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BegrifBung

Prasentation(en):

— MRA on GMP-Inspections: EU and USA (Georg Géstl)

— FDA-Guidance for Industry: Quality Agreements (Gaby Schallmeiner)

— Inspektionen durch die Russischen Gesundheitsbehoérden (Regine Tomasits)

Allfalliges:
— Neuigkeiten von verschiedenen Behorden
— Termine (nachstes Vereinstreffen, AQPA-Forum 2018)
— Fernsehtipp fir heute Abend

Gemutliches Beisammensein



Allfalliges

Umfrage: Freigabe trotz GMP-non-compliance in the EudraGMP?
Chemistry of API

Annex 1 neu?

Annex 21 neu ?

GMP for ATMPs

EMA Concept Paper zu Combination Products

CMDh Q&A zur QP-Declaration

Q&A zu Health based exposure limits ... in shared facilities
EMA Policy: Whistleblowers

WEFI by non-distillation methods -> EMA concept paper
EMA-Notice to MAH: Brexit

FDA Quality Metrics

Ph. Eur.: Indien hat nun , Observer Status“

Danisches MoH verlangt nach Inspektion Austausch des CEO
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EMA: First comprehensive overview of global initiatives on medicine regulation
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 Umfrage der EQPA: Freigabe trotz GMP-non-compliance in the EudraGMDP?
— 413 Teilnehmer
— 44 % Freigabe trotz GMP-non-compliance statement in EudraGMDP

— Sogar: 60 % fur kritische Produkte ohne Alternative
— Uber 90 % in Abstimmung mit Competent Authorities

e Chemistry of APl (neue EMA-guidance) (15.11.2016, effective date: 15.5.2017)
http://www.ema.europa.eu/docs/en GB/document library/Scientific guideline/2016/11/WC500216712.pdf

* Annex 1 neu: Target date (draft for consultation): Q2/2017 (nachste Folie)

https://www.nsf.org/newsroom pdf/pb annex 1 eu gmp vol iv.pdf

 Annex 21 neu (Importation of medicinal products): Target date (draft for consultation):
Q2/2017
Work plan for the GMP/GDP Inspectors Working Group for 2017:

http://www.ema.europa.eu/docs/en GB/document library/Other/2009/10/WC500004875.pdf

e GMP for ATMPs:

— BASG Leitfaden fir nicht zugelassenen ATMPs (Hospital Exemption):
* Herstellung unter GMP (§ 63 AMG Bewilligung)
* Bewilligung durch das BASG (Herstellungsprozess, Qualitatssystem, Ausriistung, Betriebsstatte, Verantwortliche, etc.)

* Freigabe durch eine QP
http://www.basg.gv.at/arzneimittel/atmp/hospital-exemption/
— PIC/S letter to DG Sante, 24.Februar 2017:
https://www.picscheme.org/en/news?itemid=37 4



http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/11/WC500216712.pdf
https://www.nsf.org/newsroom_pdf/pb_annex_1_eu_gmp_vol_iv.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2009/10/WC500004875.pdf
http://www.basg.gv.at/arzneimittel/atmp/hospital-exemption/
https://www.picscheme.org/en/news?itemid=37

Summary of Anticipated Changes to Annex 1 EU GMP Vol IV

by John Johnson, Executive Director, NSF Health Sclences Phoma Biotech Consulting

Origin of the
Changes

Timeline

Reason for
Chenge

Key Quote

Andy Hopkine (MHRA) along with
a Joint EMA PIC/3
Working Party

> Draft concept paper ssued
by MHRA to EMA Inspection
Working Group (IWG):
September 2014

> Full draft issued to
EMA IWG: Second
quarter, 2016

> Conoept paper to be published:

January or February 2017

> Algnment of Annex 1 with
curent industry expectations
and technologles

> Clarification of some
kay requirements

> First major review since
inception in 1986

> Algnment to ICH C8
&Q10

= New/emerging sterile

manufacturing entities require
additional detall

*No adverse impact on
indlustry with respect o either

rasources or costs Is foreseen.” -

Andy Hopking

> NSF would add that this of

coursa depands on tha level of
CGMP compiiance in place at
your facliity at present. When
reguiations change, how do
you respond and how do staff
behaviors eflect your abllty to
embed the chenges?

3. General

> Ellmhatas contradictions

2 Prlnc:lples

> Heworcm mdshng '
GMP requirements

1. Scope

> Provides Inks to other related

parts of GMP a.g. 200384
Article 6, 2001/83 Article 23,
Chapter 3, Chapter 5.10

7. Equipment

FlABs and Isolators

B I.Iml'lies

> Req.dramm fur

compressed alr, prevention
and removal of biofiims in
water systems

> Generation of WFI will align
with Ph. Eur Le. use of
reversa osmosis will
be permitted

| LD PQS

> Ernphaslzas nmd
for quality risk
management, root
cause analysls and
impact assessment

9 I'roduc!lon

> C!m'lﬂcatlm on
requirements on pre/post
usa fitter Integrity testing

> Speclal referenca to
“blow fill seal,” “small
batch production”
e.g. ATMPs

> Lots of discussion on

10 Monitoring

5. Personnel

- Importance of staff behaviors (see aso page 7)

> Need for goggles In crical zone

6. Premlses

; >Impla'nmﬁonof
ISO 14644

> Clarifies need for

o 12. Glossary
:Fleferancatorapld p >U8-dui. : X
ID meathods ormgl;;say
> Process simuiation : terms to ba
trials " included

> Clarification of :
expactations .
regarding viable and : '[] Qc
non-viable monitoring t1sesne
(e.g. frequency) >anig1iﬁcent
> Risk assessment changes
must be used to expected
davelop emironmental
monitoring regime

For more information, get in touch at johnjohnson@nsf.org and watch out for our
webinars at www.nsf.org/training-education/all-courses/category/pharma-training
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e EMA Concept Paper zu ,,Medicinal products containing a device component for delivery
or use of the medicinal product”:
(EMA/CHMP/QWP/BWP/661488/2016):

http://www.ema.europa.eu/docs/en GB/document library/Scientific guideline/2017/02/WC500221747.pdf

e CMDh Q&A zur QP-Declaration (Februar 2017)

http://www.hma.eu/fileadmin/dateien/Human Medicines/CMD h /Questions Answers/CMDh 340 2015 Rev02 20
17 2 clean.pdf

e Q&A zu Health based exposure limits ... in shared facilities:
(EMA/CHMP/CVMP/SWP/463311/2016)
http://www.ema.europa.eu/docs/en GB/document library/Other/2017/01/WC500219500.pdf

e EMA Policy: ,,Handling of information from external sources disclosing alleged
improprieties concerning ... medicinal products” (Whistleblowers)
(EMA/283205/2013)
Confidential reporting of GMP deviations or Data Integrity Issues and other illegal procedures within companies
http://www.ema.europa.eu/docs/en GB/document library/Other/2017/03/WC500224494.pdf

WEFI by non-distillation methods -> EMA concept paper (comments: 6. Juni 2017)

(EMA/CHMP/CVMP/QWP/BWP/428135/2016):
http://www.ema.europa.eu/docs/en GB/document library/Scientific guideline/2017/03/WC500222390.pdf



http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2017/02/WC500221747.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_340_2015_Rev02_2017_2_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_340_2015_Rev02_2017_2_clean.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/01/WC500219500.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/03/WC500224494.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2017/03/WC500222390.pdf
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e EMA-Notice to MAH: Brexit (2. Mai 2017)

UK per 30.3.2019, 00:00h (CET) ein ,,third country“

»MAH need to act sufficiently in advance to avoid any impact on continuous supply within EU*
http://www.ema.europa.eu/docs/en GB/document library/Other/2017/05/WC500226603.pdf

 FDA Quality Metrics: Voluntary Phase als Beginn:
— Lot Acceptance Rate (LAR)
— Product Quality Complaint Rate (PQCR)
— Invalidated OOS rate (IOOSR)
https://www.fda.gov/downloads/drugs/guidances/ucm455957.pdf

e Ph. Eur.: Indien hat nun , Observer Status”
e Danisches MoH verlangt nach Inspektion Austausch des CEO

 EMA: First comprehensive overview of global initiatives on medicine regulation
published “Connecting the dots”:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news and events/news/2016/10/news detail 002619.jsp



http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/05/WC500226603.pdf
https://www.fda.gov/downloads/drugs/guidances/ucm455957.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002619.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002619.jsp

Allfalliges

Prasentationen werden wieder im Internet
abrufbar sein: www.austria-gp.at

Teilnehmerliste bitte unterschreiben
Themenliste fiir zuklinftige Treffen / Forum

Nachstes Vereinstreffen &
Generalversammlung: 22. 11. 2017

Beginn: 18:00, Begriflungskaffee ab 17:30
Austrian QP Forum 2018: 16./17. Mai 2018

Austria Trend Parkhotel Schonbrunn, Hietzinger Hauptstr. 10-14



http://www.austria-qp.at/
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* Fernsehtipp:
ORF eins, 17.5.2017, 21:55 ,,GIFT“

,Brisanter Pharmathriller”

,,... Dle auf wahren Begebenheiten beruhende Geschichte ... gewahrt dem
Zuseher tiefe Einblicke in die Verflechtungen zwischen Behdrden, der
Pharmaindustrie und der Finanzwelt im lukrativen Falschungsgeschatft ...*

http://tv.orf.at/program/orf1/20170517/818664001/story



http://tv.orf.at/program/orf1/20170517/818664001/story
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Noch einen schonen Abend und viele
angeregte und hilfreiche Diskussionen
wiinscht

Der AQPA-Vorstand!

Georg Gostl, Obmann

Gabriela Schallmeiner, Obmann-Stellvertreterin
Regine Tomasits, Schriftfihrerin

Markus Thiel, Kassier
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