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SEMUA PEMEGANG PEMDAFTARAN

SEMUA PERSATUAN BERKENAAN
(SEPERTI DI SEMARAI EDARAMN)

Tuan' Puan,

PERATURAN-PERATURAN KAWALAN DADAH DAN KOSMETIK 1984 (PINDAAN 2008)
ARAHAN PENGARAH KANAN PERKHIDMATAN FARMASI BILANGAN 2 TAHUN 2011:
DIREKTIF PENGUATKUASAAN KEPERLUAN MELAKSANAKAN DATA EKSKLUSMVITI DI
MALAYSIA

Adalah saya memsuk kepada Amban Bilangan 2 tshun 20171 oleh Pengarsh Kanan
Parkhidmatan Farmasi.

2. Dimakkimkan bahawa Pengarah Kanan Perkhidmatan Farmasi, Kemanterian Kesihatan
Malaysia dalam Arahan Bilangan 2 Tahun 2011 telah mengarahkan pengualkuasaan keperluan
data ekeklusvitl di Malaysia separi pada swat arahan Bik | 11 ) BPFIIPPRIO103 Jilid 1.

3, Pihak pemegang pendaftaran adalah diarahkan untuk mamatuhi keperuan tersebul.
Sakian, terima kasiby,

“BERKHIDMAT UNTUK NEGARA™

Sava vang menurut perintah,

__d-__'\-
-
(SELVARAJA SEERANGAM)

Pengarah Regulatori Farmasi
Bire Pengawalan Farmaseutikal Kebangsaan
Kemanterian Kesihatan Makaysia

sk,  Pengarah Amalan dan Parkembangan Farmasi, BPF
FPengarah Penguatkuasa Farmasl, BPF
Timbalan Pengarah Pusat Pendaftaran Produk, BPFK
Timbalan Pengarsh Pusal Pasca Pendaftaran Produk, BPFK

dalpn Univergill. P 0 Box 319, 458730 Pefaling Jaya, Sclangor, halayale
Tl v BO3 TARI 5400 Eau v B03 7960 2924 ( TESES 1312
hitp : Mwww, bplh.gov.my
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ARAHAN DI BAWAH PERATURAN 28 PERATURAN-PERATURAN
KAWALAN DADAH DAN KOSMETIK 1984

BILANGAN 2 TAHUN 2011

ARAHAN BAGI MELAKSANAKAN DATA EKSKLUSIVITI DI MALAYSIA

OBJECTIVE

1,1  The Direclive on Dafa Exclusivity (DE) is jssued by the Director of
Pharmaceutical Services under reguiation 28 of The Conired of Crugs and
Cosmetics Ragulahions 1984,

1.7 The Dirsative fs to profest the undisclosed, unpubiizhed and non-public domeain
pharmaceutical lesf data, the arfgination of which nvalves a considerable effor,
submitted as required lo the Qirsctor of Pharmaceutical Senioes for the purpose
of scteniific assessmeant in consideration of the:

{l Guality, Safety and Efficacy of any new drug producl containing @ Now
Chemical Eniify
(il Safety and Efficacy for & second indication of & reglstared drug produet as &
condition for
fa)  ragistralion of any new drog prodoct containieg & New Chemical
Entity; or
fal approval for & Second indication of a registered drtg producl



APPLICATION AND DATE OF COMING INTO FORCE

21

2.2

Thiz Directive is applicable to:-
(i Aew drrg product containing a New Chemical Entity; ard
(i} Second ndication of a registered drug product

This direciive shall come inte force on 07 March 2071,

DEFINITIONS

a1

A

.

New drug product containing any New Chemical Entity means a product thal
contains an active molety that has not been registered In accordance with the
provisions of the Control of Drugs-and Cosmetics Regulations 1584,

An active maoiety is defined as the molecule or ion, excluding those appended
portions of the molecwle that cause the drug 1o be anester, salf (including a salt
with hdrogen or coovdination bonds) or otiier noncovalent dorfvative (such as a
complex, chelate, or clathrate) of the molecule, rasponsible for the physiologlcal
or pharmacological gotion of the drsg subslance:

Second indication for a registered drug product means & single or cluster of
therapeufic indications appiled subsequent lo the first indicalion(s) approved al
the point of registration of the product, The application for approval of the second
indication confaing reports of naw eiinical investigations offer than bioavailablify

sfudias



GRANT OF DATA EXCLUSIVITY

4.1

4.2

4.3

Any person may apply for Dala Exclusivity. Such application shall be made upon
submizsion of documants fo the Director of Pharmacewtical Services for Hha:

{1 regletration of & new drug product cenlaining a New Chemical Entity; or

(il spproval for Secand indlcation of & registered drug prodlct.

An application for Data Exclusivity shall only be considered | the application in

Walaysia for

il New drug product containing & New Gherical Entity is mede wilhin eighteen
{18 months from the date the product is first reqgisfered or granted irarkeling
authorization; AND
granted Data Exclusivity / Test Data Protechion in the counlry of origin or in
any counlry, recognised and deemed appropriafe by the Director of
Pharmaceulical Services,

fil) Second indication of a registered drug product fs made within twelve (12)
months from the date the second indication is approvad, ANC
granled Data Excusivity / Test Data Protection in the counlry of origin or in
any country, recognised and deemed approprisie by the Director of
Fharmaceutical Servicss,

Before the Dats Exclusivity iz grantad,

{1y The applicant of a new drug product conmtalning a New Chemical Entity shaf!
provide to the Divector of Pharmaceutical  Services e  undisclosed,
unpubfished and non-public domain pharmaceulival test data, fhe origination
af which inmvelvas 8 considerable affort, OF

(i) The applicant for @ Second indication of a registerad drug product shall
provide to the Direclor of Pharmaceulical Services, the reports of new clinfcal
investigations other than bioavailability studles, conducted in redation to the



4.4

4.8

4.6

+.7

sacond indicalion and the origination of which has involved considerable
affor,

The Director of Pharmaceutical Services shall decide on whether the application
will be granted the Data Exclusivify, The period of the Data Exclusivly granted
shall be made on 8 case fo tase basis

The perfod of the Data Exclusivity shall nat be more than:

(i) Five (5} years for a new drug product containing & New Chemical Enlity; and

fil Three (3) years for a second indication of a registered drug product. The
period of Data Exclusivity is for the data concerning the Second indication
oy

Caloulation of the period of Data Exclusivity:

(i} For a new drug product containing a New Chemileal Entity, the perlod of Data
Exclusivity shall be calculated from the date the product is first registered o
granted marketing authorisation AND granted Data Exclusivity / Test Data
Prataction in the country of ongin or in any country recognised and deemed
appropriate by the Divector of Pharmaceutival Servicss.

{il) For @ Second indication of a registered drug product, the period of Dala
Exciusivity shall be calcuialed from the date the Second indication |s first
approved AND granted el Exclustuly £ Test Data Frofection i the couniry
of arigin or in any counlry recognised and desmed appropriate by the Director
of Pharmmaceutical Services.

Consideration of other appiicalions upon the grant of Data Exclusivify!

Far a registerad new drug produet containing a New Chamical Entity, registration
of any other drig product where the activa mofety is in &l respect the same a3
the active moiety in the registered drug product which has been granted Dala
Exctusivity in Malaysia can ba considered (7



{il The applicant provides undisclosed, unpublished and nen-public domaln
pharmaceutical test data, the origination of which involves a considerable
affort to demonstrate the Quality, Safety and Efficacy of the drug prodict
submitfed for ragizlration; OF

{ii) The appiicant has oblained consent in writing far rght of reference or use of
the test dala from a person authorised by the owner of the registered new
drurg product contaiming a Mew Chemical Entity.

NON-APPLICATION OF DATA EXCLUSIITY

5. Mothing in the Cata Exclusivity shall;
fiy apply fo sifuations where compuisory licenses have been issued or the
mplementation of any other measues consistent with the need fo profect
puhbiic health and ensure access to medicines for alll or

(i) prevent the Governmen! from taking any necessary action lo protect pubilic
heaith, national securhy, non-commercial publie wse, national emergency,
pulilic health crisis or other extramely urgent circumstances declared by the

govermmen.

APFPEAL

6.1 Any person aggrieved by the decisions of the Direclor of Pharmaceulical Services
may make a witten appeal to the Minister within fourteen days from the date the
decision is mada known fo fim and any decision of the Minisler made on an appeal
shall be final,

b2 A person meking an appeal may submit any supporting data ar documents fo
the Director of Bharmacewtical Services not laler than =

uT



fil 120 days for application of new products containing any New Chamical
Entity; or

{if) B0 days for the application for second indication of a registered drug product,

KUATHKUASA
| Arahan i berkuatkuasa 1 Mac 2011.

'BERKHIDMAT UNTUK NEGARA'

A,

DATOD' EISAH A, RAHMAN

Pangatsl Kanan Perkhidmatan Fasmasi
Kamanlana 4 ia
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Pengarah Ragulalon Farmasi
Pengarah Amalan Parkembangan Farmasi
Pengarah Penguatkuass Famas)



