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Foreword by Minister of Health

The NHREC iz in the second term of offica which runs frim 2010 1o 2013, During
the 2010/2011 financial year, the NHREC has evelved from operating with sevan
ta five working groupis lncduding the EXCO) and thres committess as indicated in
e camprehenaive repon. In the same financial year the NHREC assessed 32
Research Elhics Commitees (RECs) In praparation of the independent audi. Ten
additonal RECe were reglstared accarding 1o the mandate of the Nations) Health
At INHA),

This Councll met 4 times duning the Nnanicial yaar ard agrasd to review the- 2004
South African guideline kiiown as Ethics in Heslth Research: Principles Struchres
ant Pracesses. Ground wotk for achieving this milestone has started and the first
lour chagters have bean Ieviewed. Among pihers, the NHREC hag finalized
sthical-legal audit tramewark: for vulnerabls persons In  research: compiléd
slandard opsrating procedutes . for complaints snd developed femplate for
riference doquments for RECs: and developed resource papsts on paymant of
resaarch partiopants ‘and on community advisory groups. The NHEEC ovarsight
on. composition, competence and oparations of RECs is ralavant o ensure that
research inlended 1o benefil the Negotialed Sanjice Agreement (NSDA) ia
conducted in an ethical manngr,

Firstly, | want 1 thank the NHREC for thedr achievements during 201002011 |
sxped! the: Coungl {5 continue watking hard to achioys their planned activities tor
the rematning part of thair term in affica, Finally, | thank and urge the leadership of

dth Research Diractorate 1o confinue providing support to the work of the

D TSOALED|
MINISTER OF HEALTH
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1. Burpose

The National Health Ressarch Ethics: Councll INMREC) was sstablished in
Sspisimbear 2008, intarms of Saction 72[1) of the Mafional Heaith Act. (Aot No.61 of
2003). The NHREC is & natlonal |eglslated hody responsitla for avarsesng Hesth
Resaarch Ethics activities in the country.

2. Mandate
2.1 Section 72 (8) of the National Haealth Act (NHA) mandates the NHREC to:

« Datarmine guldelines for the functioning of Hedlth Hessamh Ethics
catamittess (RECS)

= Regisierand audl| RECs,

* Sef noms angd standards for conducting ressarch on humans gnd anitmals
and norms & standards for conducing oinical isks:

+ Adjudicste complaints abaut the functioning of health RECs and heoar 2ny
complaint by 5 researcher who balleves he or she has been discriminatg
against by a heahh REC.

= Rafat to lhe relavant sautory health professicn counsl matters involling
the violation or potential viclabon of an sthical or professional ruls by a
health care provider,

* Institita such disciplinary action &5 may be prescribad against any parson
found to be in violanon of any norms gnd standards or guidelines sat tor the
conducting of ressarch in 1ems of this Act,

*  Advise the national depariment and provinolal deparimerts on dny efhical
[ssises conceming research,

+ Sal up working groups /task teame’sib-committess 1o cany out s
functions.

3. m rshio
3.1The NHA mandatss the Ministar of Healih 1o appoint al mos fifisan (15)
parsans ic the: NHREC. afier consulting with the Natidnal Heafth Counsil from



parsone nominated by interested parlies at the (nvitation of histher natice in e
govatrmant garets a5 follows:
+ Nine 18] with sxtensive experiines and knowledas in health ressarch
ethics
* A represantaive from the community
= Arepresantative from the Deparment
+  Arepresentative of the phamaceutical industry
A representative from the Medinnes Control Counei
* A person with extansive knowledge In animal health ressarch ethics,
and.
* A person with extansive knowladge in faw.

Mambers of the NHAEC are appointed for a period of threa (3) years and may be:
reappoited for one (1) of more tuther tamms, The first tarm of office for the
NHREC ended in May 2010. Directly aflarwards this second term began, the first
reting of this new tarm of office took plage in August 2010,

3.2. The current NHREC membership Is 2s follows:

«  Prof, Danis du Toit (Chairperson)

« Prol. Ames Bhial (Vice Chaltparson)

= Mz Nokuthula Buthales

» 'Mrs. Maliga Chetty

» Prof. Sabihe Essack

* Mrs. Marzalle Hasking (Convens— Registration & Auditing Working Group)

= Dr. Lynn Hom

* D, Ngokoana Khiomo (Convehsr- Complaints and Dieciplinary Committse)

*  Mrs. Glaudina Loots (Convenar~ Material Transfer snd Biological Spegimens
Working Grip)



* Prol, Keymarnthri Moodiey (Convensr— Ethics In Health Ressarch Working
Group}

« Adv, Lufuno Nevondwe

*  Mr. Nathanisl Ramuthaga ([Convaner— Tralning Commitiss)

* ‘Ms. Cathy Slack (Coriverer- Human Subjicls asid Vulnerable Populations
Working Group)

+ Prot. Welile Shasha.

4. Working Groups

The first task of the new NHREC was to delineats its roles, responsibilies and
tetrms of tefsrence as artdculntsd in the NHA by means of a constitution. Protessor
Essatk formuiated the NHREC Constitulion which was duly adoptsd on 17
November 30710,

NHREC has constituted jts&ll into 03 standing committ=gs and (£ working groups,
viZ:

. Registration and Auditing Committes
Canvaner: Mrs. Haskins; Membars: Mrs. Buthelszl, Fral Bhai, Prof du Tett
gnd D Horn

«  Human Subjécts and Vuinerable Populations Warking Group
Canverer: Me Siack; Membsrs' Mrs. Buthejez|, Mrs. Chistty, Pral Dhal arid
Prof du Tolt

. Training Commiltiae
Convanar: Mr Rafriuthaga: Members: Pral Du Tolt, Prof Dhat, Prof Essank.
Mrs. Hasidng and Dr. Khomo

- Human Health Ressarch involving Arimals Workinp Groug
Canvenar: Prof du Toity Members: Prof Dhai. Prof Essack Dr Horm &hd Mrs,
Lotits

. Complaints and Disciplinary Committes



Gonvener: Dy Khom; Members: Prof. Dnat, Prof. du Toit. Mrs. Chetty, Prot
Easack, Dt Hom and Adv. Nevondwe

. Ethics in Health HessarcH Working Group
Convener: Prol Moodley ‘Members: Prof Dhal, Prof du Toit. Mrs, Haskins,
Mrs. Lootz, Dr. Kntimo, Ms. Slack and Mi, Ramuthags
Matenal Transter and Biological Specimens Warking Group
Canvener. Mrs. Loots; Members: Mrs. Blthelez), Mrs. Ghatty, Praf du Tait
Praf Dhal, , Or Khomo, Prof Moodiey snd Brof Snasha

5. Mestings of the NHREC
5.1 NHREC meetings am held four (4) times 8 year. During the 2010/2011
financizl year, the NHREC mat three times. In August 2010, Navembsr 2010
and February 2011 The current office of the NHRET started In the mitidle of
tne financial year 20102011, Maribers of the NHREC {or wers appointsd snd
notified on 16 May 2010,
52 The Working Groups and Committees hald the following mestings via
sleconismnoes Tr e pafed 20102011,
+  Registration and Alditing Commitiisa 120 April 2010, 18 September 2010
arnd 2 Fabruary 2011)
- Human Subjects and Vuinerable Populations Working Groug (29 July 2010,
20 Ociober 2010 and 7 Fsbruary 2011)
. Tralning Committze (15 Saptember 2010, 7 June 2010 and 4 Fabruary
2011)
. Fumnar Healin Ressardh invalving Animals Wotking Group (14 September
20610; | Fabruary 2011 -
= Complaints and Disciplinary Committes (21 September 2010 4 February
2011)
. Ettiics In Heallh Ressarch Warking Grolp (28 September 2010 8 February
2011}
. Matarial Transter and Biciogical Spedimans Weirking Griup



6. The Executive Committas (EXCO)

8.1 EXCO hip:

Chairperson, Prof du Tolt, Vice Chairperson, Prof Dhal, Secratariat representative,
Chairperson of Warking Group co-apted.

7. Worki ro

7,1 Working Group Composition and Operations

The NHREC has five working grolips and three committees including the EXC0.
Thay ars: EXCO: Human Health Research invalving Animals Working Group;
FRegstranan and Audiing of Research Ethics Cormrilttsis; Rogulations Ralatsd
Protection of Vulnerable Human Ressarch Parficipants Working Group; Tranng
Committes; Transter and Biological Specimen Werking Group; Camplaints and
Disciplinary Procesures Commitiee and Ethics (n Health Rasearch Warking Group,

A Working group & constitited of tour (41 — five (5) pemons. All NHREC workisig
groups mat a faw fimes mspectively betwean September 2010 and February 2011,
All' Werking griups developsd thelr sims of references (TOR) documents 1o gulds
thalr mwn funetigning.

7.2. Health Aesearch on Animals Working Group
7.2.1 Purpose

To sat nonms amd standards for cenducting Health ressarch ot animals,

Human Health Research involving Animals Working Group: Membership
Chair: Prol du Toit; Mesmbsrs: Prol Dhal, Pro! Essack, Dr Harm and Mrs. Lotz

Report: Human Health Research involving Animats Working Group

Formarly the Warking Group was known as the Animal Healih Warking Group, The
name was changed to the Human Haalth Ressarch involving Animals Wirking
Group (HHRAWG) on 14th September 2010 &1 & meetng of the Working: Graup,
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Thna Working Group was estmblished 1o sel narms and standards for condusting
ruman heallh research invalving animals:

2010/2011 Activities

During September 2010, the Working Group (WG) re-afiimmed their mandate as
indicatad In 1 preambiles end Saotion 72 (B8) of thie NHA Hassd on the advice
from NDOR legal unit that =5 the WG was o-exercise ovarsight of ressarek
condycted an animals for human health bensfit. The WS proposst! 1hat section 72
(Ba) should bs chanped 10 includs “sst norms and standards for condustng
rassarch on humane and animals, Incuding normd and standangs for amimal
research for human haalth benafit”. The Working Group adepied the “Application
lor Reglstration of an Animal Researsh Shics Commifi=s (AREC) as a variation of
the applicaiion for AECs. During 2010, tha HHRAWG developed snd submitiad a
warkplan and budgst for the 20102011 financisl year. The workplan fpoussa
mainly on the listing and registration of Animel RECs that dam! with Buman Figsith
research,

73 BH and Auditi Ressarch Ethi
7.3.1 Purpose

To overses the Impiernentation of Ihe regisiration and audling of Ressarch Ethics
Committess (RECS! In South Africs.

REGISTRATION AND AUDITING WORKING GROUP (RAWG) REFORT FOR
2010

The Registration and Auditing Working Group (RAWG) was established 1o draw up
a framework and oversee the registration. assassmsnt and alditing procssses of

11



RECs registared with the NHREC, A call for RESs to megistar wim the Counail was-
matde in February 2008. The aritana for the audiling procedurs were based on the
Department of Healtf Rezsarch Elhics Guidelings Ethics in Health Baseamh:
Principias. Strugtures and Prodessss {2004),

The RAWG developed and submitied & Terms of Refersnce (ToR) decurmant
Twenty-two (22) RECs have fegisterad with the NHREC by mid 2009 and have
been sliocated unique Iidentification numbers. From July — August 2008 the
completed REC msgietration’ lorme were caplired onto 8 AEC dalabane far
collation and analysis, The NHREC Seorstanal verfied dala recaivad fom AECS
by =valusling and asseasing the data recalved by an assessment form linked to
certain criteria to igentlly gaps lor RECa. Diring Octabier 2000, ihe RAWG, with
‘assistance from the sscrataral @nd ather NHAEC members conducted
assgssment visits on all the mgisterad RECs. Qualitative and quartitative rsports
an 1he outcame of the assessment visits were drawn up and distibuted by e
BECHOIna!.

201012011 Activities
At the beginning of 2010, the RAWG davelopsd and submitted & workplan afid
budget fot the 20102011 financlal year. The warkplan focused mainly on
assessment and auditing of registered RECs. Thie working group has alsa finalissd
working procedures: for the auditing of retjisterad RECs by the NHRES, The REC
audit working procedures documeant describes the backoround, objsclives, audi
programtvis, and action plan of the RAWG,
During 2010/2011, the FAWG was invaivad n the following Activitiss:
+ Finalzed the working procedures for the auding of Research Sthiss
Commitizss
* Devsluped RECs sudits mandate,
* Assisted in sefting up and raining RECs In North West and Nonthem Cape
Provincas
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= The dissemitation to RECs and the MGC of & resturce paper on Gommuniy
Advigary Groups.
« A mesting with the Lagal Unit to debeate the Hyman subjects regulalions

This-working group has ceveloped and disssmirated sevstal sUbitantive resolltos
papers for stakshalders in the South African researth environmant.

7.5, Tralning Committee

7.51Purpose

» To establish basic competencies for  r=search  ethics  fraining
tegommandedrequited of Individusls who =eérve on Ressarch Ehics
Committess and for researchars conducting health research,

ina & ' in:

TRAINING AND GCP WORKING GROUP REPORT FOR 201011
Chairpgrson: Mr. N Ramutbaga, Membals: Prol. D Du Toit, Prol. & Dhal, Prol, S
Eszack, Mrs. M Hasking end D, N, Khomo

The follaking was adstmplished by this working group during the previols term «of
affica of the NHREC that ended ih May 2010

* The minimum aurriculum for fraining of Health Ressarch Sthics Commites:
msmbiers in South Afvica was defined and approved by the NHREC.

*  The Council together with South Adtican GCP Training staksholders [Acadsmia,
Industry and Private trainsrs) met and agread on the minimum santent for GCP
Iraining jn South Affiea. This has besn subnted tothe HPCSA fir revisw and
sccreditation who has Invited the sub-commities to address the acqreditors st a

raftianal forum mesting planned for 2011 o provide guidance on the review
proogss.



+ The working group alsa acted on primary findings from the RAGWG that thare
was & gensral nesd for alfilcs capadity bullding In the country rellscted by the
teedback racsived from vanous assessment waits 1o the AECs i al 9
previnzes within South: Anoe: - Qwing 1o imited resources of ime st (Umding,
the Matioral Heallh Research Committes identilied kay priorties and provinces
whate Intervantion was needed ns a maiter of uigency. Thies provinces were
identified for e inial anention o detstming an ovsndew of £21 Up and sthiss
wedl sz GCP naining reguired ot RECS fo funetion optimally.

2010/2011 Activities

Morthwest Training workshops

The Training working group arganized 3 athics fraining workshaps on the following
respaclive dales and provinces: 16817 September 2010 at Northweat, 0607
Decambar 2070 al Northsm Cape and 10-11 March 2011 ai Eagtern Cape.
NHREC members and thoss of the Training working group atsnded and facilitaisd
the thres workshops.

The scope ol workshop fraining covarsa basic highlights of Good Glinical Practiea
{SCF) fraining desoribing e steps invelved in elinical davelbpirisnt, the ERf e
and intant of guidelines and regulations that govetn cinical ressarch and
differences belwean the ihvestigators and the sponsor's responsibilities in clinical
reseanih. How tn plan affective recruliment and enrolment activities for Glinical trial
patiants: when thsse activities can deeur; activities requived duting recruitment and
enmiment and conduet the informed consent process In compliance with
applicable reguislions were covered as weate sleps involved | da managsment:
processes requind for investigational product, strategiss to mavmize paricipznt
reteriion and compliance, bigiogica! spetiren hending and ths Audll Inspections
and Putlications-ICH-GCP/SA GCP,



T.6. r-and Biological S msn Working Gra

7.8.1 Purpose
To defiberate on the Matsnial Transfer Agreemeants (MTA) document and ethical
issuas pertalfing lo Humat Tissls samples;

Working Group on Material Transfer; Members

Chalr- Mrs. Loots; Members: Mrs. Suthelszi, Mrs. Chetty, Prat du Toit, Prat Dhat,
Dr Khomio, Prof Moodley anid Prol Shasha

Report: Material Transfer and Biological Specimsns Working Group
2010/2011

The Muaterial Transfer and Biological Speciman's Working Group Ad-Moe
Committse: was sstablished duting a NHRET mesling on the 23d Sepismbar
2008

Formerly the Maleral Trarsier snd Blologica! Spedimens Waorking Group ware
knewn 25 the Mularial Transfer Agrasmant Waorking Group, The members for tha
than MTAWG were Ms Lavendal (Chairperson), Mrs; Hesking, Dt Groenawald, Mr
Ramuthaga, Dr Khoale, Prof Dhal and Prof London.

Ths Working Group name changsd i ihe Material Transter and Biclogical
Specimens Working Group at 3 masting ol the new NHREC on 11 August 2010
and was constituled with the following members:

Chalrpersan: Mrs. Loats; Mombers: Mrs. Buthelazi, Mes. Chetty, Prof- Dhal, Prof du
Tolt; Dr Khamo. Prof Moodley antd Pral Shagha
The purpose of the Material Transter and Biological Specimens Working
Group:
* To geliberate on the MTA document and ifie sthical (esues paraining o
Human Ticaue samples.



2010/2011 Activities
During 2010, Matenia! Transfer and Biolopical Spegimen's Working Group
developed and finalized the Terms of Referanoe for the Working Group.

Fraf M Pepgior trom Univarally of Pretods Chialrpersan of the Comminse that Is
tasked with Tinalization of Chapter B of the NHA prassnied 1o the NHREC at 2
mesting hald on 16 February 2011 on the amendmants @ Chapmr 8 of e
Mational Health Act and Reguiatons thereaf.

7.7.1. Purpose

To s=t guidefines for the Natinal Heallh FAesearch Einics Coundl for dzaling
effectively with complainis. regarding sthio: of ressaron on human dr gnimal
populalions,

COMPLAINTS AND ADVISORY DISCIPLINARY COMMITTEE
MEMBERS 2010/2011

Chairperson: Dr N EKhomo, Prof. A, Dhal, Prol. D. du Tolt, , Mrs. M Chetty, Praf,
E Essack; Dr. L. Homoand Adv, | Nevondwe

One of the functions of the NHREC is {o manage complaints submit=d to It elther
by ressarghers, AECTs, other bodies or the publle The Cdmmites thus had io
compile siandard operating procedures (SOPs) lor the managemant of somplaitte
delinmate disciplinary processes and sanctions of fhoss found to have vislstsd
elnical rules and standards of ressarch and provide recourse to appeal against
decisions ol the NHREC,



The Complaints ahd Ciscipiingry Committee (COC) was establistisd in 2007 It kad
3 members and was supporied by the secretariat. Since 20711 the membarship ot
the cammitize has increased (o six mambiers listad above and the cecrstanat

The Companis dnd  Disciplinary Commites was esmablished = provids a
frarnawork fon the management of complaints and sthics relaed health resesich
TiECOMHUCT.

2010/2011 ACTIVITIES

During 20102011, committee was involved In the following activities:

Twe teleconferance mestings wers hald and accomplished the fallowing:

= Finulised wms of raferance.

= Ralined the previols COT dotumnant and complled S0Ps for complaints.

« The Comiplaints form was acéepted and s use Has already besn iinplamentad.

= Six complamis. wirs recelved from the parficipants and researchers md. .Ec:ur
wars finalissd and resolved,

7.8. Ethies In Health Research Working Group
7.8.1. Purpose

To delibarate an subatantive sthical lMsues thatl arse (n the conduct of ressareh In
South Africa. 1o intorporate some of these moues ih the revislon ol the offisal
research ethivs.guidance dogumant of the Dapartmant of Heallh — *Ethics in Health
Rasearch Princiles, Structures and Processss” published in 2004 and to Issus an
NHREC posfiion statement sn hese mathers:

Ethics in Healin Ressarch Warking Growp: Marnmbsarstip

Prof Keymanthn Moodiey (Chairperson), Pt Ames Dhal Prot Danie Du Tolt
Mrs. Marzslle Hanking. Mrs. Glauding Loots, Br. N, Khomo, Ms, Cathy Slack ard
Mr. Nathanisl Ramuthags . I
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The guideline “Ethics In Health Fesearch; Principles, Structures and Processas®
{blug- book) was last updatod in 2004. Sinte than numerglis changss had
ocourrsd in NHREC and the National Health Ao prompung a need to review ard
rrvise the ethical guidelines: it wes alse noted mat NHREC played a rstionl fole
in eootdinating activities In ressarch thics and so had a responsthiity to dubats
and delibefsts impottant sibstantive lssuss in research ethics with a view to
formulating a policy document on thess issues. It i an this basis that this warking
group was oonstiuted, -

Thiz new WG was constitutad on 11 August 2010 a1 & masting of the full coundl
[MHREC) for the exprass purposs ol updating tha Ethics in Health Feszarch
guidelines In South Aftica, The charperson was appainted and membars of the
WG comprisad the chairs ol all the other werking aroups as well as the exseutive
committss and the secratanat. The group hald it fimt telecontsrence an 29
Octabar 2010 and ferms of reference as wal as a werk plan for updaling the Ethics
in Health Ressarch guidelines in South Atice ware discussed. |t wes detided fhen
that during the course of updating the sthics guidelings, various substantive issues
in regearch athics would emergs and fhe WG would ingorparate these matters imo
the Ethiits in Health Research guidelines in South Africa. Afier rview of the efhics
puidedines. a decision would be Eken 1o develoh & separats policy docdmant
outiining the position of NHREG.

2010/2011 Activities

+ Developmesnt of Terms ol Refatence for Warking Group.

* Bevisw of guideiing: Ethics In Health Ressarch: Principles, Structures and
Processes. Chapters 1-4 have been completed an anproved by NHREC for
dissemination to the widar staksholder pommurnily,

* Daliberation and cebate on substantiva ethical ssuss in rassarch.

+ Development of Policy Staiement from NHRES on Substantive Iszues In Healh
Research Ethics

19



‘8. Summary of NHREC Activities in 201002011
.1 Finalised Regulations:

8.1.1 Human Ressarch Subscts submitied 1 NDOH legal unit
8.1.2 NHREC Peaulafions publishsd.

8.2 Established an REC registration systom whsre 10 RECs registarsd with
NHREC.

8.3 Developad warking refations with other research regulatory bodies, stch
as National Heslth Fesearch Commites (NHAC), Medicines Cantal
Council IMCE) and Health Resaarch Ethies Committess (RECs).

6.4 Devaloped resource documents on sthical issuss such s

84 Templates for reference documents far RECs and fur logging
complains,

B2 Webidita gnd publicty matasial,

G,
OMJI

CHAIRPERSON:
Prat. D. du Talt



