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N,dTIONAL ASSI MBLY SECRtrTARIAT

Subject:- REPORT OF THE S'I'ANDING COMMI'I'TEE ON NATIONAL HEAI,TH
SERVICTS. REGULATIONS AND COORDINATION ON TIIE DRUG

RIGULATORY AUTHORITY (AMENDI,IENT} BILL. 202,I

I, Chairman ofthe Standing Committee on National Health Services, Regulations and

Coordinaion have the honor lo present this report on the Bill ltrther to amedd the Drug Regulatory

Authority of Pakistan Ac! 2012 (XXI of 2012), [The Drug Regulatory Authority of Pakistan

(Amendment) Bill, 20211 (moved by Ms. Uzma Riaz, MNA) (Private Member's Bill) referred to the

Committee on 106 August,202l.

2. The Standing Commitlce comprises the following:-
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(TAI{IR HUSSAIN)

Sccretary
lslamabad, thc l5h June,2022

Mr. Khalid Hu$3.ir Magsi
Dr. Haider Ali Khan
Ir{r. Nasir Khan Musazai
Mr. Jai Parkash
Raja Khurram Shahzad Nawaz
Dr. Muhammad Afzal Khan Dhandla
Dr. Naxsheen Hamid
Ms. Zille Huma
Ms. Fouzia Behram
Ms. Aliya Hamza Malik
Dr. Seemi Bokhari
Mr. Nisar Ahmad Cheema
Mr. Mukhtar Ahmad Malik
Dr, Samina Matloob
Dr. Darshan
Mr. Mahesh Kumar Malani
Dr. Shazia Sobia Aslarn Soomro
Mr. James Iqbal
Mr. Ramcsh Lal
Ms. Sams-un-Nisa
Minisler In-Charge
Ndtional Heolth Services, Regulatio/ts
and Coordinatioh

Chairman
Member
Member
Member
Member
Member
Memb€r
Member
Memtrr
Member
Member
Member
Member
Member
Member
Member
Member
Membcr
Member
Member
Ex-officio Member

3. The Committee considcrcd the Bill as introduced in the National Assembly placed at

Annexure-A, in its mcctings held on 3'd November, 2021 and 01'1 December, 2021. The Commiftee

rccommends that the said Bill may not be passed by the National Assembly.
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(MR KHALID HUSSAIN MAGSI)

Chairman



A$hexure- A

b
INTRODUCB, IH TEE NATIONAL ASSEi'ALYI

BILL

IrtrLtt o @i.rd the Drug R.8n6ory ldl'ority oI PaHttd ld,W2'

IYmRt lS ii i!.*p.di.rt n 6dro.&.ad th. Dt!8lrlt{.&rf *u&dry
Acq 2012 ocxt oJ20l2), forthclllrof,,led ftctrn<wirg;

It is h.rEhy c6i.lrd aa follocrr-

1. Short {tL .!d corr4.!car.at{l) This Ara Bry b' crUcd ta Drug RtgEl4ory

Aulbority of Pahi@ (A-ectfu.d) Arr, 2Ol.

(2) It thrll comc ltrlo force at orc€

2. 
^Erd!!t6t 

of tlcdo! {, Art ,(XI of 2012.- h At DIug Rcgdrrittv AdHf af

P.kiJEo Acr, 2012 QOO of 2ol2)jl1 *.riotr 4, in a$-scction (1), for tF n'!d 'tndtdibt
sord " fotrtlla'Jbs[ bc suhitut d alrd .n"r Pr..grrPh ftr) rtc frtlowiag ncw peflg!+b lhru

be rddc4 rrely:- :.
'(tr) Dlrcctor R..rrGI 'trd 

Prodirfi sFgi+atlq{''Up-
shelf bo incAargg sf tlc Diviriqr fqr R!s'*ft& 8[d Mtql:''
sp..iElizetion ttrat ircludcs ph,rBtioSctlodNi'q' '
piarmacocpidemiologi, biostatistic's goq q*iq'*d
pl"-r*.foS', aad erpelimeDtal ncuropsyclopharnucoltfy''

- whirct shall be rc*poasiblc for conductipg res€alch ftr olinic'l

tialr as wcll as o asPecf,obet +"n clinicd ?ri'tr rqd 4!d
mathf,s c.Dne.ted there$ri'lt od Sncillrry thEt€ to;

STATEMENT Otr' OBJECI'S AND RT.ASONS

Thc d$g systeo etrcompas.|es ftiur mda stages----research sDd devel1-.qq
regulaiory review; medicetioa ltrelrfacilring, distihdo{, snd ms*rtiDg rJ'.i
modicatios uso--rhat cach coatlitr ouldple critica.l contol poiats at which quslity, '

safety, tnd effi666y sar b€ addr€sr4 aDd .t which bcakdounr caa occur.

Ihe R&D process iovolves ,lote than the deveiopment of oew Boduqs; il
eocompassog tho overall gcncrati,oa and disclo8luc ofhigh-quatit, data that caa be
uscd with. confiderce by provides end patients in meiical coe, by providers md
techDolos/ vendors to populatc krovdedge bascs sod clinical decisiqD-suppod
systems, by regulators io assessing beoefirlrisk balaaces fo! prot!{rio[ of ih.
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fibftc boftU aod by researchcrs for cootinued innovation aod advaroeE€{rt of
'-t"-JliJ"ini l rr . ,elatcd ro studv d€rign, da" +4tv' '!d.disclos':n
oa" ttu*o at ot bearinS, on thc dQveloPrncot of the medication ]oowledgc ')as!

;;d.d ; t ;r"t cliriciaas ad Pbsroa.ists iu clinical decision nakiog ad
**ui*- #"-"ti- End adu Di;Eafon of 4plopdatc dosages; arrd monitoring

if dn*tk * foosilivc a.od negstiYE) to a ocdicrtior' panicularty th! 
'bility; 'dr"* ,fiFoot; of <tisoarc 6 eftc+s of tbe dn:g Public avaihbitity of

bftmlUio-tool tials also is nocossary to suppon consumers ia their self-oart'

air""* ,*"g-l,rt, asd mqdicatioa' sclf-nuaagcs-r D'ts quality c8! 
. 
h€

a"qot!*i"rd'.-ty I.;. cfinical *rdy de.signs, ]css-thal-oprimal Eethods of data

iit"i". ,W*'"inni"tu of int{cst ihd afeot tbG objodivity of bvcstiSdqe Tto
teit,lrc o airctose negative study resulB (e.g., stdous advctlc sidd cffests) caD

hrvc Btd & on Silots"

Rr!6arch Eust br 8n i.&g!El patt of th€ DRAP tasks; it suppois thc. sciertifc
gsc'tbc of ths indiulE bolh iot4[orlly and GN(tsrnally, A kcy oblcctive is t}Ie

;H;." of legul8tory work md rcs€€rch to tskc advaltrgc of ryncrgistic

6,2ts. ncearcl work 6180 opels nelv paspectivcs for gcic ific st&f of thc
ilstitntc. Sci€$i6c plojoots to be iuitiated at thB DR.AP should bc focus.d o[
cirtri[ d.fi!€d !t6!6rsh nrcac; tioy arc iltetnatiooally coopctitivc aud mcet higb
quelity eaDdrrds flU,oting qhe DRAP's rcle a.s oac ofthe leadilg drug rcguldtory
authoridcs iu A,eia.

R.6caEh st thc DRAP should be conccqtrat€d oo imponant 6nd contcEporary
rerearch focal points with !€gard to the markedBg artholization of medicinal
produds ard imFoving (Io safrty tiereof as wcll as conceniDg the re{,ordhg aad
asse{mcnt of ri*s io coaaection with mcdical dcvices. Thesc focsl points should
bc.strc{.ntld by ditrercd htcrdiscipliryy rcscarch gmups thsr co.operate closely
in lhc dsvelopmcnt of rescsrch issues wilh leading nalional sld intcrnational
rcscarch facilitiqs boih oo uriversity aod noo-university levels. As a major
lio€trrsiug arrtoritj 6c DRlPs,Ilslarch sbould aleo promote the regulstory
expcrtisc of ils scientiic staf on ai on-goiq basis. Resoarch aEd ploduct
specislizatibtr Eust b€ importaDt colopoB€nts of DRAP's stuchral design.
Scpinte dcpauerrs nood to work on idcotirying aDd tacking falsifiod mldicines.
6edieioc shortagos, ao well ss prrlllel imports.

Relearch Diyisios in the DRAP wsuld foqrss c,n following arcas ofFsesfci;

a. Tlro resoarch srras pharnacograomic and individualised pbarmacotieopy
arc coacc.u.d with dte variability of patirots' drug rospo'Ises thst is cruscd
by ilbolE gtnaic differcaccs. Res.alch ia this ares corlcetatB or

, cxpooding the koowledge ofmclaular, prt ridicsl, and clinical principles itr
order to arriv€ at a persoflalised pharmacotherapy. The aim is to ideldry the
exact ciruces for individual differ€nces and the v..riabitiay of desired drug
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reoctimr as wcll as of'adversc tl8ctioo6 ard i!&nstionr of Ecdicild
plodrds. Tbo fDdings ,,tlow th. dcvclqlErcnt of modlm slld pldoDslisod
tt€rrrds ald lcad to ioDrovimctrr. iD thc pdi.at safgty ofnew Eadiiitsl
,todlo8 aod thcmp.utic-lSlErfl*E--

b. i,haooopidod;logl rddreqcs pfumscologiC qugtiops by uliog

cpitroiologbal nobod& Thr Eaio focus ofthi! teserr$ i: tle poptttuim-

il;;J;d"" of &ug ofccts and adverc rcectibos in ditu Pdi'tt
6ouos. Th$sforr, factorg tha protcntially inlluencc th€ oc{lElidd' ql

;Vril" d"rg rtactiom or drug htctadioDs E analy&d A! bdil tor

,rt*-r.o"oiia-iaoocal analvses, primary ar well gs sccada'y rlna is

iJ m. fu- iu m 
"o"o 

c6iieory and safety of phtrns'otu+y' Tbtrs'

pbsmarosPid.sniolory canEr'butes !o dnlg safety' 
-

c. Drug a[..gic! daf€rd o thc itrdivi&al cllercicristicr of &e pnrint od
ut ike most othcr advcrro &ug rcaaiou (AflRr), arc tltrdo(v t4ically
uaprcdio{ablc. Althoegb thcy ac.oEt fo! a stlsller proportiots of aU ADRS,
sofi.. of thasc Gsqtions, such as e4hyl[)ds ol-E8io!d.o!r (s'rcuiDg of tbe
facc), can be scvc[" sad potetfialiy lifeatreatcdng:Duo to ikt virdbilg,
cuta.aeoug ADRs are morc casily recogoized rLaa ADR! in other organs. The
clioical spectrun raages Aom mild rashcs to life'thcst€niDg di8cas6 tt l
lead to blistetilg and &tachment of large ar€a! of thc skia Io additioq
cutaneous ADR8 can also indicat! ADRs afiet*ing othcr organs.Micated
phareacovigilaoce questions rcfer for cxar:rple to tie occufienc€ of ADR3 in
partic!.d5rly scrlsitive patieDt groups suc s chil&Ea or ths elderly.

d DRAP sbould cantibutc to the safcty of Bcdi.al dcviccs by pcrfomiog risk
8ss€ss!0e s of sucb devicls (Medical Devic€ Vigilance) aod by the approval
of ctinical srudies on me.dicgl devic€s. These rcgulabry tasks ncei m be
coraplemented and suppoded by research activities. The unit M.dical
Dcviccs Mcthods R€se$ch uuder thc Research DvisioE sball focus or bro
differeat approacbes: On th. otra h8od, thc unit will tlcvclop IT tools ad ,

methods for autom.at d, algorithmic risk assessment in order to to support its
regulslory work In additiotr to this, thc uni: ?ou]d iavcstiglrr dsk dl& td
errors ia thE use ofEedicaldevices. As medicEl devices arr wed in complcx
mcdicsl-tcchnicai coatlxts, these risk depcod on many differ€rt facioB aDd

catr.rarely be attriblrted to a single cause. Therc is a deed to address thc topic
of iacideut reportiry (wlLich is trc prioary source of risk inforoatioo for
mcdical dwicc vigilace) frorn a rcsoarch perspective:

e. The rcsesrch areaueuopsychophamacologf iovcstigates the€ffects of a[ti- .

psychotic, aoti-depressaal, antiicmcntir" aad aoti-cpitcptic dnrgs oa the
coEplex crntral rhythicity of our c€trtsal oervous systcE. The coobiratiio!
of clinico-neuroptryriologicof rescsrch and animal expcrimcatsl
investigatioas sllows 8n understanding of thc comEunicatioo bqtween
diffaent areas of the braia il thc ceotral processing of information aad
indicates which 'coormunication jificulties" can ocqu beflr€€n thcsc arcas

. as a rcsult of neuropsyctriahic illoe$es. ln rhis mEnner, bodr &siFd ed
undesiEd effects of riewopsychophanuicological agerts catr be invcstigakd
and cmbedded in new tb@eutic conccpts.

-7-



Ko4iag irl vicw of ttc abovc specifications as wcll as ttre rle€d to sttagthcn the
rcguldory fianswor* of DF-{.P tht bill has beea dosigaod.

J Scicntific progress ond ianowtivc dcvcloproent with regard to modicinal
tr rodtcta dlwars en{aii ncw ohallcnges for the provcntion of heah}r rigk-". In

. tbc case of possible risl<s, the DRAP will always havo to make dcci:ions in
a forarightcd mrnner. Thercfure. tbe DRAPs Es.arch ao special itrdicdiotrs
shall fbcllls on variou.E cur(at and safety-releyant issuas as rdl as on
qrnao"y tasks.

g. It fald of bioctrlistios is conca,rncd with tho cotlccti@ and Evahrdion of
dst& it thr ditrlmnt fi& 3cicnccs. Speci.ficatly in drug rts€arclL bietdistics
coioo thc *sti$icrl bial design and aoalysis of s[rdies otr lhe c6cay qd
saftty ofmodici[al products. A bioststistiosl m€&odolory provides cfricieat
pbB ind 8$lysis ctratcgies rl'ar allew cxtapohtiDg valid coqrlorions to
legra poputstioos by vay of samplcs, esscsscs thcse, uld qusstifies the
uncauiitrty oftha statr6Etrts made on thfu b8sis.

sd-

MS. UZD'A, RIAA
Mcober Nrtiord l,rs.ably
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