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Cleaning Validation
15-16 April 2015, Munich, Germany

Background

In the manufacture of medicinal products and APIs, the
cleaning of facilities and equipment is an important
measure to avoid contamination and cross contamina-
tion. In compliance with the GMP regulations, cleaning
is performed and documented according to the de-
scribed procedures. In the past, cleaning effectiveness
was often monitored only visually. However, residuals
of APIs and excipients as well as of detergents are in-
creasingly an issue in inspections and audits. The suc-
cess of cleaning procedures has to be validated. In ad-
dition to the FDA “Guide to Inspection of Cleaning
Validation”, the PIC/S document P 006 and Annex 15
address cleaning validation in a separate chapter.
Moreover, the ICH Guideline Q7 “GMP for APIs” also
requires cleaning validation - as well as two guidelines
by APIC, the association of European APl manufactur-
ers.

A new Draft Guideline from EMA on Dedicated Facili-
ties and Exposure Limits for Cleaning Validation and
the Annex 15 draft now deal with a PDE (Permitted
Daily Exposure) approach.

Learning Goals

Many questions relative to cleaning validation are still
open and have to be answered within the companies:

B What does the cleaning validation concept have to
look like to be GMP-compliant and cost-effective?

B Which risk analyses are applicable to cleaning
validation?

B How helpful can a riboflavin test be?

B Which maximum value is scientifically acceptable,
especially in the field of APIs?

B Which sampling procedure is appropriate for which
process and facility?

B How can you cut costs by means of bracketing?

B How are critical areas defined?

B [s cleaning evaluation the solution for seldom
manufactured products?

B Which microbiological maximum values are valid in
the areas of non-sterile dosage forms and APIs?
and

B Special aspects of cleaning validation in biotech API
plants

These questions will also be discussed with the help of
practical examples.

3 parallel workshops - concentrating on medicinal
products, chemical and biological manufactured
APIs - guarantee the practical orientation.

Please choose your workshop when registering.

Target Audience

This course is directed at staff of R&D, production and
quality assurance involved in cleaning validation. It also
addresses engineering companies interested in learn-
ing more about the pharmaceutical industry’s view-
point and in exchanging experiences.

Note: The number of participants is limited.

Accessories: Please bring along a pocket calculator.

o é DEPARTMENT OF HEALTH & HUMAN SERVICES Haman Hoalh Servie

Food and Drug  Adminstraton
Rockville MO 200857

WARNING LETTER

3. ..... For example, cleaning validation was incomplete

in that test methods used to analyze cleaning validation
samples lacked validtion at the expected concentrations

and no swab recovery analysis was performed. The cleaning
validation documents did not include a sampling, test method

for analyzing samples, and specification limits.




Programme

Speakers

Cleaning Validation Concepts

B Introduction of relevant Guidelines

B CV Concepts

B CV Risk Management

B CVPlan

B CV Report

B CV Revalidation, CV Verification

B Typical inspection findings, warning letters

Cleaning Validation in Biotech API Plants
B What is different between chemical and biotech APIs?
B Acceptance criteria for biotech APls

B What is the adequate Analytical Method to detect
biotech APIs in Cleaning Validation

Special Aspects of Cleaning Validation
B Acceptance criteria

B Cleaning methods: CIP, WIP, manual cleaning
B Random Controls

B Hold time studies: DHT, CHT

B Validation of analytical methods used for CV

Cleaning Evaluation and Validation in Chemical
API Production

B Differences regarding cleaning in APl production to
the production of medicinal products

B The challenges of API production

- Acceptance criteria
- Adequate sampling

B |s cleaning evaluation accepted by GMP?

Technical and Organisational Aspects on Equipment
Regarding Cleaning Procedures

B Design and material aspects
B Requalification
B CIP aspects

- Riboflavin test
- Maintenance

Social Event

On 15 April you are cordially
invited to a conference
dinner. This is an excellent op-
portunity to share your

from other companies in
" arelaxed atmosphere.

Dr Martina Breuer

Haupt Pharma Miinster GmbH

Martina Breuer studied pharmacy at the
University in Munster. She has more than
20 years experience in pharmaceutical
industry and was employed in various
positions in Quality control, Production
and in Quality assurance. Since 2008 she is Head of
Quality assurance at the Aenova site in Munster responsi-
ble for the quality system to be compliant with EU-GMP
and CFR requirements.

Walid El Azab,
Steris Cooperation, Belgium
Walid El Azab is a Technical Services
Manager for the Life Sciences Division of
STERIS Corporation. He currently pro-
. vides technical support related to clean-
ing chemistries, disinfectants and sterility
assurance products and their application and validation.
His areas of expertise include both upstream and down-
stream biopharmaceutical operation and validation.
Walid has held various positions including Project Man-
ager, Inspection Readiness Manager, Quality and Regula-
tory Manager, and Qualified Person (QP). Walid earned a
Master’s degree in Industrial Pharmaceutical Sciences
from the University of Liege, Belgium and is green belt
certified.

Peter Mungenast,

Merck KGaA

He studied Biology and Chemistry at the
University in Karlsruhe. Then he worked
in different functions for Merck KGaA.
Since 1996 in the Quality Assurance de-
partment responsible for cleaning valida-
tion, training and different projects.

Dr Hermann J. Peters

QLR Consultancy, Ulm

Hermann Peters studied chemistry in
Karlsruhe (Diploma), Philosophy in Mu-
nich (B.A.) and Life Sciences at the Frank-
furt University (PhD Life Sciences). He
worked for more than 26 years in a Biop-
harmaceutical CMO focused on active substances from
mammalian cell cultures and on aseptic filling. He estab-
lished Quality Assurance and Regulatory Affairs, acting
most time as Vice President Quality Assurance/ Regula-
tory Affairs and finally as Senior Advisor. Since Dec. 2014
he is an independent consultant, founder and principal
of QLR Consultancy.



Easy Registration

Internet
www.gmp-compliance.org
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e-mail

Reservation Form
+49 62218444 34

Q

(=4

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

Germany

*91ISQOM SIU) UO WLIO) 1DBIUOD DY) BIA DN AUE Je B1ep

AW JO UONB[AP 4O UOIDALIOD ‘UONEDYIPOLU U] 0} 3SE UED | Jey) 10U |
‘(JunyAdeaudTeos /810 9o ueljdwod-dws mmm//:dny e Ad1jod Aoea
-ud ayy os[e 99s) sanied paiyr 01 pasodsip 9q 10u ||im erep [euosiad
AW "S9UO Ie[IWis 10 19PIO SIY) YU UOIIE|D] Ul UONEUWLIOJUI W PUDS
Ajuo |im 81aqapiaH 1dasuo) “passadoid pue paloss si ejep [euosiad
Aw 1Y) 9218e 01 a1eD9p AqaIaY | YdIyMm 10j 4apio siy) Jo Suissadoid
ay1 10j erep Aw asn |im S1aq|ap1aH 1deouo) “ere( [euosiad Aw jo
Buissanouad ayy1dadoe | Quana siy oy SuLivlsiSal Ag :Ad1jog Adeaud

5 ©

r.m = m

= 50 s Q

S8Qw -5 259

< S5 535 228>
o v o =E> 358
S = 882EF | ESLEE
SEQ §s s S8 3 2=
— o > = 50 QO 99
1 7o) < < =
Qo TLTLY TR Rl
o o anV/S cO0& ¢g=<
ST =< 5 £o&2 e 8%
000 b= o o © = n @ £ cc
o & 3} g — In — »n 5 < U g = Q¥
=M ot = o2 v 2= = B
o) ) < : n el o=
N (<o) 37 OJOOAW/IOLH . 3 S rm.l
=R Zz >80 = Oy F2LE <3856 3
Oe_b/ Q S o< %] o — pCmn Ge.ICV/
ZEQHL_l 1 m44 3 09€%S.mne Rhmem .
T o c £ 8RN ETS56E HEecc 9P
8 O @) T2 %)) [} — = O c < |m S o=
ST T o0Rx F|lpwlefzcd =/ Z2gsTE
c o 5 Nele) go| W o O v o €& Sl E=*XwT
v g < S,E°° Q| 9fEQCCET E|ZoeTYTE
- o Moo TlollaocsocE BlEHssLS
252 SQEYY B|og=2285:% B|TSdgES
T 5 = £ =} = - QL c SRR Z R
2T T >.£= @ me%mef.m.m Elx - o5pa g
£E27% gl EzZq v &ls22>3¢58& E 0S¢
) = o c ! - =) = = .=
389> 558235 § 52552555 g 6E58s2s
Q22 SlIzxmzsf Llon<zorles </0z2E5S

(Z10T Arenuef( Jo sy) j(pauwyuod aq jou |jimjuawided jo 1diodau)
90ua19ju0d ay) Ul Aeddnued o) papnud ase NoA quawAed 1noA
pan1adal aAeY am 13k AjuQ 194 JuawAed ay) apew jou aaey NoA
J1 UaAS “93) uonensiai ||y ayy Aed 01 aAey [|Im NOA ‘sn pauiojul
Suiaey Inoyum Juans sy Je readde Jou op noA ased uj -aSessaw
1NOA 9A19031 M YDIYM B St Jo Juiod au) 03 Suipi0dde paje|nNd[ed
9q UBY) [|IM 99§ UONE|[DUED BY | “SUIILIM Ul SN WLIOJUI 0} 9ABY NOA

Registration

)
: )
<
S 5 =
= ) <
I~ c =
£ = =
] e [e1s}
et e -
> © = m
e = =
L2 2 [}
> |3
T
£ 0 g T =
S 3w oo 2 S o
m.ﬁm m O = £
a.aloe - mn_m &) rM4
c 09 MLDC o = [=*4 @43
] c c [ [} <t
$3= 3¢9 e 2 223
= = o ‘= — <+
- >a 9o € W_gN®
TSE 5| i £z 8333%
= o© =2 —
$2¢ S §|Eg In2il
) et = — T ol
Sy 8T |59 LogwTTo
E c| = < [ o — +
S2E 9L @|awg oxIF
L3 g|lE /2L Oono¥
=gz ¥£|° S < Zx09Q c i
S| o | <€ & : O O
& x 2 o | = =0 Ooghnvm
S82 UlF OlZo Oaxox &

‘ped 9y} Jouued NoA §| *aduereadde-uou 10 uone|[PdUED JO J5ED
uranp aue s93) aroqe pue uonensiSal Suipuiq e s siy| Juepoduwy
*9010AuUl J0 1d19Da1 J9Ye SABP O UIyIM suon

-onpap Inoyum ajqeded :Juswhed jo swiay

‘UoNe|[2oUEd B 0] AN

pawndul §1502 1810 10 sanjeuad aepre Junodsip 1oy a|qisuodsai aq
10U [|!M DYIFTIAITH LdIDNOD "Pred $39) o punja |nj e SA1331 ||1m
pue 9|qissod se U00S se paYNOU 3¢ [|1m SIueSIZAI ‘pIJ[dULD g IShW
JUDAD B J| JUSAD UE [9DUED 0} 10 D1OU INOYIM S1xeads 10 ‘s1010n1s

(ur 1y oseayd) jrew-3

xeq auoyd

Anuno) apo) diz

A

X0g "0'd/19945

a|qeoijdde 1 1squinN Od

JaquinN @] 1VA s Auedwod anoA ajedipui asead :juepodw

juswredaq

wa/versl/15052014

Mr Ronny Strohwald (Organisation Manager) at

For questions regarding reservation, hotel,
+49-(0)62 21/ 84 44 51, or per e-mail at

Sven Pommeranz (Operations Director) at
organisation etc.:

info@concept-heidelberg.de
www.concept-heidelberg.de

For questions regarding content:
+49-(0)62 21/ 84 44 47, or per e-mail at
pommeranz@concept-heidelberg.de.
strohwald@concept-heidelberg.de.
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