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Programme

Objective

Out-of-specification (OOS) test results and their appropriate
management is an important topic in pharmaceutical Quality
Control and inevitably in the focus of any inspection and audit.
The purpose of the seminar is providing an overview on regula-
tory expectations, which are mainly based on the FDA Guidance
for Industry “Investigating Out-of-Specification (OOS) Test Re-
sults for Pharmaceutical Production”, as well as practical recom-
mendations for a GMP-conform investigation.

Background

Although the FDA-Guidance on OOS-results provides detailed
instructions how to manage results outside specification, obser-
vations and deficiencies dealing with OOS results is still a major
issue in inspections, FDA 483s and Warning Letters.

In the speaker’s experience, an important aspect is to establish a
clear terminology to facilitate understanding of the investiga-
tion phases and the appropriate testing approaches.

Of course, “prevention is better than cure”. For this purpose, it is
important to avoid OOS-results, for example by means of a suit-
able identification of atypical or out-of-trend (OOT) results. The
participants will learn how to identify OOT-results and how to
establish suitable OOT-limits

Target Audience

This Live Online Training is aimed at executives and employees
from quality control, quality assurance, production, regulatory
and audit functions who want to gain a better understanding of
the GMP requirements for the management of OOS-results and
how to establish OOT-limits to better prevent OOS-results.

Programme
Definition of OOT and OOS Results

= Regulatory “out-of” definitions
- atypical, suspect, out-of-trend, out-of-expectation,
out-of-specification
= Reportable value
= Error types (random, systematic)
- How can they be distinguished?
= Normal or abnormal?
- (Normal) distribution of data

Establishing OOT Limits for Release Testing

= Statistical approaches
= Empirical approaches
= Control charts

Establishing OOT Limits for Stability Testing

* Impact of OOT results in stability studies (ICH studies,
ongoing stability)
* Introducing a second dimension (“normal” stability trend)
= Statistical approaches
- 95% prediction interval of the linear regression
- Regression control chart
- Time-point method

Management of OOT and OOS Results in the Quality
Control Laboratory

* FDA-Guidance and European requirements (EU GMP
Guide, MHRA, PIC/S)

= Importance of a clear terminology (reportable value,
re-analysis, retest, re-sampling)

= Investigation pathway: OOS identification & decisions

= Phase I: Initial laboratory investigation

= Phase Il: Full scale investigation
- Phase llA: Review in production
- Phase IIB: Additional laboratory testing (retests,

averaging)

= Variability and 00S

= Reporting and documentation

= Appropriate response to OOS observations in inspections

Workshop

Evaluation and commenting of OOS examples
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Speaker

Dr Joachim Ermer

Ermer Quality Consulting, Bensheim, Germany
Following study of biochemistry and PhD thesis in enzyme ki-
netics at the Martin-Luther-University Halle-Wittenberg, and a
post-doc scholarship in Cambridge, UK, Dr Ermer worked for al-
most 30 years in various positions in industrial Quality Control.
His responsibilities included head of laboratory within the ana-
lytical drug development at Hoechst AG, Frankfurt, Germany, a
global function as Director of Analytical Processes and Technol-
ogy at Aventis, head of Quality Control and head of QC Lifecycle
Management Frankfurt Chemistry, Sanofi, Germany, and Sanofi
Global Reference Standard Coordinator. Since December 2020,
he serves as consultant for topics of pharmaceutical analytics
and Quality Control. Dr Ermer is member of the Focus Group “An-
alytics and Quality Assurance”, International Association of Phar-
maceutical Technology (APV), of the Ph.Eur. Working Group
“Chromatographic Separation Techniques” and of the USP Ex-
pert Committee “Measurement and Data Quality”. He authored
more than 50 publications on analytical topics and is editor and
author of the two editions of the book “Method Validation in
Pharmaceutical Analysis. A Guide to Best Practice” (Wiley-VCH,
2005 and 2015).

This could be of interest for you as well

Would you like to train a larger group of participants in
your company?

We offer practice-oriented GMP/GDP training courses
on:
= Basic GMP
- APIs (ICH Q7)
- Medicinal Products
- Biopharmaceuticals
= Quality Assurance
= Quality Control
= Validation/Qualification
= Regulatory Affairs
= Sterile Manufacturing
= |T/Computer Validation
» Good Distribution Practice (GDP)
= Data Integrity
= Packaging
= Medical Devices und
= Technical Operations

You will find a time schedule for each training course at
https://www.gmp-compliance.org/training/gmp-gdp-
in-house-trainings

Your Benefit:
Internationally Acknowledged Certificate from
ECA Academy

The EU GMP Guide requires: ... All personnel should be awa-
re of the principles of Good Manufacturing Practice that af-
fect them and receive initial and continuing training,...". This
is why you receive an acknowledged participant certificate,
which lists the contents of the seminar in detail and with
which you document your training.

Why not online?
GMP/GDP seminars, webinars and e-learning

Take advantage of the wide range of ,on demand" training
opportunities offered by the ECA Academy. You can use
various online offers at any time without software instal-
lation. There is an extensive selection of courses availa-
ble. Simply book online - with a certificate of completion,
of course. Find out more at https:/www.gmp-elearning.
com and https://www.gmp-compliance.org/recordings.
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Date of the Live Online Training
Tuesday, 27 September 2022, 14.00 h - 18.00 h CEST

We use WebEx Events for our live online training courses and
webinars. At https:/www.gmp-compliance.org/training/online-
training-technical-information you will find all the information
you need to participate in our trainings and you can check if your
system meets the necessary requirements to participate. If the
installation of browser extensions is not possible due to your
rights in the IT system, please contact your IT department. We-
bEx is a standard nowadays and the necessary installation is fast

Fees (per delegate, plus VAT)

Technical Requirements
ECA Members € 590
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Via the attached reservation form, by e-mail or by fax message.
The presentations will be made available to you prior to the Live
Online Training as PDF files. After the event, you will automati-

3 g0
o 5]
> O :
£ o G
2 = S 2
=% m. = ]
Y S k=3 &
O o -
hut ! = =
o -+ —
3 E 2sgi ¢
)
s Y §gs<s ¢
& S : ¢ 1] VU 5
o g 2 o] I 00 ©
W > + - = T T
foN
o , O I (] £ =
o w u © v (@) s o ©
I Hw E £ Iy o] nm
w 3 5= s g s S5
W a8 &35 c © < 3 - &
” o g . o S o c
rme o Q o—_— >
v a = + ) o O
bmsm + R4 © v c ¢
IS c © oY) +— 2 U ©
s <z 2 Lw®g ¢ g =3
=hsg Legs O o Qe
OOy v 2 g > £ 9
() () o e o v
o © DO i~ ©
<ZODE x50 o S OE

‘818q1apIaH S! uo1PIPsIIN( Jo 1ano0) Ajdde |jeys me) uewsan

‘(2107 Aenuef jo sy) j(pawayuod 3q 3ou |)im Juswiked jo 3di223.) 2duId4

-uo0d ayj ui a3edidnued o3 pajyiiua aie nok ‘quawiAed Inok paaiadas aney am Jaye
Auo 12K 3uawiked ay3 apew jou aney noA 41 uaAa ‘@34 uolrel3si3au 1ny ay3 Aed o3
aAeY )im noA ‘sn pawuiojul Buiney Inoyiim Juaaa ay3 e Jeadde Jou op nok ased u|
*28esSaWW UNOA 9AI2I31 IM LDIYM Je B}

40 3utod ay3 03 Buipodde pajendjed aq UaY3 JjIM 394 UoiFe]j@dUed By “Budm
ul sn wuojul 03 aAey nok ‘ied axe) Jouued nok | “sdueseadde-uou 1o uone})sd

Ordering Recordings

We also offer many of the training courses and conferences as
recordings. This means that you can watch the videos of the
event ,on demand“ - whenever it suits you - on our web server.
It is quite uncomplicated and doesn’t require any software - you
simply watch the video on your browser. You can find all record-
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info@concept-heidelberg.de
www.concept-heidelberg.de

TT0Tv0Te/VM

For questions regarding organisation please contact:

Mr Rouwen Schopka (Organisation Manager) at

For questions regarding content please contact:
+49(0)62 21/84 44 13, or per e-mail at

Dr Gerhard Becker (Operations Director) at

+49(0)62 21/84 44 65, or at
schopka@concept-heidelberg.de.

becker@concept-heidelberg.de.
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