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Thank you flor the apptication for reviov of Rcscarch Activity that you sutmitted to the Medical Research council of

Zimbabwc (MRCZ). please be advised that the Medicat Reseaich council ol Zimbabrve hljs rcviewed and approved your

application to continue conducting the above titled study'

This approval is bascd on thc r.evierv and approval of the following documents that were submitted to MRCZ' lbL

rcvierv:-
a) N{RCZ Form 102

b) Irrogress RePoft
c) Full proposat version 1.4 dated Octobcr,2017

d; Screcning Informed consent lrorm version 1.3 <tatcd 31 January,20l8 (Iinglish and Shona)

.i Errrolmeit Informccl Conse nt Form vcrsion 1.3 dated 3 I January. 201 I (IJnglish and Shona)

l) Qucstionnaire

oAPPROVAL NUMBER :NIR:CZA|2144

This number should be used on all colrcspondence, consent forms and docutnents as appropriate.

I e i i-0 \iI. rvriri: r irru

o E!-FECTM AI'PROVAL DATE
o EXPIIIATION DA'[E

: Fui! DoarC

: 04 April2018
: 03 April20l9

After this date, this project rnay only continuc upon renewal. For purposcs of renewal, e prog'ess l'eport on 3 standard

forrn obtainable from the Nfi.CZ o'ffices should be submitted thrce months befbre the expiratioll date for continuing

review.
oSERIOUS ADVERSIi EVENT REPORTING: All serious problems havirrg to do with subject.sal'ety must be reportcd to

the Institutional Ettrical Review committee (IERC) as rvell as the MRCZ wittlin : working days using standard fortns

obtainable from the MRCZ Offices or website'

oMODIFICATIONS: prior MRCZ and IERC approval using standard forms obtainable t'rom the MRCZ Off'rces is required

bef,ore implementilg any changes in the Protocol (inoluding changes in the consent documents)'

oTERIVIINATION OF. STUDy: on terminatio[ of a sfiJ1" u ripo.t has to be submitted to the MRCZ using standard forms

obtainable from the IvIRCZ Officcs or rvebsite'

oeuESTIONS: pleasc contact the MRCZ on TelephoneNo.(04)791792,791193 or by e-mail on mrcdrDmrcz't'rrg'zy

Other
. please be remindcd to send in copies of your research results fbr our records as well as for Health l{esearch Databasc'

o you,re also encouragcd to subrnit electronic copies of your publications in peer-revierved journals that may emanate

from this studY,

MRCZSECRETAITIA
FORCHAIIIPERSON
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Trial.

tr/lEDICAL RESEARCH COUIICIL OF ZIIvIBABIIT;

APPROVED

PnON{OTING TItFI IITIIICi\L CONDt.lCT OIr H['AL'[H RBSI]ARCII

RE:- clinical validation c)f A CYP2B6 Ph-armncoscnetics Test And Dosins Algorithm In The safe And

Orn.r.iou, U.. Of Efor pfit A.ttnIJSit In A Publit lltolthtot" Stttinet A'
on.n Lob.l rron p".ot'iliTiiili*t ,{RN,L nolffiEri*itv. sup".io.iE An.l cott Eff."tiu. An.lv.it cli"it'l

Yours Faitftu{ty'
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8 Januu'y 2018

The Principal [nvcsrigaror
cl't41t2ot1
A l'r.ican lnsti ture ot' B iomecj ical Science arrcJ Technr.rlogy
Wilkins Hospirirl
P.O Box 2294
HARARE

ATTENTION: Professor Collen Masimirembwa

Dcar.Sir.

Yours {aithtully
N,IEDICINES CONTROL AUTI{ORITY OF ZINIT]ABWI]

RE: Application for iruthorizatiorr to conduct a clinical trial protocol titled: ,,Clinical
validation of a CYP286 pharmacogenetics test ancl dosing 4igorithm in the safe ancl
efficacious use of cflavirenz ancl its cost eflective and benefit aiofylis in a public healthcare
setting (EFv-PGx-01) version 1.4 dared ocrober 2017,, NlcAfRef'er.ence; crl4:,l2017

It is herc'Lry notificd that the Medicincs Control Aurhority of Zimblbwe has in rcl.rns oisecrir-rn
l8 (2) ol thc Medicines ancl Alliecl Substances CorrrLol Act (ChaptSr l5;03), with Lhe appr.oval
ol'the Secretary lbr Health ancl Child Care aLrLhorizecj yclu to conflucr rhc above clinical rrial
subicct to cornpliarlcc with thc approved plorocctl ancl conscrnt lbrmi, and MCAZ-guideljncs fbr
good clinrcll tt'ial practice in 7--irnbl[rwc. Plcasc notc'thar rhjs rncludes the lollowing:

a) Rcporting all scrious acjverse evcnrs ro MCAZ:
b) Subrnission.ofl ulr amendmcnts ro rhc pr.orocol lor apprrval hry MCAZ,c) Subrnission ol' a progress report ol rhe clinical trial annualiy:d) Subrnission of thc final report iind copy ot any publicarionfolthe clinical rrial pr.ior.ro

publicatirtn o[' resu I ts.

Pleasc l'ind enclosed the inclcnrnity lbrnrs fbr conclucting rhe clinical rrial. which rnust be
ctlntplclecl and |c(urned to the Dircctor-Ccitcral hetor c citnrnrcrncelnent of thc trial.

Wc draw y()ur attcntion lo Lhc piovisiorrs ol secrions'22;tnd 24 olt rhc Mcdicines anc] Alliccl
Substanccs Contlol Acl(Chapter 15'03)and thar it is an ollcnce Ld ciisscnrinate or publish rhe:
clinical trial resLrlts rvithout plior subrnission ol the sarne resulrs to]the MCAZ.
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