SUKLO

eCTD ziadosti — predlozenie, technicka validacia
agentury a integracia do existujucej databazy vs
archivevane subory.

Slovensky Specificky pristup k eCTD

,eCTD tracking system® - Business Intelligence System

Systém bol implementovany slovenskou spoloc¢nostou Balajka M+A, s.r.o. r.i‘a:\zéklade
ICH poziadaviek a poZiadaviek liekovej agentury v Uzkej spolupraci so SUKL.
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S U K L O Slovensky Specificky pristup k eCTD; technicka validacia

a nasledna integracia do existujucej databazy
eCTD proces zacal pred 6 mesiacmi
,eCTD Tracking system spolupracuje s:
J7Aplikacia Lieky® — interna databaza liekov a ziadosti

« Elektronicky online systém — vytvorenie variabilného symbolu, vyplnenie potrebnych
udajov pre podanie ziadosti, vytlacenie potvrdenia
M

i

Na zaklade osobného rokovania s pvartnermi v inych agenturach sme identifikovali potreby
a problémy technickej validacie — Ceska republika — dakujeme!

» Integracia informacii z eCTD do internej databazy liekov a Ziadosti (a naopak)
 Ihned je k dispozicii pohlad na lieky a podané ziadosti - eCTD Life Cycle Management

« Komunikacia so ziadatelom — valida¢ny report N\
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_ Slovensky specificky pristup k eCTD; technicka validacia
S U K L a nasledna integracia do existujucej databazy
Proces prijatia a validacie dokumentacie

NEW APPLICATION - NOTIFICATION - TYPE IB

Ziadatel vytvori v elektronickom systémezvagiaiitay symbol,
vyplni potrebne udaje, uhradi prislusné platly- &-SPe ks e ey mst ve e

potvrdenim poda Ziadost. Name * | | Phone | |
Person * | | Fax | |
Position # | | e-mail = | |
Street # | |
Oddelenie prijmu registracnejdokumentcielokrem technického prijatia eCTD:

Country =

- identifikuje lieky a Ziadosti na CD so iadostami v existujucej databaze

Contact person - There are some emphy U-E'I.IES Thev must be filled

- porovna obsah aplikacie s d@tabazeu% S
- Systém automatp@gaﬁdoslé#ahdaewpm}tokolegre pod@nuﬁztadosu

|
Company | |
o~ Street = | |
Regional ZIP = City ® | I |
(. / Information

2.This FRed type=

1 cedur Inu ber ,
« UK 2578.003.00 . Z“ Lv—p1=|Jpade—po’freb*;/—e‘apha1—/—ep1=awJ

Application

initial-maa || || Helm AG || decentralised || pe f change ,
Betalukast 10 mg Film-coated tablets || Montelukast Sodium || DCP || u m n
1 Enter list Enter

0101 0102 01.03 0104 | 10.1

43 1. Please identify the drug manualy... J Eeglstrac' ej dokumenta’cie

02.01 0202 0203 0204 | .01 1102 11.03 .04 11.05 .06 1 Find O1am J1a Dm0 Choose
03.01 0302 03.03 03.04 .07 .08 \ |
0401 0402 0403 0404 | 12M LR |
o000 . 05.01 0502 0503 0504 | 13M 13.03 | Drug
g | ‘nvalidsequence! | oo i pgo2 06.03 06.04 | 1401 4 2 A1 o
07.01 07.02 07.03 0704 | 1601 1502 1503 1504 1505 15.06 > taCla Sa posuva na

08.01 0802 08.03 1507 1508 1509 1510 1511 1542
09.01 09.02 09.03 09.04 | 16.01 16.02

gy Reg. num. *

SEKCIU registracie % _add

- Fee recalculate 0.00 EUR

submission description
Addition of adverse drug reactions to Product Information [ p——




o Slovensky Specificky pristup k eCTD; technicka
S U K L validacia a nasledna intggrécia do existujucej databazy
« Organizacia dat v depozite " o

Identifikacia lieku

Poznamky a |dentifikacia Ziadosti

komentare \ \

Aktivna Iatka vy

Vyrobcovia / protokol
Liekova forma ‘ \ eCTD modul

Nazov lieku

Rl

_— Dokumentacia a sledovanie historie dokumentov

S

Dimenzia eCTD modulov

Dimenzia ziadosti

Dimenzia lieku




Slovensky specificky pristup k

SUKLO ccro

Agreed and implemented solution currently in use!!

Zaviedli sme neobvyklé rieSenie — zaviedli sme Business Intelligence Software.
Bl — Standardny software urCeny vSeobecne pre analyzu obrovskych dat z mnohych

réznych zdrojov

—

Bl nam pomaha okrem technickej validacie eCTD v

validacii Life cycle managementu,
analyze pripravenosti kontaktnych oséb Ziadatelov pre podavanie eCTD,

komunikacii so ziadatelmi,

vyhladavani a analyzovani vztahov medzi eCTD dokumentaciami,
a tak dalej...

o



SU KL O Slovensky $pecificky pristup k

eCTD

Vyhodnocujeme ziadosti

S

« Lenv eCTD formate —

« Pomocou validaénych kriféril’ eCTD 3.1,
 Pomocou Specifikacii pre Modul 2 az 5 ICH verzie 3.2.2
* Pomocou Specifikacii pre Modul 1 (regionalne) EU verzie 1.4



SUKLO

Prvé skisenosti
S
technickou validaciou — v3.1
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SUKL Opre skiisenosti s technickou
validaciou—v3.1+

all MRP + DCP

eCTD - 17%

eCTD, nevalidné pre v3.1 — 10%

eCTDnevalidné pre v2.1 — 3% | 50

nie eCTD — 70% 53%

Pilotna faza zacala: Jul 2011, celkom sa spracovala dokumentacia k
1 497 registracnym &islam | 1703 Ziadosti | 3 845 sekvencii | 309 Ziadatelov | 246 916
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SU KLO Prvé skisenosti s teehnickou
validaciou — v3.1% N

ctdd eCTh eCTD, not walid for v, 2.1 eCTD, naot valid for v, 3.1

MRP, | 100
DCP,
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= k3 @ =]
(=] (== (=] (=] (== (=] (=] [==)

Vysledky validacie od 1. jula 2011 (lifecycle management nevalidovany) (11.9) :
2 181 x CTD | 524 x validnych eCTD | 438 x eCTD, nevalidnych v. 3.1



SUKL: O, Prvé sklsenosti s technickou
validaciou — v3.1

Datum

12.8.2011

11.8.2011

10.8.2011

9.5.2011

8.8.2011

5.8.2011

4.5.2011

Sequens

Sekvencii

38

36

34

122

65

53

27

320

i
z40
160

Doba trvania technickej validacie (od identifikacie az po ich overovanie)

<00

-
(o]

mmmmmmmmmmm

Days: g

1 2 3 4 3 6

N7:00

08:00

09:00

10:00 11:00

Cas vloZenia media na validaciu

Denna doba analyzy spracovania dat CD/DVD data

12:00

¥ & 10 11 12 13 14 15 20 27 28 36 47 ..

13:00 14:00

13:00

T
T

16:00

170



SUKL: O, Prvé skusenosti s technickou
validaciou — v3.1

ValidationCriterion Applications not valid
2. ICH stylesheet
4. The valid version of the stylesheet iz used (checksum matches the published value) [ |
6. EU M1 stylesheet
3. A currently acceptable version of the stylesheet is used
4. The valid version of the stylesheet iz used (checksum matches the published value) [ |
11. leaf attributes

E. The file referenced by the xlink:href must exist in the same or a previously submitted sequence within the same eCTD application

9. The leaf referenced by the madified file must exist in & previously submitted sequence within the same eCTD application |

13. Sequence humber
2. The zeguence numbet has not already been used [ |

15. Files/Folders
1. The files pravided inthe folders for Module 1 are in acceptable formsats [ ]
11. (If the procedure type in the envelope iz "decentralized" or "mutual-recognition™ The tracking takle file iz present inthe correct location | [l

12, (If the procedure type inthe envelope iz "decentralized” or "mutual-recognition™) The tracking takble fie iz correctly named

g. There are no unreferenced files in M1, M2, M3, M4 and M3 folders
T

|dentifikované chyby: 2.4, 6.4 changed Style-Sheet | 11.9 not identified linked sequences|
15.1 format .rtf | 15.1 util folder in m1l/eu | 15.11, 15.12 tracking table | ...



SUKL: O, Prvé skusenosti s technickou

validaciou

Identifikované technické chybysums = S

nespina ,,EU validaéné kritéria v2.1¢
nespina ,,nové EU validaéné kritéria v 3.1"

chybaju predchadzajuce sekvencie /Life Cycle Management
validation/

Poziadavky SUKL

Nazov lieku nezodpoveda nazvu lieku registrovaného na Slovensku

Nie su Standardizované nazvy atributov /nazov lieku, nazov substancie,
varobcovia, ../ -
Pre Modul.2'3 or 3.2 chybaju nejaké atribaty y
OdIpry podania" v envelope a SUKL databaze

Example 1, errors: | 2.4|11.9]15.9]15.11[15.12| Example 3, errors: | 3.3[3.414.3|4.4|5.3]5.4]|6.3|6.4]11.6]15.12]|

Example 2, errors: | 11.9 |

Example 4, errors: | 2.4]15.1.]15.11 | 15.12 |



../Local Settings/Temporary Internet Files/OLK2E5/Example_1.htm
../Local Settings/Temporary Internet Files/OLK2E5/Example_2.htm
../Local Settings/Temporary Internet Files/OLK2E5/Example_3.htm
../Local Settings/Temporary Internet Files/OLK2E5/Example_4.htm

-

——

SUKL: ® Prvé sklsenosti s technickou

[
2

m1-administrative-information-and-
prescribing-information m1-3-pi mi-a-exper m-s.speciic m-s-

environrisk mi-opsar 111-8-pharmacovigilance m2-common-technical-document-
summaries m2-3—|::|uaIiW—Dverall-Summaw mZ-G-nonclinical-written-and-tabulated-summaries mz-7-
dlinicak-summary M3=qUAlItY rm3-2-s-drug-substance m3-2-p-drug-product mz.2.
a-appendices m3-3-lterature-references madbnanclinical-stody- repors mi-2-plamacokagy mi-2-24hamacck et mil-2-3
wkokgy Ma-clinical-study-reponts ma-3-1-reports-of-hiopharmaceutic-studies ns-sepo-otsmie e et
Tphamacck ietcs-a g -k man-bm e il m3--3repork-othimar-piamacoklve e Pk mE-3-d-report-oth mar-phamacodaan k-
PEHEMCES MS-3-5-[0rE-ore Meac-anHs AR oMok s

validaciou

05, 1,29 Bkt o5, 1, 5mg hand caprdes 0.5-1-5 mg hard capsules 1001k a0 30 1R - Saklhgval Bkt 150, S00mg f.ctabs 150,500mg 1@ 2118FIFUCC-2-4e on-D-
aizamg Tabks a BME32mg tablets avot fbdi Ibrahim 2cavk sctuk scie
i product A1 A1 AIECPEIE Smbrosan T Sng il SM00] K] SMBIO0]RACCHBNE &mbiod Fdechiodds 30 mg? SmL SN0l &3makH ima-Hess | a0 K Anlbrombin 11

glucopyranose 25 mg dlm-coakd lable s 2300 Min-coakd et Ing0623md,

apl w12 Applicant Aptuit Laurus Privare spoos sch Pramalas: S8 iath Aoreastatin calciom szssk 100mg Azssk 73mg Azaldopine A3 beomyciram diFgi o
A o 300 baver—schering-pharma-ag Beroozan Beizocall Belireclemle 26 B lame hasore diproplonak BEKINT, 5. bloniF DG Blephama bimanidire
Budesonld Baryhaler 200mey Burana calclum ydregen candesartan Candesartan cilexetil Candesartan Liconsa Capecitabine
Capecitabine 150 and S00mg f.c.tabs capruer Cetroome Setl Cemronme Teva celluere microcns @ire PHZ00 Cipla CPIA L ClopldcarelPramalsn commen
common compe idlal Conc solfinfus conceniak Cularecus solulon Desoradie Des bratellie pesioraladiee Zenlva Smy G 1% 021 dienoges | dizodium phosphak
DhaphamaGmbH Divis poce el Donepezll poreped] Mpirechionde doppe] dpm DR REDD VS LABO RATORIES LTD, HYDERAEAD, IN Dr.Reddy DEReckls drop: Drorpinercre

: 2mg 2k+4 Brgen Phamma Ltd Brgen Phama 1td and Siegfried hlka Bpense B0-p2em . oo, eialpriimakae Enalaprilvb emeglene

dmeddys [ 30 ee

Emeglens Zpa Ezcitalopram Estewe Quimica e rloaismae Ethyph arm Ewanik-Fexim skt Eemes e Biemestans

0y LS

Eye diofes, solntion FC o lble s T kble b 23 gl T e B citak

Fentanyl Ethfpharm it comearans - 1|M-COAtEd tablets um
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AZDRAVIL DD Him
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Ropinirole Hydroclaride repnice tacaere Fopinirole SEFPharmathen rpnice ket Ropivacaine
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SUKL: O, Prvé skusenosti s technickou
validaciou

Pripravenost’ kontaktnych oséb
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Velkost pola — Cislo podanych ziadosti od jula 2011
Zelena farba - 100% ziadosti v eCTD, Cervena farba — Ziadosti nepodané v eCTD



SUKL: ® Prvé skusenosti s technickou
validaciou

Pripravenost’ ziadatelov
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Velkost pola — Cislo podanych ziadosti od jula 2011
Zelena farba - 100% ziadosti v eCTD, Cervena farba — Ziadosti nepodané v eCTD



SUKLD  prvé skasenosti s
technickou validaciou

Vysledky validacie podanych eCTD
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Velkost pola — poCet podanych ziadosti vo formate eCTD od jula 2011
Zelena farba - 100% validnych eCTD, Cervena farba — 0% validnych eCTD



SUKLY  Dakujeme

Statny ustav pre kontrolu lieéiv
State Institute for Drug Control

Kvetna 11
825 08
Bratislava 26
Slovenska republika
www.sukl.sk ‘
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http://www.sukl.sk/

