HIV
prevention method sand optimisation of treatment regimens
which maintain virologic control while being easier to take,
economically viable and affording simplification of treatment
programs. Research in biomedical HIV prevention
interventions and optimisation of treatment regimens will
help bridge this gap. In this issue | discuss new ARV-based
Interventions for HIV Treatment and Prevention: Studies in
Zimbabwe.



Expanding the choice of HIV prevention methods in women —
Despite global progress in the last decade, women in low and
middle-income countries still bear a disproportionate burden
of HIV/AIDS, which is the leading cause of death globally in
women ages 15-44. In SSA, unprotected heterosexual
intercourse is the leading mode of HIV-1 transmission and
here, young women are up to twice as likely to be infected as
their age-matched male counterparts. HIV-1 prevention
interventions that have been demonstrated to be effective in
reducing HIV-1 risk often require the participation or consent
of a male partner and are thus inadequate prevention options
for many women unable to negotiate forHIV-1 or STI testing
and treatment or condom use with partners. Developing HIV-
1 prevention options that women can independently use
remains a global concern.

Combination prevention refers to a systematic approach to
implementing a range of HIV prevention interventions:
behavioral and biomedical in synergy with structural
interventions. This includes the rapid introduction of oral
PrEP. When used consistently, oral PrEPcan reduce the risk of
HIV infection in certain populations. However, achieving high
adherence to it, especially among young women, has been a
central challenge. This highlights the need for a product
toolkit that fits different needs and preferences. This toolkit
has been strengthened by past and current research on
biomedical interventions for HIV prevention conducted in
Zimbabwe and parts of SSA. These interventions include the
Dapivirine intra-vaginal ring (IVR,) long-acting PrEP
formulated as a flexible silicone ring that slowly releases the

Dapivirne Ring Extended Access and Monitorins. OUUF Of ASPIRE, there is HOPE
At this juncture | will digress and thank the box office,
especially women of the mythical African country Wakanda.
Heroines who continue to remind African women like me that
it is ok to be dark skinned, that we don't need to bleach our
skin to be beautiful. That having coarse hair or braiding our
Weapons that come in many forms, importantly one that is in
the form of a ring. A ring which could even be used an multi-
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antiretroviral Dapivirine IVRs have numerous advantages
which include:

e Potential for better adherence,

e Are long acting products with sustained and
controlled drug release.

e They have shown a strong safety profile;

e Have low systemic drug absorption and have few
side effects.

e They do not interact with contraception, no related
resistance.

e Are discreet -woman-initiated and controlled. Easy
to use and comfortable - do not interrupt sex,
exercise, or daily activities.

e Scalable - low manufacturing cost, stored at room
temperature.

From 2012 to 2016, Microbicide Trials Network (MTN) and
International Partnership  for Microbicides (IPM)
conductedMTN-020/ASPIRE and IPM-027/The Ring Study,
Phase Il studies which enrolled over 4,500 sexually active
women ages 18-45 in Malawi, Uganda, South Africa and
Zimbabwe. The two studies demonstrated that a Dapivirine
vaginal ring worn for 30 days is safe and may be a prevention
option for women. The ring reduced the rate of new HIV
infections by 56% among the women who used it as
instructed. Two open label extension trials to provide
additional data on the ring, MTN-025/HOPEE and IPM-
032/DREAM, were subsequently launched in 2016 and results
are expected in 2019. Interim results have shown increased
adherence, sustained the safety profile and HIV-1 risk was
reduced by 54% in both open-label studies.

hair or even being bald is fine. Heroines who remind us that
when faced with an adversary, the wise build bridges while
the foolish build barriers. Because of the bridges built by so
many people, we have so many weapons to protect ourselves
against an enemy like HIV.

purpose prevention technology. A weapon that will take us
towards 2030. (Courtesy Marvel Studios)



Now that the two OLEs have shown promising results, what
are the next steps? There are ongoing and planned studies
evaluating the Dapivirine vaginal ring among adolescents,
pregnant women, lactating women and post-menopausal
women. MTN-034 aims to understanding HIV prevention in
young women in Zimbabwe, South Africa, Uganda, Kenya and
Malawi. The study will assess safety and adherence of the
Dapivirine (25 mg) vaginal ring and Truvada (FTC /TDF) Tablet
amongst healthy, HIV-uninfected, 300 adolescent females (15
- 17 years old) and 150 young women (18-21 years old) on
effective contraception. Results are expected

The next phases of product development are: longer-acting
rings (3-month product in Phase ) has increased
convenience, lower yearly costs)and Multipurpose rings -
(Levonorgestrel + Dapivirine, in Phase | studies) for
pregnancy + HIV protection together. Multipurpose products
will provide exciting new options for women. As the product

Back to oral PrEP — it is well known that the level of
protection depends on how consistently it is used. PrEP
the daily dosing regimen. The VOICE study, after showing no
efficacy to oral PrEP, proceeded to try and understand what
type of prevention product that women might desire. The

Effective injectable long-acting formulations represent the
next generation of PrEP though injections which are
administered every 1-3 months might not entirely solve
adherence problems; they obviate the need for a daily or
peri-coital pill-taking activity. Use of a drug not used heavily
for treatment means there will be fewer concerns for
resistance. However, LA injectables are not without dis-
advantages. The drug cannot be removed once given, hence
the need for an oral run-in phase. The long pharmacologic tail
after last injection raises safety and resistance concerns if one
becomes HIV infected. (Landovitz R J et al CurrOpin HV AIDS
2016, 11:122-128)

Cabotegravir is an Integrase strand transfer inhibitor (InSTI)
that has a similar structure to Dolutegravir. Its structure
makes it amenable to being created into a nano-suspension
that can be used as a long acting injectable.

Cabotegravir is being developed for both treatment and
prevention. Notably, like Dolutegravir it has a high genetic
barrier to resistance.

HPTN-084 is evaluating the relative safety and efficacy of
CAB vs. daily oral TDF/FTC for HIV prevention in heterosexual
Sub-Sahara African Women. It is a Phase 3 Randomized,
Double Blind, and Double Dummy superiority trial comparing
once daily oral PrEP (Truvada®) to oral/injectable PrEP
(Cabotegravir). All study volunteers receive one active and
one inactive product. Oral run-in (5 weeks) to confirm
tolerance before long-acting injection. Study is being
conducted at 20 sites in Zimbabwe, South Africa, Uganda,
Malawi, Kenya, eSwathini, and Botswana. The study will
enroll 3,200 women; up to 1,000 of whom are expected to be
from Zimbabwe. A total of 164women have been enrolled in
Zimbabwe to date. Results are expected in 2023.
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developer, license holder and regulatory sponsor, IPM is
leading the overall Dapivirine ring licensure program. The
International Partnership for Microbicides has worked on
assembling the data and documentation that regulatory
agencies use to determine whether the ring should be
approved for widespread use. This “dossier” was submitted
to the European Medicines Agency (EMA) in 2017 for review
under Article 58. A scientific opinion on the safety, efficacy
and quality of the ring is expected by mid-2019.Should the
EMA grant a positive opinion, IPM will seek WHO
prequalification, which many national regulatory agencies in
African countries consider in their regulatory reviews. The
ring, a safe and efficacious HIV prevention method for
women, could be available on the market as early as mid-to-
late 2020.

effectiveness compromised by need for regular adherence;
greater levels of protection have been found among those
who adhere well to

results mirror preferences of women for contraception in
many settings. Women preferred the idea of injectables or
implants over topical methods or oral tablets.
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Child Care.

The epidemiology of Infectious Disease is changing, having an
impact on the kind of research that must be done to improve
the health of the nation. Incidence rates are falling for many
important infectious diseases like HIV, tuberculosis, malaria,
polio and measles. However, transmission still occurs in
specific sub-populations and discrete geographical locations,
meaning that research efforts must focus on these ‘hot spots’
that hinder disease control and begin by including under-
researched populations and hard to reach regions. Secondly,
scientific breakthroughs in recent years have launched the
elimination or eradication agenda for a number of infectious
diseases where already we have the scientific knowledge to
identify, treat and prevent new infections. Taking the next
step towards elimination requires new strategies, often
involving immune products such as vaccines and antibodies —
all of which must undergo rigorous evaluation in carefully

@thics In Research — Lessons Learned In The Past Few Years

Acknowledgements - Dr Y Musodza,Dr G Musoro and Dr L Stranix- Chibanda for their
contributions to this article.

By Dr L. Stranix-Chibanda - NHRDC Vice Chairperson.

As the National Ethics Committee, the Medical Research Council of Zimbabwe’s (MRCZ'’s)
mandate is to provide research oversight for all research involving human beings.
Consequently, the core functions are to review, approve and monitor all health research
conducted in Zimbabwe. The MRCZ reports to Parliament through the Ministry of Health and

suggest that the regulatory framework in Zimbabwe will need
to adjust.

Additional changes that must spur revision of the regulatory
approach are seen outside of the Infectious Disease field.
The most important example is the rising prominence of Non-
communicable Diseases. Regulators must rapidly become
familiar with and acquire the capacity to oversee research in
people with mental health conditions, obesity and other
NCDs. The call for better diagnostics and monitoring, safer
and cheaper medications with novel drug delivery systems
that can be used in all populations, regardless of age, sex,
pregnancy state and whether marginalized or vulnerable has
led to more research in special populations. The importance
of behavioral/social science, implementation science and
behavioral economics in public health programme
effectiveness is now apparent, yet the regulatory system was

Whatgo’t us
HERE...

U BowNES @ offieguycartoons. com

designed clinical trials of their safety and efficacy. In fact,
these advances in science have ushered in the Cure agenda
for HIV, bringing complex research methodologies and
laboratory methods. While notable successes are evident
with some of the most prominent infections in the region,
emerging threats now require fast-track study and regulatory
approval, as was seen in West Africa with the novel vaccine
for Zika virus. Climate change could see the re-emergence of
infectious agents previously controlled. All these changes
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not designed for these scientific disciplines. As global
resources shrink, implementers are directed to use data to
drive the design of their approach. These data must be
collected quickly despite receiving less funding for research.
Many analyses use existing data routinely collected through
the national programme, leading the researchers to request
exemption from regulatory oversight. Standard operating
procedures were reviewed to address this growing need
while applying the rigor required to ensure the proposal
qualifies for exemption.



What got us here won’t get us there

Clearly, regulatory bodies must adapt to the changing new reviewers; changing application requirements must be
landscape of research. Expansion is critical. Efficiency is key. communicated to researchers; improving the quality of
Training is important for regulatory members, reviewers and submissions will support efficient turn-around. Harmonizing
researchers — new science demands new knowledge for regulatory oversight will be central to success in the new era.

reviewers; a higher volume of submissions means training

The way forward

Borrowing the ‘Reduce — Re-use — Recycle’ catchphrase from conservationists, researchers and regulators are encouraged
to work together to meet the 60-day regulatory timeline we target, devise efficient study designs and make best use of
existing data and specimens instead of generating new work, where possible.

To reduce the time to obtain full regulatory approval for a protocol, researchers must (1) be fully aware of application
requirements, and (2) submit a complete set of protocol documents, that (3) present a study which is scientifically sound
and (4) addresses all ethical considerations.

Regulators must be (1) readily available, (2) fully trained in that area of scientific investigation, (3) aware of the regulatory
SOPs for reviewing protocols, and (4) able to communicate their comments in a manner that assists the researcher to
comply with the regulatory requirements. Introducing electronic submission and review platforms is seen as a mechanism
to improve efficiency.

To improve quality of research, MRCZ endeavors to present clear guidelines for researchers on the expectations for
submission of protocol documents. There are also expectations for study implementation, including the need for Good
Clinical Practice certification and evidence of internal Quality Control plans and monitoring of site operations. The MRCZ
also conducts study site inspections to promote the conduct of ethical scientific research. These can be routine or for
cause.

To improve the quality of regulatory oversight, MRCZ conducts training for regulators, reviewers and issues scientific briefs
on a number of topics throughout the year.

To improve the processing speed of applications, MRCZ has a set of SOPs and structured forms that aim to standardize the
approach taken and avoid omissions. There is an obvious need for an electronic submission platform. This has been
considered and we remain optimistic that we will achieve this goal in the near future.

Zimbabwe has a multi-layered research framework that is robust and well respected. Harmonization efforts are underway
to expand the possibilities for common review of a protocol and study implementation. Common reviews avoid
duplication, delay and cost. Accelerating the process of harmonization is a goal for MRCZ in 2019.

9|Page



FInspections

final
neh

gom““-"é“c o ;'ﬂnnlli
BSEaran=" S
searcnc ’, % ;70/

& d:: vap Uay s;

IS &0 oyt

§.-Lonsent % ES Q-
e OIS S

B“nmuﬂs“ G‘ \\\’?"‘t Q\ §4

Uy

As part of its oversight activities, the MRCZ carries out site visits/inspections. By year end MRCZ is expected to
have inspected 10 active studies. An inspection checklist is available on our website for all researchers to
access so that they are aware of what is required of them during an inspection.
The highlights of the inspection findings in 2019 so far are:

® Lack of GCP & Ethics training for study staff

e Unreported protocol deviations and non-compliances

e Not consenting participants

e Not giving participants copies of signed consent forms

These issues have been resolved via consultations between the Ethics Committee and the Principal
Investigators.
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Orbituary

MRZC would like to convey their deepest condolences following the passing on of “THE FACE OF
MRCZ”, the longest serving member, Ms Olivia Zenda on the 27" of March 2019.

Olivia died at her home in Gletwin, Harare on the 27 of March, 2019.
She was a resilient, strong-willed woman with a soft heart. She was a friend to people of every sort,
which she loved with her whole being. She was intuitive and knowledgeable about MRCZ and all its

operations, and had a career as a gifted Administrator. Always jovial and bubbly, she loved to talk,
laugh, or help all in need.

May her dear soul rest in eternal peace
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ﬁIEET THE SECRETARIAT

Mr Tendayi Kureya
National Executive Secretary

. |
Ms. Sithembile Ruzario

Head Compliance Officer

\

Mr. Anesu Gumbo Miss Natasha Tsandukwa Ms Vimbai Mukwekwezeke
Compliance Officer Compliance Officer Compliance Officer

Mr Lowence Gomo Ms Media Chipfurutse Mr Tinashe Dube
IT Admin/ Driver Office Assistant Administrator
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THANK YOU TO THE 2018 MRCZ REVIEWERS

MRCZ would like to appreciate the team of reviewers who most generously agreed to review proposals for us
from January 2018 to date. The assistance and expertise of these professionals promotes and maintains the
high quality of ethics & scientific review.

MRCZ Contact Details:
Corner Josiah Tongogara/Mazowe Street (at the NIHR premises).
P. O. Box CY573, Causeway, Harare.
Tel (0242) 791792/791193/08644073772

mrcz@mrcz.org.zw
WWW.MrCcz.0rg.zw
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