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Efficient Batch Record Review

26-27 June 2014, Budapest, Hungary

Learning Objectives

Programme

During this course, you will learn all relevant aspects to
conduct and to improve your system of the Batch Record
Review. Furthermore, you will get to know possibilities
and tools to increase efficiency and decrease costs at
your company.

Background

The Batch Record Review is an essential tool for assuring
the quality of a pharmaceutical process.

Various regulations and guidelines address this topic for
the pharmaceutical industry and it is a very important
step before a product can be released by a Qualified
Person. However, over the years, documentation has
become more and more extensive and the review can

be very time-consuming.

Furthermore, many observations made in inspections
relate directly to the review of documents. This fact
clearly demonstrates the importance and challenge of
implementing a GMP/FDA-compliant Batch Record
Review.

During this Education Course, experts from the pharma-
ceutical and APl industry will cover all relevant aspects
helping you to improve your batch record review. An
optimised batch record review will also enable you to
improve your process capabilities.

Target Group

This Education Course is designed for all persons in
Production and Quality Units who deal with the review
of documentation in pharmaceutical, biopharmaceutical
and API production. Itis also addressed to Qualified
Persons who want to improve their system of the batch
record review.

Regulatory Requirements applying to Batch Record
Review

B EU Regulations

FDA

ICH Q7 requirements

Regulations Update and Latest Developments in
Industry

- Consequences of ICH Q9/ Q10 and

EU-GMP Chapter 1

- Consequences of the Counterfeit Directive

Pharmaceutical Documentation & the Quality System

B How documentation fits into the Quality System of
recommendation and regulations

B Important data for Quality Assurance

B Risk Assessment and Continuous Improvement

B The link to Operational Excellence and validated
automated systems

B Review matrix

B Discussion of possible structures

How to handle the Documentation:
Batch Documentation Life Cycle

B Creation/change of master documents
Distribution

Collection of records

Archiving and retrieval

Solutions for

- Paper

- Electronic systems

- Hybrid systems

The Design of the Master Batch Documentation
B |sthere a need for re-design?

B Important aspects to consider

B How to gain efficiency

Steps to consider for a successful Batch Record
Review Preparation

B Line clearance

B Process steps

B Changes during the process

B Deviations in production

B Certificates of analysis

Case Study: Electronic Batch Record - a competitive
Advantage?

B Transition paper based to EBR

Master approval

How efficient is a EBR system?

Challenges in the introduction phase of EBR

|
|
|
B Electronic Batch Record Review by EBR



Case Study: Operational Excellence Tools to reduce
Batch Record Review Time

B History of Operational Excellence

B Tools and philosophy

B The project: batch record work stream reduction
B How to successfully execute Kaizen events

Efficiency in Batch Record Review

Layout and handling

How to reduce review time: examples
How to handle and document deviations
How to present review results to the QP
Balanced Score Card

KPlIs

Workshops

Three parallel workshops will be conducted in order to
deepen the content of the lectures and to discuss prac-
tical aspects in detail.

Workshops will be offered on the following topics:

Workshop 1
Deviation Management and Failure Investigation as Part
of the Batch Record Review

Workshop 2
How to optimize your Batch Record Review flow: The
way from status quo to an ideal state

Workshop 3
Organisation of a Batch Record Review

Each participant will have the opportunity to take part
in 2 workshops! Please choose the ones you like to
attend when you register for the course.

Summary and Take Away Message

B How to structure reviews

m Different assurance approaches in review
B Responsibilities for review

Speakers

Fionnuala Burke

McGee Pharma International

Fionnuala Burke is Pharmaceutical Quality

Consultant. Before that she was, amongst

others, Site GMP Training Co-ordinator and
a Documentation Redesign - QA Specialist

for Leo Pharma in Ireland. In this role she successfully re-

duced the complexity, discrepancies and errors associ-

ated with GMP documents and batch documentation.

Jakub Cierny
SOTIO a.s.
Jakub Cierny is GMP Regulatory Affairs
| Manager and Qualified Person (QP) at Sotio
a.s., Czech Republic. Before that he was

- = Head of QA/QC and Qualified Person at
Orifarm Supply s.r.o. He studied at the Pharmaceutical
Faculty of Charles University and did his Masters Thesis at
University of Helsinki, Finland.

Ann McGee

McGee Pharma International, form. Senior
Inspector of the Irish Medicines Board

Ann McGee has extensive experience both
in the pharmaceutical industry and as a reg-
ulator. She is a former Senior Inspector of
the Irish Medicines Board, Chief Executive of the Phar-
maceutical Society of Ireland and Deputy Chair of PIC/S.
Ann McGee also has many years “hands-on” experience
in industry.

Dr Monika Schlapp

Boehringer Ingelheim

Dr Monika Schlapp is Head of Quality
Operations at Boehringer Ingelheim Ellas
A.E., Greece. Before that she was Qualified
Person at Boehringer Ingelheim in Ingel-
heim, Germany and Validation Manager

at Pharmacia.

Social Event

On the evening of 26 June
you are cordially invited
to asocial eventin
Budapest.

This is an excellent oppor-
tunity to share your expe-
riences with colleagues
from other companies in
arelaxed atmosphere.



Easy Registration

go
C
()]
Q
=
8
=y
£
(@]
7
(oL,
85
n.
=2
3
3
£

de\ﬁ6

info@concept-heidelberg.

e-mail

Reservation Form
+49 62218444 34

Q

(=4

@
e BT
Edg o
gL
FMW:%
c =
SE23
tD-XH
aEO-/
WCBO
vZ =
172}
200 &
20 ©

Germany

Y 3 . s>
SR °_2ev g
c 2 2 © S
= c 0 E o ORI =
8L 0 o> ¢ % &
0T E ECYI3Sg & 5
O .= S L = Q0 = > g
L < »n c © c o >0 a . S
- o9 v ¥ Sw c - < = E]
o E+E T25c5 %% 3] ) = =
s 3¢ 2o= 90 cc = i _ - @
—_ < c — = OO E o0+ 'S c = - %o
= v O3 EQ QTS i °] 9
[ == 2 >%% I = = o]
c o O € 5 ==3 o= ; ) o} <) c
c = = U 5 W () ()] o1
) = e ) <
=g S0 g - 2.2 T = > = o =5 N~ .
] < - Qo O 5 0= o5 a = 5 af ¢t = g
w s T % zo g S = 2 ; =v.2 E£°<
1 Q oL ES = o0 ..o © O .S o= ¢
— A ) 2+ o > - O e ) [y s 2 ) S o ey
=M L8 .= 0T S.n_V.VOF‘W S o 0 > [ nomWoa 5 © X
cow S v €< Vg 3 2L 7T . S c & c 2 = goc (JEU
- 0= 0= -2 = S < = o = o 2 T a
30._ , D =5 2 I L = ¢ T = . =) <%} c © o0 c o=
; Gy g 9 g © ST 9O S b oo S < C o 97T D 9]
2288 sSS - SET £-508 32 £25 § § sIzc® S2ogf B33
- : >oc o OSQocxm ®§ < 9 >x>5 ES 55 ° = 8 oI 25 WO =g 0 S o0
<+ X 5O O QXS ,a8 o mcnmumee S5 9 ) nm N c=2o02c O-c &
5& 2 > SRR S Dgoas HggessE ghe W g S|E ®EILT FEgid vog S
N9 hS [ 2 0o ; 29 ES T IR | o @ TR T semas —=ih n
O — O 5 0 205 5 = < S O o9 =2 S5 o .2 5 o _ N 0.2 © £ I < 0 9
v 5o Dnp®o® 55 | mEZ5 = 3 Tl o, 2aXco WY Yoo o =
SES 7z S&& Zr 288328 S|CsECPR ¢ S3F P/ f 5/ 033T8EL gEIgPgEIc =
< U — — %) = L O = D O kv cc = <] = T —~ = o Q <t
scs |5 3% | 5£32355F%E F|TeSEife £|$5% |8 5| ThEoR9fp £m282:8239 2
N o = T ePP bmm YT S 3 L ctv=¢< ¢ S s O 1 o | = = oI sx~090 0 o < O O U~ oh
<= = c W == U © O = o ] = = o= = S S5 >~— T )
PRSI =Rt Eog<c¥sly e class8 B E S|l 5 S|laTntT2ccsc BOHONEREE2Zg 9
< O < = O £ c o= < O O £ = =W w o
AN ez S eMMPJMmeﬁr E| 5 282¢¢8% e egW 2lg 2| 552 i9-8 9GoNEYL2cnS
o| T2z 35352 oy Zzoidclzs £ PEisiii g 297 g|S 59252950 28%-5i8%:
= ao 5N o a U c o= o s Yo Bl A c : o ° s )
- S - c| =2 0Cw O o | < = O = O ) » en 3} o © O f= = ) — DL O O
S =L O|=we<L i 0oecZcx C©|0O8yoedgy | E8LZ o| e E|00TexEZ ST 262 o
SlEz: 2lfscEe &/89%22F 2585 2/10céssse &€1SE£8 SlE S|lo2a£sss 372853578
uone[[adued 3y “SunuMm Ul sn wiojul 0} 9Aey noA ‘ued el Jouued noA j| “sduereadde-uou ‘9% 001 2UB12Ju0d 3] 0} J0ud oM | UIYyIM w M
10 UONE[[9IUED JO 5D Ul AN DIk $99) DA0CE puE uonensiSal Suipuiq e si siy| Juepoduwy 9 (G @2Ua13Ju0d 3y} 0] Joud HPaM [ [HUNn w
i(pauLyu0D 3q *9210AU1 §0 1d192a1 JaYe SAep (| UIYIIM SUONINPAP INOYIM B|qeAed :JudwAed Jo suia) ‘% (1 @2Ua1)u0D Y} 0} Joud $YPIM 7 [Hun =
jou |[IM JuawiAed jo 1d19da1) 9ouaIaju0d ay) i dedidnied 01 papnua a1e noA quawAed inoA  “uone|[PdUED B 0] NP PALINDUI S1S0D 1910 10 sanjeuad alepie JUNOdSIP 10 3|qisuodsal aq jou uone|jadue)) 599 Suissadoid Suimo|joy oy d81eyd Jsn am Ajpanud [9oued 01 dARY NOA J| °7
PaAIadal dARY am I91je AjuQ 194 JuswAed ay) apew Jou dAeY NOA Ji UaAS ‘99 uonensidal [y M DYIFTIAITH 1dIDNOD "pred $99) Jo punjai [|nj e 9A19031 [[IM pue 3|qissod se uoos se pay -awin Aue 1e 9ndea||0d a1mnsgns e awod|am 0} Addey ase apn |
ay3 Aed 03 aaey [|1m noA ‘sn pauwiojul Suiaey InOYIM JudA3 By Je readde Jou op noA ased u| -1]0U 3q [|IM S)uBSISal ‘PA|[2DUBD 3 SN JUIAS BUj} §| JUIAS UE [9DUED 0] 10 3D10U JNOYUM :suondo om) aAeY NOA 92UBIBJUOD BY) PUSIIE JOULED NOA J|
*98essaW IN0A 9A19D81 9M YdIyM Je dwi Jo Jutod ay) 01 SuIp10dOk PaTRIND[eD ¢ UBY) [|IM 99} s19xeads 10 ‘s1010n11sul ‘s|eLidteW Yy d8ueYd 01 1YL aY) S9AIPSI DYIFTIAITH LdIDNOD SUONIPUOD PUE SULIB) [BIBUDD)
(ut )y aseaid) jrew-3 Xej/suoyd
ANVWYID
Anuno; apon d A -
1unoo po diz i 819q|9p12H £0069-A
X0g ‘Q'd/19918 vE€ v¥ ¥8/17 79 (0) 67+ Xe4
¥9/101%X0d "Od
a|qeotjdde Ji ‘ON JapiIQ dseying 1aquinN dl 1VA s,Auedwod 1noA ajedipul asea|d :juepodu) D¥39713d1dH LdIDNOD
uswedaq Auedwon
SuWIeUINS ‘Dweu 151y ‘B3|
SW [ IN O
MBIADY P.J0D3Y Ydleg € JO uolresiuedio ¢ doysyiopy [
a1e1s [eapl ue 03 onb snyels woiy Aem ay] MO} MIIASY P1003Y Yoreq InoA aziwndo oy moH gdoysyiopy [
MIINDY Pl0odaY Yoleg DY) JO Hed Se uonednsaAu| ainjie4 pue juswaeuepy uoneiraQg L doysspiopy [
:sdoysy10A OML @500YD ased|d
Are3uny 1sadepng ‘§10g auUn( /Z-9T ‘MI1AY PI023Y yojeq Judady)]
:219y 1n0 ||y osea|d
+ = P
ﬂ vevyv8lcco oy + g (1IN} u1 919|dw0d 35BS J) WIO{ UOITBAIISDY 131 31 UO suoNEdYIdAdS BU) WO SITRIADP SSAIPPE-OI-[[Iq DY J|



