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ABSTRACT
. -y
The University of Ibadan/Unzversiny College Hospiml Health Rese

(U/UCH HREC) was established m 2002 10 review' and ap H -
subnutted by siaft and students of the two institmions. ﬁcﬁ,ca'l . ’r/) ‘v
revicwed according to Internstional Geidelines and the ngﬂldENaqv
Ethics Code (NHREC), Since ioception. there had been one Sd t uf protocol s su

to the commilice, The objectives of the current review acs to dé'q 51- = 1h _i' 1

profocols submitied, the dumtion for reviesv and |tason$lnrrcvrslnn4:pd zndment

Thisvetrospective review of nll proposals subniitted to the UINICH HF 1 pr :- |
penod (2002 -2007) was performed nsing a 25 nem qmﬁﬂnnﬂrw I ﬂ sth
contained informaiion on month apd veas of submission. stalus of | pnn _,.in Vsl
type of unding, scope. 1ocation i nature of research. Other qucptaoq wclude tt 21
design, somple size, sindy pamclpaut:. the number of revision mQuured .

reasons for tevision nnd the time mtcwal between submission and app: o _-'{

4

A

dala wete presented a5 proponions and usiog lrequency d‘ISlﬂb\lllon,‘l dene (-1

....L

used 10 compare jhe mean lime (rom subnussion of protocols ta nppm _.'-.-*_
gratiied exenij approval and prolocol requinng review,

|
The ¢esults showed that the comminee received a total of 752 pra  berw

2007, out of which 728 (97%) could ke retricved for umu.qu '1'1 e 72

pudiied, $6 (0.08%4) were still uniler consideration w hite tlccisﬁl’: as |
j

(90%) protocols. Six hundred and eighicen protocols wc:g DPProveN

wete not appioved - Chinical resesrches im l\osmat -l\;mul b § -ﬂ i" h‘ !'.i

iR A

hile

w

jnstitution constituted 1he bulk of the protoco) received N' e 44 U
pioocols. The prncipel investigaton were nﬂnlr w ered 4-1- f:‘ =
academ:c s1aly consthuted 21.3%. 'I‘hn,yh:h ﬁ W of tbe pavt -
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cxempt approval. 464 (75.1%e) sex
(19.19¢) protocols reguired o smnd—m{-m |
the 566 protocols requiring review, the main L wrc JBt

inadcquate infon=alion on the mfonned cons:
use of inappropriste methodoicgy and statistic h"
calculsuon. inclusion cniena, inadequate tnforanaiton on o
titne from submission 1o approval is approximately 21

1ok & shorter time for protocols grented exempt approval (-b cks, 958551 =
afl E 3

and intemationally spoasored pretocols (n = 64, mean. 16w 9 t12. 2
The per.od of time between submisssion of research -promw ‘f'.‘ g

alfecicd by the need for review, number of revision and ngonl'.m gent(p<00
(] R
m

In conclusion, majority of the proposals reviewsd by the UIUCIE HREC _.,'l e sub
by postgradunie ond undergiaduute students (78.7%5). Rmv‘td‘lnﬁ .wor
10 hasien the process of seview and increasing the nurber o£

cxpemsc available 1or consultation are recommended to impmtm‘;

Key words: UVUCH 1iREC, research cthics, protoco) sqynimnff-h  rev

- Wr
r
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cxempt approval. 463 (75 1%s) requued only msnor modifications after first revaew. HI8
(19.1%%) pivtocols required 8 second review whule 3 (0.5%) requued a third review, Of
the 566 protocols requinng feview, the maa reasons {or revision 1n S0% (281/566) was
inadequate informauon on 1he infonncd conseat form. Other reasons for revision inciude,
use of (nappropnale methodology aad statisucs, sclenulic justification, sampie size
calculauoa, inclusson cnlena, tuadéquate tafonnation on tealnient of patrent. The average
ume from submission ¢o approval i1s appcoxamaltely 21 weeks {(95% Cl: 20 23 weeks); it
took 4 shoner titne for protocols granted exempt approvul (6wecks, 95471 — é weels)
and interoationslly spoasoted praiocots (i = 64, incan: [6weeks, 95401 12 - 20 weeks),
Ihe penod of ume between submusion of research propesal and 2 ruval is significantly

aftected by the need for review, nwuber of revision and spanserin g agent (p < 0 03),

[ conclusion, majonty of the proposals review=4 b} the UVUCH MREC were submitted

by posigraduale and uadergroduate students €75.7%,). Pioviding a woaksheet for rcviewer
to hasten the process of 1etiew and incieasing the nwnber of trined seviewers and

cxpenisc ywvalloble for consulianan are recummended to improve the review process

Key words: UI/UCH IIREC, research ethics, protocol submission, ethical review
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CHAPTER ONE
INTRODUCTION

''¥

1.1 Background B

The word ‘cthics’ is denved from e Greek woed erhas mdﬂ K)}'
pruxciples” or “rules of behaviour™. Ethics tnes to probe the © vind our | )
lite by exaratning 0od analying the thunking used 1o justify owr _mbal’[ chp"nvc i action
in particular situstions (Faneye,2007). Ethics also examine where the viderfying be

ihat impact those decisions come from. :
\Vhen individuals or goup of people embesk on o=searth aclivitics
10 ensure thint the design of the research s scientifically sovrd and that it is con
conforaniy to established cthical codes and guidelines beeduse of past history of u
practice. The Pesearch Ethics Cooumittec (REC) or nstititional Review Baart
they are called in the United States of Amexica (USA) is a group of persans charged wi
the respousibiltty of ensuring thal scinufic enquities are conducted within g2
aeceptable eiliical] norms. The REC plays an oversigh role and p:d\fi'des'll th
independent review' of resenceh peolocols 10 ensure safety of rescareh [
adherence 10 infemationa! ecdzs of cthics including the Nurembesy Code, 'lhl'
of |lclsinki, the Beimaini Report and the Counci) for lnlcmonol Qugar
Melical Sciences (CIOMS) guidelines. -
1.2 The rvie of ethics review commlttces ¢
Tire Cwoyean Unfon (a a direciive hod defined an elNcs committee a

An indcpendont body th a member stale, cansidiag of Ixultcare pecfessionals
son-medical members, whose espoasib o-protect-therigh
well being of human subjecis mlwd-m-rlh'al » PR

thai pm(echon by. among other things. espress:

the nustability of the-nvestigator md lhm
axt documents (o be used 10 inform uial --,’ ct.
consent’ (Dicective 2001/20/EC of the Fusopean—an
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It con be deduced fiom the definiion above that in s 1"’

huntan pasticiprnts. 1 be rolc of an ethics comwuice bi1o casun: the Do 4
the privacy, safely, social semsitiviies and welfare qfamm i Q~

polcatial physical, psycbological, soc:al or cultural nsks wnhere "";".._ palu
addition, the resaarch propos! must be scientilically valid with ngorous meihe ok
pootly designcy projccie do not pustify tbe 2ommitment made by pattic R{‘.‘ﬂ "
ineviably have to review a mnge of differeut types of studies. balt dies n
offect the welfare and interests of hunans directly while othess by ti:=ir nat
mdirec) impact on the panicipants and their communities, Vs ihe ethica "
sumound a study are detesmined panly by the nawie of ihie study. and partl
scientific justification for the sindy. These roles of REC3 could be advisory,

botlt depending on the Rature of 1be study projocol. -

iy (4dC .

1.3 Composition of llealtls Research Fthiles Comamittee (HRF.C)
The HREC compnise a group of txrsons appointed by an institution that is chargy
the responnbslity of canying out scientilic ond cihical review of study pro
the commenceinent of tv reseerch. A HREC must be multdisciplinary |
age and gender balanced and must include a representation fiom fhe

conutitice must Graciion independent from conirol by the institution that set 8 up

1.4 Siatemncai of the Irolilem

The UUCH TIREC lLad been In erdstcnce aince the carly [9A0°s and was
Fedoral Wide Awsurence number £WA000I094-U s May 2¢ 2 by
fot | luman Research Protectioo (OHRIY) (FaH M: q—r
with the Nation| Health Rescarch Ethics € onllirﬂit

.l'--i-l'__
LIS AE_ b il
.r-l_ln. -
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t can be deduced from the defution above that tn instuices wher

human porticipants, i role of an cthics commitice is lo cosusc that he 1

the pnvacy, safety, social seastivities and wellare of pamcipan -
petentral physical, psychologicsl, socsa or cullural nqk;—fnhﬁ“' the. tudy *\{‘
TgoroL .‘.-v-;.'(gﬁ,u_v~
poarly dciigneu projecte do not justify the conantnient made b -‘ (T ‘..1 T he Y
inevilably have o review o range of different types of smdw.s. 593 al ie
aflect the welfare and intetests of humans disectly while othars by » 13 '""l
indirect impact on the puticipants and their coounumties. Viius the ethical iss
surowd a siudy arc determined panly by the nane of the study, nyd' part :!l
scienufic justif cation for the study. These roles of RECs could be advisoy, regulaior:
both depending on the nature of 1he study projocol, - I

addilion, the rescarel proposal must be scientifically valid with

L2 Cosuboslilon of llealih Rescarch Fthies Commimclllmff@

The HREIC compniso a group of persons appointed by an institution that is arged
the responaibthity of carvying out scientif ¢ and ethical eeview of study protocols b
the commencement of i cesearch. A HIREC must be multfdix'fplfw 1 o mposith

age and gender balarced and must include a representation from coft mity
comtniitee must (imcuon independent fram control by the institutjiont)

1.4 Mateinceti af the 'rotilen

The UWUCH 1IREC had been 8 ealstence since |lji:1i'i_-l)'-l 80"
Federal Wide Assumnce numbey FWAONJON-U 1 M
for lumao Research Protection (OHRI') qr-lmf 20 Jm

with the Nations| Healili Rescasch r:mcs.ga_n.w@ c (NHREC) i

i
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The UMUCH HREC reviews and gives approvals as spavopnaie
protocals involvng buman participants including the use of human specir
embryos, foetal materials or surveys (Guidelines for cthical revf&‘ UC
The commilice was designed 1o provide adcpendent review: of all
execuled by staff and students of the two institutions whetber such reszarch are -
indcpendently or in coflaboration with extcrual agencies or institulions .}n;
commencement of the study. The UVUCH HREC review thereby servss o' minimize
coalicts of intaresy, protect the wellnre ot human participants through auen?ﬁn-tl: 8,
benelits, informed consent and avoiding exploitstion of vulnstabie individwls and
populations (Kass ct al 2007) A

= i
The UIAUCH [IREC s iulependent of the Callese of Medicine and NW

University of ibadan through the Boasd of the lnsuivie of Medieal Research and T'*fh
(IMRAT) 1 the Colicge of Mcdicine. University of ibalan. The commiitee le l}g
struciured to & 22-member commitice, wth $ Altertinte members 1o function ia
absence Ul regular members, The siztutory members of the committee include the Chaie
who also doubles as the dirccior of the [astitutc of Medical Research and Trmifiing
(IMRAT) a Co Chair who 12 aj30 the Cluirman Medical Advisory Comml-(bc. (L’l\:( -
of the UCH. 8 Legal officer and a statistician. Ovser members of the commitiee & "
repres entatives of ench Faculty m the University of [badan, the oommumly,, "
and other altrisiatives. The comnitiee holds its sintutoty meetings on the thitd Thursday of

cach inonth witls additionsl meettigs as 1equired, The quonum for each meeting lrf"‘
third of incmbership (7 nyembders) including ooe lay person & sti'pulhld llr r uch
HKEC guideline and the NHREC National Code of Health Rmh Elh'&_ HRE
Navaaal Code of Jicalth Reweach Ethics stipulates tuar each ﬁR | have at e
five members (Section D (b))} and at least aie parson whose primary comren

non.scienhlic sreas {Section D (e)). Furthennore, the NIIREC code siaies thai “Cx

when an expedited review procedure is used, research proposals shall be consid
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ly convened ordinary meetings of HREC at which a majomiy of t
resent, ncluding a1 least one member whose priniary conécrus are in-

" {Section E (b)}. The UNUCH HREC reviews both 1be cthica) ond
of the proposal submlited 1o its secretanatl {(which has four me ber
rdance with the NHREC code.
There had been two chaispeTsons sinec the inception of the U ' h

2002, two guidciines bas aransted rom the HREC and onre published y.

Y

establishimicnl of the commitice and an ovcn:icw of ils activities (Falnsa'ld al 2007 :
published report detailed all steps taken and phasss involved beivee the HREC

nctualised, 1n additon an overview of the activaities of the cthics commiu'ce g pIo! F‘*‘ .
It become oceexsary fo provide additional mfosmation to tire published repoit in ¢ ""- ,
reveal detaigs such as: the chasnctenstics of the protooal submitted fmludiné—lhﬂé Jie of

-
=

the principal investigator. fonding ogency, studj design. sample size, and natu

rescarch  Moreover, the details of human patticipants involved in the nesearch an

Y

rescnrch sites are provided, vanation 10 sppeoval time was smfﬂuﬂy analysed an

1eas0ny (or amendments and disabpicval documented. n

1.5 Objeciives

The objectives of the sty are to: . |
I. Documen! ti:e number of submissicas reeeived dunng each of the years unde review
2. Desceltx the iypes of proposalls submitied to the IRC for review dl_:ﬂn-'g'_._ period
considcratlon

3. Dexribe the process of review wilh respect o duration of cach revie
4 Describe 1he profile of investigators who luad submitted opomls during

unier consideration

AFRICA DIGITAL HEALTH REPOSITOF
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.6 Significance of the study

e outcome of this study will: =
1. Conuibute to bsidging the gap in knowledge as regard ’{
subnutied to the UVUCH HREC - - : Q~

2. Give more informaiion on the study design and sampling p , \
cescarchers at the University of fkadan and the Univasily t‘{'
view to discuts their implications f{or the tnmimwnlﬂfﬂl_ W

participonis -
3. Hclp in the detesmination of tmining nceds of pmspective reses

aod HREC members and discuss how these neods ¢oa be addressed
4. Stimulaie further rescarch on HREC sctiviues in other jans of Nigeria

1.7 Stauly' Lissitation
The researcher didd not have necess 1o 2ll the peotocols eligible fc
some protocols were still being held by ihe reviewer and/ or s_\vx_iljnn

benee they could oot be anatyzed. —u-ulm
=1
|
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CHAPTER TWO

LITERATURE REVIEW

The ixipndent review of research proposal by the eesearch cthics conautiee is
:I necessary to ensure valid scientific and cthical justification of the 1esearch c<pecially
|I when human participants ace involved. The Health Research Ethics Commiltee must
'I consider the risks to parucipaots, the anucipaled benclits (0 iiie subjects, tie
{ imporwoce of the knowledge thal may reasonably result s 1be informed consent

| processio be cmployed (Dunn & Chadwicle 2002).

. 2.1.11iistosy of human subject abuses
There were many dacumenled unethica! conduct of exparuneniation in lwmans
including the German Nazi expenmenis (i9391944), the Jewish Chronic Discase
Elospital Study (1963), the Willowikook Study (1963 — 1966), the Tuskegee Syphiliy
study (1932 -1972), the Trovan study in Negena (1996) aix] many others. However,
details of the (ive humen subject abuses menuooed are summansed below!

The Geman Noa expcnmepts ((939-1944); The pnsooers in Nazi concentaiioo
camps during Woiid War Il were forted o undergo expenments that include expoting
them (0 exwremc lemporatwes, mulilating swgery, and lethal mathogems. Thewe
experuneris killed and masmed inany pnsoncrs of war and the public Owutery thal
followsd this creminal saentific enquaty culminated in the 1946 Nwenbag Doctors®
Trisl The docton were found guilly of murder, torture, aid other arocines,

e medical personnel (defendants) involved argued thal valuntary panticipatian by
human subjects in aedical expeximentation was not the noim al Lhal time bot the
judges ngread with the prosecution and in sddition © seniencing (he Jefendants also

AFRICA DIGITAL HEALTH REPOSITORY PROJECT
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|
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risk/benefit analysis and the nght to withdraw without  penalty (McGuire, 2002).

Ihe Jewish Chronic Disense Hospita] Study (1963):_ This study was undertilen o) the
New York's Jewish Chronic Discase Hospital to undesstand whethee 1h= body's

mnability to reject cancer cells was due to cancer or debilitstiop. The researchers
allegedly belicv ed that the debililased paticals would also reject thiacancer cells but at
a substantially slower rate when compared to bealtby particizsnis. Consent was given
orully hut the patients were not infoimed thal live cancer ac)s would be injected into
their bodics because the researchers felt that 1his would unaecescanly frighten them, [n
the course of reviewing this stiudy by tbe Bastd of Re2geats of the State Universily of
New York. it was found that the study had noy been approved by the hospital, the
invesugmors had not obtained walid infoimed consent and thot the physiclans
responsible for the poticnts’ care had not beenn consuiied. The Board of Regents
{Gov eming Coulwil) of the Uiniversity of the State of New Youk argucd that M&‘e
therupeulie privilege may jusi!fy non-disclosure in o physician-patient relation, same is
nol true of rescarchici-participant relationship (Lomer, 2004). This case, cmong other
things. highlighted the problem of conlfliciing intciest for physician-researchers. The
tesearchers weie found guilly of fiaud; deceit, and unpiofessional conduct (Beauchamp
& Childres?, 2901)

The Willowbrook Studlcs (1963 — 1966), This isa Opical story of sbusc of vulnerable
thildm. These studies were conducied ot the Willowhrook State Sehuvol for mentally

retarded childien in oider 10 gain an undees anding of the naiurel history of infectious
licpatilis Under coutrolled cincumstances. In the course of the studies, newly admitied
children were deliberately infected with hepatliis visua. ‘I he resesrchers defended this

action by pointing out that the vast majarity. ofthe childecn would acquire the infection
7

unciated what is sow known as the Nuremberg Code. The main components of the
¢ are requirement for voluntary participation, informed consent, favourable

e



anyway while at Willowbrook, given the crowded and unsanitary conditions. Consent
was obuined from parents but criuc found that during thbe course of these studies,
Willowbrook stopped taking in new patientls, claiming overcrowded eanditions
However, because the hepatilis program occupied its own space at the instilubez. it
was able (o conlinue 10 admit new patients. Thus, in some cases, parenis founs thsy
wese unable 1o admit their children to Willowbrook unless Uiey Bgices o (hesr

[: padicipetion in the studies. This is a demoasuation of imporiant qu=stion: about Uie

T —

validity of voluniary consent, it paients were coerced into giving consent hy closwe
of the wani end there was inadequaie disclosure of the involvcd visk. {Beauchamp &

Cluldress. 2001)

[he Tuskegee Synhilis study (1932 -1972): This siudy designed to take advantage of

an cpidemic of syphilis among the black population was conducied atl Tuskegee by (he

' United States Public llealth Service 10 dixcover the natural evolution of syphils

|
r
|

'|

infection in block wales. More than 400 black men with syphilis participated, and
aboul 200 men without syphilis servedd as conurols. The men were recauited without

- informed consent and, in iact, were misinfonined that some of the procedutes done in

the interest of rescarch (e 2., spinal Lups) were actunlly “special {ree tresiment.”

fn 1936, when 1t was clear tliat many more infecierd men than contnals bad developed
complications, the study had coatinwed. Ten years later. a report of the zrudy
pubhishedt 1o medical jowrmal Indecated that the death rate amang those with syphilis
was about twice as high n3 it was among Ue controls. However, the stidy coatliued
despite the high moitality among research paniciponts and no treatment was given lo
men with syphills despite the fact thal penicillin had ocen fownd © be offective in the
uralment of syphills in the 1940s.

The fint ascounys of this siudy appaared (n the nationa) press in 1972 ollowing the
revelatiom of one of the paricipaligg s aalahiisssrod rciEsnliing public outrage

!



to the appointment of an ad MM@MHN JS Depar ,H;‘.f_"'_.'. fI
ducati mdwﬁnmmum-ﬂmh"“ o ensure | "l
experiments would never again be conducted. Among the recommendal -'.:_.‘r.:f,.,'f'.f"'
Mﬂfﬁrﬂywmmmmﬁk '---"’ﬂ"‘ H
M.MmWﬁIMM“ﬂﬁ
Bill Clinton, and the compensation of surviving participants and
deceased participants continues (Beauchamp & Childress, 2001).

-4

The Trovan stody in Nigeria (1996): This is a sty that. took advantage. :
epidemic of meningococcal meningitis in 1996, hdmdtynfﬂﬁ.m
meningococcal mcﬂng:mhldumelhﬂﬂmwhthl]ﬁﬂﬁm
mlrummmwmm:mmwnﬁﬂmmﬂ.

Dtmniﬂtﬂuwnhmlnr:hﬂduumtnmku{duﬁh " -.'.,

meningitis and Pfizer's antibiotic, Trovan (trovalloxacin), was made I\‘m
charge for the patients.

f
}1

The purpose of the Nigenaa ﬂdrwtﬂMHM
treating epidemic meningococcal meningitis. The fact that the t
experimental utuwhhwumﬂm
languapes— Fnglish and the local language, Hausa—by local m
the treaiment were administered. Plizer claimed it was not possible & ___' | I:"ff;:';
from ail parent because of the life-threatening epidemic, and u- w literacy in the
community. Following investigation on the activitics of Pfizer during this cpidemic by
the Nigerian government, the panel concluded that Pﬂum ,t"_“_-.I;_'_-'.j
from the Nigerian government to give the unproven drug to noarly 100 children sod
mrﬁmmuﬁ-ﬂﬂmwhh y ‘ 0, where (x
children had been taken 10 be tresisst (540 Al5n.deaily. e
el




_ o, | ,.._I._,‘__.;_l.___ ) L] -:.LT::H _'_'_'_!1.". 2

mmwhthmingmhmhﬂm{ s, 2009). .: Q~

by

2.1.2 Historical perspective of Rescarch Ethics E
The Hippocratic Oath (c. 400 BC) prescribed Hmmwhﬂm
mmnrmwmmumuﬂmummf |

e e B == ey 1"""

or mischievous”. In medical ethics, the ""‘“"’ ,__,
mmafmmmrm-ﬂnmd‘Wﬂﬂﬁ’ﬂﬁ

l"rL"-\.—"T

mmpuuckmmmmy-mwudmﬁulml t use ". ;"ﬁ

DR e

mm:mummmmsghwmmmu xperiment that le
discovery of the small pox vaccine. But in 1803, Mhﬁvﬂ"ﬂ
physician from Morichester in England, claborated what arguably is the first moder
code of medical =thics. mhwumﬂhm ‘1&:_-
He recommended that *..new methods of surgical mﬁdﬁ,ﬂ evised but ...
should b= serupulously and conscientiously governed by sound re ﬁ*_h
well authenticated facts ... {and] pmmﬂm-rm clans of surgeons,
to the nature of the case”. He prescribed good methods and
but was silent on ethics and informed consent.
‘William Beaumont (1785-1853) was perhaps the f ._~,.| ...... son o men
informed consent. W B_ﬂ_--pihﬂvg . ‘J

*nTMﬂmwmm e T_, o K
e
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hm tnvunimlnduhu'
memrnmfllmmlﬂfh
became dissatisfied.

mwumnd:muwmwwhmmnrm&mg__v “i,;i:;
debate on human subject experimentation, provoked by a scandolous immunization
study conducted by Professor Neisser. '.'“'ﬂ--...'
prostitutes with the syphilis virus without their consent ﬁll Al Illﬂ‘-'ﬂl clex :,:,'-.;J.!‘:
the virus. The Prussian government WHMMHMI-'

“absolutely prohibiting™ experimentation on mucers and incompetent adult _' r;.-ﬁ_]
unposed unequivocal consent of research ubjﬁulhudeﬂM
adverse consequences of the experimeni as a requirement. Mﬂ. "'j"f‘;"
qM:ﬁmmnrmﬂummﬂwﬂmhMHwhﬂmm wopriate
writien records.

Dﬂplltﬂmtwﬂmmmmw,hl } ), |
of Lubeck, Gennany, 77 out of 256 childrza died from contaminated y . This
incident led to the carliest controversies about m;u _':f:_fm
rescarch Un February 28, 1931, Gmymwrnh jonal research

L e

eibics regulations - wmmmwnﬂHm cri ,_,;*:1- -_'j's
was largely in response 1o the increasing use of human par ".".J '““‘
driven by the strength of the German healih research and chemical industry. {““
about nature of appeopriate information, bona fide consent, car
-mmmmmmaﬂm lined. Exy
on dying patients was completely forbidden and no othet | Et wally and
&’mm WH%MTAL HEALTH REPOSITO
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Hunan subject abuse scandals in the )SA geined o0olonety (hvough = | 966
article of Henty K. Beecher. a professor of Anaestbesia at the Harnvied Medical Schaol,

dentitled “Ethics and Clinical Researeh™, published m the New LEngland Joumal of

Medicine (NEJM) In the article. Beaeeher lisied and dessnibed 22 clinical studies v hich
had violated basic ethical principles of research on human bejags Heary Socchofs

4 challenge in the USA eventually led 10 the appointment of the Nationa} Cooniission
! for the Protcction of Human Subjects of Biomedical and Behavioural Recesich.

The cthical principle of Respect for person easures autanoniy of the individual
tn deciding whetker (o 1ake part in a study or pot. Sioce the Nuremberg Code was

B created. informed coasent has been at the forefront of biomedicat ethics. An Infonned

|
.I

|'
I

oonscvd (s an individual’s autopomowus aibqnzation of paricipation in fesearch, and
the researcher has an obligation to disclose infomi2woa 10 patieipants before oblaining
infonned conscnt (Beauchamp & Chifdress, 2001). Inforraed consent is necessary to
project research patticipants from man pulaison and abuse during the resecacch proces,
Hemec LIREC are nescssary gs an todcpendent review Organ to cnswe [airness between

e researches and the research subjecis

In the courm of the review proeess, the HREC review and opproval must be in
compliance with fedeni! regulatinns and inicrnationol codes of elhics and grade)ines.
The main messages in cach of the intemational code of ethics are discitssed below:

2.2 Thle niernational Codes of Fihla

2. 2). Thie Nuremberg Code .
The Nurembetg Code was established in 1947 a3 8 cesult of the Asvoncap military

tribunal which was opcned on Occember 9. 1946 (oc the tnal of 23 (euiding German
physictans ond sdministrutors for comducting medical exprriments on prisoners of was
without their consent. Most of the_Wotld, War 1] pMiumers wed o3 subjects in the

12



xpeniments died or were permancotly cnppled as a result of these atcocitics. The
urctaberg Code was the first intemadooal document which advocaled voluntary
ipation and infonned conscnt stipulatipg thet “the voluntary corsent of the human
“subject 13 nbsolutely essential'. Thus means theat the (xrs0n involved should lavc the
Hlegal capacity to give coasent, should bx $o siluated as to be able to exercis: Live
i:’l power of choice. without the intesvention of aily element of force, fraud, doerii, ouress,
L overreaching, or other ulierior form of constraint or coescion Hovever, the
responsibility for ascettaining the quality of the consent resis upon the investigator
I without o thud person or body intenvention and no force of inw or peneltly for
offenders. tence the code did not have much impact as i vwas disrcgacded by many

| Invesuguiors as evidenced in other human participants’ mscarches including the Jewish

| Chronic Discasc llospiigl Study, the Willowbvook Study and the Tuskegec Syphilis

| I study. The disregan] for this code by inverigntors made the ovessight function of the

| HREC tinperntive.

| .

| 2.2.2. Decloration of Helsink!
In 1964, the World Mediesi Association csiablished sccommendations guiding medical
dociors in bjomedice! resczich wivolving human subjecis known as “Deelamtion of
llelsinki™. The Declasation of Nelsinki (Dokl) had its 100ts in the Nuremiberg Code,

| Fiusy idenlifics 12 @arken of ethical research within the Nuremberg Code apd noted

' that out of \hese, i0 maskers appear in the vnginal Doll and two markers were
abandoned {Fluss, 1999). The Nuremberg requuement that ‘The voluotary canseat of
the hwnan subjecl i3 absolutely caacounl® is changed and the Dult sljower) soasal to
be given by the ‘legal guanlian’ in cases of ‘legal incapacity*. The other abanianed
‘marher’ was the statement ‘During Ihe agurse of the experuon) thx human subject
should be at libesty to bring the expetiment to &n end if he has reached the phyvical oc
menial state wlicre confinualion of the eapenment scama 10 him (o be impossibie’. This

2sicmvent was eliminated in the Doll nand appenrs 1o be covernd most closely by the
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ence: *The invesngator or the invesogating team should discontinue the rsearch if

n his or theirr judgement it may, If contnued, de harmful to the individual®. [n

dition. the subject or subject’s legal guardian has fieedom to withdiaw cansent o’
y ime (World Medical Association. Declaration of Helsinki. 1964.)

The 1964 DoH also states “In the field of clinical rescasch a fundamenial
||ldxst1nct|on mus! be recognizzd between clinical iescarch in which the aim i3 cssemially
11thaapeuuc for o patient, and clinical rescarch Lhe essential object ol which is purely

scientific and withoul therapeulic valuc to the person subjerted to the fesearch,
; [ lence, there was a fusdamental structute of the paragraphs ol if:= 1964 document and
the fitst four revisions of the DoH into four headings: ‘Intioductory statements®, ‘L.
' Bastc principles’, *II. Clinical research combined with professional care® nnd ‘[l Non-
|' therapeutic clinical 1escarch’. This struclure p=mzisicd untit the Edinburgh (2000)
revision when it was subslantially revised.
| 'The Doll had been revised five times, in 1975 (Fokyo), 1983 (Venice), 1989
' {Mong Kong), 1996 (South Alrics) end 2000 (Edinbuigh), The imjoitant additions to
| the lirst revasion in Tokyo (1975) were the reejuirement for an independent commillee
| teview of research prolocols ond an clasboration of the requirement for informed
| consent (Carlson ci el 2004}, The 1983 tevision effect minor changes 10 the document
|' as regard tferminology where the word 'doc|¢;r' was changed 10 ‘physician’, and the
| Latin phe *toneriori® was changed to ‘especially’, In the 1989 rcvision, protocols
were row (0 be “transmiitied’ to a specially appoinied commitiee independent of the
. investigator for considerntlon, comment and guldance pmvided thint this indcpendent
commition is in conformily with the laws and tcgulatlons af i counsy in wiileh the
tescatch experiment is peifoimed. Tile 1996 and 4% revision (o 1he DoH occurred
consequent (o the comdroversy surtounding the use of placebo controls in studies of
iatemo-foctal Hlunan Immunodeficiency’ Virus (HIV) tanumission The additioa to
patagroph 11 section ) sloies as follows: “In any medical study, every panent
Incliding those of a conuol group, 4G &0) alkmid.bx A of the best peoven

i4



Thi‘mm&ﬁimﬁhﬁuﬁhhﬂ n the T
controversial r:vmunhmmlhecnﬂthﬂtlumn 0ide on
for human participants is now coasidered to take mww wrests of
science and socicty. Hmm.ﬂuimvmmlm'hlnr '.;7'4,,,"_'_;'
dealing with non-therapeutic research and in clinical trial studies, the bene "*:__'*1,
mm:ﬂﬁllmﬂlmmdnﬂdhwmm& it
current prophylactic, mmwmmumhma‘ sion.
here it stated that **The potcatal benefis, hazands sod discomfort of _ﬂ
should be weighed against the best cucent diagnostic and  therapeutie
methods’(Carlson et al 2004).
llucl:ufmmlhnfmnin:ﬂmxtmmﬁmhhﬂﬂl “l"m
-:i'mlln‘:ntg«:ml.-ﬂmiuLrmﬂlnr:zl'xl!ur.nnima:11:»!':!!1»:!!1'.:!1iﬂlm:il:*-‘lilel'n'llﬂtL'I'll:l'.'ll'.lllm.l;'\'\‘ctiI:![_r

DoH had continued to generale debates and controversy leading to argume -H,J
mwslnwwmmwmmm

('Nuﬂ'icld Counci! on Hmﬂhiﬂ!}.ﬂ#ﬁ&“ﬂﬁﬂ‘lﬂlﬂﬂjﬂ
The Nuffield melmﬂhﬁumﬂmﬂhwﬂ“
thal themmunummduﬂnfmﬂ-lﬂndﬂhnﬂhd{iﬂiqﬂ:ﬂ‘,
ummmmuﬁﬂmmmm:‘“

'I-.:---._
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The HREC would need wcﬁlftbﬂldupmp “ tion if
cusrent version of 1the Dot in the course of their functic
of cescarch prolocols 1o casure 2 fair review M‘l
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2.2.3 The Belmont Report
The National Commission for \he Protecion of Human Subjects of Biomedics' nd

Behavioutal Research prepared the Belmant Report in 1979 in the United States of
America The Repoit is a stateinent of basic cthical prnciples and guidelincs »am should
assist in resolving the cthical problens thal sumounds the conduct of nescarc: with human
i panicipants. The United States government esiablished the Naolions' Ressarch Act, which
" lcd to the Belmonl Repont following the public disclosure of the Tuskegee syphilis
expenments (hMacklin, 2005) The threz basic ethical privcin'e covered in this Report
mnclude respect for persons, beneficence wnd justice. [ epplying the panciple of tespect
for persans. reseatch subjects must be given the opportuiity to choose to paiticipate i the
study ond to volunilary withdmw If they are not willing to continue with the study. The
prineiple of respect for pesson was siatel) (ormully by linmanuel Kant: *So oct a3 1o treat
humanity, whether in thine own person ot wn that of any other, in every case os an end
witla), never as a means only™. Tliis stalenent perceives cach persan as an sulooomous
agent copoblc of delibevatiosn about personai goals and of acling under the direction of
such delibermtion, [Howewer, it i a common knowledge that not esery hnawn being Is
capablc of self deterimnaiicn, some 1rdividual as 8 result of age (children), social s181us,
level of moturity, raaitiage, impnsonmenl, illness or mental disabilily are incapacitsied
ol therefoge cannot exercise self-will. In such instances where individuais are nal able to
aasert pel[-descominstlon, other codes of ethics suchas Dol allowed for sunogate decision
and heoce legal guardian cousent since the Pnciple of respect for persoo fomied the for

hfoimied eonaent.
The clements of the infotmed consent include conpetence, discloswr,

undentanding. volunipriness and consanl, One Eives an informa) comstnt o an
Intervention (' one is compefent to &1, receives o thorough disclosure, comprehends (he

disclosure, acts voluntmily and conmnts fo the interveation (Beauclhamp & Childriss, |
2mn &\!\Jﬁﬂﬂ en (nfonned C(A%leeml_ &MP%‘RY ROJECT{n s roeerch does ol
1?
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necessary implied that the details of the rescarch are completely understood by the
consenting person because each individial would have reasons or justification for
participating. The weight apportioned to risks and benefits would defer among participri's:

| depending on circumstances surrounding their existence. For instance, while peonle of
poor finances may participate in research activities because of monetary benefiis ur uccess -
to free medical care, others with good finances may participate due to potzntial health
benefits of the research. The threshold for withdrawal from study participution would be
determined by the compelling reasons for mt.uml.ing: improving heslth satus, continuing

| financial gains or both. In addition, obtaining informed consent could be perceived by the
investigator as fulfilling the law and complying with code o1 sthics rather than respect of

the autonomous persons.

Deneficence is applied in the assessmeni of risks and benefits to the research
! subjects. Research should maximise possiblc benelis and minimize possible harms. The |
" principle of beneficence is firmly embedded in the ethical tmdition of medicine. As
Hippocrates obscrved in the Epidemics, * As to discases, make a habit of two things - o
' help, or at least to do no hamy” (Jousen, 1978) The principle of beneficence could be
interpreted as creating an obligation to secure the well-being of individuals and to develop

information that will fann the basis of our being betier able to do 2o in the future. "
Beneficence scems 1o support therapeutic research in clinical practice when participants
may likely benefit rom the research with 1hc risks being the potential ndm.:frm. of
diagnostic o tierapentic treatment. Whereas, non-therapeutic research may be perceived
as exposing individual to unnccessary risk mainly for the sake of advancing science or
knowleage as was the case in the Nazi expeniment and the Tuskegee syphilis study,

Since the main aim of basic blomedical research is to gather scientific knowledge that may
of may not eventually lead to diagnostic methods, treatment methods and/or meedical
products, explaining knowledge as a potential benefit to participants could be a challenge.
This is further complicated by the fact that the tangible benefits may materialize long afler
the biomedical rescarch was conducied. In the mvﬂmw the HREC should
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denuify clear benefits 10 the participants (or the society) and not only the scientific basis
for the study.

The pouciple of justice requires a fair shanng of burdens and benefits; o formal
statement of the pniocipleis genesally altnbuled to Anistolle; “Equals ought lo be tresi=d
equally ond uncquals unequatly.” The HREC during the review psocess musi o eie mine

1 who dcserves 10 receive which benefiss and who reoeive which burden. Justics is also

applied in the selecton process; the HREC s w0 wsist that the subjexis sclected for
rescarch arc not sclected due 1o a history of acquiescence, and thot these subjects are not,

by thesr participation, excluded (rom the benefit of the treatment if it should prove

successful.  The research subjects must not be made 10 bear unnccessaty byrdens. The
United States adopted the Code of Federal Regulations {CFR) that piovide for addttional
subject protections shorily alier the release of the Relmont Repoit (1979).

2.2.4. Council for [ntcrnations) Organizstions of Medical Scicnces (CTOMS)

This guideline was first issued in 1982 aa<d find been revised 1wice 10 1993 and 2002, The
guidelines relate mininly 1o ethical justilication aod scientific validity of reseaA: ethical
review; informed consent; vulnerability of individuals, groups, communilics and
populations; woricti 03 iesearch subjocts: equily regarding busdens and benelits; choice of
conttol inclinical tnels, conlideniiality: compensation for injury; strengthening of national
or local capacity for ethical resicw; and obligatons uf sponsors 10 povide healih-care
szrvices, Litie those of 1982 and 1993, the 2002 CIOMS Guideltines erc desigped 10 be of
use 10 couniries in defining naliona] policics on the cthics of biomedisa! rescarch

involving human eubjects, applying cdilcal siandanis in local circumstances, arl

cstablishing or tinptoving cthical review machianisms. A pastieular aim s 10 reflect e

conditions nnd the needs of low-resource countrics, and the implications for mulinatonal

or iransnationsl cesearch in svhich they may' be pantnery
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principles, mmmuwuw ':r:
questions: (/) does the paticnt have the capacity to consent?, requirin
mmummmﬂdwmmhhm _
dnnmm:deﬁuﬁmmmdmmuﬂ.nrwm
family member); m{sjmmmmmmmwmm
his‘her decision? - ¥ :
The CIOMS guidclines also stress that consent is a process, not an event. Patie
need to have time to study information and ask additional questions before being a
m.m:mmfmmmm&.mmmwmwmm ﬂ;.
style that is understandable by patients, taking wwo consideration rele _"'
including cultural differences. In sddition, the CIOMS juidelinse stiuibase thet the b ""’1
mmuﬂhﬁncwmﬂ:ndthwofﬁmmﬂuﬁh,hﬂmmm
storage and future use and whether the matecial will be anonymized, needs to be frankly
discussed (Macre, 2007) . i
The CIOMS guidelives are qite detailed and contained important criteria for the
informed consent including provision of a checklist. However, the need o docum .'i_'_ ¢
informed consent proce s poses a challenge ina WWMHW
many adults are unsducated and illiterstes and may not be willing to sign a en
fear of legal implications. -;“ _
The CIOMS guidelines also addresses the issue of m in“;lik' 1 *'""*'?':*’_'1.'
groups including those who are economically or educationally disady o,
those who are physically impaired, mmumwmﬂh—” :
debilitating illnesses, those who are mentally m-uwmw; impaired, no ? it
: sibjects nursing. home *ressiesia I REAITY ;
uﬂmﬂly#ﬂhhmdwdiufﬂnlhll.mm_" ..
ufmn[wuﬂﬂdﬁrm Hﬂnﬂﬂlmm? :
however, with the CIOMS guideline; rescarch in this group I3 ethically
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CIOMS guideline, clinical study may be justified 1a the interests of equily, if the
rescmch cannot be oroduced 10 & Doo-vulserable popalstion.

23 Nigerian Nations! Code of ticalth Research Ethicy

The Nigenan Natioaal Heslibh Reszarch Ethics Coonmitace (NHREC) was mecunstituted in
Septembe, 2005 and forreadly saugwrsed oa 5* October, 2006 bY Genoal Olussgum
Obastnjo (rtd), the President, Fedaal Republic of Nigeris (Lambdo 2006). The Nigenan
Naticasl Codes of Health Resemech) Frhics (NHREC 2007) is [2tiored townnds the seven
ruurenents. propased by Emonvel and collcaguss (Emanve! et ol 2000). Drowing on the
' basic philasophies undarlying msjor cthical codes, declamtions, and other documents
' relevant to research with human subjects, Emanuct eixd colicague propased the following

'I» 7 tequirements which make climeal rescasch cthsea)

] | Valucenhancemeni of beahi: oz knowledge must be detived fiom the neseduch
! 2. Scicntific validity~ tre research must be methodalogically rigorous _
3. Fair subject selection- scientific objeclives, not vuinerabllity or privilege, and
the potenitsl for sod distnbution of risks and benefits, should determing
comyminiiy selecto] as sindy sites and the inclusion criteria for individual
subjeces |
4. Fovoureble nsk-beacfit rtio- within the context of standant clinical practice |
and the regeareh protoco], sk must be minimized, potential benefils enhancet,
sod the potendial benefits 10 individuals and knowlodge. gained for sociely must

outueigd the risks
$  lrdeyendeot review. unaiTihsted individuals must review the rescarch and

sppOve, amend, of lerminsle it
¢ Infonned cunsent. individiuls shovld be informed obout the research am)
proxide fhelr volunlary consent
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7. Respect for enrolled subjects- subjects should have their privacy protec
opporamity to withdraw, and their aell-being moeiton
Therefore, rescred proposal that docs D0t mcxt the ots as Specif
NaﬁomICodeaawfwm:hnnumriskb&i' ~

HREC can detarave ahich recarch 15 exempeed.

2.4 Fuactions o [ the ULUCII NREC

The HREC fudetions is tailored twwandy ensuring that risks of luran subjects participants
mre minimused to the extent posble, that nsb are reasorohlc thchﬂon-ldh icip peted
benke(its thiough an appropmiately study deasnmd samg’c s'ac, In additlon lhc 0C 'm
ensured that there had been fair and justificd subj=ct sctiection, oppmpﬂnle: consen
procetures nd conlidentiality of data and subjects are cnsured. The commiitee bad
produced wrirten guldelines wnd procedures for subission of rescarch protocol o ensure.
comptiance wilt its directives aml fsctlitate 1ts proper finxtioning, The other | d
the HREC include holding regults me—tings and keeping minutes of such me |‘-
docgnentation  of communicstoas  with in\mgms. approve  roearch |
implerentation, disspproval of neveasthes that violie etbical prnciples and

research peoject dusing Enplomnonion , I

Apan flom paser functions of the curumitice, oany of the activitics <3 of the L‘
are siyred in conipuicr based soflware and devices and the use of modem m “T‘ [«
communicasion such as shorl messaging sysiem (SMS) through celt phones and e-muails
tas jmproved the efliciency of the HREC. The nxonls of the mi
commuricaiton including e-mail letters and SMS are capturesd nng stored
IREC sccrelariat. Prowocals are rewioed in harnd and soft copics at

fallowing review and spproval.

_—
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4.1 Fuadiog of the UI'UCH HREC
committee 15 self-susmining as it has to geocrate Guds for tse day s day amaing of
the secretanial and its activities. Towards achreving its set objectives and goals; ihe HRFE
has sysiam of charging for proincols submiued for review. [ntemstionally and industinl
funded reseach are charged wp to N20O, 000 per protocol while members of s1a(( ane
charged N500O per protocol submitted. Undergraduate, postgraduale and residlen! dociars
| pay a {latsate of N2, 500 per protocol submitied. Fund genemied from the processing fees
N 13 barely adequate because there is po subventian fivm the authonzing institulions; the
J comunittee had to devase temas of gevevalag additional income i\rough organization of
i worbbhops and seminars.
!
’ 2.1.2. Pralocol Review Process at the LIUCH KRET .
l Research proposal submitted to the UIALICH HREC arc reviewed occondlny 10
} Intcrmational Guidelines and Codes suchi s The Belmonl Report, 1979, Cowncil for
International Organizations of Medical Scieuoes (CIOMS, 2002). Declaration of Helslnki
| amd the Nuremberg Code. Moteover, there is also ihe Nigerian National Codo of Health
| Roxearch Eihies of NHREC which came imo exisience In 2006. The NHREC was
established 1o peoviito 1he Natonal Framewutk thal would ensure 1ha the Nigerian people
e nol used mecely as guines pigs for testing new drugs and technologies (Lambo 2008).

T tegulatory definltion ofthe term research s

a 3y:tematic invesligalion inciuding reseasch development, 1esting ond
cvzluation, designed to develoP or csolnbuic [0 gencrrHenbie-lomwiedge®whilc
lhe term hwnan subject meaas = n living—iadividual sbowi whom an
Investigatar(whether professionat or siudent) sonducting researcly obtsins (1) daig
thiough intervertion or interaction with the individual, or (2} identiftable private

informatlan (NHREC 2007)

The guideline and regulntlons contained in the Nigenian Nationa) Code of Health Research

Cthles (www.nlires.pet) Include gencinl rules of setting up HREC arw tenvns of opanstion
of eucit In line with the Nigenan National Code anx! some minor vanations suitable for a
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rescarch institution, the summary of the guideline for

review by the UVUCH HREC is as follows:

I. Submission of 4 paper copies of research protocol s
page that shows the title of - ltll'dlﬂlﬂ |
background to the study, rationale ﬁ'“"m

methodology. »
Principal investigator's Curmiculum Vitae in NIH ma lbrt_ﬂu :

r

3. Supervisor's attestation statemenl in student’s research

4. Co-investigators attestation statement

S. Letter of sponsorship where applicable N

6. Mateials Transfr Agreement where sampl-2 il e shipped owt of Nigeria
7. Clinical Trial Agreement where resecreh Is being conducted on behalf of

sponsor |
One page plain language sumriovy of the research Lé#& ENN
9. The informed Consent Form (2 prototype of which was provided) E

Submission ‘
Thuﬂrﬂﬂ:pmdullﬂﬁmhui:lhnnﬂptoﬁﬂm;hnm
material that the comimitiee needs fo perform a meaningful and comprehensi
review. In the ULUCH HREC, a prospective imﬂmmﬂuuu&hg
form, fill mammnmmmmunm#hmﬂmmaﬁ opies .,1,,- -
the protoc!, |nﬂmpyln|mdiﬁmﬂ.|mkﬂuhmm "Z*~“-_J~f:__r_'__r,5.-
hhfmwwdmvimnfﬂﬂlnvmlwwlnmwnﬂw At ST

..u-f

appropriate fee would also be submitted at the same occasion. The fol
must be included in each protocol: a title mdeﬂnqhn‘msﬂ' e |
.mﬂmmmmwunﬂmﬁnmﬁe ce o 2
affiliations of each Investigator and corresp a..,..,l ;r,;;;_'.;:_.; -
ﬂudmu of all participating hwuui‘plmltiﬁn " %L ol would have
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ummary page, background information on the propased stdy, discussion of preliminary
studies resuly, specific aims ond hypotdeses, participant recruitment methods, study
location, cligibility criteria, the proposed plan for research (methodology), plans for data
analysis, adverse event reponing oild momionng, cthical considerations (informed car.-en
process, conf dentiality, benclicence and non-maleficence), references and datz ol cction

instrument.

Protocol Pre-review
The ptotoco! are pie reviewed by the truined secretanial si2fT 10 ensure thal xll required

informaiton have been provided in the submiited protcnl. Deiermination of which

! protocol requites full-commintee review and which mzy be reviewed via the expedited

i piocess is an important task perfonned by the HREC Thair or 8 designated member of the
Ili commilice. It is the responsibitity of the HREC Chair to determine the type of review

| require for a specilic protocol and to act erearding to the NHREC code.

A

Exempi Revicw: The ideatity of persons 13 oot-apparent or the dats for the research is
publlicly availsbie.

Expedited Reviess A research project ia given expeditod review when the stady has
minimal 1sks. [n this review, one member of (he coaupifniee reviews e propom) and
excrcize avithority of1he full commitiee

Full Commitice Review: This is o type of review in which the {ull corvmn/teee discutms the
Maject. One member of e commiliee i3 designated (WY revice xisisted by a seoced
rviewer Reviewer's present comments 1o the coraminice who tad s a deckie abx at the

tescasch, (hese comments ace 3l comimunicatiod (0 he FrinNg ] imvistdg ar. Appeoral
for the maenrch in granied aller the caoumitioe had wvivsd o a Sadeden &) witing Some
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| inembers of the commiltee voluowtily abstin from voling and may not vole when they

have intetest in the research. The decision of the nwjonty is the committees' dccision.

2.4.3 Asslgninent of Primary and Sccondary reviewersat the UIAICIH HREC

The HREC administretive staff eonsidess the area of expentise and potentia! coniict of
inlerest iy prunary and secondary reviewer assignment. As HREC meriber iz the first
choice in the nssignment, an nltemate consultant is assigned to review the pwowcol if no

HREC neinber has the required expertise

At the ULICEE HREC., the essigned prinary or secordmy reviewer s expeeled1o

have 1 good knowledge of what is ryuured for cthical and scientific review of ilic

ptotocol. However, it has been reported 1hat dack of {ining of some membas of IRB
contsibutes to delay in the seview process ncecsciiating o Uraining programme for the

academice swafl of the institutions hosting the UIAJCH HREC in 2003 aod 2004% (Ajuwon

& Kaes, 2008)
2.5 A hrototyfie Reviewers* worksheel

The rcviewts workshret is o i0o] that could assiar investigators 1n performing an in-depth
asul thorough revicw accordlng to the entena specilied by the Code of Fedoral Regulsthn
(CFR) Title 95 Tlic use of worksheet depesds on instilwiional policy and ts nol mandatoty

The fOllC'f'f"S wOrkshee! wad dc\fdomd at the alild!m'l ”0@“0' n Bocnn (Khan and -

Kometsky 2006) and makes sn appropriaic reference point foe the review process

for the review of thiy seciion of ihe protwco] are! 13 the sgady Simstbiectives clearly
specified? ase there adoquate pwelimumary deta to justify the reiemch? And is there
appropwiate justilication for thia resemch protwool T
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Thercfore, the reviewer must easure tbat the objectives of the research i clearly deseribadt,
there is a siatement of the study hypothesis.and the plan for dota collection is centain (o

meef the aims und objectives.

2. Drugs. Devices, and biolopfesl samples: When consideting research protocols that

include the use of drugs. devices, and biological samples, the reviewer must appiy the
reBulations of the FDA and or NATFDAC (Nigeiis). The workshcet gu=siiuas are: is the
siatus of the drug or device described and appropriate (investigatioal, new use of an
FDA-approved drug, or en FDA-spproved drug with approved indications)?, arc the drug
dose and route of ndministraljon appropriate?, nre the drig or device safety and efficocy
da1a suflicient 10 warrant the propased phase of iesting?, is the significant risk or non
significant risk status of the deviee desctibed anid 2ppropriate? And do you, the reviawer
agree with this determination? And does the pro1oco) deseribe acceptable accauntabdility, -

stornge, access, and conitsol of the deviec?

3 Scicntific Design: Some imsijiviions have a scientific review scpaute (rom the IRB,
while a1 others, the IRD asume (ull eesponwmbility for scientifie review. At the UINVJCH
HREC, ihe IRD nssuncs (all responability for the sicntific review, The weukabiet
questions are. s e sceenlilic design odequaie 10 answer the Quweaton(s)? ot be
aims/objectives litely 0 be achicvable Within ibe given time penod? is 1he scleatific
design (e 8. randomization, placebo contruls, Phase 1. I or 1II) dexonbed and adequiately

justilied.

4, Reaqarch Prosedue £ Methodofogy; Reviewers must diflerentiab those procedures Bt

rre performed for rescarch pwpose {rom whoxe (lat are perfoemied for routine care of
evaluation and delerniine whether the resemch (s going to be conducesd i o wey that
minimizes naks 80 subjects by employing pevaxiors thal e alsmidy being pirfytned by
diagnmiic or tiestment Puposes. The minksiee! Quatiois are: we G thiirals and
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detoils of the rescareh procedures accurutely described end scceptable? is there o clear
difTecentistion between rescasch proseduses and standard care aud eVRIUALBNAY ape there
adequate plons to inform subjects sbout specific 1esemcch results that might affect (&+

subject's heaitl and/or decision (o continue paiticipalion?

3 focluaien/Exclusion Critcna for Subjecis: Appropriale inclusion and rx:slu<ion eriteria

ore essenlisl in onler (o justify human subject participants and ensure oquitzble selection
of subjects. IRBs are mandated (0 assure that special classes of svljecis, cspecially
vulnerable populations (ie. women. minontics, ond childsei) are included when
oppropnate. The worksheel questions are: are inclusion aid exclusion criteria cleasty
stated ond reasgnable?, is the pinciple of distributive justlc: adequetcly incorpormited into
the sclection cntcna?, are minontes, women, childi=, of other vuincrable populations
included in the study design?, is the populaiion justified?, for subject vulnerable 1o
cocreion o undue influence, arc additions! safcguords Included to protect the nights and
wellore of these subjects (e (viDnrs. mentally ill, cconomically/educsationally

-

disadvanlaged, cmployees, own siudents) .

6. Stotistica) Asalyxys, oo Data Meanepnr, Rcviewa chould ensure that enongh
informotion has beec (wovided to delermine 1hat the sample sizz end esatistical powss os

precision associaicd with the sample size is adequate. The workshee! quisStions are fs the
rationale for the proposad number of subjects ressonable? were fonral saple sises
calculations performed and are they avwilahie for review? are the plany for data and
stalis!lcal analysis deflned anid justificd, including the use of soprng rules and endpints?

Are there adequate provisioad s monitosing Eaia?

7. Subiccy Privacy pnd Coaflicatialify: Reviewers must colsld?® the ety 10 which

racarch procedure could potentially invade privecy of berich padieim conlidentiality. The
workaheet questions arc: are there adoquae (MOvisSons to eotect the pHACY o swme
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mnﬁdmﬂnyufdluduu;udlhmﬂﬂuﬁm s or links o

identifiers necessary, and how is this information pmnm e measuic

m?mummmhumﬂmw ther re.-arcn

data and information will be placed in safe keep or medical records? ,"
Y

8. Recuitment_of Sybjosts: Reviewers must consider how, whes, - aud by

participants are w be identilicd and approached for recruitment. The IRG llﬁ assured

—:n,:.

way. Worksheet questions include: are the recruitment methods well W s
individual performing the recruitment sppropriate for the process? are all n _"_W *,-,
materials submitied and appropriate? s o

1 -‘
9. Subject Compensation apd Costs: Sudject compensation may take the lli'
mmmnmfmupmmmimdﬂthmm&-hﬁl
lmmlmhmdmmpm Thtmﬂﬂhnmlhﬂh__r nmilc --j

amount for compensativr reasonable and non-coercive? are there lthquut pro 1
avoid out-of-pocket cxpenses? is there sufficient justification lnlllu'nm-g_ . m

these expenses”

oY -

wﬂmhnu-ﬂluu:wm“ “ 1_"
dignity. Mmumﬁwuh*__h ':,';;-'_.
menhwhhmnum!_ n 1 L_ :
.wummmmmﬂm .-..,h:_q_,-_‘_, |

mm-urhh-ﬁmm
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desciibed? Ase the risk reasoable in relation 1 Ibe benefits of knowledge to be gained?
Arcibe risk mipim.ized 10 the greaiest extent possible?

Ll_]nformed Consent/Assens: Theze is a list of required elespents of the informed < op ==t

process and to simplify tbe process for would investigator at the UVUCH HRE®: . pro-
forma bas been designed. Eoch intending principal investigalor submitting & paviocol for
review is required (o adapl the spexifically designed lnformied Consesi: Form to their
rescach The warksheer questions include. is coasent/assent requiret?, if yes, could # be
verba) or wiitien?, is a wilness signatiue of an ateststion requirsa?, for parents) consent.
15 the signature of one or both paemsiguandians required?, v.i0, when, where and how
would the consent be oblained?, does the process prowide sulficient lime; privoey, and an *
adcquate serting for the subject 10 consider participaiion?, Inlonned consent waiver may
be considered in cerin crmsnstances and il the joeareh et some specilied evitena

(NHREC)

|2 Qther jsswes and Comvdemiiony; lisues sich as allocation of resources, continuing
review, polential conflicts of interest, and the need for additional ancillary review-may-be
considered. IRB are expecticd o peafomqu a review at icant oaco in e year. 1he worksl oct
qucstions arc: wheo should the mext review occur? are theve botable coaflicts of | niamst?

are thete appropnate resourees such as oquipanent, space, mding. and stafT to conduct
this research safely? Has the investigntor assured sppropriate monitoting of subjeets
during 507 2er the resenrch? If applicabe, will counselling. refervals. nr other Sppon

services be providad?

All the issue coverad sbove are well covered in the UVUCH HREC Guidelin g for cthical
reviews (Falusi ci o] 200$) except thal therp are o warksticet questions for 1he Assigned
reviewer. The usc of reviewer workabeet could sene as a quality'conuo] mechanism that
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ensures that reviewers have considered all of the regulaiory and institutionsl crivena for _

review aod approval-
Following review of the submined @oloeol, tbe reolocol would be assigned a stac~
depending on the deciston of the comnuttee. The status could be any of the folk vy

fapproval 1y pes discuseed below (Falus: ot al 2005)

2.6 Types of Approval

Approved: - If full approval 1s granied, the invesugator ma)y' hez™ the research gropassd
In lhe protocol amd an spproved number is assigned o the ptoio¢ol, for inslance:
Eading - Conditional: A “Pending- Conditoaal™ sinius may' be stipulated, (equiring

¥ munor modifications in the juotocol andior cons*n? form before tnitiation. Execuaive
4 approval can be given by the Chair once convections have been made. No rescarch may be

sianied until ali conditions have becn met and forma| apjroval obtained from the HREC.
Pending - Deferra): A deferretl peotocol must be substantially revised and re-submitied to

the HREC .
Rejexiion: A protocol nigy b= rcjecied by the HREC if il has been deferved sevenal luncs

| aad thic HREC fcelt that te problems have not been odoquately sddressed, or if the

Protoco! is notjustified anyd posses wurorr=iacy nsk 10 the participants.

Condiliops o{ Ancrova]: Approval is given for a spectfied penod of one Yxar in the fissi
instance. !f ;e project takes longer thai one year or the specified penod. a request for an

cMtension of the ethics clearance should be sought on the submisvion of an annual progress
repoa, Anprovo) is given an the condilion:
* That any alicration proposed (o the spyruved MMotocol i3 submutied lo the
commiitee for approval prior to the elterations being ellected
* That a copy of tbe remarch peoject’s fnal report 13 lodged with (he Ethics

Comnuittee for Its Inflorrwiioco
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”, delayed for vanous reasoas including missing infonnation. faulty informed conseni

!

b

o

e That rescarcher ootifies the Ethucs Canmitiee if and when a project 1s cutmailed,

termunsted or completed
¢ That for a therapeutic ttiall study, the principal investigator notifies the Bl
Committee within seven (7) days of any adverse event or cccwronce thai "akes

place during the tsial
That research could be andited by the HREC duning the research 7°nod to ensuse

comphance with giidelines

Approv al of Research proposal submitted to [RB for cwiical review may be

process and lsck of appropnale comp2nRon csoeciuily in developing countries
(Decullicz et al 2005). In their review of Me scivity of French Rescarch Eihics

Commilices, Deculicr and eolleagues reporizd that only 3123 of protocols were approveil

' with no tequest for modifications while the remmaing protocols have missing inforotion

|
|

stich a¢ volume of periphernl blood being <eawn, the length of subject visits, and lack of a
proruicd compansation plan for pasiislly coinpanssied research among othens.

2.6 Previousy Stuilics on audit of 1lealth Research Ktliles Commiliec

Tiere are few licemiures examining the wotkload of a REC os regands the fase and
charactenistics of pentocols subnutted for idependent revicw. An aidit by Cooksoa an the
workload of ¢ local REC in Leicstenhire over a 10year penod revealed s sleady nse in

the number of protocols lom 66 per year 10 302 per year. A [2.month review within 1he
10-ycar audit Ihowed that oul ot 277 suhnussions, 143(31.6%) were approved without

amcndment, 93(33 6%} required minor amendnunts and 4§(14.8%) required fusther
miormation {Cookson, 1992), In [.ondon, Boyve reviewed 353 applicasions submitted to
a multi-centce REC between 1997 and 2000, [4 (4%) were spproved st a first awetlng of
the REC, 217 (62%) were approved condillonally, and 19 {S%) were rejected (Boyce

2002)
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ln a retrospoctve cobort study of 25 French Research Ethics Committees®
activities, Decullier and colleague found that clinical trial corstinutes 68% of the protocols
examioed. Thirty-one percent of the gmotoxuls were apomved with 10 modificat!~~
within 16days and when revisions were requested the main reasons were relatel 19
information to the patient (28%) (Decullicr et a1 2005).From the African region. a rescarch
study compared the workload of 8 South African University-bised HRFEC fai2003 and
2007, it was noted that 60 — 70% of applications required revision whil= 27% (1 18) in the
2003 applicanons aad 37% (205) in the 2005 applications were apprcverd at figst silting of
the comumittce; 75 -90% of the applications were submitied by ciadusie students (Cleaton- -
q Jones, 2008).
['j Since the establishment of the ULUCH HREC. 2 eticle repocing the piocess of
1 the esablishnicnt and an overview of its activities had been publisticd, ln the paper, Falusi
and colleague noted thet over a Iyear period (Gflovang the establishment of the UAUCH
Iu] HREC, 500 application were recrived and the average period Defwern protocol
submission and apptoval decreased from 7.87months in 2002, 1o 3.69moaths jn 2005

N
—

l (Falusi ¢t ot 2007).
[ The nvernge time becwren auboussion and appioval of proloculs varies [rom

weeks (0 months depending oit how ofien the REC comumittee meets, workload, staffing,
and the types apd cormplaxities of the iseued being evaluated (Abmed and Nicholson
1996) A perfectly wiitien proweo] sccordiog to asccpied guidelines, therelone makes the
wotk of the HREC casier, expedites the review proemsamt-hrips-to-ensure—therteseareh
is being conducted profcssionally and sccorhing to cthical standards. Any gap in 1he |
Informetion provided may prompt the HREC to pore a scries of questions o the
rescarchery unil a_clearct picture of the resgarch propoasal is coutiplete enokgli (o make the
oeccesary determintions The HHREC ensures that the research proposals are of eumical

slandand before apnroral is given lo coaduct such research
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number), moath and yrxr of submission. Section two comprised seventeen questions
requesting informxbon on many aspexis of the protocol submiitted. These questions can be
divided into three groups. The first group of quesdons were on lega! and adiul> 'stiative
charactenistics of the prodocol: quastioa 1:- Academic statns of the principst ‘nvestiggtor,
qucstson 2:. type of sponsos; quesuons 3 aad 4:- localion and type of reecareh, Question
6.- scope of rsseasch, and question 10.- charscicaistics of study peiticipans.

The second group of questions were on ploposed scicritific charactervstics:
question 5:- study' design, question 7-- sample size, question %:- expecied study durauion
and question 9:- incentives (benelits) 1o study participsoi. The thitd Eroup of questions
were on the review comnlittec activities: question { ki~ the number of revision requined
before approval (tanges from G=none for excmp sppioval 10 I=three revisions); queslion
12;- reasons for revision or modificavons fequested before approval; question 13-- the
date of subwussion {day/monthvyear) and tiie dote of final approsval of each protocol were
documented 1o deicrmine the 'mc intervel betweeo submission and appeoval; quest:on
14 reasons for delay in sappeoval, Question 13:- number of araendments afler approval,
question |6-- reasons for ameadmants; and question 17:- rejecicd or dissppeoved protocol

(closed) and reasony for closure or repection

3.4 Data recording procedure
Informaticn gathcres] on the paper questionwin® was whereafer entered into Epid

version J ) for easy checks on daia entty errom and comedlion. Duriag data entry into
Epdata (version J 1), eaxch proiocol reviewed was allotted an idenufication number
acpacsie from the HREC assigned protocol numbxer collected om thie Questigmnoire. The

Jatabase On the Epidata file was exported to Miciosoft Excel (2003) 0 sliow for dats

cleamng before being expotted io Staia statstical softwase for analysis.
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3.5 Apaiysis of the data
The daia obtained was subjected to statisiica) analysis using Siala® statistica] software

package (Stamacoep 4905, Lakewn)y  College Station, Texas 77845, USA, versiva 10).
New vanubles genaaled Microsont Excct and then expotted into Stata include: i from
submission of protocol to approval (Appiova) group), protocol status [z proved, not yel
apptoved or closed/lapsed). The academic status ofibe principal i estigator was reduced
to 5 categories under a new variable (pistat2) Categorical o iere presealed as
propottions and using freguency distribution; Student t-tost w3 used 1o compire the

mean time from submission of pwolocols to approval for prolocol granied exempt
approval and proiocol requiring review. Koplan-Micier sucvival analysis was pesfonned

to establish probability of appioval cunves bhased o cwnulalive hazard function in order
to study the time between the submission i 1h protocot and {inal approval (in days).
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3.5 Analysis of the data
The data obtained was subjectcd to statistcal analySis using Stala® stalisticel software

package (Statacorp 4905, Lakewny College Station, Texas 72845. USA, versic: 10)
New vanables generated MMicrosolt !;wcl and then exported into Stata include: “Iime ﬁor.n
submission of piolocol to appioval (Approval Boup), proiocal status {ppiaved, not yet
approved or closed/apsed). The academic stotus of the pancipal invetigntor Was reduced
o § categones under a new vanable {pistat2). Calegorical dota were Presoiied os
ptoportions and using frequency distnbution. Student 1-tast w»; used to compate the
mean time from submission of piolocols to approval (or proiocol Branted exemm
approval and protocol requiring revicw.  Kaplan-Micier survival analysis was performed
to estnblish probability of approval cirves bascd on cumulative hazatd fnction in ondet
1o stud) the time between Ihe submission of 1he Motocol and Jinal appsoval (in days)
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1.7% (11/656) and other

9.8% (65/G56), university schate research Bronts

public institudon in Nigena

1.$% (101656), P\iurmncctltfcal mdustries
0 46%4 (3/656) {Table 3b).
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{.2.3 Study sites
: were
Six hundsed and nine (92.8%) of the prolocols

: i-5) tesearch $¢!
47 (7.29) were (o take ploce 10 multi-sies. The rc

ospila 7 al r §9%) 0 0 were condutied
l * ‘ i 359 (S‘ %) Of m; 'Olht 32 ‘ - D) f "l lml’
1 SP in "¢,

10 be conducted in-a single site while

ling Was o terliary teaching

location is ns shown in Toble 4.

!

Yoble .b: Locatlon of stully = -
Bl ;:9 - 47
| Tertiary Teoching tlospitul
(TTH) o 49
TTVH nnd otiwers ) 38
Runl communtty K 178
Urban community ] 1.4
Usban and rumt community B 232
Primory. or Secondary 1 :
heahth facitity 73 1l
University and othes tertisy
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S
Primay) /S~conday %xhools ': 08
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Othery e g
Total m“w‘n.wﬂmd.m—
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4.2.4 Nuture of esenrely Prolocols submined to BH/UCH “imml:“;\c ULtICl§ HREC
Clinical 1esearches conslilule the bulk of the protocols Submsf::ld ;d 'y public el
accounting for 277 (44 94) of research topic, this wt(;; 9%}::': e
tescarches 122 (19.8%), laborslor based 119419.3%), 43L&,

a¢ sliown in Tuble §

%
Noture _____________;7_7_ YY)
Clinical (5% 19.8
Public {lealth " 69
Drug evaination 119 19.3
faboralory 30 48
Clinico! and labomtory 1 |
Merdical equipment 5 18
Social Science v 16
Olhc?_ ____ A —g r‘—--‘— _._IN =
Touwl g e
43 Study Design ang Scope of Research oty b o T6.2% (SO0SE)
The nd(:m - design for the protocols 3

. mpdomised fa 1% Fisly
| , and experimentsl .
experinenial lmn'f“ﬁumi“d o 128

imental conductod by
perceni (36/72) of the expent - (2WT2) were
scademic stafl (seniof Jecturet

in g
postgraduate students &3 g 002 10 1N (e

3|4'.4.(1355”’ “uliﬁdn—-ﬂ-ﬂr
w tihin .
Swmmmwﬁb e orrsstonal

within Nigeria in 10 of ©
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‘I'lie aumber of intecnational rescarcites i

2007 as shown in Table 8.

Table 6: Comparison of stud

y design by principal investigator status

increased from & per yeas in 2002 10 1§ per year in

\ : l
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Cadio ! e Experimental I 10lal
Descriplive Expef Jomised) |
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Table 8: Compar=ou of scobe of research by year of subtnission

Year of =3 Scope of rescarch .
car o _
' jonal Tota)
Submission = ¢ ocal Naotional National | [niemationa
' ' hi-sit®
(single site) VI )
2002 r 2 1 6 5:
7 b
2003 3 0 lll; : %
2004 138 . v g 3
2005 il 3 6 3 =
0
90 !
e 92 3 8 12 01
2ol _ g (8 T 44 (67%) 656 (100%s)
= (14 ol L,
Tasal SRy WOAEW

4.4 Eapected duratjon of study

condiuctad Within a 12 awaths

Over hnlf (56 2%) of the MO0 verpexjextad 1o be
period as shown in Table & bejoW.
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-
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Table | I: Rescarch Partapants

Reseaseh Subject N “ ¥
Healthy Adults 197 319
Healthy chidren pH 16
Adult paticat 0 3.7
Pecdiainc patient 31 £ 2
Adult & pazdiateic patient 3 0.0
Adult pasient & Healthy 10 1o
volunteers
Hospital records 56 9.1
Laborutory ammals s 03
Hushn el ) 03
3 038

Hospits! [acilitics
Total

G 100

4.7 lacenilve hruvided for pescsreh partiripants ¥
Only 32 (5.3%. J6iS) approved pratocols incinded explicit satements about the

Provisioss of inceatives for rescarch pasticapants 1o form of {ree medical asseSynents. free

medicatlon, poynents. for invesugAionk. free snacks ond soft dnnkx. slipend o re-

llnbummc t of mpoﬂ fase the w]\ sile. Almosi ml’ (!9-’32) of the i'mtnﬁ\r
N Qi

fndod cesearch while devijiOn for flcentive was 5ln[gd- ;n
incentive: wia stated in 3% (14/440) of

of 6cademic M1all submissions,

were quide available i sell

20% (13/65) of funded research. Provisien (or

Brudune studenty' Sibmlssion, 8nd 12 94%4(187140)

4.8 \ ‘
of :::*:l‘;“‘ J prolocols 33 15.3%9) eQuired g0 TEviEW belore ppmyval were
BpproY

provided while 464 (75.1%) requlred mifiof nioJifleatiuns aflc firss review', One hundred
VVided w .

‘while 3 {0.59%) requited 8 hind
ye 0 sooont RVIey W nq
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review by the HREC- A revisoce could coafain one o more points to be modified by, the
Invesbgalor, The srmag numbe of rrasons for malifiealion afler mytew, was
approximalely 2 per protoco] approved. Donos-funded researches requiied less nus.. et of
revisiogs as 7].9% (64/89) ranmnd ooc revisoa while 28.1% (25/89) requi ™o af least

WO reVvisioas.

The wmain reasnns for revision of subseitted motocols Swioe approval ‘were
i1adequate ipformation (0 the remegreh jartcifdnis s contairn-d in (he informed consent
(283 protocols) inappeopriate meipodology and siatistics (27| orotocols), scientific factors
(177 protocols), sample size calculabon or justification {!32 protocels), inclusion cnena
(72 potocols). peatment inlamason (62 prolocols) . siudy ohjectrves 1ot clearly stoted
(34 protocols). and legal requirements {c.g. NATUAC number) (15 protocols). Other
reasons inctude the need for a staiement <n confidentinlity of dits vr pasycipants 133
protocols), provision of incentives (4 protocols) and typogmphical crrors (3 protacols),
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= 566)
Tablec 12; Reasons for revision before spproval (0

No of Frotocols &
ﬂ Reasons 25 4
| Patient information on conscad 383
H form o - 243
| Methodology kad s1alsbes A 139
ll| Scienlific justificalion ol 13.7
| Somplc size justification Lt 6.5
| Inciusion cntena 5 36
| TYreatmen! informalion & 3.
Study objectives 3 14
1 cgal requicemnents Lt 3.0
Confidentiality ¥ 0.7
Typographical emors 8 04
Incentive _'_Tﬁ-‘-..’_—‘ - 100
Total
= TN Toes T ome 10507 Pt arotoedl teviewed

4.9 Approvel 4 during the study pefiod While 38

D e
raolocols W PP""mm the privcipal ibveskigators o
ppeoved pratoculs, 10 (1 .6%6) were c&cnjp!
W thaiply undeygradunte A | le 12 (193 mcivec:d cxecu:m:
ex e : major F'ouliflcations
BPEeC 2.9%) teceived d miroy or Major
.}:'Jv:ll 3.‘0 (‘cn‘mnmﬂ 566 [glb'h
Pproyal; the

before approval.
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Figure: 1. KM praph showms the time fiom submission (o apgeoval (o donor fundad
(sponsor>1) and scl { fupded (spoesDr=2) prousals. (Failure is delined as beor  sppeOved)

Kaplan-Meler survival estimates

o

O -
Q ~
=
K

n
:
23
© o
e
Y%
D O
o
e | qﬁ,l__ —
ag_ T M

o enalyss Wne
- cubission 10 fina} 8ppTOVal {weeks)

———

l:.— I',, _-.___mull
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l:plun-hht-:r e jgnificant in determining the time from submission o approval. The
fore approval arc 8

s 0 Hq,mu-hlm'ﬂ analysis is 0.79, p<0.05 (figure 1)
s Lk

hazard ratio for hﬁ“"’”" prot frevision required is 0.63, p < 0.001 (figure 2).

while the hazand ratio for numbet 0
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Kaplan-Meier survival estimates
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information and educalion oo 1he roke of HREC as an jndependcnt reviewer of a
feSearch proposs) to prospective investigators and scientists. Other measures that could
be employed to improve the curan attitude of inxestigators at these institviions

include the adoplion of & policy that compels investigalars of both instiluticns
{UYUCR) 10 submil their project for review before sommeacancar, This pokiey

Should be empow cred by the approprizve kegal framework that would stipulate penaley
for offenders. Te UVUCH HREC had tsken a sicp tommde achicving imaep.«d
rescarch ethics knowledge of prospeetive invesiigaiors by making procur=mai of 8
certificate of attendance from any of the intemet based cowrsss on rescach 2thics 8

requircment for submissloa of protacol s

Svurces of reseurch funding

Over 80% (563/656) of the rsaweh uuc' self-funded ~hike 14.2% (93/656) received
some funding from the university (scnate 1csearh g¥), pharmaceutical company o
thtcmatiooal donory Loigaationslly Junded projee! acoount for 69.9% (65/93) of
finded (rotocols spproved in this siudy Soching intemational collebaration for
fSasch in Nigerin is a dagating challesge duc 1o poor health infAACIIE, [y of
“anddrd of care for many discrs® covditions and 1be prvailing PO cconomy and
Ioverty in o)l mmifications. The CIOMS guideline states that T esearchers wwling in
developing countries have sa eihical poasidility o provide ircadmend 18t coafianng
%0 the aandand of core in e spoASIIE country when possible™ (CIOMS 1993), 1t ;,
therefore, not surpsing (han invses aational fonied profects o stitie <10% (63636) of
the (oga! protocols anslyzed in Wi sudy, 1t 1 slisos impistdie 0 Mot S "asex ing
unity suandard of care as specified i1n CIOMS guidehine i many inmalsces |

desvcioping comtna

Study deslpn, natwre of resecrch e84 3t A antais

s of ¢ sonly mwiunding G
The ign™ encompaney, all Sudel P4
SRS othod of wrestmeent Miscathn, Ope of

delinilion of the study ssraphe sire of smmple, =
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Qlistica) design (randomised, grssover. otbas), and the choice of oulcome measnzes
(Aliman, 1980). The definitions Sugges! (hat i reviewing the msearch-pratasol the
cthics committee should determine the trowledge claims being mude by the
esearcher in the background 1o the study, 1he straiegies of inguiey (eroSimeas of
survey), incihod of dala eoliection and analysis thal will be used. In this stndy, many
fsearch protocols submitied were on  clinical (277/618, 44.9%) ond public health
(122/618, 19.8%) studies; heoce the cthics review often oxmine the chasacteriqics o f

the stud) cample based on the ficlusion and exclusion crileris [napravime

methodology was o major reason fioe resevicw of many of the submittcd Fasxols
2N/1112, 24395) SuggCsting that mos! lexd imvestiglions (Mainly shuicats) did not

undersiand shis aspect of study PoLools.

The ethics commitiee must ensure that the stody sawdle s a5 repre seniative of

the poputation as possible in order 10 allow for genoralizalion of fhe resulls, Aowevey
(or many populalion in the clinial scling whae no samiphng (rame inay exists, i js
ofken gifTicult 10 obtsin a reprseniative samp'e In bis ceview, many, (30Q/636,
76-2%) Protocols were of survey desipn defind e a3 being dexTigtiee sy
“MPloymg questionnaire or clinical interviews 1o gencsate data. Inchuded in the
doxcriptive ¢.ign are the 11 (11/6!8, 1.8%) sl scicoce studies which were mialy

hrogrerlijes and case studscy In cthaogaphics, the remarcher studies an lotacy
Cultral croup in o notursl s=tting over ¢ Eroloaged peradd of tiaxe by collecung
ObServational dais while ease studies explored in depih ¢ (TOPTIAD. an Cveigt, an activity

O 8 Process of on: o more indlviduals (Crasecll, 2007). Obeivakioxsl e me
Often dermnad non.gmasive, honcyet, uxch spdms ey hvalve visXng ooopic
Mu'\,ﬂ‘MtoMcdm,MGbﬂMld.hh

MBY be fisble o noo<apodOn of poot refeme mie ThorldT. o ahc
COMmmilice must cpsure tht the QueShnmair 13 short and simple o few claic

Wehdances are necessary i help roduse the nom-~(E3poRse g

Sample size cakulation Is of wtno® impormace & Rindsésiend ccatnlda
CIInlq. Tels (RCTN (WORSR k“'ﬂlﬂ' amvol oware -
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aswer a rescarcher question becsase wmwartanted pimber's needhagisly expose subjocts”
to the risks of nscarch. Comvarsely, If o few subjects are ensolied i 8 study, that
design is unlikely (0 answer the rescorch qwestion (Leos. 2008). In this saalyxic
experimental Andomived studies consistied oaly 11% (72656) of e pmiocols
submilied for review and [ifly perceat (3672) of the e\perimental randomised studies
were cairied out by senior academic-stiaff (senior feciwes and above) and 40% (29472)
wae camed owt by postgraduaie students. This finding suggests tat only senior
&caderniC sl or postgraduale students who arc under Spervision. of suchh K -
sble to porfonn this type or resesrch. Howeve, many of lhe protoals ciessifing as
randamised stydies in this analysis aore oot sirctly a RCT bint studies comyaring the
eilects of known standard trestments o Wlovodions Emavs in sample siae
Justification are responsible for the canam of over @ quarter (155566, 2T%) of the
submitted pyotocols to principsl investigator for COfvextion.

Sample size is detemiexd using statistica| power analyses method which
Include sotiing the type | erroe (picatly soo s 0.3}, the statistical power (ustally setat
08) and the rexcarch design (dara walysis mehds), Type | errov is the probubiliey of
Fejecimg the nult bypothasis (For iasiance: the probability 101 « drug is mn clfecilve
PaIn relicyver) when |t is othoraise ve (Kosaer, 2006). Toece arc many formulse for
“alculating the power of g wiudy depanding on 1be type ol stidy cample required (one
8mple or two sample sludy). sample charocteristics and Uic type of data, As noted
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v} figher Institulion MUniversity communsy
vi) Specialised labomloty

vii} Othacre (specify)

1. Type of rescarch

1] Drug;: Phase ! JPhn.sc 1/
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Date ,Fnyecling wheon final Jetermtibatlan of reseauch wrs made: INJA
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