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ABSTRACT 

• 

fhc Uru\tmty of f�:mlUDl,cu ry ollei;c Hosp,w HCillth R=h Etlucs Comm11tcc 

(Ul1UCH HREC) wa, cst.1bhshcd m '002 10 re, IC\\ nnJ nppro, c all rcscan:h proposal, 

subnuucd by &Uff and stuJcnL, ,,r the I\\O 111,1i11111ons Rc,c�rch propoSAls suhmlltcd arc 

=1C\,-cd according 10 lntcnuuorul <swddincs DnJ the N1gcnilll Nauon3l llcallh Rc.5CAR:h 

Ethics Code (NHRECl SlllCc 10cq,u n. thtte !\!Id bttn one �ud,1 of protocols submitted 

10 the commincc The- objecU\ of he current rev1c" an: to Jctemunc the l)J)CS of 

pro1ocob subm1llcJ, the durnllon for re, 1cw !lftJ rc.1.wns for rcvismn 11nJ nmcn,lmcnl 

Thu rctrosp«:11\C rev1C\\ of all propns;i)s ,ubnuncd lO the Ul'lJCII IIRl C Junng D 6-)'CAr 

rcnoJ (2002 -2007) wus rcrfom1cd 11sms o 25 11cm qul!!lttonn.ure I he ,1ucs11onn31re 

c::on1�1ncd 1ntomu11on on month and VCl1f of subnuss1on. Mulus of pnnc1pal m,e:111g1uor, 

t)pc of funJmG, 5eopc, loca11on ri.: nature of rcscan:h Other qu�11ons include the stud)

dcdgn, s.,mple 1u, !ud) pru11c1p:m !he numl>Cl' of CC\tSIOn rcquiml bcfon: IPf\l'O\'&I, 

re.uons for 1c�1,io11 unJ the 11111c 1111crval bct\\ttn -rubm1sslnn 11rtd approval C.tq;onal 

d.tu "�c J'lt' :oicd ,, rropon1on .ind us111!1 lrcqucnc) d1,inbu11on Student t•tc,t wu 

used to compill'C the mc�n IIDlC from ubn11�1011 of ptuto.:oh 111 11ppro,nl for pco11xol 

llflllllcJ c,cmpt urrro,nl and rrotocol �111n111l rt\lC" 

The ltlUhJ showed that the romnuntt rtc"c1,td o 101AI ot 7Sl protocols bcrn<ccn 2002 and 

1007, OU! O! \\hlth 728 (9? , I ouJd l,c l'ClflC\'N (or lhiJ 11ud1l Qf lhc 72ll prolOCOb 

Audnrd, 511 (0,08\�) were till 111, lcr coru1Jcratl •n \\hilc Jccu,oo has been rc,acllC\I on 6S6 

(90%) protocols. S1, hw1JrtJ u,J c1i:litcc11 protocolt \\Crc nM)fu,ru "'1ule 38 iwutoco 

were not •prrovcd 01nlcul IC$C rthc I ho! p,111 1n11cn1 1111�1 in 11natc 1cn1U) he.Ith 

lrutltu11011 CllMhtu1cd the l•ulk at th l.'l'll0<:<1l 1T<c1,nJ IIC'C011n1m. 1,,, 44 0-• uf 1hc n1hrc

rrot«ah lhe pnncirol ln,cit,=··" ,.,.,... n nl) "' gnld " 1udnlu (6 t whi�

o,.ldcm1c �tnll cons111111e.l 21 ,, 1n thn,c (� J •l o( 1ht Jn1'11Xeib •a,:
•
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exempt nppro"al. -l6-I (7� I"•) required on!) mmor modificauons alter first �1C\\, 118 

(19.I"•) protocols requireJ II SC<lOnd fC\IC'W \\h1lc: J (0 �%) rcqutrcd II third rC\IC\\ Uf 

the 566 protocols requ1nng n:•1ew the main re&ons for re, 1sion ID SO'lo 1283 566) "� 

inadcqu:itc infonnation on the mlonucd con.sent form Other rca,q)ns for rc \·1s1on 1ncludc. 

use of inJppropn3tc mcthodoit'l!)' and statisucs, �iennfic jusu ficahnn, =rle size 

c3lcubuon, mclus1on cntcna, 1n.1dcquotc 1111onn3t1on on tttntmc11t ol r�11a11 TI1c a, crage 

time from submission to nppro,111 ts approxun.ttcl) 21 \\Ccks (95,i Cl. 20 • 21 \\CCks); n 

took a "1o"cr tune for protocols \!mntcd exempt aprro,al (6wcd.s. 95%CI 4 R \\ecks) 

.md mtcn\3tionall) sponsoml prolOCOls (n • 6-1. me.in. 16\,ttks.. os•�CI 12 • 20 \\-.:tks) 

Titc period of time betwttn <11bmlli: 10n of n:sc:trch propoSlll nnd nppl'O\dl 1s sigmlicontly 

affected by lhc need for n:, iC\\, uumher of rc\11s1011 and sponsoring agent (I'< 0 OS). 

In conclusion, mJjorit)' of the propos.ils rt\·tc\\cJ b) the Ul/UCII HRlC wen: subm11lcd 

by posti;r,adu:irc ond under111,1Jualc studcnrs (78.7,.). Prov,dmg n \\orl.�hcct lor te\ tC\\Cf

to lwtcn lhc proccs:. or n:, ,cw nnd m.:rc 11ing the nwnlxr of 1111.1ocd re, tC\\Crl nnd 

c,pcn,sc n,nilablt for ,01uu)U1h1111 an, recommended to improve 1hc rc,·1c" JllOCOl 

!Cc) \\OrdJ: Ul/l CII IIRFC, re-starch dhict, 11rotocol 1ub mlts1on, clhlc:'111 n-\lt"

• 
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c,cmpt uppro,,il. 46-l (75 I'•> n:quu� 0111} mmor mod11ia11ions alter fin;l tt:\11'\\, I IK 

(19.l'o) protococ. n:qu1n:J o scwnd l't'>ae" "iule 3 (0 5°\) n:qutrcd a third rn1c\\ Of 

the 566 protorols n:qu1nng rt'VtC\\ the mall\ reasons for n:,i,1011 1n 50,, (283 566) "as 

inadequate infonnauon on the 1nfonncd consent lonn Other =n, for re, 1s1on ancludo. 

use of wppropnatc methodolng md s1ausucs, S(!tcnufic JU.�,n�attDn, S3111('11e •tzc 

calculauon, 1nclu<1on cnteri.i, m.tJcquBl� 111Jonnat1\ln on treatment of ra1tcn1 TI,c a\"cnisc 

umc from sut-mii-sion 10 nppn:l\'al as approx,m.itcly 21 \\CCkl (95�, Cl: �O - 23 \\CCks), 11 

took .1 shoner 111nc for protocob gn,nted e,emrt npprov:11 (6weeks, 95%CI .i !I wecl5l 

and intcrnJtionall} sponsored protocol• (11 64, 1nC31l: 16\\�'Cks, 9S, ,Cl 12 - 20 "«I-$) 

·11te pcnod ofumc b,:twttn ,ubm ,on or rt')C41Ch propos:il :111d arrmval is �,gntfic.intl)

:iffcctcd b) the need for re, 1c\\, nwnbcr of re, 1s1on nnd sponsoring aucnt (p <: 0 05) 

lu conchuion, m�Jonty ol the propos.,h n:\·tc\\ed b) the UIIUCU IIRLC \\Crc s11hm1t1cd 

by pos19raJu:1tc and u111kr11ruJu.11c studenrs (78.7,,). Pro,i,hng a worksltcet for rc\lC\\cr 

to lwtcn the process o( re, rnw und 111c1c.111ng tltc nwnbcr of tnuned rev1C\,cn nnd 

c\ptnbc ,1\all�blc for (01uul1.111on affl rccomrncndoo 10 ,mpro,-e the rc,·ic" J'NCC�
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I.I Background

CIIAPTERONE 

INTRODUCTION 

The word ·ethics' is dcn\c:J from the Grcd word ttltos m,,wlina "lbe ,et of aicril 

pnncipki," or "rules of bcM\iour" F.ducs tnc:s 10 probe 1hr rasoolna bchlacl nur manl 

life b) cxmrunmg and IIIW)'?.lflg w 1)uok111g uK'd ID jmlify 0111' moral choices 111d ICtJcm 

m p.u11cular si111.111ons (fancye,2007J Ellucs also <"x•mine where the underl1ffll belle& 

1h;11 1mJUCI those dtcasioru come from 

\\ hen 1ndl\1duili or group of people cmbftrk on raearch ICtJVIIJCS there Is I need 

10 msun: 111:it the des,gn of the r=ch 1s �1cn11fically sound and that II IS COlliftCted fa 

c:onfomuty ID esiabluhcd eth,CAI codes 1111J guukl,nes because of past biSlOfy ofllldhical 

prDCllCc Thc R�rch E1h1cs Cooun,uce (REC) or lnsblllllonal Review IIOlfd ()RB)• 

they DIT c:illcd in 1hc United States of Ammca (USA) as a group ofpc,nclftl dmJed wllll 

the rcspcuulbilu)· of cnsunng th:it sc1mt1fic cnqumes are conducted witbia p:aally 

DCccpl3blc c1l11ul nonns The REC plays an O\'Cf'Jia),I role and provides a dunf Jlll1Y 

111Jcprn�cn1 rcv,c" or resan:b procc>COls to crulff saftty of mrch putldpmll 1811 

odhcttnce 10 1n1rnwional coda or C'lhics ,ncluJing lhe Nurembera Code, the Dtei..doa 

of I lclsmlu, the Dclmonl Rcro,t and the Council for lnlenlalional Orpnlndom tor 

l\frJ1e.1I Sciences (CIOI\IS) iuidchnes 

I ,2 Th• mlr or rthla "'iffl- nim•lllra 

Tbt Europnn Union In • dtffell\'C 1111d dcnMd III ffllka -im1n1 a u 

An lndcpcndcnt body 1n a rnrmbcr Nie. allllUlfaaoClu »-p-•t;a z1,,_

non,medkal mcmbcn, whole 1ap>a11bUllla It II to .. Oleel dl,t rf PI&, ar., ...
"ell bcln1 of hiauan aubjecu 1n\'Ol\"Cd an a trial 111d ..., ... ,... s "1NIZ 
1ha1 pn>ttction by, ..oa, othtr lhlnp. c:apv rr'::c • opllliN • die 11111 P,IIG � 
lhc 1u1tabili1y oflhe umscipior and lhe adequacy or,111 � ...... ,. 
and documents to be IIJC'II IO infonn lrial 111¥111 .-d OW Isa• lWr bf ,.

consent' (D1rcc1i� 20011200,C or 1hr l:utopc• l'lrllamlll .S of._ 

I 
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• 

II C'3l1 be dtd� from lht- dcfinilJon obo,� lh.lt Ill tnstanecS "'MR" rexan:h tn� Ya 

hum;in rwt1.ip:inu. lht- rok of All tth1cs collllIUttcc , 10 c= that the racardlcr prol«b 

lhc pn,'IIC)'. s:iftt). social sms,1111111:1 l!l1d "clfan: of puUC1P3n1S 111d m1mnuxs lhc 

roccnual phys1eal. ps)cbol0',;1ail. 50(1� or cuhW11I nsls mlxrcnl III lhc .stud.t proposal la 

� I lhc rcsarch propos;il mu t be sc1mt:licall) ,aJ1d ",lh ngorous mdhodololl)' as 

poorl, des gnco rro ccu do not JUltlf} tbt �onmutnimt ffl3<:k by p;utJC1panlJ The REC 

inC'\11Abl) rui,·c to n:vtcw o 11U1gc ol diffcmll rypcs of 5tlldics. Some of lhc studies may 

affect !he "clfan: onJ mtcn:su (lfhununs d n:ctl) "bile olhcn by tlicir nalure could hive 

111J1rrc1 1mpaC1 on the pm,cip,uiu and lhcu rommun1hC$ TI11U the clhu:al issues 1h11 

\UITOund 11 stud) an: dctcnnmcJ Jl,1111} by tl1c 11,11ure t•f tltc stud). 1111d partly by lhc 

5Clrnlllic Jllllllicnuon for lhc stuJ) 11- roles of RfCs could be Ddv1sor), n:pl11ory or 

hot!I dq,mdmi; on lhc 11.11un: oflht- slud} rro1ocol 

I ' Comroution .,, llr•ltlt Rur:orch • Ihle, CoNmllltt (IIRF.C) 

Tiic HIU C compose a grour of rcnons ppo nttd b) an 1ns11tut1011 �, u dwpd wilh 

lhc rcspons1b1ht) or C4n) m1,: out sacnulic and ctluc:il n:vie10 of study prolOCOls before

the ron1mcricc10cnt of the rcJCaich. A H u.C must be mulUd1SC1phlllr) tn compos,uon. 

oi;c onJ etndcr t>.uanccd and must include 11 rt�ntalron from lhc con1m111111y The 

conunmcc mull funcuon 1ndcpcndrn1 from oonirol bv 111C 1n,111u1ton 11\111 x« 11 ur

I " �111r1nrn1 or 111• l'rolllrm 

The UIIUCtt IIRCC lud b<cn Inc tcncc 1ncc 1�..: caily 1?�0'1 and WD P-' a 

Fcdcnil \\ 1dc Amnncc- numm f \\ AOOOJ09-4 U 1. t.l1y 2002 by lbc A-.- Oftioe 

i llumm Rntmh l'rot«110t1 lOHRI'> (fa , 2�J 1w PJtEC - abo "'ai•-ed

" Ilic N,uon;il HC'lltlt Rc-=b l:lhlcs COl!lmrl!CC CNIIR 2007 
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• 

ft 0111 be ded� fro n the drfi, 111011 t,o, I I l'I IIISUIICCS \\ht-tt reJealCh mvoh-a 

hum n p;iruapants 1hc ,olc ol u clhics (ommlll« IS 10 = 1h41 1hc ,cscmchn l'fOl«U 

the rn•DC}, s:ifct}. wc:111.J scnsitl\1l!C$ 1111d \\tlfuic of p.'lltlc1p.,111S :ind m1n1m1xs the 

polcnt,al ph)s1cal, r)lchologu:al so.:11! or cuhWlll n1l.s 1nhcrm1111 the study prorosal In 

ddrhon. thc rnc:uch proJ!OSJI n U)t be sc1cnllhcull) ,11hd \\tth rigorous mcthodolog) as 

poor!) d 11:JKII proJCCU do nol JUStlf) the mo11tn1c111 nude by p.uUCIJWII The Rl:C 

Ille\ 1.Jbl) tr.,,-r 10 re\'JC\\ D rani;c ol d1ffam1 1ypcs of studies Some of lbc: studies IMJ 

affect lhc ,,-rlfm: and mlcttsts of hunt.ms d1ttetb while othcn b) 1hcit n.sture could have 

1nd1rcct tmpxl on thc J13111c1p;nu nnd lbw comm1.111111(S. Thus the cth al issues that 

sunound a Jtud> arc dclcmuncJ p.1nl> b> !he IUI� c,f the stud). DJld J)lltl) b) the 

scicnufic Jusllficnuon for the SluJy These rol of Rf Cs could be advisor>. �gulatory or 

bolh dcpc:udmg on the n.,turc ol the study proJoool 

I 'Cn1111101lllo11 �r llt4llli llr,carch f lhlM Curumllltt (IIRtC") 

Tiie HIU C �om r .. , 0r �p of rcrsons oppomtN Ii) 1111 11uu1u11c,11 Iii.ii II chorsed With 

1hc rcipons1b1!11y of C4IT) mg oul sdcnufic ond cth1c.1I �, 1c" of stud) rro1ocols before 

the commrnccmcnl of 1he rcsctudi. A H ,F.C 0111�1 be mul11du.:1pluwy 1n comp>$1110n. 

1 c end srndcr �bnced ond mu 1 include n ttr=1a11on from the C()Cttmuall)' The 

comrniucc mus1 fu.nc1 on !ndcpcndcn1 from control b) the 1rut11111 on tlu1 xt II ur

I.� \IGltllltlll of lht 1'rolilt11l

The UllUCU IIRtC ll#d been In c.wtcn ,nee 1 1, I' 11()'1 IIPd u sr-.1 a 

fcdcr11l \\idc A ur.uicc: numba f\\A0003(19,c U I t.tay 2002 b) the- Ammcm Ofl"ice 

t llunun kC'SC'Mth l'rol«uon lOHRl') ffillllllll. 20i>:)- 'he l'l'JiC - abo rtpMcml 

" lh Ill( NaliOIUI I kahh Rcscvch Lllucs C:nr'tm 1tc (NII t "007 
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The UIIUCH HREC re\lcws DDd iµ,'CS appro,-als as approrna,c for all ...-.:II 

protocols m,oh m g  human pan1ctp.111ts 111Cludmg the use of human spccunen.c. !ISS!lC'S, 

cmbr)os, fl)Ctal materials or sur\'cys l Gu de = fur c1l11tal re,,� tn/lJCII IRC. 200S) 

The C011111Ullcc "-a de3igncd 10 rro,idc 11ickpenJcn1 rc,,e" of all re,carch JIIOJ«U 

nccuted b) 5tllT and stucknlS of I.be 1\\1> uu1,1u11ons \\hcibcr such re.sc:arch are condUCICd 

1ndcpcmlcn1Jy or m cullabor.u1on \\1th o.tcnw ngCD(1cs or 111suru11ons rnor IO 1bc 

commcn.:emcn1 of IJ'Jc study 'The lJl/lJCII HREC re\lc\\ lhm:by serves to mm1m1ze 

c:onrucu of UUUcsl. prol«I the wdfarc ot human paruc1JW1U thmugh allcnllOII 10 nsks. 

bmdits. mfonntd consent :ind A\'OIJmg cxplo,�oa of ,'Ulncnble illdl\idmb and 

ropulauons (Knu et al 2007) 

Tiie UJ;1JCII IIREC 11 ,oJcpcnJrnt of the Colle� of t.lcdicmc and reports 10  the 

Unl\'fflll) of lb:iJM throu� lhc Boud oflhc lruutulc of l>lal,cal RcscMCh and Tnunma 

(lt.lRA n In lhc Collt£C of �lcdtCUlC. Unt\'Cmly of lb.tJ.an The commurce had been 

suucrwcd to  • 22-mcm�r comm,uce • .-,th S Altrm.ue mm1bcn 10 funcbOn in the 

absence uf rc�ulAr member, Tiic Sl4tulol'} member, of lhc comm11Jce include !he Chair 

"ho also double:, as 1hc Jutttor llf the In 111111c of l>lcJ1cal RClCMCh and Tra1111na 

(ll>tRAn a Co-Outr \\ho u also lhc Clwnron t.kdtail Ad\'OOf) Con1mtllcc (OIAC) 

of lhc UCII, o 1.c(!Al oOittr and • Slll1tst1c1an Other members of lhc comm nee me udc 

rcprc cn1u11,cs of c:ich fDCUlt) m the Um,,:n,t) of IN<hn. the comniurul) a l«rClal')' 

111d other allm\311\l'I lhc comnuttcc holds 1ts alutory mce11np on 1hc 1h1nf lbunday or 

e 111011th "lth odJ111orul mttlt p u rcq1111N The quoNm for cxh mttlllll 11 one

lh1nl or mcml1Cnh111 (7 nicmNrs) l11duJ1 ooc la) Jl(l10n '" supulalrd III tllt l llUCH 

HKF.C �l<kltnc and the NIIR�C Nat 1111 Code of Hc:ilth Research Ethlcs. The NHREC 

NltlOIUI Code of Haith Rnatch Eth pulatc, �1 cxh HREC shall ha� at _,. 

fi,c mnnbm (Sccuon D (b)) 11nd 11 lea 1 pcnon "holK' pnmary coacam ar,: in lb, 

11on-scir11hlic 1rc.11 (S«tton D (c)I I unhnn l hc  NIIR£C coJc Jta-!'J 1h11 Ettcpl 
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�I> convened on1inary mttunp of HREC 11 "ilich • IDIJODI)' of die ••lbea ae 

rcsmi. uJCluding 4 1  IC4S1 one member wboSL' pnnwy cooc:au are la DOr.«iaadllc 

M (Section E. (b)J The Ul/UCII HREC m,nvs bolb lbe ethical 1111d die 1C1mlilio 

pcc:ts of the proposal submlued 10 ii, scetttanat ("tiich bas four members or .n) ID

l•rJ.uice l'ilh the NHREC code 

Th� had been l\\'O cbairpmons SIIICC the mception or lbe UI/UCH HREC In

2002, l\\'O gwddiocs 1w nnanlled from lhc IIREC and one published repon oa die 

t"$1llbll)h111cn1 or the comm111ec 1111d an o,� 1ew of 11.5 acliv1ues (FalllSI d al 2007). 'Ille 

publuhcd rcpon detailed all Jteps IAlcn and pba,es involved bcfon, the HREC was 

11ctu:1hscd. 1n add1uon an o\'ft'l� of the ac11v1ucs of the ethics comminee wu pn1vidcd 

h become DCCOS:11)" IO pro\lJc add11Jon.il mfonnauon 10 the published report III order IO 

re,"QI dci.111s such M: 1hc ctwac1cns1ic:s of lhc pn>1oool submitted ancludinc lbe cadre or

1hc rnnc1p.1] m,n11g;11or, funding ogmcy. slud) dcsian. sample srze, 111d lllfllft or 

,cscMCJi Alorc.>,-cr, lbe dewls of human JXUllctp.mLS 111,"0lved an lbe 1u.arcb ud 

rcse3Kh si1cs = pro,·1deJ, vanatJon an oppro,'al lune "'IIS stat11t1eally wly,cd ad 

rcaso1t, for nmendmcnl5 1111d d,511,provnl documented 

1.5 Ohjttlh" 

111c O�J<CII\CI oflhc Jtudy arc 10

I Docummt the numbff or submlssrons rccchi:d dunn1 adl of thc ,_.. llllder nrilw 

: Dcscrll:ic the lypc., of rn,posals submlueJ 10 lhe IRC for review durins 11K pcrio,f ,..,. 

cnruid<T1Uon 

3 Dcscnbc the rrocCS;J of re,•� .. ,lh rarcc1 10 dunlioa of each ,iirilw 

,I OCJCnbe lht profile of 1n,a11pton � had submiacid piopar': ilrirls Ila,....

under cons1den111on 
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• 6 Si,:nificancc or Ille study

C OUICO� of this study 'l\1U:

• 

I. Conuibule 10 brideiag Ille pp in knowledge as reprds Ille na11n o( pl'IIIDCOls

subnuucd to the UI/UCH HREC

2. G,,e more ,nfomuiuon on the study design and sampllna proc:edura emploJed b)'

=hers at lhe Unh'fflity of !bedim 1111d the Uniwrsity College Hospltll wflla a

,;C\\' 10 discuss lhdr 1mpliauon1 rur lhe invol,<menl or h,- mmrdl

part i C I pilll IS

3 Help in lhc dc1mni11111ion of tmnmti needs of prospectiYC raarchen, lfficwa1 

:and HREC members and discuss how1he,e ncc,cb can be addi,1..,d 

4 S11mul31c funbcr mean:h on HREC ll(tiV11Jcs 111 other pa,U ofNiae,ia 

1.7 Stull) Lhullalien 

n,c mcnrchc1 dill nol hll,-c access lo all the proeocob dlgible f'or 1evkw bm:IIIN 

some protocols wm: 1t1U beill8 held by the reviC'l\a- and/ or 1W11i1i111 committee rwwlcw 

bc:occ Ibey could not be anal)ud. 

• 

s 
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CHAPTER T\VO 

LITERATURE REVIE\V 

The iodq,cndcnt l'C\1C"' of =h propos:al by the rc:sarth elhica commit1ee II

11CCC5S:11)' to ensure \'alid ,cicnufic 1111d ethical Justification of the .-rcb especially 

"'htn hwn:in J'Cll'IIClpllllts .ire in\-oh-cJ The Health R� Ethic, Committee 1111111 

COMdcr the risks to parucip.111ts, the llllllc;lpattd benefits to the subjects, Ille 

1n1ro,uncc or the l..no"lcdgc th:lt ml)' rasonabl) raull and the informed coalelll 

proc�s to be cmplo)-cd (Dunn & Chad"1tl� :?002). 

2.1,1 llhtn11 or human subjttt abu,n 

TI1cn: "'t'rt" man) d,>eumcntcd uncthtc:il conduct of cxpcnmentation in ltWNN 

1nclud1na 1hc Omn:in Nui c\pcnlllCllts (N39-19-U), the Jc..,ish Chroaic Di••• 

llo,pilAI Srud)' (lll63), lhc \Villo"brook Stud) ( 1963 - 1966), the Tuskqee Sn,laili1 

siuJy (1932 •l9TI), the Trovan s1Lkly ,n N1gmm (1996) and many olhcn. Ho�cr. 

dcblls of 1hc fh-r h11111an subj«t abuta mcnuoncd arc IWTlfflllriNd below 

1hc Qtn11�11 Nori (�rcomcolJ 09J9·19:!-ll: llic rnsoocrs In Nm COiVetllrllloa 

=rs durtna \\'orld \\'ar U were forced lo undergo c�pmmcnts that include aposina 

lht-m lo c,.1nmc tcmpcmw-c,. mutal11&na �wvn,-, and lethal .-:.o,cm. n.

c,.pcruncn11 killed 1111d maimed 1111111y � or - ud Ille public OIi H,f dial 

follo"''cd lhil cnm1nal $('1tnllfic mquuy culmJnatcd In die 1946 H--. Di>clllU 

Trial The doc10n Wttc found 11uilty of murder, IOffift, 111d other illlVClbel

Ilic mcJ,caJ pcnoMcl (dcfmdants) tnwlvcd a,gucd 11111 YOlaallr)- pll1icipllia by 

human JUb}ccts III medial opcrimmtauon wu noc the .am .a 11111 dma liul 1111 

Judta •srml wilh lhf pro1«ution and Ill -sdilioo Ill autc,i.iQa 111t••stscr • 

6 
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unclaled whll is now known• lbe Nurmibels Code. n-· rnaln 

btlblmed 

The Jc»ish Chronis (ljse,se Hospital Study (1963); Tbit llUdy wa1 •• 

New Yort's J�ish Chronic Dixae Hospital to undasland wWm dlt

1mb1lity 10 reject cancer cclb was due to euccr or dcbilllldcm., 'lhl

•lleacdly bclic,'Cd Iha! the .bilillled pelialls would abo ,e,jed &be CIIICGr •k•

11 subslan11A.lly slo"ff 1111c when compaml to beallby par1icipMII. Coullll Ml� 

0111lly but the J)lllicnts "m: not informed thal livt CIIIClCI' cells would be� iaiii 

their bodies bcc11u.sc the �n fell Iha! this would uaneeermily friaN• lbani, lil

the counc or revie,"na this study by tbc Bolrd of RqclllS of lhe Stlle Unl�•l}ly' of 

New Yon., it WIIS found that the study had DOI beca 1FPoved by &be Jiwllll. Ill!

inves11g111on had not obta111cd valid 1nfocaied consenl 111d 11111 Illa ...,.._ 

respon11blc for lhc J)llllcnlJ' CAR had IIOl bml -iled. 11le BOlnl of' rein• 
(Go,·cmma Co1111Ctl) or the Um\'ffSII)' of the S111e of New Yoil •a;•d dlll ··:.:,, 

cc• 

lhfflpculic pnvilcsc mAY j1111lfy non-disclosure In 11 phylld..,..i.a ielleloa. 111111!!.N!

nor true or reJWdicr•part1cipan1 relationship (Lancr, 2004). Tlila -, • •r1 
things. hishhghlcd Uic problem of conftic11na 1n1cre11 r« paysid• 1•1111•11, 

ICIUKhcn were found auihy of fraud. decdt. and unprcfnuhllll coaducl 
& Chilclrw.. 200 I) 

The WUlpbrool< SIV41R I lffl -1966), T1tll ii 11 IYpicll Mr>' or .. , 
childma. These studlet wae concluded 111 lhl Wlllowbnlok Slrl1 ldlllDl,lf.

rdlrdcd chllclrm In Older IO pin ID ..... , ...... orh � N
hrpllill, riadcr a,aaoll..d clmamlaaCel. In Illa CIOIIIII oldie� 

cblldrm wae dcllbcnltly lareclld with lwp!lllfl r'1:r 'lkaJll�!III 

ICtloa by poladaaou& lllll lbtW11&-*"'1ol .. dli1dla 
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• 

was oblllined from parallS but aitic: found lhat duriag lbe courle or lbeal ... 

\Vtllowbrook Slopped taking in new palimt,, d•iminl owraowded COidlfoiw: 

llowcvcr, because lhe hepatitis ptOgiillll occupied ilS own lf*'O It lbe Ulllilulion. ll

"'35 nble to continue to ndmit new pslimlS. Thus, an SOUit! C&KS, l*enlS fbllld diey

"ere unable lo admit !heir children lo \Villowbn>ok unless die), 111eod fo lhelr 

panicip11tion in  the studies. This is a dcmons1nllion or impor11nt questions about die 

vll!idily of volunwy consent, lhe parents - coenied into Bivins conscal by dOIUl9 

of the wan! anJ there "-as imdcqu:nc discl� or lhe involved risk, (Beauchunp cl 

Cluldrcs,, 200 I) 

Dir T11�kc11« sxnhili, llucJ>· < 1932 -1972) This study desiped 10 like ldvanlqe or

1111 ep1denuc of syphilis among the bla:k populauon was conduclcd al  Tuskcpe by the 

Uni1rd s1a1cs Public llw1h Service 10 disco,u 11-.e lllllllr1II evolucion of -,p!i!Us 

infection in bhtck 1114Jcs. �lore than 400 black men with syphilis paiticipDled. IDd 

1t,ou1 200 men without syphilis sco-cJ as controls. The mm wae m:ndtcd wldloul 

1nfonntJ consent and. in foci. were m1slnfonnftl 1h11 some or lhe procedma doDe In 

lhc inlcn:st of n-::CAR'.h (c 11. sr1nal lapt) \\tte act.wly Msp«lal (IN ll'Nllllllllt."

In 19.311, "'hen 11 MIS clear llaat nway more 1nf«1ed men daln conlnlb hid dlYlloped 

complacauon,. the study had conlinucd Ten ynn Iller, • nport of lbe IIUdy 

publuhcJ in medical J01amal lnd1a1cd that lbe dcatla l'lle mlOIII lhaH wtdl IJPlll8t 

wu abo111 twice u high u 11 ,.., -, Ille conll'Ol1. Howw..,, lbe IClldy Glltlltt tat 

ck1p11e lhe high mortality IIIIIOll8 mean:h pll1iclpeall IDd • II cat& 14 .... ih• '

mm "illt 1yphills dopile the fact 1h11 pcnidllln had oeca fbuDd ID be....-. i. ..

llalmffll or l)'Jlhlll, In lhe I 940.. 

Tho fant IICCOIIIIII of this lludy appc,aml In dae llldanll P" I JC Ill 1972 Marlfl

mdllian or - or the partldplliltt nunc called Rlwn. 'Ille I II ilhl .. 
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• 

Hummi rubJ«t llbusc scandals m tl,e liSA- pnwl "IClfOnC17 111rot., • IN6 

article of llc:nry K. Bttchcr, a prof= of M!JJCSlbesi• -a the Hanwd Medical Sdiool, 

cntlllcd -Ethi<a .lOd Clinical Rcsc:in:h�. published m the New Enaland Joamal or

�lcdic1nc (NEJt-0 ln the lllticle. 8cccbcr IISlcd and dacnbed 22 clinical JCudlCI wbich 

had ,iol�tcd b.ts1, ethical principles or mcarch on human bciop. Henry 8eccba', 

chllllcn�c in the USA cvcntUAIJ)' led 10 the appointmmt of the National Commission 

for the Protccuon of Human SubJccts of D1omtdu:al :ind BchaVJour.al Research. 

The ethical principle of Respect for pmon cnswes autonomy or the andividal 

m deciding whether to ta.kc p:irt in a stud) or not.; Sioce tbe NUIClllbcrg Code -

crc.11t<.1, 1nfonncd co�nt 1w been ot 1hc forefront of biomedical ethics. An Jnronntd 

corumt 11 11n 1nd1nd1121's autonomous authqnution of p:irt1c1J141ton tn raarch, and 

the ttSr.vchcr lus ao obl,g.iuon 10 d1\Closc- infomuuoo to JW11c1pan1S bc(OR oblainina 

lnfonncJ consent (Bc:iucharnr & Childress, 2001) lnfonncd c:onsmt 1J .,,.,..UV)' to 

protcci �arch r,ut1c1p:mu from mamrvlat,on and abu.sc dunna tbc racarch p!O'nS 

llcnce IIRJ:C IIJ'C �ssar) iu an 1ndcpmden1 rcv1e" orcan 10 msurr fmmcss bd

thc 1t.sc.vthcr nnd the inca,,:h sul>jccts 

In the courw of then:"'"" pro«SJ, 1hc HRF.C tt\'ICW and "l'PIOVIII must be a n

cnmphJntc "ith fcJcral rcgulaunni and tntcrn:11.-1 codes of cthia and ,aidd-. 

The main mCS'llll!CS an c:ich of the 1n1crnauonal .:o<.lc: of ethics arc duamcd below: 

2.2 Tlit lntrrnalion•I Codn or Etltla 

2.2, I, TIit :0.unm�rs Cod•

The Numnbnv � "., establlshc,J 10 19-17 a, 1 raulc of the Amcricr •Nnrr

1nbunAI "hlch wiu orcncJ on Dc\:mlhtr 9, 19-46 for the trill of2) It ii• 0a

J'hya1c11uu ond ldmlnblraton for conduct1na mcdlCIII Opc,nmcab OIi pci•••• of W

..-,chout thrir commt t-lOtl of the \Vmld � .. II rwui- u.d • r.":irC11 la die

I 

•
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,xpcrtm,mts died or "-ere pcnnancutly cnppled as • raull of dlCle idtOCldel. The

umnbcrg Code \\U the fint intcmabooal documen& which ad"OrlCed 'YOl111111y 

c1pauon and infonncJ coll5Cllt s1Jpul4tu1g that 'the vollllllllr)' oo;mnt ofdae IMMDIII 

bJcct 1s 11bsolu1cly essenual' Tlus mans that the pc,- lnwlved should have lho 

lcs;tl cap3c1I)' 10 ah c corucn1. should be 5(1 situated as to be able IO cxaa,o hi 

power of choice, ",lhout lhe inlcl'\ muon of 411Y elcmenl of force, fniud. docicil, chna, 

o\-c:m.xhins. or other ul1crior (om1 c,( constr:unl or coercion HCIMYCI', lhe 

rcspons1b11il) for ascertA1n1ni; the qu:ihl) of the couscnl rcsu upon the 1nYCS11plOr 

"11h0111 o th1rJ person or body inlel'\-cnuon and no force of law or penalty for 

offenJcrJ llence 1he code did nol ho,-c much 1mJ"1CI as ii was d1SRprded by 111111)' 

m\csug111ors IIS ev1Jenced in 01her human JW11cipants' researches includ1na the Jewish 

Chronic D1se.:uc llosp113I SluJ). the \\'illowbrook S1udy and the Tuskcaec Sypbih1 

study Inc J1srcgnnl for tlus code by m, csugators made the o\-usii;ht function of the

HRFC 11npcru1J,c 

l.l.2. Otclanlion or llthlnkl

In I %-1. t!,c \Vorld 1-lcdical AlSOCllllon cslobh�hal rccommendadons aufd1ng mcdicll

doc Ion m bjomcJ1cal ,-arch 111,oh ma human JllbJccts known u "Deelanilion of

lle1Jinl1". The D«l.vauon of llelsinl.1 (Doll) had 11, roolJ m the Nwaubaa Code,

Fluss 1den11fics 12 awltts or clh1cal rocan:b within the Nurembera Code 111d noced

1ha1 ou1 of these, 10 ma,Len 1ppar 1n the ooainal Doll and two muters wwe

nNndoncd (Flus,, 1999). The Nun:mbtrg ttqUUffllffll that 'The "Ollllllal)' -QI ol

1he human ""bJtcl Is ab,olutcly axt11U1l' u clwtlfll MIii lhc Doll allo__, rmalll ID

be 11,1\'Cn by lhc 'lcpl 1uanl1an' In ca,cs of lcpl ina,-cil)' The Olhcr •brre..d

'nw\n' \\Id 1hc 1111m1cn1 'Durina lhc counc of lhc expffilDelll tbo hvnwl siilj•ct

should be 01 hbcny to br1na lhc CllJlfflmtnf tu en end 1 f  he has rr z ;hed 1be ..,._. or

mental .stale \\bcrc conllnuauon of 1hc cxpmmau ICCffll IO him ID II. Imp niW. 11111

ltllcmml \\'IJ dimlnated In the Doll and 1rr,m, IO be «,,wed _., ck z zly ., •

I)
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tm,c: 'The m�est1g21or or the in,cstigating leant should discon1inuc the rcsean:b 1r

n his or !heir Judgcmcn1 ii ITY), 1f conllllucd. be harmful lo the individual' ID 

1lion, the subJ«l or  subject's legal gu.vd1AR 1w frmlom 10 withdraw eonsenl 11 

n) time (\\'orld t.lcdiCJ1l Assoc:iahoo Dcclan11on of Helsinki. 1964.)

The 1964 DoH also sLltcs 'In the fifld of clinical reseuch a fundamental 
• 

J1st1nct1on must be m:ogniz.cd bcrnttn chmClll rc:5ean:h in which the aim is essentially 

thaupcuuc for II paucni. 11nd clinacal l"C:$C<l/'Ch 1he essential object or which is purely 

sc1cnt11ic 1111d "'ithoul 1hcr11pcu1ic vnluc t<> tl,c person subjcctcJ to the reseuch'. 

llcncc, tlicre \\JS .i funJmicnlAI structure of the pa111g111phs oftlic 1964 document and 

the first four rc\isions of the DoH 1n10 four heading, 'lntroduclory statcmcnts', 'I. 

Baste princ1plCJ', 'II Clinical rescMCh combin(d \\1th rrofes510nal can:' nnd 'Ill Non-

1hmipcu1ic cli111c41 rcsc=h' llns struclutt pcr.i151eJ un11I the Edinburgh (2000) 
IC\ uaon when ii W'IU subslllnhally l\'.Vlscd

111c Doll had been rev1S<d fi,c times, in 197.S (Tok)o), 198) (Venice), 1919 

(lion; Kong). 199b (South ,\fric.J) 1111d 2000 (F.danbul'Jlh) Tiac 1mrortant Ddd1tions to 

lhc lint rcv1s1on in lokyo (1975) were the f"t\lu1rcmcn1 for11111ndcpcndcn( commllltt 

review of rcx-Mch prolocol, nnd 11n clobor.111on of the miwmnmr for informed 

consent (C3rlson c l  al 2004) Tite 198) 1c\ls1011 effect manor chanacs lo the documcnl 

u regnnl 1cn11111oloi\) \\he!\'. 1he -.-01\1 'doctor' ,.., elwl� lo 'ph)'11CJUI', 1111d the
l-11m phr.n,e · foncriori' \\.U th:uii;cd to 'r,pccaally' In the 1989 n:,,sion, p,ococols
"� no" 10 be 'tnansn1111cJ' 10 a 1pcci:ill> DPJ>01n1NI commanrc indepcndail or the
an,ntii;;itor tor con,,dcrntlon. comment anJ t;uldan« pmv1dNI 11111 this inJcpcndmt
comn11IIN 11 i" conform lay """ the la.,.-, onJ 1.-gulatlom of lhc country In ,.hlcll lbe

1nu1d1 c�pmment is pcrfc,rmcd Tiac I 9911 and ""' rcvu1on 10 the DoH OCC1lffed

ronsequcnt lo the conttO\-CR)' J11m>undan11 the � or pllC'Cbo conlrlllt III lt\ldlcs of

tt11kn10-foc1J!l llun11111 lmmunodclic1m:) Vtnl, ()UV) ll'II\Slllmion. Tbe lddkloa ID

J"IIOIIIOrh 11 ,CCIIOn ' sl41Cl DI folh>WI In any mc,llcal seud7. "ff1 l*'l"'

lncl11d1n11 chose of D conuol puup, af &n) thcluld tic aauml or the baa pow•

, .. 
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TI1c I CREC would need careful considerotions nnd c;iulion in lhe arptie:ition of lhc

current vm1on of lhe DoH in lhc co= of thr1r function as an indcpcndcnl r,:vtc\\Cr

of rcsc:ircb protocols 10 enswt n fnir m·1cw process

• 

lb 
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2.2.3 Tbc Bclmonc R,port 

The National Commission for the Prorectaon or Human Subjects or Blaa;ullml -. 

Beh3viourul Researcli prcp.ved the Belmmr Report In  1979 la the Uailed S.. ot 

AmcriCll. The Report is a stalcmml of basic ctbical principles and pideHnes •lull •anld 

11.SS1s1 m mc,lving the: ethical problmu 1h11 SWTOunds the conduct or.-da will! hwne 

participanl5. The Unncd Slates g<>\-cmmmt eslablishcd the: Nlllonal Raean:h Ad, which 

lcJ 10 lhc Bdmonl Report follo,\1ng rile pubhc disclosure of the 1\&tlccaee sypbllla 

e�pmmmts (1'1oc1Jin. 2005) The thrtt- basic ethical principle cowaod III dais Repart 

include rc�pccl for persons. bmcliccncc 1111d Justice. In applying cbe pnnciple of respc,cc 

for persons, ttscarch subjects must be 81\ffl rhc opportunil)' co choose lo pa,tldpeto In Iha 

nudy and to ,olunlll)' "ithdnaw If they � not willing to continue widl che ICUdy Tho 

pnnc1plc of mpecl for pmon was stated formally by Immanuel Kan1· "So ICt u IO INII 

humanhy, \\hcthcr in thine 0"
1

1 person or m lhllt of any other, In every - as an md 

\\111ul, M\-cr as a mcaru only�. This s1a1m1cn1 perceives each person u I'! ...__

nacnt e.111.1blc of dclibffarion at-.o111 pcnoDAI goals 111111 of actin1 under che dlrec:don of 

,uch dellbtmhon. llowc\cr, 11 1s a common biowlcdgc thac not cvay hamw, beUII b 

cap.1blc of sclf-dc1ermlna1io11. some md1,idual AS a result or •ac (childral lOCUII .,..is. 

IC\cl of mat11nl), n1.1rriagc. 1mpnSOMlCtll, Illness or menial dmbillly.,. mcaparN h.J 

llnJ rhcttforc cannor cJ<el'CilC self-"111 In such instances whue lndlviduab ll'O lllll Ible lo 

IIUcn Klf-dcrcrmuurlllll. ulhcr codes of ethics such u Doll allowed for -,,ople clocllion 

IDd hence lcsaJ 81,Wdlan eo1umt since the pnnclple of lapccl for pami m ad illt II, 

lil1'01n1cJ COIIOCDI,

Tiie elements of the Informed COllllffll lndude .,.....IDOi, dllOhcz;. 

undmrandlng. \'Olunlltlntu and con,cnt One pws • hllbrmed "'lillll 11 It» • 

lntffl'ffltfon 1r one l1 compertnl IO aca.. ruehu • lhnfllulh dilcloan. mnr,••• 11a 

di1elosu,io, D(IS voh .. larily 111111 COIDt:lllS 70 cbe laler,nidan (BIPl"'llill• e\ "1111• t 
< 

2001) Ensurin1 an tnformcd c:onlfflt by 11111w .,..,._ ir; - 11 1ads .. .._ 

17 

UNIV
ERSITY O

F IB
ADAN LI

BRARY

AFRICA DIGITAL HEALTH REPOSITORY PROJECT



UNIV
ERSITY O

F IB
ADAN LI

BRARY

AFRICA DIGITAL HEALTH REPOSITORY PROJECT



identify cleM benefits to the participants (or the society) and not only lhc ,c:ambfic bait 

for the study 

The pn11c1plc of justice requirn • fair shArini; of burdalS 1111d benefits; 1 formal 

st.11emcnt of the pnoc1ple 1s  generally aunbu1cd to AnSlotlc; "Equals ouaht to be lralod 

equally wid =qunls unequally." Tur HREC dunng the review process must detennlao 

,, ho dcxl"\ cs 10 r«c1vc "hich benefits and "ho rcccJ\� \\hich burden. Justice a, lbo 

3pphcd m 1bc �lccuon process: the HREC ts 10 uuist tllllt the subjects xlec:ICd for 

rc:scarch arc not $Cl«tcd due to a h1stol') ol ncqu1es«ncc, and tllllt these subJects are noc, 

by their paruc1p:iuon. c�cl11Jcd from the benefit of the trcotmcnl if ii should prove 

sutccss(ul The resc.uch subj«lS mu� not l,e made to bear uMeccssary burdens. The 

Umtcd SlJtes odopccd the Code of FcJcral �ci;ula1lons (CFR) lhnt provide for add1uonal 

subJect pro1«11ons sh01tly alicr the rdc� of the Bcl�l Rq,o,1 ( 1979) 

2.2.�. Council ror lt1ttm1tional 0"8ab.allon, or l\lcdlal Stlcnta (CIOI\IS) 

TI11\ gu1dehnc \\115 fir.II 1uucJ ,n 198:'. And luiJ been rc\tSN t\\1CC in 199) uid 2002 The 

i;u1dchncs rclatr 0131nl)' to ethical JLL\l1licallon nod scientific \'Alid11y or rnarth; ctblc:al 

re,1c1,, infomicd co1ucnt: vulncrnb1hty ol 1nJ1Y1Juals, JIJOU"" communalJel uid 

popuLltJons. WOJIICII IIJ rcsc;trch sul>JC.:tt, CQUII)' ft'iJINIOS bunlffll and bcndits, dlo6c,e of 

control 1n chnte11I tnal�. conliJcn1inhty: C011tfl(nsa11nn for inJUI)', Slrmgthcn1n10(1111'-1 

or lo..:ol tllp:IC•l) for cthiasl rc,·1c,.-; anJ nl>hg:111on� uf tporuon to provide hcallh-eatt 

tc:n11cc.t Like tlio� o( 1982 anJ 1993, 1hc 2002 CIU�IS Cimdchna arc deslpcd IO be or

11,e to countries 1n defining 113Uon.il polido on the t'thic:s of biomfd1cal ,-di 

ln�1>lv1n9 human oubJC<tl, arrly1ns Cthfc,e) ,tanJanb in local cln:umstancU, 811d 

c,1.1bhth1ns nr nnrrovin, ethical mk"' mu:114/liJnu. A put1cular aim Is IO rd1«I dw 

cond1 11on1 11nd the ncah of lo\\•resourcc countne,. and lhc tmpheatloru fot lllllltiaalloaal 

or tranmAtiowal reKDn:h in \\hkh tlK'y lllll) be ri,vtncn. 
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CIO�IS pidd.ne. cmwal IIUdy -v bc .,....fied 19 11111 itP Ill of 71 - Jttil

tc,cardi ,w,101 bc conducml ma --wi-.... popewicm. 

2.3 Nl&�riaa Natioaal Cod� al Ucaltll Raard Etlua 
• 

The N1gmm 111111,omJ �ealth RC'$Ql'th Etlucs COIIIIIIIIICe (NHREC) WIIS •;,ea tic : c d II 

Sq,trmbct, zoos aod fonncrt, ,� on s• Oclllbcr. 2006 by 0-.11 Olr ea 

Ob&sanjo (ndJ, the P�1dmt. Fcdcnl Rq,ubuc of N1rena (l.embo 2006). The Nl,aiM 

Nltloml Codes of HeaJth Racarcll Etlucs (NHREC 2007) ts tailored IO"Vds tho •ten 

req1111ancnu proposed b) Em.mud and col� (Emanuel tt al 2000) Dniwlna OIi Ille 

baSJc pJulo,ophict w,dmytfti 11UJ0t ctlueaJ codes, dcdarabon,. and odlcr dorsmnt 

�ln'llll IO rcscMCh ,uth hW11.V1 sub,ccu. Em.mud and collequc propo,ecl lhe followliit 

7 rcqwroncnlJ ,.fuch msl.r chmc.il rnurch ctlucal 

I \'al�n1 ofbc2hh or lllO"lcdF 1111111 bc deriwd froa die ru I cl, 

2 Scknlific ••hdJI) • lht rcsc.vch mu.st be mrlhodolosicalJy riaor-

) fair 1ubjc.."t sclcchon· scimllfic obj«tna, DOI vulocnblllly or privilete. 111d 

1he p,knt1al f« and d111nbu11nn "' risb and bcnclltJ. ahouJd dctennlae 

commuruty 1clcctcJ as slud) 11tn and the inchmon cnleria fa, ladiYklal 

svbjCCIJ 
,e fa,-ourablc nu-balcli1 ,.110- ,.,thin lht COIIIOI ot ,.andanl cllakal pncdcle 

and lht � proiocol, nJk must be minlmmd, potallial benellll .......,_, 
and ths po11ntial bmlfit. lo andaviduala and lino ........ plned ro,-i.c, -

OIIIMIP lht rim 

s Jlllkrffldcol -· unaffiliated ind,\'iduab ..i 111,in, tlie u11mdl • 

1ppro�. IIIIClid. « lfflnlllllC II 
6 lnfonned (UIISffll• lnd1,1dlllh lhould be Informed about 1111 ,. cl, 11111

pccnldc tlldr wluntary CMICnl 
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opporum!ty IO "'ilhdnl" ad " «1118 IDOi: tomi 
Th=fott. =di iropos:ll WI doo a.,c Ill«! !be m:i 1rma.t. as SJl«lfy m die 

N�oml Code acq,t for =rdlcs WI ncirnr,t;cd ris1: be chsappro,1:d. Onl lht 

HREC can ddcmunc "1udl rcsarth CXffllfitcd. 

l.4 fuocUoD, or 1bt Ull\; Cll t1R£C

The IIREC functions lS UJlorcJ u-.

arc m11\111llxd to the c�tmt po::ibk rub ere rcssor�-.:� 1n rclouon 10 1n1ic1p111cd

balctits lhrouib 11.'I aprroprt:llel) l!ud) d:$1.;n and llJlllp!c sue- In w!J111on lhe �mmlntt

=� 1lu1 thcrc h3d t-«n fair nnd JWlllicd subJt1.'1 sck.: 110n, arprornale consent

procedures and roali&ntuhl) of d.1Ua lllld subjc,:ts nic cnsurcJ The ,0111m111ec lwl 

poducal "num 611 Ckhno lllld pro-'NIW"CS for �ubm,u,on of rcsc:irch rrococol 10 e=

comr W1CC 'l\llh ,u dim:11,"CS DnJ fac,hWc 1u rrorcr tunctaon1ng Tiic other function of 

!he HR£C include hold ng rci;uw mttl and 1.ttpmg nunu10 of such mcctmas

doamimut of commun'"uon .. ,,h n,wi ton. appro,-c resc.in:h bc{OC"C

rknimwion. du;ip,,rovnl of rac.,rr , 1c Cihical pnnc1plcs anJ moru1or

ra.�11 rroJ«1 Jurina lmrlancnuuon
AJW1 from p>pc:r funcuom of 1Jic , n 11cc. 01111) ol 1hc 1<11, 1uc, of 1hc IIREC

art SI 1,:d In C11n1ru1cr NStd son"� and dc\lCCS nnJ 1hc use of modem mcaru of 

commumcallon such llJ sh0f1 ntt"-'1'1� J)llrm (SMS) 1hruu11.h cell rhoncs and c-m11b

1w lmrro>TJ the efficiency of 1hc Hl{U The rcconh of 1hc ml)Jcm mans of 
comm 1111 n tnclud1 s c•nu I let1cn and Sl'-IS arc car1un:J and S1ori:d Ill lht UI/UCH 

HRfC s«relWL l'rotocOb arc rct.ioncd an h3nl and son copies III the k'CrCIMW office 

r, Jo-n.; rC\-b and IP(lffi\ I 
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• 

4.1 Fuad ias ortlle UI/VCH HREC 

c:ommitrc,e u ldf...,...iruag u II las a.. rW* 11111111 fbr dlD di)' ID diJ ,. I I f/1: 

,ecmarial IDd its activities. T-.m acbiniaa as sec ol!i«tJves ..s..., • HRIC 

S)'Slcm of cbarglng for prococols PJban� for review. 1111&,llllioalllt ..S fadu•W

fUDdcd roearch art dwicd up 10 N20, 000 pet potocol while IIICllillleff or.,. ..

dwged NSOOO ru pococ,ol SIINDittcd. Undcrpdume . 
... 
postplual_ e and raidcal � 

pay • 1141 r a te  of N2, SOO per prococol subm111cd. Flllld llfflt11led from lhe Jlft"'"IIUII a

u bvcl) lldcquaic bcausc there i.s no sub\Ulbon from lhe authonnna intllhltionl; dlD
commllttc had IO dc:\ue means of 8'fflCOWII addilional income lhroqh cqaniadon ot

\\orlshops 111d SfflUllm..

• 
2..f.2. rru1oc.-ol R" lnw rrottU at lbr UI/VCJI HREC 
R� proposal subm1ucd 10 lht Ul/l!CH HREC art rc,iewed ICCOldJna IO 
ln1mu110t1o1I Gwdcl1nes and CoJcs such u The Belmont Rrpon. 1979, Councll rar

lntnnaUOMI Orpniullons of t.ltdlc:al Sc1mccs (CIOMS. 2002). Dedantlon or Htblnld 
111d tht' NuR"mbcrt Code. t.lorccwn, there tJ llso 1ht Nisman Nalloaal Codo of HCllldt 
Rcx=h [1h1a of NIIREC which came 1n10 rxistcnce In 2006. The NHIU:C wu
e1ubh1ht"J 10 pro, 1Je lhe N1110C1AI Frune\O\lfk 1h11 would ensure that the Nlaafu people 

IR' not used mt'rely 11.1 a uinca pip for testint ncwdnlp w1 l«hllolopa (l.nbc,2006). 
The rci;ula1ory dcfinllion of the term march 1•

, 1y.1r11111ic 1nve1ti111ion .  lncludlna ,-eh development, 1C1tJaa 111d 
"-.luallon. daipc.-d 10 ct.,-clor or conb1bute 10 pnenlliablo lcnowledp· whit.
t he 1nm hwnan 1ubjcct means • • livin, Individual about wllaal m 
lnvall9Atol(�r rrofallonal or 11udcnl) conductlna m,ll'dl .,,,..,. (I) dllll 
throua h intffl'ffllion or ln1m1etion with the Individual, o, (2) ldcallllablt prf_.. 
inlormallon (NHREC 2007) 

The 1u1dclinc and reaul•tlons contained m lho Nlae,ila Nlllionu Code oCffelldt R : 1 r rdi

Ellllca Cwww.phrq;,ncll Inch� smcral mica of 1e1t1aa up HRl!C and -- or�

of IUdL In lino with lhe N1am1n National Code ud - mlaor nrlalloal lllllilitl liia

2J 
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summary poge, beckpound inlormadoo oo lbo prop,,,ed JlUdy, dll"llllloil 116 

studies rcsull, specific aims 111d h)'JICICbaea. pmldpllll iecndrmeat meG�""tfiidJ 

location, eligibility criteria, the proposed plaa for .-an:11 (methodoloo). pllBS ro., clili' 

lllllllysis, adverse evenr reportina 1111d momroriJla, dhJc&I comlcllllllom � CIODMI 

process, confiJenlilliry, bcncfimice and non-maleracaxo), mcnnca and dlll col� 

insrrumenr. 

• 

Pro1ocol rrc-rcvic\V 

TI,c protocol arc pre reviewed by the lrlined ICCl'Cllrill'llaff'IO ensure 1h11 Ill requinld 

infonnauon h:i\e been pro\ided in the 5Ubnuncd protocol Determination olwblch 

pro1ocol requires full-commintt review and which may be reviewed via Ille apedltod 

process 1J an importanr 1&$k pcrfonncd by 1he HREC Chair or• dcaipetod __.orrbe

eomn1111ce. 11 is rhc 1t.Jponsibih1y or the HREC Chair IO dclamille the lypo ol 1eriew 

require for o specific prorocol and to Id acc,ordJna ro the NHRJlC' code 

Excmpr Rc\icw: The identity of pmons 11 not appuait or lhe dota for Ille r11 -d,dll II 

publicly available 

Expedited im,cw: A racarch projcet II pvm expedttod rnlew -.llm die ._., • 

minimal risls. In this l'l!vicw, one member of lhe c,onunlaee revlens CM JivPGRIW 

exercise aulhorily of lhe full eommlnec 

Full Commlnce Review: Tb1t ii• type ofrniew in Mlch lhe ftill 0111, 1 112 Su • .. 

proj«t. OM manbcr of lbc aN1111111tee ii dmp eeit priaa; l'f\'Nr; 1l112t 11Fa 11m1f 

revicMr llm"'ff"• peunl COl,11:M'DIP 1a tbe e>AIIIIIIII• * ••• 1, tdll h Iii r·n1

ri111rda. lbcN _,_,.,.. lbc> 11, it IO .. fdl r,:11 bn 11J UL ...... 

for 211,e wch la pan;,,t'J at. die� 111,d a.Ii .. • I 4Nl•lf : qt t 
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• 

members of the committcc \'Oluowily abslAin from votina and may not vole when Ibey 

ha,e inrcl'C'st m 1hc rcsc:uch. The dcc1s1on of the maJonty is lbe C0111111illees' clccillOII. 

2.-,.J Aul1:nmrnl or Primary and Secondary rcvlewcn al ll1t UI/UCII IIREC 

fhc IIRl·C nJ1111mstro11,c 1141T cons1Jcn the 1UU of cxpcr11se and potential conflict of 

l111crc�t 111 prtmlll)" 11nJ sccondar) rcv1c"cr w1gnmen1 An IIREC member as the rust

c:ho1cc in 1hc 11Ss1gnmcn1, 1111 nllcmole coruull11n1 u imigncd lo review the pn,cocol If no

IIREC rncmbcr h.ts lhc rcquirrJ cxpcr11sc 
,\t lhc UlillCII IIIU:C, lhc 11SS1gncd pnnwy or s«ond.v) reviewer IS expected 10 

h.1ve ,, i;ood I.J10,-lcdi;e of \\Ml b !"C,jWrcd for ethical anJ sc1en111ic l'CVICW of Ille 

pro1ocol However, 11 h:i.s been rcpor1cd 1hs1 Jacl of 1mn1na of some mcrnbcn of IR8 

con1ribu1cs to dcla) m 1hc rc,iel' process ncc�11aung o tramma rroanmmc for Ille 

ncodemic slllff or the inslltu1ions holtml( lhe UI/UCtf HREC rn 200) and 2004 (AjlMUI 

& I.a«. 2008) 

2.5 A 11ro1ot)I'' Rr,lnorn' "ork.,llttl 

TI,c IC\ iC\\Cf \\Orl.shccl IS D 1001 that could 1W I ID\'atlplofJ In pcrf'ormJnc aa iD-drpcb
:inJ thoroueh rcvic" acconJlng to the cntcn1 srcc11icd by the Code of fcdaal Rqulalioo 
(C�'R) TIiie -,s TI1c use: of "-orl.:shctt Jtpends on 111Jt1tu11onal polity and n 11111-• •a; 

TI1e follo,Hng ,,orlshm "� de,1:Jopcd Ill 1111.' Olildrcn'1 l1011p11al 1n 8oaan (1Cbm at

ti:nmtllk)' 2006) l1nd mnkc.s en or,in,pnnrc rrfrrrnce ro1n1 f« lbe rcv.n. P,"'«M

1 !osrostucuoJL Sp«afic Alms, Backsrovoil, IQd Suguf-s•Kr Tbc _...,.. 
for 1hc m,cn of rhls section or 1ht rroto..--ol an: 11 lbe lt\llfy 
•rcc11icd7 arc dlffe adequate rrchmlnar) data to ,-ry 1be n ss1• Allll
aPJ-0p11arc JLHllllcallon for thu rt-th prococol
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Thmrore, the reviewer mllSI emlft Ible the objectlYa or the r•Dll'dl Is d11d1 delail� 

there is O Slalcmcnl or the study hypolbesit,mcf the plan ror UII colJecdoil D ...... IO 

mccl lhc olms lllld objtttivcs. 

2 D01115, pcvk�. apd bioloalel smalCJ: When considerina raardl plOIOCOb lblt
include 1hc use or drug,, devica, and biological 11111plcs, the revieMr mlllC apply 1M

re1ula1iom of 1hc: FDA and or NAFDAC (N11eri1), The wolbhcct quadons 119: Js the 

SIOIUS of lhc drug or devl« described and appropriato (lnvatipdOIIII, new .. or. 

FDA-oppro\'cJ drug. or an l'DA·•PJll'O\'cd drua with approved lndlcatlon,)7, 111 the cfnia 
dose and route of ndministrallon 1ppropriD1c?, arc the dl\la or device 11fcty and efficaty 

<b10 suffic11:n1 to warrant the proposed phase of iestina?, 11 the liplflcant rillc or non

sian11ic.u11 risk s1.11us of the device described and approprille? And do you, the revl1ww 

agree ,,11h 1h11 determination? And doc$ the fW(llocol describe IICCCpCable �ru.l111,

Jtoragc, ecc�. and cor,1rol of the device? 
• 

) �tD!ifi� l)gjRQ: Some institutiOnt have I tc1m1iric rn-icw ,cpanle fnlm the IRB. 

\\hilc at 01hcn, the: IRD asswnes full rcspo11S1bihl)' for 1CJeali6c miew. A• the UJIUCH 

IIREC, 1hc: IRO IL\SWIICJ full 1cspc>n11biht7 for lbc Kimlifu, n:- n., w-wt • ,, 

quc:sllons IU'C. 1t the sc1a11ilic dcsip adequate ID � the qw '"'*11(1)? ..... 

a1m51'obJcCll\'CS likely to be .ch1cvablc within the aiwn IUnc period? ii ... r I ed:C 

design (e 11 nllldomi1.,1111on, pl«cbo controll, P1wc I. D or Ill) clwriNd ad n ft I ; ty

j111tificd. 

•. Rgqrch Proccdurs / t.tcU,odoloQ: � 111111' dlira .. 210 .,.,., veer,._• 

are performed for � pury,ose from dlDtll 11m .,, palw 1d a. IV d r 1• 
C\-.llllllon and dctmnine wbcther lbe ,.-eh 11 .-. ID ., _., P I '-a ..... 

fflllWIIIZft nw 30 wbjlCU by tlllPfoyu,. .,._... ....., fQ, w.a, I plat

dilpostic or treatmcftl pu,po• Thi tr..2bl.•M ' 1111 7 -. lllt.. 7 10 77 t
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details of the rmrdi procedures acanaely dacribed 111d IGCOpClbil'IJi

difTcmniahon bcrnun racarch � -4 ICNIIINd ea 111d ffllulllkiiia,�:it 
adcqll4tc plans to inform subjects about specific raardl ,.... dllt mlalil 

subject's health IOd/or dec:isloa to continue pllticipllioa? 

s loclu.,10[VExchuioa Critcri• ror Subjccu· Approprialc lndlllion 111d .,..1,n1ca .._.

1111: cs.scnti11I ir, onlcr to justify hllffllln subjccl ,-rtlci,,_., 111d w equltablo ...,_ 
of subjects IRDs an: IIWIWIICd 10 u.surc thllt special c:'a1u1 or Mlj1*, lll*IIIIJ: 
vulnmiblc populalions (I c women, manonllcs, and childra) a included ,;•

11ppropna1e n,e "-oruhttt question, an:· an: inclusion 111d artu,loa ahafa c.t,

stateJ and n:450nable?, is lhe principle of dutribulivejlllllce ldcqllllOly U1C01J1fJ Hd lalo
the selection cntcna?, an: mmonhes, \\'lllllffl. childrm, or ocber vulacnble P'PJktloal 
includeJ In the: stud)' design?, is Ille populauon Juslificd?, for 1111,ject wlwalile 1o 

com:1on or undue inllllfflU, an: addiaional safeauank lncludc,d to proll Cl die ,qllla Ml
,,clfore of these subjects (e.a, pmoncn. mallally ill, ecGMllllcally'9dac-..-.U,

d1sadv11n1Dgcd, cmplo)'«s, 0\\11 studenbl 

6. SlQtistiw Anelni• and P.14 blOOIIOOPF, RIMawar lboulll arm1: W a I ·at
1nfont11111on has b«o provided to ddamint 11111 11w Ample a 111d 1• ?h:i.91 powm ar,; 
pm:i11on associated \\11h the: sanplc sue is adequlle 11le woitae,, q, ... -11 ..

rauonalc for the: proposed numbcf of ,ubj«b railM!ble? .... ro. 11 p '" ,S 1 
calcul.i10R1 pcnormed and are they a\'llllable for rmew"I _, 3k7 pi lit-at 
JIAlbllcal wly,11 dcllncd anJ Jllllilitd, indlllfinl lhl -ol.,, ... rialla .. 1.,111111 .... ' 
AR Ihm adcqualc provulolll for -'IOMI cllll? 

7 Subject PrlYIQ'. pd CppQdmfielir bricwa: _. • tit .. uJ I 
� proceclura cvuld pu11r.tlall)' &a,adl prh-, •.. rb J II r 
warbhffl qualilam aro: Ill� ..llleqm:11 P,lftlll i I. plhd ttl•ilW II I 
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I BccolilDftPl o{ SyM ell: 

pidrip11111 are eo be lcll.-Jlied '"'Iii 
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dc101i�? Ale Ille risk 1c....W. ia lellliaa ID Ille tmaftls p: 

Are Ille risk minimized 10 tbc Ii 11 ,.t Ultilf ...-111c1 

11. Informed Consem/APSOt 1bcre ls. lill oC Rlqllinld NL - of Iba

process 1111d to simplify tbc prwess for would iow:sliplor al Ille UI/UCH �

forma bas been dnipcd. Each inlffldi111 pmcipal inwsriplor sut.dialua a

review is requimt IO adapt tbc speciJically desiped labmed CGlfHIII Fo,a •

l'C1alCh. The \\-Orbbttt qucstiom include. is COO.IWIIIP 111 �.if,-.Q11ldit Iii

,'aN) or "til1ffl?, is a witness sipallft or m 111e11•ioa Rlqlli,ed?, for ,-ealll ••·�

is tbr sign.ilure of one or bolh pa,aitsfguudians requind?, who. when, wllere ad bow

would the consml be obtained?, docs tbc process p-ovide IUlllcfcnl lime. privacy, and •

adcq1111e scnina for tbc subject to aiasidtr par11ClpatiOII?. lnfi:w,uod wm,ar Wliita -

be cons1ckml in cm11in circumstances MC! if dK .� 111d 90IIIC apeciliell aillaw.

(NIIREC)

12. QUm ,ma lQd C9mi4£ntjops; 1- Sidi II lllocltloa or mourc:es, ooada!dla

11:\IC\\, potmtiAI connicU ofintmst. 111d tbc am! foradd,lioaal llldllar)' 11: .. owmar•
com�mt. IRB an: upccced IO perform I IWYMW • J...c - ia a,.-. 111a -•,• let

question, arc· \\-hen should lhc ne,it micw _, _ lhae rntnlllo 9WOlda r" I t 11, '--'·
arc tl1Ctt llflPl'OPnltc raourca SIICh u cq.ilpmcnt. lplC't,. l\rn!ht, al ...n-• .....,Ji

this �h safely? Hu tbc imat1ptor mured appropriate moallodq orlllllJiiatu 
during and after lb. ,aeardl? If applicable., will coumellilll, rur...als, ar ••1: -�

IJCI wica be povldcd? 

All lhc issue c-,,-md abo'l'C au Ml! co,aal III die UIIUCH HJU!C Olldr''z , 

mlcws (Fllusl et al 2005) cxccpe 1h11 thaf n 11t, ""' nl '111dom tirllli 

mlewa. lbe -or ... v1cwer WU1kl • 111 mulJ • •w • • q 1'1' amll

lO 
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ensures tha1 rc\·1c\\m ha\-c corwdcmi all c,f the rc-gulalOf) and 1ns1i1ubonal cn1a11 for 

re\ I�\ and DpplO\ 11! 

FollO\\ing rn1e-\ of the submineJ Jll'OlOCOI. the rroiocol would hc ass1ancd a status 

depending on Lhc deciston of the comnuu« The starus could hc 1111) of the follo"'IIII 

oppro\11! l)pcs discussed hclolV (Falus1 C1 Al 2005) 

t\pprO\N • If full 1w1ovul IJ �led, the ln\CSll?'Of fflD) bC'gm the racan:h proposed 

in lhc pnllocol onJ an appro\cJ nwnbcr is 1W1got'd h> lhc rroiocol. for 1ns1anec: 

I:rnding - Cond,11011.11 A Mrcnd�- Cond11Jonal stalus mA) be s11pula1cJ, rcqu1nna 

minor moJ1f1C111om in the rro1ocol ondior constnl form before 1ruua110n fuccut,,� 

approval Qll be g1,cn b) 1hc Chatr once concd1ons tu,-c bttn made. No =n ml) be 

s111ncJ un11I 1111 cond111011S �,c bttn met anJ fomul Df'pro\111 obwncJ from the IUlEC 

fatt/mg- lxf("fT,11· ,\ Jcfcrml pro1ocol must be subswu.11111) n:,� and n:-subm111cd 1o 

lhe HRf.C 

R_q_� ,\ pm1cxol ni.>) be rcJeclcJ h) 1hc IIR£C if II kn bttn Jclcm:d �•'CTIII tunes 

"'>J ll,c HREC rccll tlt:11 the problems �,-c not l,n,n &Jcq11.11cly addressed, or 1( the
prorocol 1s noc Justtlird anJ J'l'SSCS � nsl. 10 1hc JWUC1p;111ts 

Cop h11on, Q(Apm,·aJ Appro,111 L< ll"cn for 1.srccthtJ rcnoJ of one )car m the fint 

1n1t.111cc II lhc pmJ«I uila longer 1hlll one )Ur or die ipc,;11icd pmoJ. a request for an 
c\lm,100 ur 1hc ethics cle.1111!1Ct should be wugh1 on the rubrninion of 1111 annual fWOl*Eil•

rq,on A11rro,oJ i, (ll\cn on the conJ111on 

• rh,11 ,In> �llcrallOII J'IOroscJ I the IPJ!ll, rd JlffllOCOI IS )Ubmillcd to the

,'llfflmllltt for appro,-al rnor 10 the ol1m11ons bring tlltttcd
• llw o rop) of 1bc rcscardi proJ«t final rcp<!n u lodl"I " 1h tht

CutMUIIC'C' {or 11• lnf.xnu11on
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• l1w researcher notifies thc: Ellucs Comnuntt 1f and "11t-n II proJect as curwled,

tcmun:rrcd or completed
• Tlw for a thcrap:uuc: trial stud) rhc rnncapil ln\"fflagator noofics thc: Ethics

Commintt ,,ilhan seven (7J d.!ys of 111y lld,-crw t'\ffll or OCCWTcnce dial takes

pi.let during the tri&J
• Illar research could l'C 2ud.1cd b) rhe IIREC dunng thc: re� pcnocl to fflSlft

compl1an..-e \\llh pildchnes

Arpro,'Dl of Rc:sc.uch propos:il sulimlucd 10 IRB for dhic:al rc:\'ICW may be 
dcl.a) cd for ,1100115 rc.uons 1ncludi11i m1wng mfonnation. fau.11) 1nfonned COIISalt

procc:s., a.nJ IJcl of Dl'l'ropnirc co�on c:,rcc111Jl) in dc:,'t'lopn)i co11ntrics

(Dcculhcr cl al JOOS). In tht1r rc,ie,\ of the nc11,1I) of French RClCArtb Ethics 

CommillC"tS, Dcculkr anJ collc.JSUCS rcpor1cd 111:tr on)) 3 r,, of prolocols \\'l'IC aprro,-a.1 

"1th no rcqUClt for mocl1fica11011S "b1k the rc:mo.uung prorocols h:ne m1s.smg inf0ffllo1tion 

wch as volume of p:nphrral t,looJ being dra\\n, rite lcnslh of subject ,,siu, and lad or 1

11roni1cd compcrua11011 pl11.11 for r:wtillly eo1npc,w1ed _MCI, llltlOl1i olhen. 

2,1, l'rt\lnu, S1utllu on audll ur llr•llh llcsrarch F.lhlcs Cnmmillcc 

lloc,c .ire fr" hrcranuc:, c.,am ntns tbc "v1L.lo.>J of i R[C :u rc:1!,11\ls the: fllk and 
duractcnstiC$ of pro1ocob subouucd for 1111�rcndcnt m- An 11ud I by CooUOA oo the
,,orU03d of o lc,c41 REC in l.cicarcnhKC o,n II IO)ur pc.nod n:,ukd a Slaldy mt 111
lhc: 11un1bcr ol prolocoh from 66 per )CAI l, 302 per )tar A 12•nlOlltb n:\lew ",thin thc: 
IO•)t.u 11111111 aho,\.'t'J Ulal oul or 277 subaUss1ont, 14)( I "'•l 'i\crc approVC'CI wilhout

DJ11cndmcn1. 93(33 6 •) rcquim! minor an1cnJn1m11 1111d 41(1" r.) � ml rurthct

mfomution (Coobon. 1992) In London Bo}'-� f'C\teMd JS3 IIJ'flltall0a4 111hmi11N 1o 
a mulli-«nlle RrC bd\\ttn 1997 1111d :?000 1• 1• •) "ffl: IIJ!lil'O\-ed •••fin& mecUas or

lhe RI C, 217 (62,,) \\ttC IM'fO'cd conthllONII), and Ill (S••) \lfff rrj«led (&,tt 

2002) 

1 
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• 

In a idi.-pecllft mban My of 2S FNDCla I'! Ft :r11cfl 

acthitia, Omrllitr 111d colleague hM 1blt dinecal nill a.mt1M11 -,i

examiawl nur,y- pacml of lbc potocols ._ app..md willt lllt 

\\ithin 16days and \\ilea rnisioas - mpllcd Ille - IIICNll lllflle 

infonna1ion 10 1hc patient (21%) (Dccullier ec II 2005).From die AJliclla rqloD, a 

study comp,md the \\'orkJoad of a South African Umenity-blsed HREC for-2003 

2007, ii WDS noted 1h1160-70% ofapplicatiou required ievlslon wllile2'1%(111).li£ 

2003 appuCIUOIIS aod 37% (20S) in the 200S applic:arions weft appao�ed at 8111 *l,c 
thc convni11cc; ?S -90% of the applications \WR' submiard t,y p--r .. ,_. (01da1

Jones. 2008). 

Since 1he cstablishmml of the Ul/U�H HREC, 111 artJde RPOl1UII tbo proam of. 
lhe csubliwnmt and an o,'ffl'icw of ns 1cti\11ies bid been published. In die paper, Na

111d colla;uc noetd that O\'CI' a l)'CII period followina Ille acablilllmenl ol'lhc UfNCII
HREC, SOO applicaalon were ""i'� and die •,aap pcriad bdwDm ,..._ 

submission and approval dccieucd from 7.17moadas ill 2002. IO 3� la 2GOS 

(Falusi et DI 2007), 
The l\'fflllC lime bclWCCII 1ubmissioa and approval Of pnllOCOls wrfes he 

"''CCU to moath1 ckpaid1111 on how oRco die REC CDfflllliuec _,ta. -th•4, •T fr 

and lhc: 1,-pes 111d complcxilia of the .-di bcina nalualecl (Al¥Nd _. Ni!Nll1111

1996) A pmcclly wriltffl proiocol accordiaa IO acccplld pide'i1a, llifflllie ad a lie 

work of the HREC C&IICf, espcdllCI lbt ICYICW pn,c:ea. allll bdpa IO COIIIII lbll 1n11d 

It bcin11 c:onducted p,of�ly and 8"0ldina IO CIJliall st.,..,,.,._ M1 pp fa illf, 
Information provided 1111)' prompt 1M HJU!C IO polS a lllld oC q 1:&a ID

racardacn UDlil adcaau pkun of ll,,, roi.•di 111+111' •,ea plell COIi al lr a I# 

lll"'ellll)' ddcnnlllllioas, The 111lEC a..um 11111 ... 11111,d. ,,.,,,111 ta tl

ecar:rdard bef-ipp!Oval Is P"" lo cc:.odlacl tudl rtl I r .. 

JJ 

UNIV
ERSITY O

F IB
ADAN LI

BRARY

AFRICA DIGITAL HEALTH REPOSITORY PROJECT



• I Dcsii:n or lbc stud)

CHAJ'TER THREE 
�IETHODOLOGV 

s is :I l"ClrOSJ>«ll\"C l"C\icu or all proposals wbmlttcd lo tbc UI/UCH HREC clurina.

)Cllr period. 200:! •2007 The .sn:d) IS lunllcd IO this period lo aaJlow f« compldo
\'llu:ilion of thc propo� submitkd u11hin the st,pul.icd time allo� fOf rao.,:1i
n>Jcct component of the, !'.!Sc (Bioethics) des- of the Uoi\'allty of lhedlin The study 

w:u conducted 111 the Ull'tJCII IIREC �unat IOQ!cd wilhin thc lnsti1111c of Medial! 
Rescm:h nnd Tniinmg (l�tRAn build·� Coll� of Mcdicinc, Una\'a'Sity of ltwd1n, 
llu,fan. N11,cnJ All 1,-a,lablc prol�ls sut.nlt:..J uiUun the Study period were included 
In the study 

:l.2 r11tlc-11I Appro, al 
Formal appro,4.1 for 1hu si-.dy "u obwncd from lho Chll:r or Ille UI/UCH HREC. The 

stud) h:IJ 1111 exempt n:, i� And wiis wigocd number Ul/ECIUM>080 (Anac:Jwaia I). 

:l�l l\lttl10J or data colkclio• 
• 

E«h r,otocol n:.xi,cd """-ccn 2002·2007 was l't\'ICwcd And rtln11111 in(�

0ux1cJ b) the canJid.11c usini a qucs11onnairc (see Arrtndix I) and with mlcwiec 
from the UI/UCII HRtC s«rdlnal assiSIUts. Primuy dal4 uu c:ollcclcd oa • paper 
quatloruw,c wing a c:oJilli system 

J_1.1 lasll'llmrnl ror dala rollttllo• 
A 2.S ilcnt qucsuonnaltt wu CX'-CloJ,cJ and ulCd for dala C10ll«ti0ft. The iq•IClhO"Pltli- 11

d1,ldcd anlO three ,ectlons (.« Aprcridh I) Section oc� or tbc qUClllonnllre C1C1aPFi11d 
infonnauon on tJi. JWOIOCOI ldcn11Ra1lon number (IIREC ampc,11 •nba ., .. ..,., 

J\ 
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number). month and ynr of submission. Section two compnscd •"*•teen qiiesdom 

requesting information oo many asp«IS or !he protocol submitted. ThcR questions cm be 

di•idcd Ullo three 8")UpS. The first 8J'Oup or qucsbOIIS Mre OIi lepl aad •11•••"

clwactmstics of !he pro1000I. questlOO I - Academic sallllS of die pincip11 iawlCI& tri;

quouon 2:- t)"JIC or spon-: questions 3 and 4·- location and type of n:seaidi, quatloa 

6.· scope ofrc:scatdl. and qUC$llon 10-characteristics ofsrudy panicipanl!. 

The second group of quesuons � on proposed sc:imtiJic chl11cte11sdc:1: 

question S:- stud) design. question 7 ·sample s=. question 1:- expedtd Sllldy dmlliGi 

and question 9·- 1ncffl11,·es (benefits) 10 study panicipaoL The third pvup ol queslioas 

\\ff'C on 1hc review comnullee 11t11,11ics question 11 • lhe number of revision n,quln,d 

before awroval (ranges from �nc for oempc appcoval lo )-three revisions), question 

12:- reasons for re,·1sion or mod1fiC11uons m;iucstcd before approval, question 13·- die 

1b1C of 1Ubmlssion (J.1),0lODih)C�I) llf1d the �le of final lpp!0\'111 of each pl'OIOCOI -

Jocumcnttd to dcicrmlnc 1hc 1,mc m1cnal bct"ffll submiSsion and appu.-.1, que•IOol 

14· rasons for dcla)' in appro,al, -qucsuon IS.- nlDllhff of amcndmmts after appn,VIII, 

qU.:$UOn 16 • rdSOnS for amendments: and question 17:-rejecrcd or diappruved protocol 

(clokJ) and re.uoM for closure or rciccuon 

J,,1 Data rtconH•i: proctdurt 

Inform.Won ga1hcml on !he r,,rcr questionnaire "as tbcraftu 6*.ed llllo q,Weca
\CISIOO 3 I for CIU)' chtcb on ibi.. mlr)' mon and concctioll. Duriq dlla muy 1a1o 

[pidai. (H�nlon 3 IJ, c.,ch prolOC'OI reviewed "111 1ll011cd an ldcnuficaticla maber 

KJ',V'DIC fmm the IIREC wlpicd pcotocol number a>llcctcd an die q,,c,,k mn, 111a 

cbtal)\u- 00 lhc [pidala file ,..., oponcd to �haosoft Ettel (2003) IO allow b ._

clwuns before bci"i up,c1ed 10 Stw JtaUstical ,on-,c for -'J1U, 

• 
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J.S Allal)'Jis of tbt dala 

The d4IA obtAincd was S11bjcctcd 10 Sla1Ut1<21 analysis usina Slaldl sbdisli<21 IOftwll9 

J)(ICkagc (Sui.corp 4905, UKC'\\11) C1>llege Siation, Tcus 77845, USA, venioa 10) 

Ne"· V1111Dbles generated t.fiaoson Excel and then exported inlo Slala Include: Tune li'Om 
• 

S11bm1S5ion of protocol to appn>\-al (Appro\111 group), prococol stalus (approved, DOI yec 

nppro,-cd or closedlbpsedJ The ac.dcnuc 5talllS oflhe pnnc,pal investlplor wu reduced 

to S C:.Ucttones under a new \'allabk (ptsw2). Catcgori<21 dala were praeoled a 

proportions 1111d using f�ucnc) distnbution Student I-test was used 10 a,mpare lhe 

me.in 11mc from submission of J'f'OIOCOli to appn>\-al for protocol granted exempl 

uppro,11I 1111d pro1ocol rc.tuirina m1C\• Klfllan·Meler survhal analysis was perfonncd 

to Clt:tbltsh prob.1b1lit) of oppro.-ll.l cun-e.s l:Gscd on cwnulath� hazard function in order 

10 stud)' the time bcr,...ccn the :subm1SS1on of the protocol and final appro,111 (m days) 
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3.5 Anal3"Iis o( tbe da11 

The dA111 obtained was subjeacd to sta11st1cal analysis usina s....e statistical IOftwwe

J);ICkllge (StalllCOrp 490S. LakC\\11)' College Stalioo, Texas na.ts, USA. wnioa 10) 

New "anables generated t,fitrosott E�oel and then aponed in10 Stall ladude: Time &om 
• 

submis.sion of protocol to approval (AJ'l'ro\-al group), prolocol staluS (1pproYeCf. IIOl yet 

Dppro,cd or closcd/111psed) The academic Sl41Us o(lhe pnnciJ14I invatiplOr was reduced 

10 S catcgoncs wider a new \'llllablc (pistat2). Calcgoncal dA11 � prcmdcd a 

proponioos and using f�uc:nc) distnbution S1udcn1 I-lest was used 10 compare the

mc:in time from submission of protocol$ to approval for protocol a,anlcd exempt

approval anJ protocol rtqu1n11& ttVJC\V Kapl11n•t.fcitt survi\'al IIIWY,is \\'IS pcrfo,u,cd 

10 cst.ibhsh probob1hty of appro,� CUI'\� based on cumul111ivc hllDld funaion 1n order 

10 slud) the 1101c between the submimon oftbt pro1ocol 11nd final 1ppro\-al (in day,) 

• 
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• 

cnArTER fOt,R

Rf..SliLTS 

4.1 Numbtr of pro1oc ol rcvic" cd 

A total of 7S2 protocols "ere submincd "' 1he uVUCII 1lREC Commiu« within 1he

sluJ) period (1002 - 2007). Ho"-c\·cJ, 728 l97'•l files could be retrieved for 1h" auJ.11

The rcmauuns 24 pro1oc:ols 11crc not ava1l:ible t,cc:iusc 1hc) 11erc returned to in1 c:sug:110rs

for re-sub111i!>Sion. or the 728 pro1oeoh aud11cd. 56 proiocols (0 1°�) 11cn: soil under 

considcrouon 11h1\c dccis1on h.is been iii.en on 6561718 (90 •) protocols Submi�ion of

• 

16 protocol� 11-:i� closed due 10 prol11nscd non-rt$l)Oll!>c from pnnc1p.1I invcsuga1or 

foll,-,_, m< ioiO< -,,ow, 'fl< �mb« OI ,..,_, I """''""' ,�h =olh " M """ 0 lo

table I 

Tnbk I: I\ tonthl)' subn1l\llons of rro1ocoll 

t.1onlh 2002 
200) 2004 

200s 2006 2007 

J illl uary I 
s 

lb 
4 13 I S 

Fcbrunry 0 
I 

17 
1-1 7 10 

1'h1ch 
I 

0 
II 

8 
7 9 

\prll 0 
2 

9 
9 6 II 

11,la)' 0 
0 

I 2 20 14 13 

June 3 
IJ 

'" 
20 , .. s 

July 7 
16 

14 ll \0 \ II 

August •I
10 

. ,� 
\9 

s 9 

Scplcmbc.r 15
11 

7 16 II 10 

October 10
12 

1 
s 

10 4 

No1cmllcr I I 
g 

10  20 \) 7 

O«cmbcr 

\Cl 
l7 

9 
12 10 

10 -- 1ss---
1S9

-

\22 121 

'°" 
-

Tolnl <,l 
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I here was All increl!K 1n numba of submlSSIOII In Jmtc aocl July fot lhe year 200) 2006 
prohnbl) due to 5ubrruss1on b) graduate srud:nts 

4,2 Charactrrbtlcs or l'rotorol 

4.2.1 Sroun or l'rlnclpal In, nt1�1or 

1',lo1011'} of the p11nc1p.d 111,-rsus 101 l40'6S6 (67 1%) an: poslgnid1111c srudcnts wtule 

undcr11ruJu31e siudenlt cons111u • 11 61
, (76/6S6) l'ostplu.rc and undcrJraduaee 

sruJcnu constitute 78 �. ,.,fuJc IIC4dcnut 1uffcons111u1c, 21 )%. DclailJ oflhe pnnapal 
invcsliptor 11atu1 ore $ho"n rn table 2 hclo� 

l .alalt 2: !il•tu, uf l'rlndpal hn<'tllptor

Slatru N ••,.

Strtdtrtl 

Undcrgnu!11,1tc 76 11 6 

P011gnidu..1c 440 b7 I 

Staff 

Lccrurcr 2-4 7 

Scmor Ltttura 71 IOI 

Anocwc ProfaJOJ and 

ProfCUCf -4< 61 

'1'011I 6S6 100 

4 ?.l sponwr, or nsnrc• 
t.l 1, 99t-., (.SI V:S 16) of I.be anxllin

_, ..... ursJai:adm• rcwdarcnoml � Nonr '" u .. 

.t1idmnp0k'l't'b•

r lnlltlw.iolllllY n.,.1cd !lllld., 

I IJ 

•
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9.8% (65/656), uni,cr..h)' �en.Uc rc.c.,rth 11runl5 1.s,. (101656), r11Jumocc1111Clll mJ11.11ncs

1,7% ( 111656) nnd other rublic ln�111111ion in N1gcn,1 0 46�• (3/656) (fpl>lc lb). 

l'nblc 3n: Snurcc, of fu111ll11i:

�111111, or n1111llca11t 
-

-

--------

�ourcc or rundln11 

l)c;r,, .� Not s,tf 
1dcn1ilicd 

512 
Student 

------------+---/\cl!dc1nic Slllfl 
51 

I ntal 
Sb) 

3 

St, 

8'1 

__ ..

f11hlt Jh: Sources or fundlnll
soarct of fun ii in&

C111lrc - 3 ,I 

I l 
• • 

u ndagradUIIIC 76 
• 

Omduatc ,116 2 • • 

IS .. 
.. 

Lecturer 
• • 

Scnlor lecturer 
;o (, 

• I
·= .. 

Proks:sor k. ,\IS rror
6 

• 

10 11 ) 

·-'-

s 

1 

" 

,, 

jt, 

6S 
Sol 

Tnral

Key- l•�lf rundcd, 7- scnstc rc,arth psnl- ;�,nd

h tllutlou. s- ,nu:m,L11QIIII, if" anl

I 

) 

4 

II 

• 

I 

I 

2 

• 

" 

ro1al 

slit 
I.W 
656 

T111AI 

76 

«o 

=4 

·1

,s 
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,1.2.3 Shut) \ltt, 

Si:( hw1drcd nnd nine (92.11.,•) ol lhc rro1orols \\Crt 10 he conducieJ ,n • single site "h1tc

·17 (7 l��) ,,crt 10 1nkc plocc in muhi-1111:3, Ilic 1del\lth Kll1ng wM a 1crti1f) tcath10g 

hosrh11I in 35'> (Sot 7¼) of c.ucs: n1101hc1• 32 (4 ll':,) of rrotocol• "''' conJ11Ctcd

•nnuhuncously In II tcrti�ry 1e11chin1t hosr1tnl 11111.I other hcllllh faclhuc, Other research

hx.111on 1• ll' shown in Tobie -I

lnhlr -1: l ocullon or ,tutl)

Site 
N 

" 

l'crtiUI') 1'CJ.Chln11 lloJJlilnl
359 ._ 

Sol 7 

(1'1 II) 

r1 11 uni.I othcn 
32 

49 

Runil communllY 
2S 

J 

Urbnn conununtlY 
117 

17 E 

Urbnn l\nd r,.11111 commun11)'
9 

1.4 

I� 
2.2 

l'nmMy or sccond.tl'Y • 

'hc.lhh fucihl) 
II 

72 

l/n1�cn1I)' IUll.1 other 1cnwY

1ns11tulion 
,2 

21 
l'nmnl) /ScCOf1dM)' s;:hoOb

' 

Srecbllzcd bbonllor) 
1 

Othcn (, 

I 0111 

The Item •citbrn� tncfit.l:' � rr' 
• t-c"

•
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�.2.4 N11turf of ltescnrch pro1ocob aub111illccl to UIIUCII curnmlttrt

Climcal l\:SC.1rches con,tllulc tht bull. or 1h pro10,oh subm111cd to thi- Ul1lJCII IIRl:C

ftCCO\tlllinll f"or 277 (44 9�o) or research toric, this Wlll rollo,,,:d by public health

tac arches 122 ( 19.8°1,), laborotol} b1scJ 119 (11/J,,). 41 (6.9,�) v.1:1c on clrug cvalu:iuon

a, ,hown in Tnblc S.

l'nhk S: N111urc- or 1t1·1t�l'<'h rn1t11rul, ,ub111t11rd Ill tllll'fll committee
I • 

I 
Notur,· 
-

Cllnic:al 
277 

4-4 I) 

Public lle:,hh 
122 

19.8 

Drug cvalllllllon 
43 

6 '> 

Lnbomtory 
119 

19 3 

Clinlcnl and laborotof) 
JO 

4 

�1P.Jical equipment 
(, 

I 

soc,al Science 
II 

I 8 

Olhcn 
Ill 

I 6 

-

100 
61' 

Toul 

lludrcJ ,-mes from 21 4• ( 1 l �e. I ia •

Studio � c� lllJi?ll> "1
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I he number of intcmntional researches incrcascJ from b per yc.,r in 2002 10 11 per )Coif 1n

2007 ns ,hown 111 lnblo 8.

-

-
Cml11: 

Ocscripli\c lf, 

(non· 

UnJcrgroJualc 
-

72 
-

Pos1gr0Juatc JS) 

Lecturer IS 

Senior tcciurcr JI) 

21 

S1uJy Ix ill" 
--
rin1cn1J1l J\lep:rimcnt.11 Total 

r,don11sc:J) ( rand0m11C<i)

3 
I 76 

SR 29 440 

-
-� -

) 
(, 24 

- -- ---�-- -

14
II 71 

<, 
II 4S 

"' 

-

1l'rofc:ssor .� ,\SSOC,

Professor
-- 7l 6S6 7J4 

-

Toial SOO I --

T 
., d I t,• >nr t>f ,ut,anl11on

•bk 7: Coruparuon of'i1uu> r• an , 

-

-- --
Stud> [)d!i;II 

- --r- ,_,,.;;,n,eni,J 1,�Ve:u or 

Subm,ulun ()cScnrti� ,e, ,--

(�
I (,..,,..,..,

_.n

- - ------�

t---,,--_-l.---==---r-- 17
12 

2001 
21 

200)
60

2004 
132 

2005 
121 

2006 
91 

2007 
t,'1 

total 
� 

�· 
-

J(I 
• 

I 

16 

g 

11 

I 

I 
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· npur _ 111 o �co11e or rr.rarch b) yrnr or 111l11nh1lnn
T11hll' ll· Co1 r 

Year of 

-- �co11c or rc�c�rch

�11h111h�ln11 1.ocnl Nouorul Nat1nn.1I lnltmJtinn:il

(smslc ,ilcl onulli•,itc)

2002 4 , 4 (, 

2003 l> 0 
10 7 

2004 1)8
� 14 2 
-

200S 111 3 
17 10 

2006 90 
0 It g 

2007 112 
J 

s 
I I 

Total 546 l8)J•'o) 1,• I I/��) 56 (8-5\�I -'4 (6 ffl) 

• 

lollll 

$6 
911 

156 
141 
104 

IOI 

656 (l�•l 

-1.4 C,11cdtd duration or 11ud) 

Th cxr,c1cd durauon or 1uJ; "'oL> not t,, 1CC11tcd ,n 201 ()l,S�) ot thc �I llflll'�cd

• 

Over h:tlf (S6 2Y•) or the rrotoccl 11,ttt c.1 "<ted to be conduacd 11o1!hl11 a 12 a,,r,dn 

pcnod DS sho...,n in Table 9 below. 
I 

I •hie !J: r .,p.-ctcd dura1111n of 11ull•

E '<pcctrd Junuion or studl
l'i 

•• 

-

-

:1 � 

\\'ithin l months
J}& 

I I 
I 

" 

"> 3 -6rnonths 
• 

'>6-llmontro 
I \ 

•12month, -

= 
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Table 11: Roearcb Partiap.ub 

RaearcbSubjcct N �. 

Healthy Adults 19i 31 9 

Health) childn:n �� l.c,

Aduh patirot .?70 43.7 

Pacdi.uric p.-iricnt 51 8.2 

Adult & pacdi1tric paticot • , 0.5 

Adult J"lllien1 6; Health,· 10 I.Cl 

,oluntcas 
I lospiul rtt0rd.s 56 91 

ubonuorv :uum:ds O.J 
• 

-

Hum:m COl'J'>CS 
, 03 

llosrit.11 r.,dhtics s 0.6 

Tot:il 
-

616 100 

.a.71ncc_nthc 11ro,ldr1I for rorarth r•nlrt11ants

Onh 32 (S.1 . )2/618) nM'fl11"'1 l"\11,x-.)h mcluJcJ c.�phcu stntcmcnts 11bout the

llf0Yt>1011S ofin«nti\<1 fot rcsc;U1:h part1C1JICllllS m fom1 or lrtt med1cnl =•mcnt,, ftcc

1ntdk�1lon, fl-1)11l(Ots for 1n1c,ur,,tions. flff -r1.Kk5 1111d s.ol\ dnnk.,, sllpcnd nr re.

11nburKmcnt of ,mnsrort f,11'( hl the �d1 site ·\lm()sl <ifflo (1'>132) of the mccnh,c

\\,:re nu,�c a,·allablc 10 .elf funded ,nc.uch ,,!tile prol'tslnn for lt1«n1i1c ,,;u )llllC\I 111

20,� (1316S) .,, fun<kJ rcscarth rro,·1111•n for lnc(11u1·c \\UI Jlntl'\l in l\o (l-l/44IO) of

amduntc ,iuJcnt: cubnilSJt,,n. and 1: 91• (llll.ul) 11flK!.'ldcm1c <11111 ,ulimh !ont 

-1,k ltt, !lion• 

0( t!)c !118 lpproieJ protO.:OII, 1) (5J,W) ft\lUircJ no rc\lCI\' hcfor,: IIPl'f\)\llJ \\CIC

p1uvhlcJ \\hlk ,1<>4 17$ 1,.1 ,c.tulrcJ m1nor n1"'11fl�8U,11u 11flc1 ll�l 1t,1C\\ One hundred

AnJ ri111t1«n (19 I,_) ptoltX<•b �1111Td O IC('.(lnJ revk" ,,bric 3 IO 5�') �uln.'<1 D 1h1nl

46 
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m,c" b) tlr. HREC \ m1DOD could COJllaln ooe or= J'OIOIS to l,e mod11tcJ b) the 

1nves11�. � I\� IUll!l� of rasons for moJifi.:auon nil� m1c" \\-;is

:tpprovm11rl) � po-�I a;,pro,td. Donor-1imJN �an:hc:< �mred less number ol 

re,i.sJom :is 71 9'. (6'1 OJ l'fqUiml 0Dl' mUJOo \\hilc �s 1,. (2.S SQ) �UII� DI leas, 

l\\oO m-wom. 

� own r-.s for mlSlan ot nibc111«N proto..ols before orproHd \\Cn.

•nadeqiwr 1nfonn.11100 to !he =h rcut,,1J'1111S as ronwMJ in the ntformeJ consent

(28) proto..vls) inappropn.11c n�tlwJ.-1� 1111d $Ulinic:s (271 protocols), �1cn111i.:- taaron

(In protocols). $:llnplc sitt C4lculwon or JLl.\lllic.,11on ( I SJ protocols), inclusion crucna

(72 r,-otocolsl. ll'C.lllnffll inl=t!OII (62 J'Cl)lllC\lls) . MUd) ohJCCII\CS 1101 dc,,rl) l>IIIN
(34 proto-."Ols), and k�-.1 rcqu11�n1C11ts (c.� NAFDAC number) (I.S protocols) Other

=.sons mcludc the nttd for a stn1m1cnt on confldc11t1nht)' of ll.1111 1,1r p.,r11cir,,n15 ( l 3
pro1ocols). J"I\I\ i�ion or in«nU\ �s ( 4 pn,10.-ols) and l)JI01,'111phic:il cnor.i ( 8 Jl('lltocols) . 

• 

.11 
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Table 12: Rc:uou, fur =uitln �fore •rr""-.1 (n • 566)

Retioo, 
,o o[ ['rolt1COh

-:, 

25 4 

P111ent infonr'..UOD Oil coo.er' :!SJ 

form 24 3 
1\ lct!IOdoloQ r..ld sutistie<

271 
• IS.9 

SclCllli.fic j usu6C3UOD ITT 

Sample siz.e Jwnficauon 153 
13 7 

lnclwion i:n1en3
n 

6.5 

S6 

Trtttl11('nl inform1tion 62 3.1 

Stud) 00)0:li\CS
34 

legal miu1mnct11S 15 
\.I 

Conlidm11�1ity 
33 

3.0 

T >�hic3I c:-rol'S 
s 

0.7 

lr,c:cn II, ,:

4 
0.4 

100 

Tot.al 
1112• 

-

• i.torc 1h:.w one rc.uon per rc,.,1<>-"\ll re, 1c\l�

4•9 \tl11ro,•nl 

Siit hund� MJ ct&lll«D (61S) 111\ltocolt wac arrn11ccl ,lunns the stu.ly ren0<I \\lllh: )8

pmtoc:.ols \\�n: clc»CJ oflcf prol01\.;c,I nc,n-rc�n.lC tivm the pnnc1p.1I in,1'11i�tors ,, ho

\\(re 11\Jtnly underg.111JuolC \luJcnlJ or the �rl"l)\N pl\llOCUII, 10 ( 1 .6,�) ,,ere Cl<Cmpt

nprrovnl. 10 (•I 'I'•) ,ccci,1:ll c�rc.tncJ �"'" "l1ilo 12 (I «>,I.) n-ecived c�ccuu,c

1PJlroVQ\, the r,:n\Otnm& S60 t91 h •I ('l'ltoclll l\"IIUI� minu1 or major modlflc:.itloM

bclorc nppro,·nl 
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10 Oura1ion or f'T\I�

In g1:ncral, 111t 1,cra� umc � �wion ID -,,po,� ,.as arrn,,umarcly 21 
•ttl..s (95�. Cl .:!O • 23 \\CC..S), 11 tool a shoncr IJfflC roe procorols a,,pn,,ed .. ,lhou1
unha m,s,on (n - JJ, man <>,.«ls. 9S'.cl 4 - S wttu) and 1n1cma11onally

ponsocaf protc..:ols tn • 64, man 16.,ccls. QSOO 12 • �O "ccl.s) The: need foe
m is1on sip11fic:intl) alfC'CI the umc w:m ri subm won of -eh proposal 10 
"PPnn-.1, p <O 00 I w,J abo die number or mUl(J(I "'Ill ml p< 0 05 lbc 11me Ill.en foe 

l"Olocols l'Ujlllrin!l none, one oc mort mu,onstlR" sho"n III Table 13 �lo,. 

I •blr lJ: I imr fn,m suhmh\M>II ID •rrroi-al 

'D i,f :-. �ltllll ......... n1 95•,. Rea� 

rnl,ioa, ( .. ccul dc,lall08 Cnelkkatt <•«ul 

laknal 

0 J) 6? b. I -11-1 � I - 26 

I 16,l 'I .,- - 186 195-23 I • I �o 

., Ill 25.'l • 11 J 2J. 2" -I· 108 

3 03 ��6 
' 2J.:,., 2(). JO -
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Fi� I K,\t paph �l!!J: lhc time hMI .subml>'ion u, aprro,al i.-,r d.-.n.v 1un6cJ

C� ll and i,clf fimded l�'.! I �' If aihm i.\ dd1ncJ as btffl oprro, NII 

0 
0 

Cl) -
-

-= 
.. 
-

E� 
!;!o 
-

E 
0 

'O 0 
Cl) .,., �o 
-

0 

>, .,.,:: N
..ii 0 
.. 

.Q 

2 
Q.O 

0 
0 

0 

Kaplan-Meier survival estimates

50 100 
enalY'IStrne 

1rno riom submisS!On 10 final approval (weeks)

[:-- 5� .. 1 -- sponsors: 2 l
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C, 8 
!5 - -

0 

Kaplan-Meier survival estimates 

50 100 150 
81111)'$lllm0 

time flOITI aubffli5SIOn to final approval (weeks)

f ::::� - ::::D 

Fi11ure 2 K-J\1 grarh ,/1owing 11mt from ,ubm1<1iM 10 arrm,41 as re�, number of

rcvi,ion n:quiml �fore Jpr!U'il 1rcv151• Numbtl' of re, 1,,on f'C\lu,rall 

4• 11 Amcollmtnt:1 (af\cr •l'fW'l'''l 

O•tr 9�e of \ht J"°lro«>h OM"°'cJ rt11UtrcJ no furthfr lfflCIIJm<nU afia

81'1lmvlll \\hilc ls (2 6�) m1u1rcJ fu,\ha aroewmcntJ tn the Amrk t.in: fl). ll'lalahc,

for p:u,iciplllll and t,rnclib to tl,c ('t1'11fflUIIII} I�). ..i1uwnai1 or 1nin,l11u111 ofthc'. ,orumt 

form {S), thant:e in 111lc f I) IIN one -'rl'"''-.J •as .. uhJt:1"ll 

q 
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• 

informa1ion an,! cducalioa oa lbc role of' fflUiC • a ...... , .......... or.

1-rth proposal 10prosp«ll1<eilna(lpb1•,dtudr '.MTm111u51111t Q11W 
be anplo>cd 10 impnl\'e Ille CUll'CIIC lllltude of lnwatlpruu • II-. fnlllludaiw 
include lhe odoplion of I policy 1h11 oompels 1,,..,,i,MOf'! 11 t,orr, fNrr.tlou

(UI/UCH) ro submll lhclr p,oject for ,evlew bdin ,.,.._11.nL This policy 
lhould be cm!X>"md by lhc lff)IUprialc !cpl 6-.-t M T111III t1fp1l•1 pa11hy 
for OfTmders. The UVUCH HREC hid !KIii I.., ..... ., .. impn,W\111 

�rch ethics kno" kdgc of pt0$p«IM im'aliplon by mllfns pn,cwuwwwr or 1 
cen11ic11c of oncndlllce from any of lhc illlaMC bued COUlltS an rwrdl edlb 1 

rQju11emcn1 for ,ubmissloa ofpn,c«ol 

Su urea P/ rrsrurcJ, fund/111 
• 

• 

O,er 80,'t (5631656) of rhe re,arcb "en sdf-Mldcd while 14.2% (9J.16S6) -i,e.t 
some fundina from lhc un1>·cn11y ($CIIIIC ramdl pi). pbMmaceudcaJ Clllllplii/ or 
UIIC�li004) donon JalaullonaJly funded p,ojcd KCOIIIII for 69 ffi (6s.-JJ) of 
funJc,j r,orocofs appto>fll in dli:i llud)' Sc,cl 1'8 laf I T M!?ul mlJaboralbi l'o, 
rcsan:h In Nigeria is I d,va!i111 d11Ue11gc due IO poor I 11 ... illhtlra:Mc, lad: o(

lland4rd of care for many ducaw ronditionS 11111 Ille pmaa,.. po« C1Cuewww7 -, 
110\cny in 111 rwniflcationL The CIOMS piddlnc "'*' 11111 •1wwwdwn --'-I•
dnclopina councna hl.c • cdaical �illly ro pnwldc ._._. 11111 CiODI": :a 
IO :� ll.1nJffll of- In .... � ... (GUIIII')' "ilHI F zzilic• (CJOMS 1993). 11111 
thmrorc, nor ,urpnsilll rllM •*' • ....,,.. fUlllledp,qj1ctan rhn1 <l�(UIIU}ut 
lhc IOC.,I protocols lllllyml in dlis _,, II 1t .... up ... Iii - " I al I 
courury sunclard of CMt as specified .. CIOMS pldcllllC ir ma:r b r M Ja 
dc,�loplna Cl0UnlnCS,.

• 

s,� rln'611, -,.,w l{rm• d _, ,. v lY *

•NIii••"' tMtlrnt,ttn .. 
The lfflft "dealp• a> Sf I al ac, I f I 

-11, tsdll•-• I : 1 we 
dcli11i1ion ofche lludy u,,11, .... ol'u V - - -6
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s&llulical desipi (nndoinisod, ™"· o6as). IICI Ille...._ ora111s.aa1 an ucs
(Altman. 1980). The dcfulitioar wgea dill ii 111ler' , .. 111,ud; i'.-.il. ..
ethics comminec should dcletmille dit �W. :him •Ii, ante 1,y *
ICSelln:hcr in Ille baclpound IO die lbldy, it... ,.F'Ciet of illqlllry (ellfJ)LntJll or
suncy), rnc1hod of cbla coUecdon 111d ..i,s1t lhll wlll be u.l. In llds lbldy,-,
re:scard1 r,otocols submlncd "'Cl'e cm dinlc:11 (ln/611. 44.9%) 111d public 11•1111
(1221618, 19.So/o) studies; hence die ctlllcs miew often cumine Ille dlaiklMlllc:a of
lllc stud) sample based oa 1he llldusion 111d aclaiaa ailail ,..,..,..i.
rnclhocJo1ogy "-..S a IILlljor - for rc-micw of-, of die ..._..., proulOil
121111112. 24 J,�) suucsdna 1h11 IIIOSI lcaj i,,w,.._.,. (eelnly �111:1) did IIOI
undcrs1nnJ 1his aspcc1 of 11udy protocols.

The ethics cornmllltc n,u,I CftSlft dill die ..,.,. s 1 •pie ii • Np'I •MH1--e ol 
the ropuh11ion :u pos.sablc in onkr 10 allow lo, ,-Jizacioa or die raulll, llow,i,ncr
for man> populalion In 1hc: clinical SCIIIIW •lien: no --,,linl Cnmc 1111)' ari• ii It 
0Ram JiOicul1 10 obl.1in a ,cpraca!lliYC snplc. In lids mlcw, 111111)', ('°°'6S6_
76.2"-) procoools "ere of SUMY cles,p dcfmcd 11m II bda1 dacripdft ...,.
tnlploymg ques11011nairc « clinlcal inlcmCWS .., IWWW* dllL hc:Waf Li *
dt1crirthc i:.:sign arc lhc II (llh>II, J.8") m.:ibl K-• Ila •llicll w-m hly 
cthllO&rlrhl� and case ,rudia. 111 • .,,,., • ._, Ill. 12 11 de AINllcs • lnbct
cuhur;i1 aroup in a rwunl ldtNII - • prola>-.,.t p,nu of ume by co11o-,

0bscn1111onaJ d.lu ,-hilc atc lludics aplora • clcfG • JIHIPllll, Y Cl t. • &dwll)

or• l)rOecu of- or more i.ldlvidu':: (C.,.-.dl, 2002). Obxw•alfnaf r S I JC

ofkn dCffl1al non-111,'ISlff. hoRWf, JUCtl __. •111'°"9 •i«• pn,lc • 
....._ � 

_ ,_ ,L- _,,. _, ,eeun, a er 4& nzlFY.. or K a�u_,-duh: • ._ -.c. n,�...,,1......, lb coalfPt,e -
1111>' be liable 10 � ot flOOI '"' 71 -.. Tillrdbrt. .. ere: 1

CCllllmhirc muic Clll1ft 1h11 1M ...-• xna d illar1 -' 1ilnpk Clf h c"I t.

lllaidlnces an neca.wyJOlidprtdia ._.., :4i1N-..

'== ._ o/,' g I s••r In la I I 111111 111S..p&e - ca1ce111- D • • C 
aa1 ., • ._.-, II Clln'QJ TrU: (RC'Jl bc,c 111 L a1$IW, • - 1 4 1 It 
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� a raa.datrq,catim blc W a: L: U:111 1 1011111 l;ap1&£I IIJUf" 
IO lbc risks or� Ccavallfy, lf'IDO ftw I ljtta • 111111.,...,_ lllt
desii:n is uniikely IO - IN JJ1tmdt ffiPial (Lw, JOGI). la 11,1a bd,,; 
experimental randomised swdlcs am1r JI I oaly 119' (7V6S6) ol ... pn1111oo1s 
511bmined foe m-icw 111d fifty paom1 ()&'72) oldie ei.peri 1111111 ,.,.__, •• 

� carried OU1 by scnio, academic Aaff'(..ior lcaura'IIICI alloft) _, 4°"<2tm) 
'"-m: Cllmed OUI by �lle SIUdlPli Tlls fl:Nllnc P18271111111 mfl' IU!IDf

academic surr or pos1pwlulle studalls w11o .. _..,-.u,um olMII _,,_ 
Ible 10 pcrronn !his type or .-di Ho•cwcr,-, ol., l'OIOCDls duNfied • 
lllndomised studies in !his lllll)'lis IITft IICll •icd>' a RCT blll ltndles coniparilla Ille 
cITeus of kno"11 standln:I IICIIIIICIIIS or � Errors In -pie sin 
JUShficataon - responsible ro, lhc: ldllffl ol t1YCI I quarW ( I Sl/566, 27") or die 
511bmlttaJ rrotocols to principal illwatlplor for corrc,clioa. 

Sample siu is dclelmlncd um, 1111iftk:al powa- aaal)'ICS mcdlod wlllcll 
include sc111ng the t)pc I cnor (l),iically Rt II 0.S). die 11aristical ,o-cr (1111 •U,, • 11 
0 I) and !he � dc:slp (dlll analysis niedlods). 1)pc I Cll'Of is die pP'OhWiky or 
1Tjcam1 !he null hypodlcsis (F« IASllllt'C d.r pel 1bil:1y .... • ... • • dllalve 
Jlain 'Tlincr) "hen It is ulbawbc aw(lt-, 2006).. nae• •••1 "-n• lbr 
C4lculating the pcm-er or• stud, dcpcniliq.., .. .,,,. ol llUdy uniple NqUlrad ,_
llnlrlc or 1,.0 ,ample study). .-pie chlNdCrisliCt and die type of data. Al IIOCld
C.Uhcr s:amrlc siic clctcrmlnllion. nictbodoloo • Sllllsdt:s .. major dcllclenl -
for man> l'UQl'dlcr u slioWII III this IIUdy; 1M11C11 dlllU * Ill • 41r:r:t I •

lnipn,�,n1 kncn\lcd,e In this-. 

D11rwrton

A llplflcanl number o(dlc � .,., • ....,..,... o(Jllalt dl,lllon (IW611, 21,
�> lndlc:atlna that 111ae Is • • "' " 41* ••• :.IINit I tlscllt paW. n.
l'eason for 1h11 ol,scr"llllon Is 11111 • 7 uni willl .. lice ,... 2 fu'ly cat W

S5 
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in, estig;i1ors � posti;rldua!C $1WknlS "ho n«dcJ 10 comp lete and subnul

disscna1ion within a stipublcd omc m order 10 qualif)' for sining lhe final

cx:m11na1ions Gcocrull)', \d)' fC" s1uJ1Q are conducted  for m= \hJ.11 one )'Cll'

(7016111, 11 l'�) \\hich sl,o"s 1hal only In< toc,g11uJ111al s11iJ1ts IIC being conJuclcd

in ihe l\\O insti111tions 1h41 host lhc ethics comm111cc .  Long1iud1nal $Ndlts arc Jifficull

10 perform due 10 a hi� a.nntlon ntc. firur,cial commi1mcnu IIJ\d human rcSIOUrce�

required. 

st"d)' sites a11d nscord• roniclpants 

Studies \\ere mainly hosrl1&I b:IScd .,.ilh o,cr �4.� ()S9(6S6) being conduClcd In a

icnlar, ho�phal "hlle 23.,• c1s116S6l "crt comrnunol)' �. These finding\ \lmrl)'

3ffi rmcd the facl Iha.I �dullC �iudcnll c('<>SIIIUIC the bUI� of�lC in,es1iplOl"S and 1111

prob:lbly c.Mit1 to conduc1 11udie) 1n ho,r\1;,l ,ctnns t,tcau!C of rcJJ)· acx= 10

hosplla.1 flilllcnu .  The use of t,o!,pilal p)UcnlS (3?41618, S2.4�• in this -1udy) "'

rcscan;h p.ll'liclp,,nis raises ,atid e1h1�l �nd moral ,� t,cCJtU'lC .ioc1on ma)' linJ

lhcir obt1�31ton IIS hellhh � JIIO'iclcr 10 1nd1,1doal �11cn1 come inlo CC1110icl "hen

1hcy become hl\csli£llor1 ro 1,t1id c,plo11Alion of t,osr1ul p,)licnis and undue

lnOuco ,cc, slricl odh�ncc 10 1hc ) rnndplel guiJ1n9 cth\c.:11 cc,ndUCI of rcsc,.mh muSI

be en• urcd. Rcspc<:I fOI p((l(ln undtthc, I.he Jui) cf 1hc dfl'lOf 10 obtain ln 1ormc-d

cnn\cnl from �,uJ) ran\cipat1": bcfl(ll�ncc Jcmindl • 11,'0\111lblc balsncc t,c1.-«n

the polcnl lnl t,cncliu nnd 1�, of �a.or,'llon, jo.ulicc mtuircs 1ha1 ,ulncffl>IC 

�pk arc nOI c�ploilcJ on<l chgi\llc c.,Jl.l.lJlc \\tio m•> t,ct,cfot f,ocn �tclr,auon arc

"ol c,cludc<l wllhOUI • ,()('<I cau«: (\\'c�cr cl alll/971 fllortO'cr, thc itud� muSI be

dolgncd 111 1 \\':I� lhll ,ruurd 1tic ,,11 ,hl) ol r,nJ,nP, and eildrt:SS -1\fC\tk,c\1 ol 

iuffi I 

• 
•r ihc 11�., of 1..r11c1S')lto(l uo,,c,cr, ,n 1h11 $1ud) ihc

c cnl 1mronencc 10 J"'" Y 

' 

IIUlly de)l!',ft\ \\(ft 1111lnl) ,\tJ>."Til"i'C (76 S'!o. �74 otl} 

•
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m,·csugaiors are poStSrad�c sruJtnLS .. ho ncetkJ 10 complete and $UbmU

dlSSCIU . 'lh 1 10n w1 m o stipulated time , n  ocder t o  qualif) for sining 1hc fiMI

c.umiruiuons. Gcncnl l). ,Cf) fe,,, �,uJ,c.s � ,:onJ11tted !or nlOI\'. llun one ,�1ir

(70!618, I 1 J',) \\hich $!10\\S 1h11 only IC" 1ong,1uJ1nal studies :arc being condu�ted

in the I\\O institutions llul hoSt the cth� ctV11m111ce. 1.00g11udillll stuJ1e,, arc d1fficul1

10 pcrfonn due 10 n hlgll aluilioll 1111e. fil\.111<1� oomm11mcn\S nnd hwnnn ff:S(>un:c,

rcquiml 

St1111)• flta anti rt$t4rt11 particip,ints 

Studio were mlinly bospiw � ,,,th o,cr S-4 7'' l}S916S6) bting oonJ�ed 1n 1

tcniar) hosp\1111 \\bllc 23¼ (IS I 16S6) "ere commuml) � Thoe fuidings simply

affinncd the foci !h)I �Ju.lit siudcnncons111u1c the bulk ofll1c in,es1lg310r, nnd u I,

Pl'Obably c.ukr 10 conduct stuJitl ,n t,o,p11J1I setting t,ccaU>C of �dy accc" 10

hospi tol p.11lcn1, The u.ic of t,l'Sl'illll p:11icnt s (3:?4 '618, Sl.4'• In this siuJ)·) .,_,

march plniclJWII.\ raises ,olld c1hica.l and mo'91 issues bte311SC doctors ma) flnd

lhcar obllg�1loo as hcallh cnrt rrov1dcr 11, ,r,c1,,1Jual p.\llcnt ,omc Into co1101<1 "hrn

they l,cQomc lnves1,g.11ors. To a,111J cxrloil31lon of hosrltll 1'111cntt ond undue

lnOuc11cc, sttlcl adhcn:ncc 10 1h• 3 rrlnc•r,e,. 1uiJi�S e1hlclll conJuet of resran:h m u•I

be cn,urc..l. Rc•r«' fOI person unJcih� the July or the .ioc1or 10 oblAln ,nfonncJ

con�n1 from �tud} r3nidp.VIIS, b(nclictn« dcrn.nds a (i,1111roblc hllancc bt1nttn

1h• po1cn1lnl bcocflts anJ hAfll" of �111c1("11on: JIISII« f'C\luin:1 1h11 ,ul11C.r:ibl c

�pie ore no1 c,ploitcd tnd cl1g,Mc ...,.J1,111c ,,i,o in•>· t,cntfll from l""'K'� a,c

no1 c�cludod ,-ithout • � u,,� (\VcOtr d 1l l997l 1\1�,cr. !he '1W) m\UI be

llcsii;ncJ In O wll) 1i.,1 CfUU� 111( , ,11J1I• ol rinJ,nc\. and aJJrcu qU<stklnt ol

1ufficicnt !mrortantc 10 ju,ufy the nib of 1,at1lc•J1G'iOII Ho'l\c,<1, In thl• 5tuJ), lhc

,tuJy <Je3i5ru. \\ere 11101nl) Jcs-:nr'•H (7� s, .. 47J !l!Bl UNIV
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/llffll�pffWiMt/f.,,a �, ...... 

II is often dilT1C11h to c:any c,- ,aaad, •W wt -IDila ,-1ki1 11 ,to I II 
YOluntuy conscnc: tliatbe 110t4zc .,,.,. • -,. • pnWMII • r • a IO 
mocivatc J)31tlcipotion ot• 11-... L. 1111& la la Ills lllllly. r.ci1111n.,.. 
lll.1dc D\"8ilablc in 5.3% ()211111) o( die jl'DIIIOOI miewod. TIie II" 1 Ills• 6111 
Vaned from free medial! ISP!ISith ""&.- -RF ,, ....... ,1b10 mlllllaewwot
'.""spon fare or stipend IO ,_di ,..ilclpns. 11lcre Is I OOM101asy oa ..,,...., 
'"�ti\c 10 sludy panicipua, wflilr - mPCtcn...,...., J111i• nl,JP'1t Is 
�hial, OChcn as- 1h11 ii is ICICq,IINc • -- (McNdl. 1997, Actowa., 
l9&9 & '-ltGtt. 1997). The lllljor cdlical _,. Is tfllt _,., iDcatha may 
conslir111c III uadut illllllCIIC'C IO .,..cc .i;ec:ts IO pmtlclpale • .-.di by
tOml'f"Omn,ng the \'Olunea,y-ofda decisiOII IO partlclp•e(Mactr-, 1911). 

r3)fflCRI of Slady � Jllould .. m!SW1111d c.wdldly .,.. Ille 
• • 

7'\ICW Pn>cc» pa,l1CUl1tly in Np •flcff ll1IIIJ- people lift below Ille power, line 
lndlood�IIIIQl"Cislllldto-bJ laallUdybyDicut_,col...,_all 
0'11111izi11,ons in\oh-cd in die cletdopnaall. coacli,ci _, miew of biolvdicll r 11 cwdl 

19 oc.dctnlc ccnircs. 7 � QJ!Dp!l'ios. I IMlrlCt 1111•dl m ... lDlloiu

•nd I indcpcndcn: iMlillllloasl m-lctr bllln& (UUb) bwd • the l 3111 d Stt n �

Amrria), J7.S% had •TinCII pidelltlcs on,.,_. of.-.dl wbjecll 4lle c.ii,
11-1% ""'" able 10 fl'O"icle .. a12v1r· ,ftht jWjiC#lloa o(a,u .ics dilt ,-y A,_,::11

(l)id.M et ., 2002). l'l)IIIClll ls u zN,t ... ro CO..IIFlt'J for pznidpanu' "-.

inconvcn,cnc:c, 1r1vel or 1nc.::n111 r-t. TIIIN is•• to tlCIWle,. llr.d114 palc7 �

Ilic UI/UCII HREC to pkM lhf 1111 c,f iiiOlldll)' •n•rh ro ..., � hi

onlcr 10 safrpanf tlle .. or,..,• t. •zr: -of� er n•e,e h8u n=w 1o

l'ln1elpa1c an ,-Ji

Rrtuon, for m-W.• • 

SI 
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f. s- ·l,�·..,sr> � g/s-:11<g�-�!=le. !f1fi! i ! Jf.if.f!J £is- g - -· s- • i l o g -·I� a� K � �
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other sulf � ,n Good Cl,nlCll Pra.::ict. r-h tthic.., stud� dc$,gn and research 

methodology. Tlus in,mng sllould toe nude 1,31tiblc '°'311) anJ a/fordable ,0 the 

undctpllJuott and gradllllc • ,tu.lcn15 11w ron.sii1u1cs the bull of ,n,ei.tig�,on

patrOnizJng lht UliUCH HREC 

nml/rom suhnussfon to lffP"""' 

In lhi.s study, it w.cs an aim&, ,f 1h1ttb r°' • r,oto.:ol to ,-,ss through the full

review process; this u COllll'an to the 1'HREC (�tion I! (d) (5)) guideline which

stipulates a m.:i.umum rm,iJ of J morulu rro.n 1� d:ltc or rccc1r1 or a 1 �id 

opploe:uion Hlt£C m ic" orputs to 01.c ton,n time at tl1c Ul/'lJCH IIRliC ,,hen

com�ml 10 01hcr find,n� trom <>lhct ,ounmcs. f°' c,amp,e, DJl·Rc etnd colle.i��'

duco,acd llut ii w.cs 6-1 .u,s from suhmis..100 10 appro11l of Jll'OIOCOI In Spain

\\hile ii rn�cs o mean of 27dl)-S on Fnincc (1>11-Rc cl al 1999) ,\ppro,•nl for

intcmotion3II)' funded r=rch proeocol< tool• shortu period ( lo11ttl:5) comramt to

sclr-fundeJ �he.< (21 11cclsl The �hie IU)()I\\ for this obscnauon include

the fact that m1enu1ion.1Jb· lu� rroiocots .in, bcttcr-11rit1Cfl. arc conJu�kJ h>

itnlor mcmbcls of suff 11llo rcsper>d mon: qul(kl) 10 re, icwen· comment be<:auie of

tight dt4dlines and (Qt oflos1ns the ��L

Dela) In rci ic\\ of pror.,sah b) IM lc,cal IIRC.C u • common rroM�n 1h11 hAJ

been ldcnriOcd b) man) �s,.btB. Titt miut ,-awe of Jell) on rh� lull R'IICl'

J1NCC$S ts lhc nc:cd ror • (ull rC\tC" I•) app,.,{alc,:l l'C\,C\I� and lh< cnllR' mffllbcr ol

the HREC Other wurce.s ,,fdcla) 1n It"••'" b> 1hc UIICCH IIRCC include 1ncllic icnt 

m3lhnr of  submincJ p,op<»,all 1� rc•1C"CT1,, dcl•> ,n m-<11'1 or"'' 1""= · comments·.

I I 1(1 �111c,:t!OI'� 111d 1111�11,f) ,� m lcw f"VIO<Oh l•) llklC
R�Clllg�IOl'S l 011 �f'i"'JC 

...__ hi •• 1 ...,w�• 11mc t� 11«lsl J<JC to ol/1<1 c:on11n11n1cnts (f411lll et al 
mcm-• \\II n 11 .. , 1 , - "' 

2007) 

•
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S-2 co:--c1.t s,o,

The Ul UCH H:a!lh ll� r icscoaun111CC "hich f!N'idd• .,wform for

�-- of � ia t,c caincd <"' 111 Ilic stsl� if1St11U11,icu bad 1,ce11 1n 

niS!cnct iin-C lbc � 10� s (fal...,_ �). n,c f1hi.:S .:omm111C"C .. .s

...... ,.,.., ... ,-.... "''""'""". '"' , .. , " 
� A� Olf.X ftw � � �lion lOIIRl'l anJ WI-'

........ ·"" .. - """' -· -, ... ,, ... "'""" '"
1001. 

-\n • ...i,1 0fu,e J(\"c:,,:,;I fUNll'11cJ 101he uttJCll llRll ,n 1hc >,...,,

"'" " ,.,, "" ,....... ...

... 
,, ...

... 
"""'" ,.,,. '"' 

.,.,..,n •'"' ... _. � -"' ..,,.,. ,,,.,_, __ ,,.,

,�" ""' >"' ,, ., ... "'"'
"',. ""' ,,r ,.....

,, "'"''""' " '"' 

HRlC. '" ..... "'"'" .-• - "- of "''••= ..i oho 

,..m, '' '"°''"'"' ,,. "' •""'"" ,.,,..., , ... 
,"" ,.,_. '"'" 

con,idc,-tlon-

u "" •"" , ... "'UI 0(11 II .. C -
-'""""" ""� ,_

·-·· ......... ,. "' ........ ..,_
, _ ..... ••""' ... ,_ri""' ••""' ,.n, ,10• P""""" � ,....,,� _. "" •

\ r _ 1 .....,jClll .i.,._.;.,,(1111h41 lid �l,c(lhC \R\-UIIJOIOfl 

prot�)� n,1)1'11'"' ...,.. 

n, II<'' 
_,.,., --' P'n .,....,,, lo _,,_ ""

_ ,_.,. f �h""' thC .icd>rauon of llch111�i. ( 101'\S, anJ ihc

tn1ct11.JlloR41 <""', o •· "� 
, II ,tte,idl �c,eo\1 ln,oh Ins hun11111 part,c\rants

N\IRtC su\JchllC ,. 
r h ,,.Aj, ,-

,men� uuUO. cml>Q<»- tocial m11t111\s or

111c1uJ1n, 1hc I))( � " ,-· 

suf\C)' 

"'oncftbC 11\ llCII URIC ,n 2001, 1,,0 5uldchnc, hl\-C

$11\CC die !ro'Cr·1 

111,utc .nJ
(jlC rub\i\!,cJ report 111\t.! •f.)tabliihn\CII'

cm,naic<i fl'l'I'' 1hc ('(lfl' 

tJJ 
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°'• a 6w CfaT ,n r ,t.1fl lt4-lj••• 
.,. 

½LO 

c..,. h •· ·' • 1 I ' ' ..,. • r 7 '-... •• I a11,t I 1111;:a
Jyea, PCliod W,gn I ,_ z IF I I _f .. 1MJa1 EIIC, J!111
app1 •• ...., -•clut••iua I 1ul,tla:w •:;;.••-' • al f,JJ
� llppilrlal do.au • la 7,C 1 1: ha,.• l8 zdc u 10IS 
(falusi "al 2007). 

FoUo,,q., HRE(" ;71 ,&. J. idlll plcdK"""' .,,. ... Cl( ..

JW'D(Ocob,-1,ajbcrscm�-.. ,1e .......... _,........_ 
0trKtN b> 11'--cwwr+ee .._. a lS h a 1 11J::1 r , Ttr ,,,,.. d-1"111 
1h11 � mmmkift rocei.., •.., ol7'l ,wmDII. ,11 _.. 1ppeu,d Alli

JI rrotocots -a-e cbed Ills p,,,L ss.t won -•c n m die piillc:iplll 
ln\ut1p1on. t.1¥rit) of lk P'*P* - MMIIIIII .,. st:d=-s (71."') 
"h1k acadc:m:C _,,. ...,.._. 21A 0, .. 6Sf nmh lor: nulped. 19 
Cl J o,., "ffC JPOl-of b)' flllldha 54u.lm ..._ c II al l'wfl on ..._ 
pa,,�ipanUCOIUIJIUlelhrliu&ollkll\*)llOl,..llllll_..,,a,,44,9'6 
O(�JopiC.�....-..-· lcdfM&IIIIIIIPlu.wlad� 

lt\ju1rrJ Miy minor modificwtkw •fkr ffltf .c••• 11tt a,ua.., lfttte Ito.II 
submlu)cn 10 ...,_.i b 41.o•beb' ll 111 11 l'i...,. lr dais lludy 
lnJ....,,c ihal dlCff ls• _,,,la Wf<°""'•*.cwirw ,._ ..... _. ... OI 
<kla)1

In CGIICIIDIOII, 51W elnw 5lllll • sdrbllca JO lpfllO•II cwi •
lmr,o,cd 11wo1,p � ol ,........, ....,_, lllllf oaier IUff' cadre la

racarc11 ethics. ...,, dalpl ad 111 n r\ w.ctllr4olcv ad aeedsFlcs. 111b 
lta1nint ..hould t,e -- 11•llsblf IDcall7 ,_ llbdlWe 211 ,._ llodJ o( 

ui ... - • -- ....,, .., c,ou.._ due llult or"ioiaprirtJr ad f-lfRU I ," 
lnvcJtlpro,, pae,onfdns lht UWof HlEC

., 
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S.l Rtt0mmeadaU1J1U

I inae.&:5C 11,e �l.'(u-a!Pcd m=cn 111d c,!"1115C 1,a1W>lc for

WI ,.-.lntioo b) � mcmt,m. � �IT IO 11tc-nd san1nffl

and"� M ,_,.-eh cch.:S 

:!. Re,a1ch p-l!ICS s!,ould t.. l""'idcd t-, l I :snJ t:CH m��11 to

fw,d po,tPadJ:11' $lUd;eS in order I�� WI s--.entlf.:.Ail) $0<1nJ

and etJlic;all) JQSllf,eJ �ties .. ,m t"'--.! st...S) dc'S>P and

mcchoJ.iiol) ,rt � 

}. tncrc= pit,lic-fll'# �II' 111 ,=arch [unJlng 1hroui;h

cot\.abORIICII\ '"Ill in,JuSlliCpl rl'l"1'>-'"tllllCIII C(>llljlllliCS

4 Traini!lt= 111 � ct111cs. sniJ� Jc;1P', �.l!Ch m<1ho.loloa> and

swistics f()( e,::altm" $1Affan,1 lt�t>

• 

• 

o2 
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I. F�-e Ben. OP 2007. Cw:xt' p.t,Jrlls 111d (lh,;.al Thclll1CS'.. Cbrllica!IOIIS

atid Appl� 1BIC<lh\.S d,ISS llOIC\l. 

2. Adcrm,311 T .f. I 9S'I AD cm,.-al CiwlJC..n 1-X the rr-c•� of J'&l n� rcsun:h

sub_;c,:u. lRB 19�.1 I. I-�

3• Ahrnol A.H. �� K.G 19'.lc, Ocla•'S an.I J11c,ntt) tn the f'l""'c of 1o-.;1I

� clhiCS co:,,m!nCC$- J 1Ur.i £,J,,a !2 �bl•��-

�. Ai"''{C)ft AJ.&: ¼-a.>1 � :OOS- ()uli:IJffl< of•� c1h� 1r.umns "or"'ho!>

among chnic1.111S ��ma:,.,� 11111\Cf"o•I) 8.UC 1,1tJ,-.1' £thl,.,

O• I doi" 10 I !St-1�71����9-I 

S. Al!IIIAll O.G 19SO sw�.:sanJ ct)IICS 1n mtJical �h· i1uJ� Ja1gn. 8,\U

281:1267•1169 

6 Anru.5 JG. ?009, Gl�,zcJ ..t,n;.al uW1 aid 1111ormcJ ronSC111 ,\ E:nii J .\frd

}6010:?0SO-?OS) 

7 8c.,u,twnr T .L .t Childl'cSS J f ::OOI tl'ds} rrl...:if!•·j ,if 81<•""''/�·,il F.thl.,

s• ed. °''orJ o,rorJ Unhcflll) f'l'c">\ �ICI 311-\12 

8 l\o).:C 111 ::002. Qb',d\ i1iOIIJI ,111dY ,,r \�) 11'1'l11:All<M'' 111 LonJon 1nul1lccn1rc

�e:1,d\ clhtC\ con1m1
llCC t991•.000 B-.'IJ Jl5 !OSI

9 eo,I ,ell ll v. Oo)J i-.M. \\ ,tot, D I 200l Th< re• 1s,on or 1hc �1ua1lon or 

lltbln\;I, II.\� �,i. oJW IUI� fir/Cl/II r,.,,.,..._,,157 6Cl!t-713 

IO.Clu<M·I- r. '""" >I ,.,. •-''"" ol' "'"' A[,t,� U••••<>·

t,:i1cJ health rccAfCh cthl,, ,-..\111m1t1tc 1n ?00' 111J 1007 S.HJJI, I l· )4-43

I I  C"'"' 1.ut"l '"'""' • ,..,., ohto .-,mt• « ·  J ,c,,re,k""' 

l.111126.1,ISl•ISJ 

" c.,,dt <• ,.,..,.,,.,,, _,.,, .. , ,r ,,.,,_. ,.,_ ,001

,,,,,.,, •• , ,.,,.,, •• i,, ,, ......... ,,.,,.,.,,,,.,, ""'". o, ....

Co,•II " , • .,.,,�,°"'''"'"''of M�"'' s,1<•a(CIOhl<I 

" c"'•'" ,.w ,,., ,,. ,,..«<, ·'""' q.,r,�•· ••"'""'" _,

J , , ,.a _1 -,und � !-Af< t'11t,llc�IIOO< lnC Cluf'ICr I· 3•18

mL" �·tl ,eh • <"• 1.---
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14 IR I -Rc R b;iad-1 J S. On:? R 11199 Pn{.irnw,.--.: <>f �h dhk:s

comrrutt= m S;,.,.c ,. �,c _.h. c.f 10011!'1'1� !Dr cJ,n,c;il uul

r,ococo1s011mo1.cr.cs.J.ud£l ' 21,i :!73

IS. Ocadicr E. L,bai!rf \. & (llaf'<C1 FJt =<JOS The Actl\ ity of frc,ndl

Resc:lldl EihlGs ((lllllllill«> ml o-.m:t<nStJ� of n,omc:dial R�h

Prouxols in,ohlltO � J\ Rro��· e Cohlct Sll>l) B\fC: 810110t•l,c,a/

£Jh,a 6 9 mr,(,cd t,tv 11. � trom b.111,;,,••N' b,omsd..--snlul

coml.xlntent 4\\1\'I 

lo D,d.crt is. En,:111ocl E.. Gra.J� C � ra,111, rc�h ,ul-J«ts: ,,n anal)"'

of c:urrmt poli<lc$. 4,in /n:ttlf \!di� 361 37'.

l7. Directi\C zoo1notc or t.ht fa:,arc-Jll p.vtumtnt .,.J or lhc (Ollfl(!il ol �

April 2001. Oflld"' ;.cm,/ ef "" r.,n,,wv• C<1.'lffflWl//11'J l 1'11)

1001 l 121/34 h!Tf'· �1.cme�cu.1111 � l),r2001-20_•n pJf (a.-ce,-..:J

lbth O:t�r. lOO'I 

IS Dunn C..\I. Ch,IJ\\,.;I. G I �002 tEJ<I fn>t,,IJ/tS 11�•�· ,<11/•111,,n ,n 

rtSt'1rrh. l_. N 11o11on 111C111"-"' C<ntN'iatdl. Ch•{ICct 2 ,r.. l:28-SO

IQ, 1'.mo.nucl CJ. ,venJIC'f o. ,I.. ural> l :ooo Whal l,lal.u Clinical Rescan:h

Lthtcal7 ;.,.n J oft/,. 4.,mNII 11<J .d 4v•"'·ll"'" 283 2701-271 I 

:o, C:m11111CI f J . Millrt 1.0 2001 r1��--001rolltJ tnah • mk!Jk wvun1I N 

f.ni;I J ,\i<,I 3��:9IS· 9 

?I l·oluil .,.o. 2001 111• lll'I Cll f1h1CII Rt1t(•I commltt« Or,.1111\on, and

Challe11 ·cs. ,\'tJlh"•" 8•"1hlrJ Jnl/1' rQ: OcirLtl>•P r.-,�l,n�,. runJcJ b)·

Rolph ,f. Manon fall. ci,nlC11l l Jo,ct 11\l<L lJ ,.A 

u r11w1 .,.a. ,\Ju""" ;.J. ot-,,i,n,i M. 0a1>.,\l>la Cl' "' OlxinO o (�J•)

2005.Unhtnill or ituJm ,.1 t nhcr111) Collc�t ll�ilJI tn1111ul icnal

R C ·. ("l l!CI� IRCI c,id,lll1n< f, •r f1l,(c,tl ll,1u11 Funded b)

C\'IC\\ o,J10t1IICC " 

RDlph .t �l11non rat� Cllnt'-'ll in<Cf fi,,•1. U,; A

2) 1 1 1 0 , 0 1 , 01.-�t.- l',0. :007 c,,i.)1'11.itmcnt or a s1411dlnll

, a us A. , Olc�"'c , "' ,.� 

I 
...,..,J I n  I Nlserian u1111<ntlY: /I bluCl)flnl t('f

·1hlc$1lnlt 1tull<•n•I �v1C\\ , .. -
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� a. • • I ;;,1• ...... •••INIIIIII::IC=!I I lC J 4S. d # I& M 01 

frm(JEHltEJl:21-JO. 

2, Flaa S.1999 How dit Dida-al'IW I:: *illlfl•'- GIJ•OltAa 

6.l�ll

25 t.au N.E.. Hyder A. A. Na•• A. AWi t .. � J... BamfN.. ...,_. 

D.E. et -.I 2000. TIie 111-e .t Rau.cm JR· I d. Ellllca Ccre•II • ta 

Africa: A C- Sludy. ,w .u,,i 4(10;d.dol. 10.1371,,.,,_.. I 111• 0040003. 

26. Mplar,-Mdcr ll>SS. Noa..- u,;c: Clli>lllbOa lhn lncmt11lll1el11cilldu:.II.

J II• Slat As»c 1951, 53:-CS?-'1

27. Lambo 6. 2006. Sp«'da • die Inn,,.,__ ofrllc Nallonal H.rdl Rwh

E1h k3 Com1111IIC'C m � Octobclr 2006.

r,ur :,. .... -...nhr« n(l))lv:g;lpng.2./lllnDt acccaed on 2°16 Jaate lOOI. 

21 l.ffllff OH. (200-I) S1111 or (Mlmion - C- Rwll wilhoal "''°"'*'

Con,ml, .\' E1fKI J J.1,.J JS I, 7:6ZI -&)0 11ecc11ed from I\WW.QCIDJ,IQ on Is• 

Apnl 2010. 
• 

20 l.ron A.C 2008 lmplkalions of clink.II trial dcslp OD anple Ille 

fflJU•mncnu. Sd,iz,.y,llr,t"'1 B_,lnHt J-4 4:664-469. 

JO l',bdJin R 1011 ·0ut· Ind "Undue" lnducancnc On r->ina nwr IO 

march subjcffl. IR/l J I -6 

JI M-.U,n R. (200,i, � qucaioftlble p,cmbcs 1bc1U1 -'i dhlca. TIii :i,.,

J ni.�1hkJ s.1· 29-ll. 

12 1-lacnc DJ 2007. Council (Of lnlClllllional Orpnlwiom of Medical Sclellces 

200l ln1tm11lonal ,uhlcllnes [,)I cthklal """ or tpldcmloloslcal .... 

r�A• T711!n..-.�4 17�170 

)J, 1,fc(j« 0. 1997. A pl«c ofm) mind. Subjcd IO pll)fflcnl7,/,UJ,4 271:199-

200. 

J4 1-tcNcll P. 1997. Pa,·lna people 10 p111lclp11e In -'a: llfly noc? liw!AI::: 

II: 390-J96. • 
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APi-�Odl\ I

On t:i Rctr1c,·11l Forni

ll lonlh of submiS.1ion ....•••••
. . . . . . . . . ..Protocol idcntifiClllion nwn�r

Yearof b · · SU nllloSIOn:. ..... .. • . . . . . . . . .. . . . . ... 

I. l'rincl1rnl (n\'CSllgn1or ,1otus

i) Undcrgruduotc student 
iii Postsroduote students -Resident doctor 

iii) Postgrodu.1tc studcnts-(MSc, Pl1D, Fellowships specify)

iv) A�si�Ulnt Lccturcr
v) Lecturer II
\'i) Lecturer I
vii] Senior Lecturer
,·iii) Associ11tc Profe�r
bt) rrorcs�r 

l, I)' prof s11onsor
ii PersonDI 
ii) University (Sc:nntc RC$C:11Ch 01'1lllt)

iii) TcrtiM) Tenchmg llosplt.11 

iv) lnJustl')· 
v J Ph�m,oecutlc,1I comp:111)' 

v1) 01hcr public institutions in N111ct101spcc:1fyl

v1i J ln1cmnt1l,nal Orgru11zation 

nlil Non-goscnuncnt.11 orwu,izAuon tt..oeal / ln1em.111on.il, specify) 

J. t.owllon of ltc"arch
IJ Rural commnnit)
11 I Urb.ln community 

!11) Hcahh locihty (Pnm:itY, s«c,n&r)', rcrt,�I). spcc1f)')

i\· J Pnm.11) · sccondar) schools 

,·1 llighcr institution {Unh·cnity ccmmurnt)

,ii Spcc1J1ilCJ l,11boflllOI)' 

,·111 Others (1pccify) 

�. l)prof rMca_r(h 
II Or\l� Pr.,,.; I Ph4se II I Phm 111

1i I Coi111r11c on.I Nutrition 

iii) Ph)siolog,cal
IY) Cu.nic:11 diDpll>Stk
VJ i..llbontlll')' J1aS,JlOJllC

vii l\led1cal rqulpmcnlS 11nJ pros1hcso

. ...

•
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Apj,�ndit J 

Onto Rerrievnl Form

co 1 1:nu 1cahon nwnbcr . .. ...... • .
Pro10 I 'd 'fi 

Year of submission: ..... • • • • • • . .  • • t 

I . l'rincipDI 1 n, c.stlgnlor smlu�

Month of �ubmission ....

I o I o o • 

i) Undcrgroduole studcnl
Ii I Postgmduatc s1udents Rcsidcnl doctor

iii] Postt:rnduntc studcnts-(1\{Sc, PhD, Fellow ltipS ,pccify)

iv] Assislonl Lec1urcr
v) I eclurcr II
�i I Lecturer I
•·ii] Senior Lcc1urcr
'iii] Associ.11e Professor
i.�) Professor

l. l) 11c of spon�or
1) Personal 
ii) Unhcrsit) (Scnole Resc,UCh Granl)

iii) Tcrtio.ry Tc,,ching llospitnl

i•·I 1nd1utr>· 

• 

v] l'hmiuccu1ic.ll company

\'I) 01hcr public jJl)UIUIIOnJ In Ni�· (1pec1fy)

.. ,i) tn1e.rn,tlonal Or11QJ1iZAlion 

,·,Iii Non-ro1crnn1eni.el orgttnlZllllon (L.ocDI 1 lntc111JUOIW, specify)

J. t.ocotion or Rcstarch
IJ Rural rommnnlt) '
11 I Urb.in commun1f)' 

iii] llc31lh foc11ily (PnmMY, Sccon4Ar)', ttrt,ary, 511«1fy)

iv) Prinllll) · Secondnr)' sd,ooh

, ) U11J)lc=r ,n,titution /University commwut)

vi] Spc,:i•li�d L:ibo111h>I) 

vill O�f\ (�pcc1h)

t. I) 11r uf rcsrarch

i] Dn•P PI.I),! I rt,.uc 11 / l'lusc 111

Iii cosm,11� .uid Nutrition 

111) Ph>1lolos1cal
h•] Chnicol d11&1»�1c

VI l,aboJdtOr)' diJ"1Cnllt

11) (\ICll1cru C\jUll'fflCIIU and l"''i\hdJ

. . . . . . .. 
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vii) Surgical

viii] Public Heallh
ix] Social Science
x] Othm (spc:cify)

S. S111tl) Dr1ii;n
i I D1:scnpth'C, on.alyt1c
ii) E.xpcrir,,cm,11, 1111n-11111domiz.ed

iii) Expcrimcninl 11111domia-d

6. Scope or research
IJ locul
ii) Na1ionol -monoccnl.l'ic

iii) Notional. mul1iccnl.l'ic

iv I lnlcrnotional
vl Not uvaila.blc

1. l-:'\vcctcd Su111ple slLt ··············•···
··························

······

8. f.,pcdrtJ LlurJtlOII or stud) .••..• 
••••••••

••••••••
0•••0••••

••0•••••0•• 

\I. UcntOll tO siud) 1rnrtitlpa11U

i I No direct t,encfil

11) Direct benefit 

iii] tnc:enh, · ComJ>CO>illinn (spccih 1\-p<'I

iv) No in«nihc
v) Nol a,ollnblc

I O. ChonocltrhliCS or ,tut!) 1ior1klflllll>

i) Residcnl'I in a communil) 

1i) School chlttlmi (Primllf)'IS--«>nd"'),

ill) U11i\c111ty/ other 1crtillf)' insti11111on 11udcnu

Vl) School 1cacbcrs / un,,·c111l) ,inO 

v I PocJlotnc p.11icn1S

,iJ Adult hospit,,I p.11icnlS

,11) 1lc.1lth ,llluntccn

111) 0111<:U (SJ""'lfy)

11. t\umhtr of ""ltlon• htfurc •vrro,•1 .......................
............ ····u-

1 l. lttt(�tu for l'f\ 1,1001 (thh n,1 h not c1hau11t, tl 

I) r.1tltnl 1nf, ,lfflAIIOO

11) lnd1111on, 1;,t1�1on a11eria

111) Sclcn1Uic J"'C"llulSIIC
• 

Iv) l�pi and iaJmlnisll'lll'"C rcquiftmCIIU
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'I Sample size 
ii) lnforma1ion on u-eaiments 311d c,;an11ll!IUOn

1·1i] Study objccin �
,iii] lnfo=tion on melhodology 31'1<1 �1a1uucs

ix) Olhers (spccif)) 

13. Tin1' Crom submission ofappliralioll 10 appnn'81 ................. .

. 1�. Reasons for Je la ) in a1ipro1al

�I l'nnc1pal inv�tii111ors factor 
11] Required mllll)' tllt\endmeois rc,islon

1ii)Sponsor foc1or 
vi] Research ethic commillee factor

v) Olhcrs specif)· 

15. Number ofa111rndo1rnu aflcr GJIJ'"''aJ ....................
.............. ..

ICi. nc�•ons for umrndmcnu

i) Change m �pie site 
ii] 1'lodilieotion of intluslon critcnn

iii I J\1oJilicotion of the 1imetoblc 

iv) CbnJlllCS in �x1111111u1lons on<l 11u1111cn 1 .  

v] Olhcrs (specify)

17 n1,21111ro1 nl or 11ro1orol

1 J Re.unns dcllll)' s101cJ 

11) Rc3SOI\$ n111 oilc:1rl) \IOli:d

Iii) No rc..so•�• .u,1cJ 
i1·) Jn1esllga1or·s ruronse

v) No in1cltlgn1or ne,poiuc
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INSTITUTE �OR AOVANCtiJ MfOl<.Al RtSrAKCff At.D TRAIHll:G (IMIAT}COLLEGE OF MEDICINE, UNIVER§ITY OF l!JADAN IBAD·N N1Ci£.11A.Tel�laL 2lA-2°24IOO•Sf.1310 311" 3114, lffl Fa.' 1:.4..l �IUCS,
DJR 

0707�Jalffl 0701Slll03 f' -ffla I "'1ralLOfflu 1at.oo.com 
ECTOR· P,o, C.A.AdebamOWOll#OIIIH«u(-1 IW'ICS.MC o.cpw .... 

Ut l CII llREC Rci;,.•1n11on Numt.<, �II Rf C�'lllllCIOh 
llalt: ll7,U7/200S 

'\OTICf Of.,, ·.,rr ,rrRO\' -u. 
l(c-: ,\1111/1 nr rrnturnl .su .. ,ni«iont 10 tbr l •"•""' or lbat.lan1 nhrnll} Coll,it

lln,,,11.,1 lltalrl, Rcsta,...,, fll1f" C:onunllltt (2002 - 20117). 

lJI 'UC"I I 11 tul!l1 Rcse:trclr T:tl11C$ Com1t1111c:c as,1£1'<'l numticr lft '1: CIOS)l'.IOSO 
Nmne of Pnndpal In, cst,pior, 

Ailtln:s1 of Pn11c,1p31 ln,t'$Ui;alor: 

Dr Ola)1nla R. f )'C!.>Jc 
Dc,wtmfflr .,r Anac:stbc:ua. 
Collti;e of l',ltd,c1oe. 
Uno cn1h of lh.Jan,. 1h 11l•n 

D�1<' of 1.-cnrt llfvahJ •rrl,cauon 0-I 07/200S 
l>�lc f n ttltni; "hm final ,Jrtm1111wlnn of rcse.ud1 \\11.'1 madr I'\ \
t111s ,. ,,, mfotm )OIi 1h21 the 1CSCJrrh tlrsn111C\1 1n lht 511l>n1111Cl:l proloc of, the r111 t 
f"'1lt1. .11t1f nlha rm1Clf'.U,I lllft>tntlUPn lnJlcnW h.nc b(,cn l"nlC'Wal IIOJ gn t'l I
OJ ,. t t,1 th l 1A ( II llf'l2l1h Rr. ru,dr FJlt/a Com ... tttt

Tius •1•1•1u••I J�lrs lioin 07 U7/200S lo 06l07'200o If 11,n-c II Jda} tn 1.ta11•ns the 
,,,...,,,. h plc:uc ,nform Iha 1)1 UCII llc.olrh Racsrrh l lfrlc-s C-mnm,rrcc ao Out 1hc d 
or •PI"''""' c.air t,c, �IJwttsl ccllr,l111gl) Note that no J'.U11Cli!Mil ucnu,J or 11r11,1t) 
rd••nl 111 flu, ICS(';UTh n11y he conducted oulllJ= o( rt,,,c dare, All l,VUl'l!IN 

{c ,,.., , 1 f 111 IA , ,tw/J rnw1 mm 1/t,. UI \ICII IIREC tllll.J:nnl lflJt,rb(-r and d� 11 >J 
Ul UC II IIIU C' 11/Y'f I I nf tA� 11ud, In 1111fh)W m=-ch, mdca,'<lllr to '111 I )1lUJ 
DJ u.,I rq,ort In 11,c UI lJCII IIIUX emlytn n,,tcr I• obt.w, r=-al o()VIII 11•rn,•ill a:,J 
au,111 J, n pllon or>""' r($Cll'C), 

,.,,., I. I l,(,ba/flnfflt 
(111.1/nr�n I I:\ ("JI Ill\ I ( 
I I nJl(>O 1l 
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