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ORDFORANDE HAR ORDET

Bista R3-medlem

Sitter och skriver denna ledaren i en buss
pd vig till innebandymatch i Kalmar.
Under 3,5 timmes bussresa har man tid
till att reflektera over olika saker, bland
annat over vir forening.

Likheterna mellan var forening och en
idrottstorening 4r flera. Manga har bra
synpunkter och idéer men det stora
antalet stannar tyvirr dir. Vir fOrening
behover aktivera flera medlemmar, sd att
vi kan driva foreningen vidare. Passa pd
infor vart drsmote att anmila intresse for
att stilla upp pd nidgon fortroendepost.
Exempel kan vara att hjilpa till i styrelsen,
sitta med 1 LAU eller 1 nigon kommitté,
att bidra 1 framtagande av ett symposium,
eller ndgon annan av fdreningens aktivi-
teter. Vilkommen att kontakta valbered-
ningens ordférande Torbjorn Skoog, eller
till undertecknad.

Forindringar pa gang

D3 har vart nya kansli under ledning av
Urban och Maria kommit iging och vi ser
fram emot ett gott samarbete 1 framtiden.
Vir hemsida har fitt ett nytt utseende och
ligger nu pa en ny plattform. En ny kurs/
temadag 1 Norge har gitt av stapeln och
Evelina Zettervall har pd ging en kurs i
ventilation.

Symposium i Finland

Precis som solen och virmen kommer
under véren, sa kommer vart drliga sym-
posium, som gir av stapeln den 22-23
maj 1 Finland. Missa inte detta kunskaps-
spickande evenemang under ledning av
Leila Kakko.

Lis mer om symposiet och utstillningen 1
detta nummer av tidningen.

KALLELSE

Harmed kallas R?® Nordics medlemmar
till foreningens arsmotesforhandlingar

tisdag 23 maj kl 17.30 pa
Naantali Spa Hotel i Finland

LENNART HULTBERG

ORDFORANDE | R3 NORDIC

i samband med arets Symposium!

Moteshandlingar kommer pa hemsidan!
Valkommen for att gora din rost hord!

RenhetsTeknik 1:2018

LENNART HULTBERG
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KALENDER

April
24

Maj
22-23

23-24

Juni

26-27
Sep
1"
23-26
Okt
2-4

15-17

Ventilation Solutions Day
Camfil, Trosa, Sweden

49t R3 Nordic Symposium

& Exhibition, Naantali Spa, Finland
Basic Course in Hygienic Design

& Contamination Control,
Naantali Spa, Finland

Challenges in Sterile Products
Manufacture 2018,
Knutsford, Cheshire, UK

PDA Europe Annual Meeting
& Exhibition, Berlin, Tyskland

Annual PHSS-QP3 Conference,
London, UK

ICCCS Internationellt Symposium
Haag, Holland

CTCB-I Certifiering
Chalmers, Goteborg

13t Annual PDA Conference on
Pharmaceutical Microbiology
Bethesda, USA

Nasta nummer

beraknas utkomma den 20 juni 2018

Manusstopp / Annonshokning:

24 maj 2018

Foretag och medlem som vill delta med artikel
eller release, skall sanda detta i god tid fore
manusstopp till redaktoren Berit Reinmiiller.

REDAKTORENS SPALT

R3 Nordic star for kunskapsuppbyggnad

Vilkomna till drets forsta nummer av RenhetsTeknik. Det dr nu det 49:e dret
som R3 Nordics verksamhet pigitt och arbetet har genom aren till stor del
drivits pa ideell grund. Kunskapsuppbyggnad och erfarenhetsutbyte inom
omridet renhetsteknik har fitt en 6kad betydelse. Contamination control
eller renhetsteknik ir en viktig del inom fler omriden 4n man forst tinker
sig. Nya ISO standarder inom TC 209 Cleanrooms and associated controlled
environments tillkommer. ISO/TC 209 ir en icke branschbunden standard-
serie. Likemedelstillverkning regleras av. CGMP. Den reviderade Annex 1
for aseptisk tillverkning av sterila produkter 4r nu ute for kommentarer och
den brittiska systerforeningen PHSS har utsett speciella intressegrupper och
anordnar en konferens for att sammanfora kommentarer frimst frin farma-

ceutisk industri.

R3? Nordic star utbildning och erfarenhetsutbyte

I detta nummer presenteras tvd doktorsarbeten som visar att renhetsteknik
har betydelse ocksd inom hilsovirden. I dagens samhille dir vi gir mot en
okad forekomst av antibiotika resistenta bakterier ir det viktigt att kunskaper
i contamination control/renhetsteknik formedlas och delas mellan skilda
kunskapsomridenomriden. WHO publicerar nya rapporter och berittar vilka

dtgirder som planeras i det internationella samhillet.

I detta nummer redovisas rapporter frin foreningens aktiviteter, andra evene-
mang inom omradet och frin det pagiende standardarbete.

Det ges ocksd ett stort utrymme for information kring R3 Nordics 49:e
Symposium och Utstillning i Naanatali. Programmet med utstillning, fore-
lisare, keynote lectures och abstract presenteras. Programkomittén har satt
samman ett omvixlande och intressant program. Uppmirksamma ocksa att
en grundkurs 1 Hygienic Design & Contamination Control hills den 23-24
maj 1 samband med symposiet.

Glom inte att kunskap och erfarenhet bara okar i betydelse nir de delas med
andra. Dela med dig av din erfarenhet genom att delta 1 symposiet, foreldsa

eller skriva ett inligg till RenhetsTeknik.

Vi ses i Naantali !

BERIT REINMULLER

REDAKTOR

RenhetsTeknik 1:2018



Valkommen till en specialist

parumgmedférhojda renhetskrave

De senaste aren har Ventilator Renrum haft en
fantastisk utveckling. Vi ar tacksamma Over att vi fatt
mojligheten av vdra uppdragsgivare att dela med oss
av var kompetens och erfarenhet i manga spannande
och intressanta projekt.

Nu soker vi fler medarbetare!

Ar du fardig renrumsingenjér, civil- eller hégskole-
ingenjor eller har erfarenhet inom branschen som
projektledare, konstruktor eller entreprenadansvarig?

Kontakta oss pa 08-681 14 42 sa berdttar vi mer om
var framtid och fortsatta planer!

Vi har spjutspetskompetens inom renrumsteknologi och erbjuder byggnation,
konsultation samt produkter anpassade for renrum. Var kompetens spanner 6ver

@
samtliga renhetsklasser, principer och i dag géllande standarder. en f,’a tor
For mer information ga till www.ventilatorrenrum.se eller ring Mats Ogenborg,

vd, Ventilator Renrum pa 08-681 14 42. System for renrum

Qur service =
f concern eliminated

Our reliable services and high quality
products provides you with the best
support possible. With over 20 years
experience we understand the needs
of our customers. For any challenge
you might face we are happy to
provide a solution.

,..0' Miclev

Quality Products for Microbiology
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The 49" R? Nordic Symposium takes
place on 22"-23" of May 2018. The
venue of the event is Naantali Spa
(www.naantalispa.fi) in the sunshi-
ne town Naantali on the south-west
coast of Finland. The President of the
Republic of Finland stays in the pre-
sidential summer residence Kultaranta
during the summer and for that reason
Naantali could be considered the holi-
day capital of Finland.

THE PROGRAMME
The Program Committee 2018 (PK18)

would like to inform that arrangements of
the R® Symposium 2018 are in good progress.
The programme will cover the use and app-
lications of cleanroom technology and conta-
mination control within the pharmaceutical
industry, safe food and biotech processing,
hospitals and hospital pharmacies as well as
general knowledge in R? technology.

Both the scientific and the social pro-
grams are under finalization. In the scientific
program our key note speakers will cover
topics from GMP (Pirjo Hinninen, Fimea
and James Drinkwater, PHSS) through con-
tamination control in cleanroom zones (Frans
Saurwalt, Kropman Contamination Control)
and automation (Counsellor Pharmaceutical
Affairs Kirsti Torniainen, Turku Hospital
Pharmacy) to virtual reality models (Tero
Jarvinen, Granlund Oy). All session speakers
have confirmed their attendance and most of
them have already sent in their short abstracts.
The lecture themes with speakers are presen-
ted in more detail in the updated symposium

program on page 9.

THE EXHIBITION

The annual exhibition is arranged in con-
junction with the symposium. Some of the
exhibition stands have already been booked.
There are still available stands. Please, contact
Gun Wirtanen (guliwi@luukku.com), if you
are interested in reserving a stand. Please look
at the updated exhibition map in this issue (at
page 10) as well as on the homepage http://
www.r3nordic.org

SOCIAL ARRANGEMENTS

All participants are warmly invited to take
part in the evening events, a Get-together-

RenhetsTeknik 1:2018

party on Monday evening and the banquette
on Tuesday. The price information is available
in the registration form. Please, note that to
obtain discounted prices of accommodation
at Naantali Spa You should book the room(s)
through the programme committee. Further
information on the symposium including
registration form can be found from the web-

site r3nordic.org.

GO 3 PAY FOR 2

Our special offer “Go 3 Pay for 2” for
industrial delegates is valid until May 9. Please,
note that prices will raise in mid-april 2018
(see registration form at page 8 and online

registration).

The 49" R? Symposium is waiting for
you; come and enjoy the event! Welcome!

MEMBERS OF THE PROGRAMME COMMITTEE

Leila Kakko Chairperson / Hospital
leila. kakko@tamk.fi

Kari Leonsaari ~ Pharma
kari.leonsaari@santen. fi

Inga Mattila R3-basics
inga.mattila@utt.fi

Antti Mikkola  Secretary / Pharma
anttirmikkola(@gmail.com

Raimo Pirssinen Food & Biotech/R3-basics
raimo.parssinen@turkuamk.fi

Miko Stenman  Hospital
miko.stenman(@gmail.com

Jukka Vasara Hospital Pharmacy
Jjukka.vasara@granlund.fi

Gun Wirtanen  Exhibition / R3-basics
guliwi@luukku.com

SYMPOSIUM

REGISTRERA DIG ON-LINE
www.r3nordic.org/symposium/

The restaurant at Naantali Spa



NAANTALI

Please return
this registration if you want
us to send you an invoice.

R3 Nordic Gun Wirtanen
guliwi@luukku.com

if you want to
obtain discounted prices
please return the filled form at
latest April 15 2018

Registrate Online
and charge your credit card
The discounted prices Online are
available until April 15, 2018 at

www.r3nordic.org

Registration Form

CONTACT INFORMATION Please print!

Only one participant per registration form!

Family name First name

Company

Mailing address

ZIP code and City

Country

Telephone Mobil phone Telefax

E-mail

Another Invoice Address

Any reference or labeling

ZIP code and City

CONFIRMATION

A written confirmation will be sent
by E-mail to each participant after we
have received the registration form
and payment of Grand Total Sum.

ATTENDANCE CATEGORY

Member of R? Nordic:  []Yes J No [J participant Commercial

[ Participant Public and Municipal Services
Exhibitor

Please contact Gun Wirtanen
+358 40 525 74 27 - guliwi@luukku.com

Speakers
are registered through the PK 18

PARTICIPATION

I will participate: [0 May22 [ May23 [] May22-23 [ May2324 [ May22-23-24

ON-SITE PAYMENT FEES are based Commercial Public & Municipal
. until After Until After Total EURO
on full prices for members. REGISTRATION FEES FOR PARTICIPANTS (€) April 15  April 15  April 15  April 15
Registration fee (1) for members, 3 day 1020 1180 760 800

PLEASE NOTE! Registration fee (1) for members, 2 day 830 950 640 740
The number of rooms at Naantali Spa Registration fee (1) for members, 1 day 560 640 400 480
is limited due to other arrangemants Registration fee for members (Go 3 Pay 2), 3 days 2040 2360
in the Turku-area at the time of the - N

K X Registration fee for members (Go 3 Pay 2), 2 days 1660 1900
R3 Nordic Symposium. - -
When the rooms are sold out we can Registration fee (1) for non-members, 3 day 1170 1330 860 980
only help you with addresses to hotels Registration fee (1) for non-members, 2 day 950 1070 740 840
in the nearhood and the prices will Registration fee (1) for non-members, 1 day 640 720 480 560
be market prices, which you then pay Registration fee non-members (Go 3 Pay for 2), 3 days 2340 2660
directly to the hotel of our choice. Registration fee non-members (Go 3 Pay for 2), 2 days 1900 2140

The Hotel accommondation must be
booked by the participant.

The group offer (Go 3 Pay 2) is availabe to May 9, 2018. In case you register 5 additional names you should pay the Go 3 Pay 2 offer twice.

CANCELLATION

All participants cancellation must be
submitted in writing. For these can-
cellations received by April 23, 2018,
all fees will be refunded except for a
cancellation fee at 200 €.

No refunds will be made after April
23, 2018. We accept neither personal
nor company cheques!

PLEASE take a copy of the filled form
for your own records.

FURTHER INFORMATION is avaiable
from the members in the Programme
Committee 2018.

Below - Register the names of the colleagues in the Go 3 Pay 2

Name 2: Name 3:

Name 4: Name 5: Name 6:

SOCIAL PROGRAM Amount Price until April 15 Price after April 15 Total EURO
Get-together ticket (Monday May 21) 59 69

Banquet ticket (Tuesday May 22) 95 105

HOTEL ACCOMONDATION Price until April 15 Price after April 15 Total EURO
Naantali Spa, Singel room 136 156

Naantali Spa, Double room 150 176

Check-in date: ......... JR— I will shared the double room with:

GRAND TOTAL EURO

COPY - FILL IN - SIGN - SEND (All payments i Euro)

Signature of authorized signatory

RenhetsTeknik 1:2018



n MONDAY, MAY 21, 19.00 -22.00 GET-TOGETHER DINNER, Opening of Exhibition & R* Olympics

08.00
09.30
10.00
10.45

11.30

12.30

13.00

13.30

14.00
14.30

15.00

15.30

16.00

PROGRAMME DAY 1 - TUESDAY MAY 22

17.30

19.30
20.00

Registration (08.00 - 09.30), Coffee & Exhibition

Opening of the 49 R3 Nordic Symposium

NAANTALI

Keynote Lecture 1: Current Topics in GMP. Pirjo Hanninen, Fimea

Keynote Lecture 2: Automation, a Peculiar Task for Cleanroom Areas in Hospital Pharmacies,
Counsellor Pharmaceutical Affairs Kirsti Torniainen, Turku Universtity Hospital Pharmacy

PHARMA & HOSPITAL PHARMACY

A Practical Approach to GMP Cleanrooms
and Cleanroom HVAC
Markku Mékinen, Elomatic

GMP-grade Clinical Cell Production with an
Isolator System
Timo Kangasmaa, Finnish Red Cross

Contamination Recovery Rates as Control
Indicator for Aseptic Environment
Alexander Stoll, Fresenius Kabi AB

Risk-based Environmental Control and
Monotoring Guidance
James L. Drinkwater, PHSS

Harmonized Method for Cleanroom Hard

Surface Disinfectant Efficacy Evaluations
James Tucker, Ecolab

Risk Management for Development of
Safe PUPSIT Strategies
Alain Vanhecke, Pall Life Sciences

12.30

13.00

13.30

14.30

15.00

15.30

Lunch & Exhibition
HOSPITALS

Protective Supply Air Distribution in
Hospital Isolation Rooms
Petri Kallioméki, TUAS

New Standard for Ventilation in Hospital —
Isolation Units

Kari Solem Aune, Sykehusbygg
Operating Room Ventilation: CFU-
concentration Measurements
Aleksanteri Setéld, Aalto University

Coffee & Exhibition

Air Distribution in Hybrid Operation Rooms
Kim Hagstrém, Halton

Unidirectional Air Flow Systems with Low
Velocities in Operating Rooms
Bengt Ljungquist, Chalmers

Surgical Clothing System without and with
Textile Knee-length Boots
Berit Reinmdiller, Chalmers

Coffee & Exhibition

R3 Nordic Annual Meeting (= 60 min)

Welcome Drink and Mingling
Banquet Dinner (ends at mid-night)

12.30

13.00

13.30

14.30

15.00

15.30

GENERAL

Safety Ventilation in Ultraclean Air
Operating Rooms
Bengt Ljungqvist, Chalmers

Surgical Clothing Systems for Ultraclean
Air Operating Rooms
Berit Reinmdiller, Chalmers

From Individual Thermal Sensation to Smart
Control of Heating and Cooling
Pekka Tuomaala, VTT

Lean to Enhance Cleanroom Efficiency
Jori Reijula, Granlund Consulting Oy

Design of Microbiological Safety Cabinets
Meeting the New EN Norm
Heikki Aro, Kojair

The Antimicrobial and Air-purifying Effect
of Blue Light
Camilla Héglund, LED Tailor

16.30Keynote Lecture 3: PHSS Review of Key Comments of the EU GMP Annes 1 Draft, James L. Drinkwater, PHSS (45 min)

08.00
08.30

09.15

09.45

10.15

10.45

11.15
12.15

12.45

13.15

13.45

14.30
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Registration (08.00-09.45) 2" day participants
Keynote Lecture 4: Virtual Reality Model in Cleanroom Design, Tero Jarvinen, Granlund Oy

PHARMA & HOSPITAL PHARMACY

Design of GMP Premises,
Jukka Vasara, Granlund Kuopio Oy

How to Implement a RT Microbial
Monitoring System into an Isolator
Thomas L66f, Brookhaven

Continuous Monitoring of Environmental
Conditions Keeps Data and Assets Safe
Piritta Maunu, Vaisala Oyj

Reconstitution Robotics in Cleanroom
Marja Jaurakkajarvi, Newlcon

General Requirements for Good Projecting
of Facilities through GMP
Esa Hégel, Alpiq InTec Ost AG

Lunch & Exhibition & Certificates of Participati

09.45

10.15

10.45

12.15

12.45

Coffee & Exhibition
FOOD & BIOTECH

GMP in the Food Industry — Requirements
in Manufacturing Unit Design
Riina Brade, Elomatic

New 15016890 for Air Filters - Focus on
Clean Air in Food Processing
Erkki Koskinen, Camfil Oy

Contamination Control in Food Industry
Frans Saurwalt,
Kropman Contamination Control

Lunch & Exhibition

Microbial Genomics in Assessing
Contamination Risks
Eveliina Munukka, TUAS

High Quality Ph. Eur. Water by Membrane
Technology
Reijo Ahonen, Veolia Water Technologies

Keynote Lecture 5: Cleanroom Zoning, the Challange of Pressure
Differential and Flow. Frans Saurwalt, Kropman Contamination Control

RenhetsTeknik 1:2018

Closing of the Symposium

Arrange your transportation from 3 o’clock pm to

Turku Airport (ARN at 16.35 or 20.35 / HEL at 17.10)
Port of Turku (Tallink-Silja at 20.15 / Viking at 20.55)
Turku Central (trains to Helsinki at 16.21, 17.17 & 18.30 / to Tampere at 16.05 & 18.05)

On Wednesday the programme of the GENERAL will be exequted together with 15 day
of the Basic Hygienic Design Course. All symposium delegates interested in the Basic
Course topics during the first course day are welcome to attend these lectures.

The Programme of the 2" day in the course you will find the part “Utbildning” further
back in this issue. Participation in the 2@ course day requires separate registration.

09.45

10.15

10.45

12.15

12.45

13.45

14.45

15.00

16.00

GENERAL & 1<t DAY of BASIC HYGIEN

Introduction to Cleanroom Technology
Lennart Hultberg, Processhygien

Design of High Containment Research
Facilities

Anette Bonsted, Erichsen & Horgen AS
Cleanroom Disinfection in GMP and
Contamination Control

Jennie von Fielitz, Miclev AB

Microbial Surface Hygiene
Gun Wirtanen, University of Helsinki

Cleaning Technology in Controlled Areas
Leila Kakko, TAMK

Legal Requirements in Building Process
Equipment
Alan Friis, Tech4Bizz

Coffeel/Tea

for the Participants in the Course

"Hygienic Design & Contamination Control”
Basic Criteria in Hygienic Design

Gun Wirtanen, University of Helsinki

Construction Materials in Food Equipment
Alan Friis, Tech4Bizz



SYMPOSIUM

EXHIBITION MAP 2018

There are 31 stands in the exhibition area. The A-stands are
centrally located either at the entrances or close to the buf-
fet area. The B-stands have shorter interface area to the public
stream than the A-stands. The C-stands and some of the big
B-stands with good public interface are placed in the congress
aula, this space is unlocked for hotel guests during evenings and
nights. The D-stands are unmanned places for a roll-up and a
rack for flyers (the rack is not included in the stand fee).

RESERVATION OF STANDS
Gun Wirtanen at guliwi(at)luukku.com
The first to contact us will be the first served. Unpaid
reservations may be sold further based on requests. Prices
are available on the homepage. An updated list of exhibi-

tors will be available on www.r3nordic.org/symposium.

. = Table in exhibition area

NAANTALI

The following companies have already reserved stands:
AAF/Dinair Granlund Kuopio Oy

Alpiq InTec Ost AG Halton Oy
Avidicare AB Kojair Tech Oy
Brookhaven Instrument Labema Oy
Camfil Oy Labo Line Oy
Cletec Oy Miclev AB
Elomatic Pall Norden AB
Freudenberg Home&Cleaning Perel Oy
Getinge Finland Oy Veolia Aquaflow

PRICES OF STANDS

In total there are 31 stands at 1 - 9 m? to the price of 1 300
to 2 900 €, when ordered by latest March 31, 2017.

Please contact Gun Wirtanen for further information.
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Pharma & Hospital Pharmacy

Risk Management for Development of Safe Pre-Use
Post-Sterilization Integrity Testing (PUPSIT) Strategies
Alain Vanhecke, Pall Life Sciences, Belgium

The Pre-use Post-sterilization integrity testing on the final ste-
rilizing grade filter before filling is a EU GMP requirement in
Annex 1 since 2007. This test will remain in the revised version
of Annex 1 that is expected to go for public consultation early
2018. While this test is allowing for the detection of marginal
filter defects before running the filtration, a significant part of
the industry is considering it as a higher risk for contamination
of the filtered product. Starting with the current regulatory
specifications and the justification for this test, the speaker will
present on the Risk based strategies that have been successfully
developed by a filter manufacturer for an easier implementa-
tion of PUPSIT in single-use systems and the mitigation of the
risks associated with this test.

General Requirements for Good Projecting of Facilities
through GMP
Esa Hégel, Alpiq InTec Switzerland Ltd., Switzerland

There are different alternatives in cleanroom constructions for
flooring, walls, doors, windows and ceiling. The customer pre-
paration for coming project is needed and should be agreed:
customer room card, technical parameters of cleanrooms and
medias for process equipment, the room parameters of clean-
rooms (T, H, Pa), summary of medias for process equipment
(Equipment Utility Matrix), supplier quota-tion, clear definition
of interfaces and time schedule. The customer control practice
about suitable supplier for the project includes: similar referen-
ces from same customer field and from last two years, enough
sufficient technical and financial resources, competitive prices
and purchasing procedures, own QA-department and is able
to show about own qualification procedures some, references,
knowledge about local and global requirements of authorities,
quality certificate 1ISO 9001, audited suppliers, competence and
common understanding about customer process etc.

Hospitals

Air Distribution in Hybrid Operating Rooms
Kim Hagstrém, Pekka Kanerva & Ismo Grénvall, Halton Oy, Finland

Unidirectional downflow common in conventional operation
rooms aims to reach protected zone below UDF-plenum This,
however, is not realized in most operations. The challenges of
fitting UDF-plenum into the physical installation and inability of
vertical down-flow to reach critical areas obstructed by devices
is present especially in hybrid operating rooms. In a hybrid car-
diac catheterization lab for example, a C-arm and other devices
are attached to ceiling and operational instruments are pre-
pared further away from the operational area. Thus, the clean
area to be covered is more than just the area around operating
table. Halton Vita OR Space 5 solution, a smart controlled-
dilution flow provides the ultraclean conditions into the whole
operating room. It has gone throughout verification by simula-
ted operations for conventional operating rooms. Solution has
also been applied to various Hybrid operating rooms with a suc-
cess. This presentation discusses the specific challenges of hybrid
operating room ventilation design compared to conventional

RenhetsTeknik 1:2018
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general-purpose operating rooms. A specific design example
and a comprehensive pre-verification using CFD is presented.
The simulation confirmed that even for a very complex proce-
dure, Halton Vita OR Space 5 can enable operational cleanness
in all hygienically critical areas, which outperforms the conven-
tional alternatives.

Food & Biotech

Good Manufacturing Practice in the Food Industry —
Requirements in Manufacturing Unit Design
Riina Brade, Elomatic, Finland

Good Manufacturing Practice or GMP is a term that is recogni-
zed worldwide for the control and management of manufac-
turing, as well as the quality control of foods, pharmaceutical
products, medical devices, and even packaging and materials
that come into contact with food. EU GMP guidelines include
EudralLex VOL 4 Good Manufacturing Practice (GMP) and for
food manufacturing the code of practice and hygiene published
originally by Codex Alimentarius. With the above-mentioned
guidelines and related legislation, as well as with the support
of manufacturers’ hazard analyses and risk assessments, the
minimum requirements are set which manufacturers must meet
to safeguard the health of consumers and produce good quality
food. So, what is the challenge?

The GMP guidelines are not prescriptive instructions on how to
manufacture products. They are a series of general principles
that must be observed during manufacturing. When a company
sets up its quality program and manufacturing process, it can ful-
fil GMP requirements in many different ways. It is the company’s
responsibility to determine the most effective and efficient proce-
dures, facilities, materials, equipment and controls.

High Quality Ph. Eur. Water by Membrane Technology
Reijo Ahonen, Veolia WaterTechnologies, Aquaflow, Finland
The European Pharmacopoeia is responsible for compulsory
quality standards throughout the pharmaceutical industry in
Europe. It is used for controlling the legal and scientific quality
of medicines, and the ingredients used to develop, manufacture
and market them. European Pharmacopeia Monograph Water
for Injections (0169) was taken under revision to re-determine
the specifications of production. Since April 2017 European
Pharmacopeia allows generation of WFI by non-distillation
methods such as double-pass reverse osmosis (RO) coupled with
other suitable techniques. The decision was based on survey,
expert workshops and multidisciplinary forum involving various
stakeholders. The new monograph states that correct operation
monitoring and maintenance of system are essential to ensure
the appropriate quality of water.

Distillation techniques have traditionally been considered less
risky than reverse osmosis-based systems due to biofilm for-
mation. Hot water sanitization (HSW) membrane systems can
control the biofilm formation and tied with adequate control
system offers low risk solution. In order to assure the quality

of produced water, technologies such as ultrafiltration, electro-
deionization and UV-treatment should be considered during
the design phase. Distribution and storage systems should be
designed to allow thermal sanitization as a routine. Any system
for Water for Injection, regardless of technology must be desig-
ned by experienced company in accordance with regulations.
Installation and validation are followed by careful monitoring
and maintenance to a high standard.
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Basic Course Lectures
Second Day (Thursday May 24th)

Welding
Alan Friis, Tech4Bizz, Denmark

In this presentation a definition of an “ideal” hygienic weld
will be given. Bad examples will also be discussed. Furthermore,
there will be practical tips how to achieve better welds, because
weld defects e.g. cracks, porosities or oxidation will cause
increased adhesion of product residues and bacterial growth
i.e. biofilms on surfaces. This is affecting the cleaning results
negatively. The ideal “hygienic” weld is as easy to clean as the
adjacent pipework. Furthermore, these defects can be starting
points for corrosion. Properly welded joints are preferred to
couplings with gaskets in cases, where welds can be used.

Cleaning and Disinfection
Gun Wirtanen, University of Helsinki, Finland

The most important means for maintaining efficient microbial
control include minimizing the microbial load from outside
sources of the process, efficient control of growth at microbiolo-
gically vulnerable sites, and adequate cleaning and disinfection
of the process lines. The general aims of cleaning and disin-
fection is to remove food residues and biofilms, i.e. microbes
embedded in self-produced extracellular polymeric substance,
from process surfaces and thus be able to produce safe products
with acceptable shelf life and quality. Packaging machines, con-
veyor belts, dispensing equipment, brining equipment, slicing
and cutting machines as well as pasteurizers and cooling equip-
ment are known to be difficult to clean. The mechanical and
chemical power, temperature and contact time in the cleaning
regime should be carefully chosen to achieve adequate cleaning
results. Correct operation of the entire system under controlled
conditions is important, and the microbial control programmes
including cleaning and disinfection should be integrated in to
the overall processing. Cleanliness of process surfaces should be
detected regularly with suitable methods.

12

Lubricants in Food Processing
Gun Wirtanen, University of Helsinki, Finland

This presentation will deal with the registration of food grade
lubricants, storage and handling of food grade lubricants, the
importance of Good Manufacturing Practice as well as hazards
in the food production caused through lubricants and how to
switch food grade lubricants. Lubricants in food-processing
equipment decrease friction and wear, inhibit the access of
outside particles to equipment surfaces, protect surfaces against
corrosion, increase the efficiency of systems and the transfer

of heat, power and electricity. The food-grade lubricants must
fulfil legislative requirements and be safe with neutral taste and
odour. Lubricants are composed of base oils (e.g. mineral oil,
white oil, silicone), thickeners and additives. The lubricants can
be solely oil-based but they often contain water. List of allowed
ingredients is kept by the U.S. Food and Drug Administration
(FDA). NSF International offers 1SO 21469 certification of lubri-
cants used in food, pharmaceuticals, cosmetics and animal feed
manufacturing. The proven lubricants are labelled with the
official NSF I1SO 21469 certification mark. A list of lubricants can
be found at www.nsfwhitebook.org. The lubricant marks are:
H1 i.e. the product can come into incidental contact with food,
H2 means that the lubricant should absolutely not come in con-
tact with food, 3H stands for proprietary substances i.e. release
agents and HT1 for heat transfer fluids in incidental contact. It
is to be noted that Listeria monocytogenes has been isolated
from a variety of food-processing equipment and thus also from
lubricants in use. L. monocytogenes can survive in lubricants
especially, when the lubricants are contaminated with organic
material and water, because L. monocytogenes tolerates anae-
robic conditions and low water activity.
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Berendsen Tekstil Service AS gjentok
suksessen fra 2016 med en temadag for sine
kunder og andre gjester. Den 30. august 2017
inviterte Berendsen til Cleanroom Temadag
2017, en hyggelig og lererik dag for alle
besgkende. Denne gang var fokus satt pa
forskjellige system for renromskler: klassifi-
seringer og bruk. Eksperter pid omridet ble
invitert til 4 forelese, slik at gjestene kunne
holde seg oppdatert pi det siste innenfor
renrom. Foredragsholderne gikk dypere inn
i valideringsprosesser for renrom og innvirk-
ningen de har pi renromsdrift.

Barbro Reiersel fra AET holdt et foredrag
om renromskler: klassifiseringer og bruk -
DO’ and DON’Ts: valg av renromsplagg for
forskjellige produksjonstyper og riktig pak-
ledning, som er avgjorende i et renromsmiljo.

Docent Berit Reinmiiller fra Chalmers
University ofTechnology, Sverige, diskuterte
madlinger 1 provekammeret (Body-box) som
viser forskjellige verdier av klernes kildes-
tyrke og hvordan autoklave kan pavirke kil-
destyrke for renromsplagg.

Professor Bengt Ljungqvist fra Chalmers
University of Technology, Sverige, ga bereg-
ningseksempler med forskjellige kildestyr-
keverdier for renrom, klasse B og ultrarent

operasjonsrom.

RenhetsTeknik 1:2018

Per Johnny Hovin, Service Engineer
Cleanroom fra Caverion avsluttet dagen med
en forelesning om prosedyrer og fremgangs-
miter for d validere og drifte et renrom for
i sorge for at renrommets opprinnelige krav
og funksjon er opprettholdt; hvilke ISO og
GMP standardkrav finnes for klassifiserte
rom, og standardkrav for sikkerhetsbenker og
avtrekksskap; ulike miter for a teste HEPA fil-
ter og utfordringer rundt dette,
og nir et HEPA filter bor eller
ma skiftes.

Berendsen onsker 4 utvikle
CleanroomTemadagen til et
arlig

arrangement 1 Norge

hvor det norske Cleanroom-
samfunnet kan nettverke og
dele kunnskap innenfor de rele-

vante omrader.

UTBILDNING

Temadag Cleanroom

AV EGLE HAMMERING
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Akutmottagningen vid Skanes
universitetssjukhus. Foto: David
Castor/Wikimedia/Public Domain

Hospital Design and Room Deconta-
mination for a Post-Antibiotic Era and
an Era of Emerging Infectious Diseases
FROM A MACRO TO A MICRO PERSPECTIVE

14

I september 2017 disputerade Torsten Holmdahl
pa  Skanes Universitetssjukhus i Malmé.
Huvudhandledare var professor Inga Odenholt och
fakultetsopponent var docent Anders Johansson,
Umed.

ABSTRACTS
BACKGROUND

Antimicrobial resistance, healthcare-asso-
ciated infections, and emerging infections are
serious threats to humankind and represent
important challenges for healthcare in the
future. Many hospitals in the world were built
in the 1970s and are now outdated, and hence
a huge boom in building of new hospitals is
clearly imminent. In this context, considering
the residual contamination with microorga-
nisms that occurs after conventional cleaning
and disinfection, there is a need for more
efficient decontamination.

Design: A case study of the planning and
construction of a new infectious diseases faci-

lity in Malmé was undertaken. Subsequently,
in a full-scale hospital patient room, we per-
formed a head-to-head investigation of two
different hydrogen-peroxide-based no-touch
decontamination systems, and thereafter an
additional study to analyze the effectiveness
of hydrogen peroxide for inactivation of cali-
civirus. Finally, we compared the impact of
hydrogen peroxide on noroviruses by quanti-
tative PCR (qPCR) assessment of viral RINA
levels and evaluation of viability by cytopat-
hogenic effect, and replication of intracellular
minus-strand RINA.

RESULTS

Use of a full-scale mock-up can be bene-
ficial. The flow or movement of patients
with contagious diseases should be organized
in ways that reduce the risk of transmis-
sion. Hydrogen peroxide vapor (HPV) was
more potent than aerosolized hydrogen per-
oxide (aHP), measured as efficiency in killing

RenhetsTeknik 1:2018



Geobacillus stearothermophilus spores used as
biological indicators. Neither feline calicivirus
nor murine norovirus (used as surrogate mar-
kers for human norovirus) was recovered after
HPV treatment. We also noted that after HPV
treatment, there was only a minor decline in
quantitative PCR levels, despite full viral inac-
tivation measured as tissue culture infectious
dose 50% (TCID50) or detection of intracel-
lular minus-strand replicating RNA.

CONCLUSIONS K ?

Numerous actions from the macro to the
micro level must be taken to address the pro-

blem with spread of infections and antimicro-
Torsten Holmdal

bial resistance at healthcare settings. Infection  qps. Roger Lundholm

control should always be regarded as an essen-
tial aspect when planning construction of new
hospitals. HPV is more efficient than aHP and P

. n\'é\sas a.
can be used for terminal decontamination of Hela a\lhand\\\‘\ge‘z k\i Selwsﬁ'\\e51297274221
bacteria, spores, and viruses commonly found h“pzllporta\.regzi‘i‘f\ ’\'iE LAD

in hospitals. The successful eradication of the Torsten_
two surrogate viruses suggests that HPV can
be a useful tool for decontamination of sur-
faces contaminated with norovirus in patient
rooms and thereby prevent nosocomial spread
to subsequent patients. Norovirus inactivation
by hydrogen peroxide can not be measured

by qPCR.

Nagra synpunkter ur ett
renhetstekniskt perspektiv

AV BERIT REINMULLER

Dr Torsten Holmdahl har bl annat redovisat sitt arbete pd Centrum for Virdens Arkitektur
(CVA) pd Chalmers vid ett uppskattat evenemang under hosten. Att dela med sig av erhillna
kunskaper till andra dr synnerligen viktigt. Kunskaper har inga grinser. Virden och Ovriga
samhillet behover vidta dtgarder for att hindra spridning av smittsamma sjukdomar och minska
risken for infektioner i samband med kirurgiska ingrepp. WHO rapporterar en 6kad frekvens
av antibiotika resistens.

Torsten beskriver 1 sin avhandling planeringsprocessen bakom Malmds nya infektionsklinik.
Han understryker vikten av att infektionsexperter 4r delaktiga och att virdhygieniska aspekter
beaktas. Att anvinda ett fullskaligt provrum gav minga fordelar i byggprocessen och gav ocksi
personalen mgjlighet att prova ut arbetsrutiner och i viss min piverka utformningen.

Inom farmaceutisk industri har desinficering eller sterilisering av lokaler med gas anvints
under minga ir. Det ir glidjande att man ocksd inom varden kan forbittra smittreng6ring med
en gasbehandling med viteperoxid. Arbetet redovisar dven positiva effekter av viteperoxidbe-
handling vid smittrengdring i1 samband med vinterkriksjuka.

Renhetsteknik gratulerar Torsten Holmdahl till en intressevickande avhandling.

RenhetsTeknik 1:2018
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Hip Arthroplasty

INFECTIONS, THOMBOEMBOLIC
EVENTS & SURGICAL ENVIRONMENT

I december 2017 disputerade Piotr Kasina,
Institutionen for klinisk forskning och utbild-
ning, Karolinska Institutet, pa Sodersjukhuset
i Stockholm. Huvudhandledare var docent
Lasse Lapidus, Karolinska Institutet och
fakultetsopponent var docent Arkan S Sayed-

Noor, Umed.
ABSTRACTS

BACKGROUND

Each year hip arthroplasties increase the
quality of life for over 1 million patients
worldwide. Although the complication rates
are low, the absolute numbers are rising as the
numbers of procedures increase. Prosthetic
joint infections resulting from intraoperative
contamination are regarded as compensable
by the Swedish patient insurance. Healthcare
personnel are obliged to inform patients
about their injury and the possibility to claim
it. In this thesis aspects of two complications
after hip arthroplasty are discussed. Both have
gone from being relatively frequent compli-
cations of uncommon procedures in the early
days of hip arthroplasty, to infrequent com-
plications of common procedures, resulting
in many suffering patients. Prosthetic joint
infection (Study I — III) is the most feared
complication and venous thromboembolism
is the most common medical complication,
(Study 1V).

METHODS

Studies I and II are based on outcomes
of operations performed at the Department
of Orthopaedics, Stockholm South General
Hospital (Sédersjukhuset). Studies III and IV
cover the nationwide population of Sweden
and are based on data from national quality
and healthcare registers.

Study I: 3 884 patients operated between
1996 and 2005, due to degenerative hip dis-

order or hip fracture (primary and secondary

fracture prostheses) were analysed for the inci-
dence, microbiology and outcome of prosthe-
tic joint infection after hip arthroplasty.

Study II: Air quality in the operating
room was evaluated through comparison of
three clothing systems through 244 measu-
rements of colony forming units per square
meter, during 37 operations.

Study III: A national cohort of prosthe-
tic infections after total hip arthroplasties in
patients operated between 2005 and 2008 has
previously established. We analysed the num-
ber of filed patient claims in 441 infections
and examined the incidence and outcome
(accepted, rejected, approved disability).

Study IV: Low molecular weight heparins
and new oral anticoagulants were compared
as thromboprophylaxis after 32 663 elective
hip arthroplasties, through determination of
effectiveness as incidence of venous throm-
boembolic events and assessment of safety
by analysis of bleedings, reoperations and
mortality.

RESULTS
Study I: The infection rates for degene-

rative hip disorder and primary and secon-
dary fracture prostheses were 0.4%, 2.1%
and 2.5% respectively. The patient factors
associated with a significantly increased risk
for developing a surgical-site infection were
both fracture indication for surgery and
male gender. Staphylococcus Aureus and
Coagulase-Negative Staphylococci domina-
ted as microbiological agents. Treatment of 27
(44%) patients resulted in permanent resec-
tion arthroplasty, of which 22 (81%) were
fracture patients.

Study II: Compared with the two other
reusable suits, the significantly lowest values of
colony forming units were observed with the
single-use polypropylene BARRIER® Clean
Air Suit.
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Study III: 329 (75%) of patients did not
file a claim of injury to LOF and of those
112 that did, 108 (96%) were accepted as
eligible for compensation. Patients” age above
72 years and fracture diagnosis were the only
significant factors associated with not filing a
claim of injury.

Study IV: Compared to low molecular
weight heparins, new oral anticoagulants
reduced the risk of venous thromboembolic
events with more than 50% with simultan-
eously remained safety profile. In the subset
of patients treated with low molecular weight
heparins no significant difference with regards

to the studied outcomes was observed.

CONCLUSION

Patients with fractures of the neck of
femur, treated with primary or secondary
fracture prostheses, have a greater risk of
infection and display worse outcomes com-
pared with patients operated due to dege-
nerative hip disorders. Additionally, among
the overall low rate of patient claims, fracture
patients stand out with an even greater share
of non-claimants (87%). Healthcare personnel
should increase their knowledge about LOFE
Improving air quality is difficult in existing

facilities. Evaluation of clothing in real-
life surgical environments can, by decreased
counts of airborne bacteria, result in better
prevention of infections. Compared to low
molecular weight heparins, thromboprophy-
laxis with new oral anticoagulants extending
for a minimum of 28 days is a superior regi-
men for the majority of patients undergoing

elective primary total hip arthroplasty.
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Nagra synpunkter ur ett
renhetstekniskt perspektiv

AV BERIT REINMULLER

Studie II diskuterar luftkvaliten i ett operationsrum dir tre klidsystem anvints under 37

ortopediska operationer och 244 CFU-mitningar genomforts. De tre klidsystemen var tvd av

flergingstyp och ett av engingstyp. Signifikant ligre CFU-koncentrationer observerades vid

anvindning av engingsklidseln, polypropylen Barrier® Clean air Suit. Denna klidsel anvinds

nu pa Sodersjukhuset och pa Danderyds Sjukhus i Stockholm.

Inom renhetsteknikens tillimpningar har man konstaterat att klidseln har stor betydelse,

titare klider ger ligre partikel- och CFU halter i rummen. Likemedels- och elektronikindu-

strin har ling erfarenhet av att komplettera klidsystemen med huva och linga stovlar i textil

eller membran material av engangstyp for att uppnd forh6jd renhet. Det ir intressant att se att

varden ocksa borjar tinka sig att anvinda kompletterande plagg som t ex textilhuva for att ni

hogre renhet vid infektionskinslig kirurgi.

RenhetsTeknik gratulerar Piotr Kasina till en trevlig avhandling.
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Nya namn till PDA:s ledning
De kommande tva aren ar Rebecca Devine PDA Chair och Jette Christensen fran Novo
Nordisk i Danmark Chair-Elect.

Jette Christensen

Senaste numret av PDA letter innehaller
flera intressanta artiklar baserade pa case
studies:

Smoke Signals

by Tony Pavell, Fresenius Kabi.

One Plant’s Secret for Assuring Aseptic
Control - Airflow visualization testing,
conducted as part of a routine review
program, can help assure that aseptic
filling areas remain under a state of
proper control

Seeing the Hidden

by Rebecca Stauffer, PDA.

Using contamination recovery rates
to evaluate an environmental moni-
toring trending program changed
the way Paula Peacos, Associate
Director, Global Microbiological
Compliance, Bristol- Myers Squibb,
viewed the movement of microbial
contamination within a facility,
according to her presentation, “Using
Contamination Rates for Environ-
mental Monitoring Trending,”

Oct. 16, at the 12th Annual PDA
Global Conference on Pharmaceutical
Microbiology. CRR Show Surprising
Trends. The impact of adding the
contamination recovery rates to the

Rebecca Devine

existing trending program surprised
Peacos. For example, she had expected
the floor to be the prime location for
contaminants, but the contamination
recovery rates showed that the prime
location was actually the air.

e Manufacturer Goes Gloveless on
Filling Line
by Terrence Hollis, Patheon
In aseptic processing, people are the
primary source of contamination. Less
human contact during manufacturing
means less risk of contamination. To
address this issue, one aseptic manu-
facturer successfully implemented a
robotic filling line that operates in a
closed isolator environment with no
glove ports. This case study takes a
look at the technology involved and
highlights the implementation team'’s
experience with installation and
qualification

| senaste PDA Journal of Pharmaceutical
Science and Technology publiceras bl a en
aktuell artikel av E.C. Tidswell och

T. Sandle om Microbiological Test Data—
Assuring Data Integrity.
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EU GMP draft ANNEX 1

Den nu publicerade draft Annex 1
"Manufacture of Sterile Medicinal
Products” kommenteras fran flera hall.
PHSS och PQG anordnar gemensamt en
konferens den 12 mars i UK fér Revision
Insight och diskussioner med representan-
ter fran MHRA och industrin.

PDA har tillsatt en arbetsgrupp for att

kommentera Annex 1. PDA hoppas att dis-
kussionen kring ANNEX 1 kommer att leda
till en stérre harmonisering av kraven fér
global industri. Andra amerikanska roster
kritiserar Annex 1 och foéreslar en indrag-
ning.

Helt klart behover vissa justeringar goras
och inkonsekventa beteckningar rensas
bort.

INTERNATIONELLT

PDA

Parenteral Drug Association

=%

European Journal of Parenteral &

Pharamceutical Sciences 2017

Issue 22 nr 4 innehaller:

¢ Evaluation of Readycult® Coliforms
100 Presence/Absence Test for the
screening of coliforms and Escheria
coli in pharmaceutical water samples
by A Marflitt and T Sandle

¢ Calculation of air supply rates and
concentrations of airborne conta-
mination in non-UDAF cleanrooms
by W Whyte, T Eaton, W M Whyte,
N Lenegan, S Ward and K Agricola

e Bio-contamination deviation
management by R Griffiths
e Regulatory review by Malcolm Holmes

Tidningens e-version ar tillganglig for
medlemmar via PHSS hemsida.

Clean Air and Containment Review
(CACR), issue 33, January 2018, finns nu
att lasa pa www.r3nordic.org:
e Taming the Tyrannosaurus of
validation
Tim Coles, Helen Hale
e Understanding Particle Counter
technology
Jason Kelly

e Profile: Dr Tae Yun Kim, CEO of
Lighthouse Worldwide Solutions
Agape Kim

e Draft revision of EU GMP Annex 1
Tim Sandles

e (Cleanzone 2017 report
Richard Roberts

(lean Airand
Containment Review

Det ar hog tid for intresserade att boka in
konferensen ISCC’'18 den 23-26 september
2018. Scientific Steering Committee ISCC
2018, Eric Stuiver, Koos Agricola, Frans
Saurwalt och Remko Noor, ar det som

RenhetsTeknik 1:2018

bjuder in till denna mycket innehallsrika
konferens i host, dar programmet borjar
ta form.

Uppdaterad information finns pa
https://iscc2018.com
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Sjukhusdag pa Sahlgrens

AV LENNART HULTBERG
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Ett fyrtiotal deltagare medverkade pi R’
Nordics senaste sjukhusdag i Gateborg.

Fokus for dagen var den nybyggda enhet
som kallas BolCen (Bild och interventions
centrum), Sahlgrenska Sjukhuset. En anligg-
ning som det inte har horts s mycket om 1
press och media, kanske p g a att detta ir ett
lyckat projekt och diarmed utan storre sen-
sationsvirde. Efter en ling beslutsprocess har
allt gatt enligt plan och inom de ekonomiska
ramar som givits. Givetvis har dven detta stora
och komplexa projekt haft sina utmaningar,
dessa har dock 16st pi ett bra sitt. Jag upplever
att den frimsta anledning till att man lyckats
sa bra, ar att man har insett att arbeta med
en hybridverksamhet dven stiller andra krav
pa personal som skall arbeta hir. Om detta
berittade Ulrika Wallander, bitridande verk-
samhetschef for BolCen. Aven hur man orga-
niserade verksamheten som en egen grupp,
torde ha varit en bidragande framgingsfaktor.

Foljande punkter och forelisare formed-
lade intressanta kunskaper till auditoriet:
BoICen ur en arkitekts synvinkel
Ann Kronander, Arkitekt SAR/MSA,
Tyréns AB

Val och uppbyggnad av ventila-
tionslosning pa BoIlCen
Helena Blom, Ventilationskonsult, Ramboll

Medicinteknik
Eva-Lotta Yngvesson, Med.tekn. ingenjor
Asa Carlsson, Planeringsledare MFT

Hur man byggt upp sterilcentralen
pa BoICen med koppling mot
operation och dess logiska floden
Mats Rydenfors, Enhetschef, Sahlgrenska
Universitetssjukhuset

Hur man skapar och bygger upp
en ny hybrid och interventions-
verksambhet

Ulrika Wallander, Bitr. Verksamhetschef

Efter presentationerna delades deltagarna
in 1 tvd grupper och fick mgjlighet att komma
ut i verksamheten, under ledning av Arne
Hansson. Att fi se de nybyggda lokalerna just
innan de tas 1 drift veckan efter, var tajmat och

mycket intressant.

BILD OCH INTERVENTIONSCENTRUM

Milet med Bild- och Interventionscentrum
ir att kombinera den senaste bildtekniken
med den frimsta medicinska kompetensen i
landet for bittre, snabbare och sakrare vard.
Satsningen ska ocksd bidra till kompetens-
och kunskapsutveckling inom diagnostik och
behandling. Bild- och interventionscentrum
ska bl a ocksi att stirka regionens profil inom
forskning, utveckling och rikssjukvard.

Fordelarna for patienten ir att de inte
behover flyttas frin rontgen till en operations-
sal nir Oppen kirurgi krivs, d v s sikrare och
effektivare vard! Interventioner och minimal-
invasiv kirurgi gor ocksa att fler slags ingrepp
pa sikt kan bli mindre belastande {or patienten
med snabbare hemging, kortare likningstid

och firre foljdingrepp.

HYBRID~ OCH INTERVENTION

Pa plan fyra (4) finns traumacenter med
CT, hybridoperationssal med MR, tre hybrid-
salar med angiorobot och tvd operationssalar
forberedda for att vid behov gdras om till
hybridsalar. MR och CT skoéts av Radiologi.
Pi plan 2/3 finns interventionslab som ir pro-
filerade mot kardiologi, buk-kirl och neuro,
ett gemensamt lab. Radiologi har en CT och
ett genomlysningslab pa planet.

KLINISK FYSIOLOGI
Utfor undersékningar pd de flesta av krop-
pens olika organ for att diagnostisera eller
utesluta sjukdom, mita graden av funktion

och for att utvirdera behandlingar.
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ka Universitetssjukhuset

Den nuklearmedicinska sektionen pa
Sahlgrenska Universitetssjukhuset kommer att
flytta nuvarande verksambhet till plan 1 1 BoIC
och bl a fi tva PET/CT-kameror i stillet for
en samt en egen cyklotron for att tillverka helt
nya sorters isotoper och sparimnen — majlig-
het till helt nya metoder for diagnostik.

RADIOLOGI

En av Nordens storsta radiologiska kliniker
med ca 300 000 undersokningar om dret och
ca 500 anstillda, varav ett hundratal radiologer.
Hir finns konventionell roéntgen, datorto-
mografi, ultraljud och MR.

RADIOFARMAKACENTRALEN
Radiofarmakacentralen tillhér Diagnostisk
stralningsfysik (DFS) med sirskilt hoga siker-
hets- och hygienkrav och 6ppen endast for
behorig personal.

CYKLOTRONEN

Vistra Gotalands forsta cyklotron, 20 ton
och 9 milj kronor, anlinde i maj 2015 och ir
placerad 1 ett strilsikert valv under markytan
intill BoIC-huset, omgirdad av tvd meter tjocka
betongviggar. Cyklotronen ska forsorja Vistra
Gotaland med radioaktiva spirimnen for att
producera radioaktiva likemedel till PET-

undersokningar.

STERILTEKNISK ENHET

Ortoped- och sterilteknik tillhér omride
3 i BolIC och ger byggnadstekniskt goda for-
utsittningar som exempelvis anpassat ventila-
tionssystem och ren luft. Ca 35 steriltekniker

anstills for rengdring, instrumentvard, pack-

ning och sterilisering av anvinda instrument.
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urs i vask og rengjoring
I renrom Og rene soner

Det Norske LAU i R? Nordic har arrang-
ert en heldagskurs i vask og rengjering pi
Thon Hotel Opera i Oslo 15. februar.

Der var ca. 70 pameldte deltagere, og
arrangementet ble en suksess med evaluering
som gav en meget god tilbakemelding pa
opplegg og innhold.

Forelesninger:

Kjersti Aulie fra GE Healthcare om «krav til
personer som skal rengjore 1 renrom» samt
«kontroll og validering av rengjeringen»
Qrjan Apeland fra Norsk Med Syklotron-
senter om hva «GMP sier om rengjoringy.
Laura Brennan fra Ecolab om «Effektive
rengjorings- og desinfeksjonsrutiner» samt
«Innslusingsrutiner»

Geir Pettersen fra Norsk Med Syklotron-
senter om «HMS ved rengjoring», samt
orientering og praktiske ovelser / demo om
bruk av sterile hansker.

Det ble ogsi gitt praktiske demonstrasjoner
av teknikker vedr:
1) Inn-slusing
2) Rengjoring og desinfeksjon av isolator /

LAF
3) Overflate rengjoring og desinfeksjon

Det ser ut til 4 vaere et onske og behov for
slike kurs/temadager i Norge og vi ensker
innspill og forslag til aktuelle temaer for slike
dager! Vi oppfordrer til 4 ta kontakt med
LAU Norge: Arild Svendsen, Eli Bjornson,
Geir Pettersen, Phuong Huynh, Barbro
Reiersol

25 ar som R3-ekonom

Aret var 1992 och i Malmé triffade Bengt
Ljungqvist och Matts Ramstorp, Ronny
Persson, for att diskutera ekonomifunktionen
inom Nordiska R3-foreningen. Métet {61l vil
ut och efter ett ir tog Ronnys foretag dven
over kanslifunktionen, som skotte av Ann-
Christin Sandell, mer kind som Chris.

Vid den tiden hade fOreningen ganska
dalig ekonomi och for att hilla ner kostna-
derna ordnade Ronny oich Chris en kontakt
som fixade en enkel men fungerande hemsida.

Foretaget och Chris skotte kansliet fram till
2009, di det flyttades till Ingela Haraldsdotters

foretag 1 Limhamn.

RenhetsTeknik 1:2018

Ronny fortsatte dock med ekonomi och
redovisning fram till detta nu, i samband med
hans sista bokslut f6r R? Nordic.

Vi hoppas att Ronny nu kan njuta mer
av livet tillsammans med familj och histar pa

hans fina gird pa den skanska slitten.

Ett stort tack Ronny
for dina tjinster under
25 ar.
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NEW DATA SHOWS:

High levels of
antibiotic resistance
found worldwide

WHO?s first release of surveillance data
on antibiotic resistance reveals high levels of
resistance to a number of serious bacterial
infections.

WHO’s new Global
Surveillance System (GLASS) reveals wides-

Antimicrobial

pread occurrence of antibiotic resistance
among 500 000 people with suspected bacte-
rial infections across 22 countries.

The most commonly reported resistant
Klebsiella
Staphylococcus aureus, and
followed by
Salmonella spp. The system does not include

bacteria were Escherichia coli,
pneumoniae,
Streptococcus pneumoniae,
data on resistance of Mycobacterium tuber-
culosis, which causes tuberculosis (TB), as
WHO has been tracking it since 1994 and
providing annual updates in the Global tuber-
culosis report.

Among patients with suspected blood-
stream infection, the proportion that had
bacteria resistant to at least one of the most
commonly used antibiotics ranged tremen-
dously between different countries — from
zero to 82%. Resistance to penicillin — the
medicine used for decades worldwide to
treat pneumonia — ranged from zero to 51%
among reporting countries. And between 8%
to 65% of E. coli associated with urinary tract
infections presented resistance to ciprofloxa-
cin, an antibiotic commonly used to treat this
condition.

“The report confirms the serious situ-
ation of antibiotic resistance worldwide,”
says Dr Marc Sprenger, director of WHO’s

Antimicrobial Resistance Secretariat.
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2018 annual review
of the Blueprint list
of priority diseases

For the purposes of the R&D Blueprint, Disease X represents the knowledge that
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mining which diseases and pathogens to  caused by a pathogen currently unknown World Health
prioritize for research and development in  to cause human disease, and so the R&D Degia.
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NEWS PHARMA

Valneva Sweden AB ar godkant av EMA (centraliserat forfarande),
WHO och kanadensiska myndigheter och har stor erfarenhet av
vaccinproduktion och andra processer som kraver niva 2 for bio-
sakerhet. Valneva Sweden har tillverkningslicenser for att produ-
cera lakemedel och for att tillverka klinisk provmaterial.

Nytt februari 2018: Emergent BioSolutions och Valneva SE med-
delar att de inleder en klinisk fas 1-studie i USA for att utvardera
sakerheten och immunogeniciteten hos VLA1601 , deras vaccin-
kandidat mot Zika-virus.

Helena Thelin ar ny platschef pa Sveriges storsta biotekniska pro-
duktionsanldaggning for lakemedel i Strangnas

Hon har haft ledande tjanster inom Pfizer aren 2003-2011. Efter
nagra ar som chef pa AstraZeneca atervande hon till Pfizer ar
2016 som chef for Teknik och Sakerhet Halsa Miljo.

"Jag kommer att fortsatta utveckla verksamheten har i Strangnas
och bygga kompetens for framtida mojligheter for befintliga och
eventuella nya produkter. Sverige ar konkurrenskraftigt i avan-
cerad tillverkning som bioteknik, en sektor som ar betydelsefull
for svensk export idag och framéver”, sager Helena Thelin i ett
pressmeddelande.

Vid Sveriges storsta anlaggning for kommersiell tillverkning av
bioteknologiska lakemedel | Strangnas, tillverkas idag aktiv sub-
stans for Pfizers produkter Genotropin (tillvaxthormon), Somavert
(tillvaxthammare mot akromegali) och Fragmin (férebygger blod-
propp) samt kontraktstillverkning av aktiv substans till Kineret
(fér reumatoid artrit och kryopyrinassocierade periodiska syn-
drom) at SOBI. Det pagar ocksa en processvalidering for produk-
tion av Pfizers nyligen godkanda meningokockvaccin.

Helena Thelin eftertrader amerikanen Christopher Siegmund som
ar kvar inom Pfizer och tilltrader en tjanst USA.
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During December, representatives for the new Swedish test-bed
infrastructure focused on biopharmaceutical manufacturing have
been on tour to spread the word about what it is and whom it's
for. Now officially named Testa Center, it will open June 2018 at
GE Healthcare’s Uppsala site.

A non-toxic water treatment system has emerged as a big chal-
lenger in the hygiene industry.

A water disinfectant company has successfully eliminated
Legionella from a South Australian hospital’s water supply using
a pH neutral electrochemical solution, which can also be used to
disinfect food.

Ecas4 technology was installed at the North Eastern Community
Hospital in South Australia’s capital Adelaide in May last year to
eradicate pathogens such as Legionella from the hospital’s water
supply The technology has since removed systematic Legionella
contamination of the hospital’s water distribution system and cut
its gas bill by one third (about AU$7000 a month).

Ecas4 technology produces a pH neutral and electrochemically
active disinfectant without the use of toxic chemicals using a
patented Membrane Electrolytic Reactor System. The reactor
features allow the typical synthesis of a neutral Anolyte (pH 7),
which eliminates pathogens and biofilm when injected into water
pipes. The treated water can be used for drinking, cleaning and
manufacturing purposes at any temperature.
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Alligator Bioscience, vid Medicon Village i Lund, utvecklar anti-
kroppsbaserade lakemedel fér behandling av cancer. Bolaget

ar specialiserat pa utveckling av tumérriktade immunterapier, i
synnerhet agonistiska mono- och bispecifika antikroppar och &r
verksamt i de tidiga faserna av lakemedelsutvecklingen, fran idé
till kliniska fas ll-studier. Alligator har utsett Anu Balendran, PhD,
till Vice President Business Development.

Dr Balendran kommer att ansvara for att leda Alligators prekli-
niska projekt mot utlicensiering. Han har disputerat i Biokemi och
ansluter till Alligator fran Astra Zeneca dar han idag ar External
Innovation Director. Dr Balendran tiltrader sin tjanst 1 maj 2018.

“Med tre prekliniska projekt som narmar sig klinisk utveckling
och var affarsmodell att utlicensiera projekt efter att behand-
lingskonceptet validerats i cancerpatienter, ar vi valdigt glada
Over detta viktiga tillskott till ledningsgruppen. Vi ser fram emot
att valkomna Anu till Alligator. Med sin breda internationella
erfarenhet av licensiering och samarbetsavtal inom industrin,
passar han val in i Alligators alltjamt vaxande team”, sager Per
Norlén, VD pa Alligator Bioscience.

Cambrex, a manufacturer of small molecule innovator and
generic APIs, held an opening ceremony on Jan.16, 2018 at its
Karlskoga, Sweden site to mark the commencement of a long-
term manufacturing agreement with AstraZeneca for a key inter-
mediate. The announcement follows the completion of both a
large-scale, multi-purpose capacity expansion, which also includes
hydrogenation capabilities, and a dedicated continuous flow
production unit capable of producing multiple metric tons of
high purity advanced intermediates per annum at the Karlskoga
facility.

Cambrex has a team of more than 400 employees, the site is com-
prised of a combination of GMP and non-GMP work areas across
several buildings.
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The new Salmonella test will use the same Surface Enhanced
Raman Spectroscopy (SERS) technology and instrument platform
as the company’s CERTUS EL test for Listeria. Salmonella causes
more than one million food-borne illnesses in the US annually.

CERTUS, a provider of food safety technologies, is expanding its
rapid food pathogen detection portfolio with the initiation of
research and development of an Environmental Salmonella assay.

To address a pathogen which, according to the CDC causes more
than one million food-borne illnesses in the US annually, the new
CERTUS Salmonella test will use the same proprietary Surface
Enhanced Raman Spectroscopy (SERS) technology and instrument
platform as the company’s CERTUS EL test for Listeria, which is
due to launch in early 2018.

End-use benefits will similarly include extremely simple workflow,
on-site testing capabilities, real-time growth monitoring, imme-
diate alerts upon detection and bio-containment for the safety of
the food processor and consumer.

As with the CERTUS Listeria assay, the Salmonella test will be, all-
in-one, all in-house.

"CERTUS remains committed to developing tools to help food
producers protect consumers from the world’s most dangerous
pathogens,” said CERTUS President, John Coomes. “Salmonella
continues to plague the food industry in large numbers, so we're
excited to develop an in-house solution for small and mid-sized
food processing plants and address a true need in the market.
Our customers will realise greater value with the CERTUS system
now that they will be able to run both environmental Listeria and
Salmonella in the same instrument.”

As with the CERTUS EL test, the CERTUS Salmonella assay is being
designed to run in a single enrichment media, homogeneous no
wash format. This means that no sample manipulation is required
and that the assay tube never has to be opened once the samp-
ling swab is inserted.

The assay will be delivered in a Bio-Lock tube/cap design that can-
not be opened after enrichment begins thus securing the environ-
ment from accidental contamination. This feature, combined with
the target time-to-result goal of less than 24 hours, enables food
producers to move testing on-site for significantly faster results.

Reagent research and development is being conducted in collabo-
ration with CERTUS research partner, Solus Scientific, a UK-based
food pathogen assay developer. Solus Scientific is the developer
and manufacturer of their own Listeria, Salmonella and E. coli
ELISA designed for large volume sample processing. Solus is also
the assay development partner for the CERTUS EL assay used in
the CERTUS System which is currently seeking AOAC validation.
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Pressmeddelande ¢ Feb 02, 2018 10:05 CET

Den 12 september 2017 forvarvades Berendsen Textil Service AB
och dess moderbolag Berendsen Plc, av den franska koncernen
Elis SA. Elis har, precis som Berendsen, en lang historia av att leve-
rera textil-, hygien- och tvattservice till en mangd olika branscher,
foretag och organisationer. Elis SA har éver aren byggt ett utbrett
och starkt faste i sédra Europa och tillsammans bildar Elis och
Berendsen nu en stark paneuropeisk marknadsledare inom textil-
service med verksamhet i 28 lander.

Forenklad organisationsstruktur och ny féretagsledning for
Sverige. | linje med den afféarsstrategi som Elis organiserar sig
efter, forenklar Berendsen i Sverige sin organisationsstruktur
genom att ersatta sex affarsomraden med en landsorganisation
samt bilda en ny foéretagsledning. De sex marknadsomradena
omvandlas till tva geografiska regioner och saljstyrkan blir natio-
nell. Organisationen bérjade att galla den 1 januari 2018.

Beslut att bygga en ny och stoérre anlaggning fér renrumsklader i
Nykoéping togs av ledningen under hosten. Planeringen ar nu i full
gang. Mark fér anlaggningen har kopts i Nyképing. Det nya ren-
rumstvatteriet med utdkad kapacitet beraknas sta fardigt 2019.

Pa MyAir sager vi valkommen till Olga Stenback, var nyanstallda
mattekniker. Vi har sett en 6kad efterfragan pa vara tjanster, dar-
for har vi behovt rekrytera ytterligare kompetent personal. Med
teknisk bakgrund och ett stort intresse for jobbet, innebar Olga
en rejal forstarkning.

For mer information, bes6k var hemsida: www.myair.se
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The life science industry is growing and the demand for a com-
petent labour force in manufacturing is high. But it is difficult
for companies to find employees with the right skills. A new type
of education may be the answer, says Eva Nicklasson, who has
investigated the matter.

Since 2016, five projects within the collaborative initiative Smart
Industry in East Central Sweden have been working on propo-
sals that can contribute to better matching the labour force
needs of the region’s companies and the educational system.

In early February, the projects’ final joint conference was held

in Linkdping. One of the sub-projects has focused on the big
demand for skills in the life science manufacturing industry. Eva
Nicklasson at Uppsala BIO has been project manager.

“The problem is that there has been no education that directly
responds to the needs of manufacturing companies,” she says.
“Either you have too little education or the wrong education.
Both create problems.”

Life science manufacturers are important for Sweden, notes Eva.
“They generate a lot of money and many companies also have a
large research division, either inside or outside of the business.
However, if production is problematic, the risk is high that they
move elsewhere, away from Sweden

Mainz, 02.02.2018 (PresseBox)

DWK Life Sciences has launched a new DURAN® branded GL 45
synthetic rubber stopper specifically shaped for the reliable seal-
ing of all laboratory bottles with a GL 45 neck finish.

Thanks to the virtual inertness of DURAN® borosilicate 3.3 glass,
high value and sensitive materials are routinely stored in the
DURAN® Original GL 45 laboratory bottles. However, most of the
commercially available screw closures do not provide a seal that

is reliability impermeable to gases and water vapour. Therefore
we have developed the new DURAN® stoppers from a high-purity
bromobutyl rubber elastomer. Bromobutyl rubber is a well-under-
stood material that is essentially impermeable to most gases,
including water vapour, and maintaining controlled conditions
inside the glass bottle.

In addition, the soft elastic bromobutyl rubber is reliably self-seal-
ing supporting multiple needle punctures, providing secure access
for sampling, or gas purging. Perfect for applications requiring
gas purging or sample transfer via a syringe needle.
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NEWS HOSPITAL

Den effektiva behandlingen av patienter som lider av trycksar,
brannsar och andra sartyper har revolutionerats tack vare

ny 3D-mjukvara, framtagen av féretaget GPC i Swansea,
Storbritannien, i kombination med Panasonics ruggade dator-
platta Toughpad FZ-M1.

3D-l6sningen for sarvard tar bilder och mater upp en exakt
3D-bild av vilken sar- eller brannskada som helst, genom att
anvanda en unik bild som fotats med Panasonics Toughpad-
enhet. Detta snabba och enkla kombinationssystem ersatter
andra sarvardsmetoder, dar man med t ex linjal och pennstreck
mater och analyserar sar — men inte rutinmassigt mater sarvoly-
mer. Avgorande ar att WoundCare-programmet omedelbart kan
rakna ut sarets yta och djup, vilket ar den viktigaste aspekten
for sjukvardare vid patientriskbedémning, trendidentifiering och
kontroll av Iakningsprocesser.

Programmet 3D WoundCare kérs pa den latta och robusta
datorplattan Panasonic Toughpad FZ-M1 med integrerad Intel
RealSense 3D-kamera och tar bilder pa saret genom anvandning
av en enkel pek- och klickprocess. Mjukvaran sakerstaller att
bilden fokuserar pa ratt avstand fran saret for att fa en korrekt
matning. Resultaten berdknas automatiskt, registreras och visas
grafiskt upp pa skarmen for att hjalpa sjukvardpersonalen att
granska framsteg och trender. Via datorplattan kan de digitala
bilderna enkelt skickas fér bedémning till specialister pa andra
orter.

Professor Steven Jeffery, brannskade- och plastikkirurg pa Queen
Elizabeths sjukhus i Birmingham, Storbritannien, anvander 16s-
ningen for att behandla brannskadeoffer och hans bidrag har
varit ovarderliga for att utveckla mjukvaran.

- Formagan att kunna bedéma sarets storlek och djup utan att
behéva rora det ar valdigt vardefullt, bade fér sjukvardaren och
patienten. Potentialen fér kostnadsbesparingar genom tidigare
kunna éndra interventioner, reducera férband och kliniska resur-
ser, samt leverera battre patientvard kommer att vara betydande.
Ytterligare kostnadsbesparingar kan komma med fjarrstyrd 6ver-
vakning och diagnostisering av sar. Kameran, datorplattan och
mjukvaran &r enkla att anvanda, aven av personer med ytterst
begréansad erfarenhet av sarvard. Tillvdgagangssattet ar ett billigt
och effektivt tillagg till utbildningen av lakare, sjukskéterskor och
paramedicinsk personal. Vi anser dven att det har betydande kon-
sekvenser for skadebedémningen pa akutavdelningar, inom saval
militarmedicin som forebyggande sjukvard.

For mer information om Toughbook kontakta Ulrika Sturk, Regional
Marketing Manager Nordic Countries: ulrika.sturk@eu.panasonic.com
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Product News | 22 Feb, 2018

Getinge and TSO3 are currently cooperating on the first European
installations of the STERIZONE VP4 sterilizer at leading health-
care institutions in Spain and the Netherlands. The installation
work is being implemented by Getinge with support and service
training provided by TSO3. The STERIZONE VP4 installations also
provide a first look at future integrated technology solutions for
the European market, as they include T-DOC connectivity and the
Independent Monitoring System.

STERIZONE VP4 provides new, leading-edge low temperature H,0,
sterilization technology distinguished by exceptional mixed load
capability and high load capacity. STERIZONE VP4 can sterilize
longer endoscopes and larger loads (up to 75 Ibs) than competing
low temperature technologies.

Low temperature sterilization is a strategic growth market for
Getinge. We are a global supplier of low temperature steriliza-
tion equipment offering a comprehensive portfolio including the
GSS67F sterilizer based on a formaldehyde-based sterilization pro-
cess, Stericool’s H,0, sterilization solutions for CSSDs and TSO3's
Sterizone VP4.

STERIZONE VP4 is manufactured by TSO3 Inc. in Canada, an
innovator in sterilization technology for medical devices in healt-
hcare settings. Getinge has the exclusive distribution rights for
STERIZONE VP4, and has since end-January 2018 strengthened this
partnership where TSO3 Inc. will start to distribute the STERIZONE
VP4 to defined customers in the United States and Canada.

"Low temperature sterilization is an important part of our offe-
ring for our customers and a strategic growth market for Getinge.
We firmly believe that TSO3’s leading-edge technology adds con-
siderable value to our portfolio and this has been confirmed by
the first STERIZONE VP4 installations in Europe. TSO3 has been
working with us on site, supporting us all the way to ensure these
first installations are a complete success”, says Carsten Blecker,
Chief Commercial Officer Getinge. “Our goal is to establish a lar-
ger installed base and increased market share of the STERIZONE
VP4, while accelerating adoption of the low temperature techno-
logy globally.”
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STANDARDISERING

SIS Seminarium

Bide nationellt och internationellt standardiseringsarbete ir
en friga om forstdelse for frigorna och en vilja att nd fram till
gemensamma virderingar och formuleringar. Det tar tid, gir
sillan snabbt men har inda stor betydelse. Foretag och orga-
nisationer, som stoder detta arbete dir experter delar med sig
av sin kunskap och erfarenhet bor alla fi uppskattning for sitt
lingsiktiga engagemang.

Den 26 april ir du hjirtligt vilkommen till irets SIS-
seminarium nar bland annat ISO:s nya styrelseordférande John
‘Walter berittar hur han ser pa virldshandeln i dagens storpo-
litiska situation och vilken nytta sma och medelstora foretag
samt innovationsforetagen har av att vara med 1 det globala
standardiseringsarbetet.

Dagen avslutas kl. 18.30 med mingel och bufté da vi utser
drets kommittéordférande samt drets tekniska kommitté.

Stada och lagerhall
ratt i varden fér okad
patientsakerhet

Tva nya svenska standarder ska minska smittspridningen 1
varden genom att hoja nivan pa stidning samt transport, lager-
hillning och hantering av sterila medicintekniska produkter.
Virdrelaterade infektioner ir ett stort problem och medfor
stora kostnader och lidande for de drabbade. Denna typ av
infektioner tar ocksd stora resurser frin vird- och omsorgs-
verksamheten som istillet for att fokusera pa kirnverksamheten
och patientens ursprungsproblematik fir ligga tid pd annat,
siger Tuula Cammersand, projektledare SIS, Swedish Standards
Institute.

Standarden SS 8760014 kan anvindas av hygienlikare,
hygienskoterskor, upphandlare inom sjukvirden och fore-
tag som levererar stid- och hygiengjinster till sjukvirden.
Standarden SS 8760015 ir dven den avsedd att anvindas inom
vird och omsorg och dessutom for tillverkare och distributor
samt sd kallade tredjepartsleverantorer. Den kan dven anvin-
das inom veterinirmedicinsk verksamhet som ett vigledande
dokument.

— Det har tidigare inte funnits ett dokument som ticker in
hela kedjan nir det giller hantering av sterilt gods. SS 8760015
ersitter FYFFE, framtagen av Svensk forening for vardhy-
gien, SVFH, som var 1 stort behov av revidering siger Birte
Oskarsson, samordnare sterilteknik vid Skines universitets-
sjukhus och ordforande 1 SIS-kommittén TK 349. Standarden
ska sikerstilla att produkterna bibehiller sin sterilitet och
andra egenskaper som funktion, markering och firg, till dess

de anvands.
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— Flera av de vanligaste mikroorganismerna som orsakar
vardrelaterade infektioner kan &verleva ling tid pa ytor 1 vard-
miljon. SS 8760014 beskriver bland annat mitmetoder for ned-
smutsning som inte dr direkt synlig for 6gat, vilket kommer att
underlitta for vird- och omsorgsverksamheter att ta fram bittre
rutiner och processer for minskad smittspridning, siger Ari
Kouvonen, niringspolitisk expert vid Almega Serviceforetagen

och ordférande 1 arbetsgruppen som tagit fram standarden.

Andringar i administra-
tionen for ISO/TC 209

IEST, the US Secretariat of ISO/TC 209 on behalf of ANSI,
brings the following changes to administrative roles within the
ISO/TC 209 leadership:

* Jennifer Sklena, IEST Manager, Technical Programs will be
the primary IEST contact for the ISO/TC 209 Secretariat.
Ms. Sklena has provided administrative support for ISO/
TC 209 for more than six years and has considerable
expertise in standards administration.

* Angela McKay, [EST Executive Director, will be over-
seeing the Secretariat for IEST

» Secretary Robert Mielke has retired from his company but
will continue to support the work of the Secretariat.

* Former IEST Executive Director Roberta Burrows will
continue to provide Secretariat support for IEST during
the upcoming ISO Technical Committee meeting in the
Netherlands.

ISO/TC209

ISO/TC209 Cleanrooms and associated controlled environ-
ments and its WG will meet in the Netherlands iin connection
with the ISCC conference. For details go to https://iscc2018.

com

CEN/TC 156 WGI18

CEN/TC 156 WG18 Ventilation in hospitals have planned
the next meeting in Helsinki immediately after the R 3-Nordic

conference in Naantali.

I CEN/TC 243 WG 5

I CEN/TC 243 WG 5 gir arbetet framdt med Cleanrooms
and associated controlled environments - Biocontamination
control; prEN 17141:2017. Ett méte holls tidigare 1 dr i London
pa BSI och ett uppdaterat dokument 4r under framtagning
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UTBILDNING

R3 NORDIC AND CAMFIL

INVITATION TO
Ventilation Solution Day

April 24 2018 - Camfil Sweden, Trosa

The 24t of April, R® Nordic in corporation with Camfil, arranges

a solution day with ventilation theme including following topics:

- New international air filter standard - 1SO16890

- Basic ventilation principles

- lIsolation rooms within healthcare

- Bio-decontamination by VHP (Vaporized Hydrogen Peroxid)

- VHP sterilization - new developments

- HEPA-filter handling during installation, filter change and how
does it work in operation.

The solution day is held at Camfil Sweden head quarter in Trosa,
Industrigatan 3, tuesday the 24t of April 2018 at 10 am - 5 pm.
Maximum participants are 30 people and registration fee for
members of R3 Nordic is SEK 2 500 including lunch and coffee.
Non-members pays an additional fee of SEK 650 and become
members for 1 year in the association R3 Nordic.

Registrate at info@r3nordic.org

Last day of registration will be the 10t of April 2018 and after
this date the participant fee will be non refundable. In the event
of written cancellation before the 10t of April the fee will be
refundable minus a cancellation fee of SEK 250.

Some of the presentations will be in English, the rest will be held
in Swedish.

For more information about the day contact:
Evelina Zettervall, board member of R3 Nordic, at
+46 70 344 20 96 or on evelina.zettervall@camfil.com

For participants that needs accommodation in connection to the solution
day, Trosa Stadshotell could offer limited number off single room at a better

rate of 1050 SEK including breakfast.
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UTBILDNING

R3 NORDIC SUOMEN LAU KUTSUU

Basic Course in Hygienic Design &
Contamination Control programme

Laitesuunnittelun ja kontaminaatiohallinnan peruskurssin ohjelma

May 23-24, 2018 / 23.-24. toukokuuta 2018
Naantali Spa, Naantali, Finland

Wednesday, May 23, 2018 / Keskiviikkona 23. toukokuuta 2018
08.00-09.45 Registration & Coffee/Tea
Symposium Exhibition
[Imoittautuminen & Kahvia / teeta
Osallistuminen Symposiumnayttelyyn
09.45-10.15 Introduction to Cleanroom Technology
Johdanto puhdastilatekniikkaan
Lennart Hultberg, Processhygien
10.15-10.45 Design of High Containment Research Facilities
Anette Bonsted, Erichsen & Horgen AS
10.45-11.15 Cleanroom Disinfection in GMP and
Contamination Control
Jennie von Fielitz, Miclev AB
11.15-12.15 Lunch Served in the Symposium Exhibition Area
Lounas nayttelyalueella
12.15-12.45 Microbial Surface Hygiene
Mikrobiologinen pintapuhtaus
Gun Wirtanen, University of Helsinki
12.45-13.15 Cleaning Technology in Controlled Areas
Puhdistustekniikka kontrolloidulla alueella
Leila Kakko, TAMK
13.15-13.45 Coffee/Tea & Exhibition
Kahvia/teeta nayttelyalueella
13.45-14.30 Legal Requirements in Building Process Equipment
Lakien mukaiset vaatimukset rakennettaessa prosessilaitteita,
Alan Friis, Tech4Bizz
14.30-15.00 Coffee/Tea for the Course Participants
Kahvia/teeta kurssilaisille
15.00-16.00 Basic Criteria in Hygienic Design
Hygieenisen suunnittelun perusteet
Gun Wirtanen, University of Helsinki
16.00-17.00 Construction Materials in Food Equipment
Elintarvikelaitteiden rakennusmateriaalit
Alan Friis, Tech4Bizz

Note! Use 3-d registration (see registration form on page 8), when You are
planning to take part in both the symposium (2 d) and the second course day
Huom! Kaytd 3 pv:n osallistumismaksua symposiumkaavakkeessa, mikali aiot
osallistua seka symposiumiin (2 pv) etta kurssin toiseen pdivaan

Course registration: until 27th of April 2018

limoittautuminen kurssiin:  27. huhtikuuta 2018 saakka
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Thursday, May 24, 2018 / Torstaina 24. toukokuuta 2018

08.40-09.20 Group Work I on Hygienic Design
Ryhméty6 I hygieenisessa laitesuunnittelussa
09.20-10.10 Welding
Hitsaus
Alan Friis, Tech4Bizz
10.10-11.00 Cleaning and Disinfection
Puhdistaminen ja desinfiointi
Gun Wirtanen, University of Helsinki
11.00-12.00 Lunch Served in the Restaurant Le Soleil
Lounas Le Soleil-ravintolassa
12.00-12.30 Group Work II on Hygienic Design
Ryhmatyd II hygieenisessa laitesuunnittelussa
12.30-13.00 Lubricants in Food Processing
Elintarviketeollisuusprosessien voiteluaineet
Gun Wirtanen, University of Helsinki
Integration and Maintenance of Equipment
Laitteiden integrointi ja yllapito
Alan Friis, Tech4Bizz
13.45-14.00 Coffee/Tea
Kahvia/teeta
1-h Exam (course material allowed as aids)
1-h tentti (apuvalineena kurssimateriaali on sallittu)
15.15-15.30 Course evaluation & Course Participation
Certificates Course certificate for the completed,
approved course will be posted to participants
Kurssin arviointi ja osanottotodistukset osallistujille
Todistus hyvéksytysti suoritetusta kurssista lahetetadn
osallistujille postitse

13.00-13.45

14.00-15.15

Trainers / Kouluttajat:

Alan Friis, Tech4Bizz / Lennart Hultberg, Processhygien /
Leila Kakko, University of Applied Science in Tampere /
Gun Wirtanen, University of Helsinki

Price member: 830 € until April 15, 2018 / ennen 15. huhtikuuta 2018
Jasenhinta: 950 € from April 15, 2018 onwards / 15. huhtikuuta 2018 jélkeen

Price non-member: 950 € until April 15, 2018 / ennen 15. huhtikuuta 2018
Hinta ei-jasenelle: 1070 € from April 15, 2018 onwards / 15. huhtikuuta 2018 jélkeen

Additional price for 2nd course day on-site: 300 €/person
Lisahinta paikan paalla 2:lle kurssipaivalle - Paikan paalla: 300 €/person
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UTBILDNING

R3 NORDIC, CTCB-l OCH CHALMERS

INBJUDER TILL CTCB CERTIFIERING

CTCB certifiering av Cleanroom Testers

2-4 OKTOBER 2018
INSTALLATIONSTEKNIK, CHALMERS, GOTEBORG

Kursmaterialet for "Cleanroom Testing Certification” ar pa engelska och skickas efter inbetald registreringsavgift
tillsamman med Question/Answers-hafte till kursdeltagaren for sjélvstudier, senast en manad fore kursstart.
Efter godkant resultat erhalls ett certifikat. OBS. Certifikat pa Professional Level &r giltiga i endast 5 ar.

First Day Lecture Course:

Associate and Professional candidates
e Lecture course revising the course notes
e Tutorial revision

Second Day Written Exam and Practical Training:

Associate and Professional candidates

e Written Exam: This will examine the candidate’s know-
ledge of the course notes. The questions will be short
and of the type that can be answered by no more than
10 words; no essays are required. The questions will be
similar, or identical, to those given in the question and
answers handbook. The pass mark is 55%.

¢ Installed filter leakage testing. Information will be
given on an aerosol smoke generator and photometer,
and how these are used to test filter integrity.

The technique will be demonstrated and each student
will have an opportunity to use the method.

¢ Air velocity and volume flow measurement. Informa-
tion will be given on how to carry out testing using an
anemometer, hood capture method, averaging pressure
flowmeter, and Pitot-static tube. The techniques will be
demonstrated and there will be an opportunity for
each student to use the methods.

¢ Microbiological airsamplers and documentation
requirements. Information will be given on common
instruments and their characteristics. The requirements
on adequate documentation will be discussed.

e Possibility to Hands-on. Associate candidates only.
Work two an two on installed filter leakage test and air
velocity and volume flow measurements with comments
from teachers.

CTCB Associate Level - 2 days, 2-3/10 2018
Registration: SEK 3 950 - Course and exam: SEK 10 250
Lecture course. Written exam. Practical training and hands-on.

CTCB Professional Level - 3 days, 2-4/10 2018
Registration : SEK 3 950 - Course and exam: SEK 13 500
Lecture course. Practical training. Written and practical exams.

Exam Re-sit and Upgrading (Assoc to Prof) 4/10 2018
Candidates can re-sit their or upgrade their exams within
a year. Registration: SEK 2 950. Practical exams will be

SEK 2 500 for one exam and SEK 5 000 for two.
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Third Day Practical Exam:

Professional candidates only

e The candidate will be required to show their ability to
carry out the following important tests:
- Determine the average air velocity and uniformity, as
well as the volume of air passing through a HEPA fan/
filter unit by use of an anemometer. The use of the
hood capture method must also be demonstrated.
- Demonstrate that they can operate a smoke gene-
rator and photometer to find leaks in a filter and filter
gasket.

The candidate will be required to competently write up
reports on the two tests. Professional candidates are expec-
ted to carry out the above tests competently, and accura-
tely measure the airflow and find filter leaks.

The exams will be marked in two parts i.e. practical and
theoretical, so that it is possible to pass none, one or both
exams. It is necessary to pass both exams to be certified on
professional level.

The candidate’s exam results are assessed by an Examination
board. It is anticipated that about 70% of the candidates
will pass their exams in the first attempt. The CTCB has an
examination appeals procedure.

Anyone failing an exam can re-sit it at the next exami-
nation within a year. This can be done in Sweden, or at
another CTCB Cleanroom Testing Certification course in
Ireland and UK.

Certificate on Professional Level valid for 5 (five) years!

SISTA ANMALNINGSDAG 2018-08-06

CTCB Prof Level Recertifikation - 3 days, 2-4/10 2018~
Registration: SEK 3 950 - Course and exam: SEK 11 500
Lecture course. Pracital training. Written and practical exams.

Note: Candidates who are not already members of R Nordic or another
ICCCS affiliated society will also be charged the cost of one year’s individual
membership - currently SEK 650,- in R® Nordic.

Note: Any costs required for accommodation are the responsibility of the
candidate.

Moms tillkommer pa samtliga angivna priser.

Questions and application form: +46 (0)703 15 11 55
Lars Ekberg, e-post: lars.ekberg@cit.chalmers.se

Information also available at www.safetyventilation.com
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FORBRUKNINGSMATERIEL

AET ARBEIDSMILJ@ OG ENERGITEKNIKK wo)
Ing.firma, prosjektering, produkter for renrom.
Tel 23 06 73 30 / info@aet.no

INREM AB s
Pincetter, klader, torkdukar, svabbar, handskar,

klibbmattor, renrumspapper, skor, renrumsstolar mm
Tel 08-59080720 / info@inrem.se

LABOREN @x)
Totalleverander til renrum- og ESD-milje.
Tel 4045 1609 / jq@laboren.dk

VITA VERITA sg)
Renrumsprodukter: Klibbmattor, torkdukar,
moppar, klader, handskar, skyddsutrustning mm
Tel 08-58460640 / office@vitaverita.com

FORPACKNINGAR / FORPACKNING

INREM AB i)
Folie, plastslangar, plastpasar for renrumsmiljo
Tel 08-59080720 / info@inrem.se

PHARMAPACK AGENTURER AB sy
Rorgjort forpackningsglas, plastflaskor
och sjalvhéftande etiketter.

Tel 08-4443710 / www.pharmapack.se

INSTRUMENT & OVERVAKNING

BROOKHAVEN INSTRUMENTS AB (se)
Partikelraknare, sensorer och system.
Tel 0768-581000 / www.brookhaven.se

KOJAIR TECH OY ey
Sakerhetshankar, LAF-enheter och tak. Totallev.
projektering, konsultering, validering och service.
070-590 40 05 / lars.lundberg@kojair.com

NINOLAB, AB st

Partikelraknare, sensorer for automatisk Gvervakning.

Sakerhets- och sterilbankar. LAF-tak, luftduschar mm
Tel 08-59096200 / cja@ninolab.se / Christian Jansson

PARTICLE MEASURING SYSTEMS (ox
Partikelraknare, sensorer och system.
David Hall / dhall@pmeasuring.com

Tel: 7774 987442 | Skype: DrDave0012

KONSULTING & PROJEKTERING

CIT ENERGY MANAGEMENT AB (sp)
Teknisk utveckling, validering och funktions-
kontroll inom luftrenhet, klimat och energi.
031-772 11 51 - stefan.aronson@cit.chalmers.se

CRC CLEAN ROOM CONTROL AB (se)
Radgivningar, forstudier och projektering.
Utbildning. Tel 018-246460 / 070-5926604.

info@cr-control.se / www.cr-control.se

EXENGO INSTALLATIONSKONSULT (se)
Automation, kommunikation och sékerhet, VVS
och elteknik mot bygg- och fastighetsmarknad

08-120 038 00 / Anders Wester / www.exengo.se

KOJAIR TECH OY (serm)
Sakerhetsbankar, LAF-enheter och tak. Totallev.
projektering, konsultering, validering och service.
070-590 40 05 / lars.lundberg@kojair.com

PB-TEKNIK AB (se)
Projekterar ror, luft, styr for renrum,
prod.lokaler och laboratorier.
Tel 08-56485952 / ti@pbt.se

VENTILATOR RENRUM, INDUSTRI AB s¢)
Renrum, sakerhets- och sterilbankar. Lufttak.
Projektering ventilation, entreprenader, utrustning.
Tel 070-9711454 / bernt.karlsson@ventilator.se

MIKROBIOLOGI & STERILISTERING

GETINGE FINLAND OY
Peter Holmberg
Tel 040 900 4620 / peter.holmberg@getinge.fi

MICLEV AB (s¢)
Biologiska indikatorer, fardigheredd media,
sterilisering, luftprovare, mikroorganismer.
Tel 040-365400 / info@miclev.se

NINOLAB, AB (se)
Inkubatorer, varmeskap, class100 sterilasatorer.
Autoklaver - pharmadiskmaskiner. Christian Janson
Tel 08-59096200 / cja@ninolab.se

MATNING / VALIDERING / KALIBRERING

A-MONTAGE g
Matning och validering av renrum, sakerhetsbankar,
LAF-bankar och tak. Bo Aspegren 070-483 04 73.
Tel 046-775060 / bo@amontage.se

CRC CLEAN ROOM CONTROL AB sy
Kvalificering av renrum, LAF, sak.bankar och skydds-
ventialtion. Mikrobiologiska tester. Rokvisualiseringar

info@cr-control.se / www.cr-control.se

LABKONTROLL (se)
Kontroll, validering och kvalificering av renrum,
LAF- och sékerhetsbankar. Skyddsventilation.
031-761 46 32 / www.labkontroll.se

VAISALA 0OYJ ¢y
Matinstrument for industrin samt tjanster
och service, ex kalibrering. Janne Halonen.

Tel 0200-848848 / sales@vaisala.com

VENTILATIONSPARTNER APS o
Projektering - Montage - Service - Validering af
renrum - Test af LAF- og sikkerhedskabinetter
Tel 5614 2190 / mail@ventilationspartner.dk

PROCESSMEDIA & UTRUSTNING

NINOLAB AB sy
Ultrarent vatten for process och laboratoriet.
Kont.pers: Christian Janson
Tel 08-59096200 / cja@ninolab.se

RENGORING / STAD / UTSUG

PHARMACLEAN AB (s¢)
Konsultation, lokalvardsutbildning och
lokalvard fér renrum. Regina Bjornsson.

Tel 0708-986428 / www.pharmaclean.se

PIMA AB s¢)
Bemanning - Entreprenad - Konsultation
Www.pima.se
Tel 08-55424610 \ kontakt@pima.se



RENRUM

CAVERION SVERIGE AB (s5)
Clean-Plus®: nyckelfardigt renrum inkl projektering,
tillverkning, leverans, montering och validering.
070-6188052 - tomas.horman@caverion.se

NINOLAB AB st
Renrum, sakerhets- och sterilbankar. LAF-tak
(ScanLaf), Thermo Partikelrdknare (MetONE)
Tel 08-59096200 / cja@ninolab.se

VENTILATOR RENRUM, INDUSTRI AB (s¢)
Renrum, sakerhets- och sterilbénkar. Lufttak.
Projektering ventilation, entreprenader, utrustning.
Tel 070-9711454 / bernt.karlsson@ventilator.se

RENRUMSKLADER & TVATTNING

BERENDSEN TEXTIL SERVIC e
Uthyrning och tvétt av textilier
torbjorn.skoog@berendsen.se

Tel 033-299350 / Mobil 0702-252533

DFD CLEAN ROOM px
De Forenede Dampvaskerier A/S
V. Henriksens Vej 6, 4930 Maribo
Tel 5476 0509 / crmar@dfd.dk

BLI STODJANDE MEDLEM DU OCKSA!
RUBRIK | VAR MARKNADSGUIDE OCH |
BRANSCHREGISTRET PA HEMSIDAN INGAR!

RENRUMSPRODUKTER & INREDNING

AET ARBEIDSMILJ@ OG ENERGITEKNIKK o)
Ing.firma, prosjektering, produkter for renrom.
Tel 23 06 73 30 / info@aet.no

UDF- / SAKERHETSBANKAR / ISOLATORER

AET ARBEIDSMILJ@ OG ENERGITEKNIKK (o)
Ing.firma, prosjektering, produkter for renrom.
Tel 23 06 73 30 / info@aet.no

INREM AB sp)
LAF-enheter, moduler, sdkerhetsbankar etc
Tel 08-59080720 / info@inrem.se

KOJAIR TECH OY ey
Sékerhetshankar, LAF-enheter och tak. Totallev.
projektering, konsultering, validering och service.
3 471 7000 / www.kojair.com

NINOLAB AB (s¢)
Séakerhets- och sterilbankar. LAF-tak o luftduschar
(ScanLaf), Thermo Partikelraknare (MetONE)
Tel 08-59096200 / cja@ninolab.se

VENTILATOR RENRUM, INDUSTRI AB se)
Renrum, sakerhets- och sterilbénkar. Lufttak.
Projektering ventilation, entreprenader, utrustning.
Tel 070-9711454 / bernt.karlsson@ventilator.se

VENTILATION & FILTER

CAMFIL SVENSKA AB (s5)
Renluftslsningar. HEPA-, ULPA och gasfilter.
Till- och franluftsdon. www.camfil.se
Tel 08-6030800 / evelina.engqvist @camfil.se

INREM AB (sg)
Filter for renrum
Tel 08-59080720 / info@inrem.se

RESEMA AB s¢)
HEPA- och ULPA-filter for kravande miljcer.
stephen@resema.se eller anders@resema.se
Tel 0730-540012 / www.resema.se

VENTILATOR RENRUM, INDUSTRI AB st
Renrum, sakerhets- och sterilbankar. Lufttak.
Projektering ventilation, entreprenader, utrustning.
Tel 070-9711454 / bernt.karlsson@ventilator.se




BERENDSEN

Autoclave Service
Validated & Documented Sterilising

For the consistent decontamination of your cleanroom products,
thereby freeing up resources so you can focus on your core business.

GARMENTS « MOPS « CLEANING EQUIPMENT ¢ GOGGLES

Berendsen Textil Service A/S Berendsen Textil Service AB Berendsen Tekstil Service AS
Holbaek, Danmark Nykoping, Sverige Oppaker, Norge

59432222 0155-20 96 00 22 88 48 00
59432222@berendsen.dk kundservice.nykoping@berendsen.se info@berendsen.no

www.berendsen.dk www.berendsen.se www.berendsen.no



