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What is "PhUSE”

 Pharmaceutical
 Users

» Software

* Exchange

* In 2004, Stephen Bamford (he headed up Pfizer's Phase |
Programming Group) started and The inaugural PhUSE
Conference was held in Germany on October 2005.




Homepage

* http://www.phuse.eu/

) phuse |
FDA/PhUSE Annual Single Day
Conference Events
L4
twitker feed
PhUSETwitta Processes — To be or not
to be: Processes play a very important
part in our job. However ensuring
successful imp... bit.ly /WeCcai Anindita Bl
10 hours ago - reply - retweet - favorite Processes
P ISE TVt SFDA/ FPRUSE G55 aa PhUSE Wiki The Journal PhUSE Tube
looking for new projects to advance
computational saence related to drug
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10 days ago reply retweet - favorite
Award 20
PhUSETwitts @nickdownie The Adrienne §
presentatmns are Fmally all available. doesnt thig
13 days ago ' reply : retweet . favorite
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http://www.phuse.eu/

About

« 3—Aw/ §E1iﬂ)ﬁﬁﬁ7°ﬂb INV—ZRERELTz oo
Conferenceh’)L—

- IRFE(X. DM, Stat, Programming, eClinical IT
& d)Toplc’Eﬂ E891=& AF2Global platform

® StreamingVideoProvider
00:02/00:57 8 £2

PhUSE is an Indep j -for-profit o 1 ation run by '-.volunteem Since its

its mcept , PhUSE has expanded
from its roots as f ence fo E uropean Statistic IP ogrammers, to a global platf F - the dis sion of
topics encompas, 1g the work o fD ta I‘1 , Biostatistic Statistical Progra ers and elJlmcal IT
professionals.




Membership figures as at 19th Aug.
2010

Country Membership Country Membership
figures flgures

United States 82 Netherlands
United Kingdom 330 Ireland 2
Switzerland 166 Italy 6
Germany 69 South Africa 0
India 1 Finland 1
Belgium 41 :

Spain 2
Sweden 64 ¥ 1

ngar

Denmark 64 Hngary
. 10 Bangladesh 0
China 0 Canada 1
Poland 12 Korea 0
Japan 16 Austria 1

Russia 2 Total Members 887




Membership figures as at 22nd Nov.
2012

Country Membership Country Membership
figures flgures

United States 561 Netherlands
United Kingdom 364 Ireland 14
Switzerland 254 Italy 14
Germany 133 South Africa 10
India ne Finland 7
Belgium 61 _

Spain )
Sweden 52 y A
Denmark 48 Hngary
. 38 Bangladesh 3
China 57 Canada 3
Poland 18 Korea 3
Japan 17 Austria 2

Russia 0 Total Members 1766




Annual Conference

- 18], BRMEBRIEI—OY/N(FAY, UKTRE) ame
S 1N (%£300-400, Paperl&100-150
« 2013FNEMEIIEEZHFTI2HAAEE

’-‘;

October 13t ~leth 2013 e il TN i
Patient Centricity
L
Ticket Class PhUSE Member
In 2013 the topic of the annual PhUSE col Full Conference Price 500
Patient Centricity is often abused as a Early Bird Conference Price €750

Centricity does not have a meaning at all. (Register before 29th June 2013)

CROs are far away from patients and hawv
day out, we work with Patient data tho
know how much alcohol they drink and if |
and track their disease progressions. Wt
patient than we people who work in th

Committee [ Speaker €600
{Code required - contact PhUSE Office)
Single Day Rate €300

patients than we do?
W Prices exclude VAT, chargable at the prevailing rate of Belgium VAT (currently 21%o)

N




Annual Conference (Cont.)
« BENBIISASIZREESOALY

Conference

* SAS, CDISCOHERREKRMNIZFEAE TIEH S H . Microsoft Tools,
Oracle Clinical, RGZEDHER KL H S

* For example, Best paper winners;

« Conference 2005 / RC04: Understanding the Japanese culture and
approval process, Richard Harvey, AstraZeneca

« Conference 2006 / PD04: Avoiding Mouse Elbow, Malachy Foley,
Independent Consultant/Trainer

« Conference 2012 / IS04: An Introduction to SDTM, 298 Pages in
20 Minutes?, Jennie McGuirk, ICON
Paper;
Presentation;



http://www.phusewiki.org/docs/2005/PAPERS/RC04.pdf
http://www.phusewiki.org/docs/2006/PD04.pdf
http://www.phusewiki.org/docs/2006/PD04.pdf
http://www.phusewiki.org/docs/2012/PAPERS/IS/IS04.pdf
http://www.phusewiki.org/docs/2012/PAPERS/IS/IS04.pdf
http://www.phusewiki.org/docs/2012/PRESENTATIONS/IS/IS04 - An Introduction to SDTM.pdf
http://www.phusewiki.org/docs/2012/PRESENTATIONS/IS/IS04 - An Introduction to SDTM.pdf
http://www.phusewiki.org/docs/2012/PRESENTATIONS/IS/IS04 - An Introduction to SDTM.pdf
http://www.phusewiki.org/docs/2012/PRESENTATIONS/IS/IS04 - An Introduction to SDTM.pdf

Archive

. sBEDConference®Presentation, Keynote
B E TE5 (Newsletterlmember only)

PhUSE Archive

Access to all material can be found in this section of the website. In the interest of sharing knowledge, this
section is open to everyone.

Newsletters

The Newsletter is the quarterly mailing of PhUSE containin . wm ' o ' -

events. 2011 Papers / Presentations
Previous PhUSE Conferences Best paper winners are highlighted in bold text and will be featured in the

Programming.

2012: Budapest, Hungary - -

2011 Brighton, United Kingdom Applications and Software Development
2010: Berlin, Germany ADO1: Development of SAS Standard Macro Systems

2009: Basel, Switzerland Katja Glass, Bayer Pharma AG

2009: Keynote Presentation Download Presentation

2008: Manchester, England

J

DOC. oot Deocontotion ADO2: Adoption of Agile in Medidata

Tony Hewer and Andrew Smith, Medidata Solutions Inc
Download Presentation

ADD3: Translating eClinical Data - The Art and Science of Data
Mikki Dowlman, Perceptive Informatics
Download Presentation




FDA/PhUSE Annual Computational
Science Symposium=CSS Conference

« &£1[E], 2013 FEMNFE4[E

» Working GroupDEEIFREMN XK, FDALSMLT
LN\B =67 A)H TR

/_‘. | - :'\ 1 IC K
= AN

March 18th - 19th 2013

¢ Civic Center

g Marylhnd, USA

Silver Spring Civic Center, Silver Spring Maryland, USA

March 18th - 19th, 2013

The aim of the FDA/PhUSE annual Computational Science Symposium 1s to provide updates on collaborations

with project groups to improve standards, tools and processes across regulatory review and computational
science.

The annual Computational Science Symposium will bring FDA, industry and academia together for updates and
work on collaborations established at previous symposiums and continued throughout the year. Additional
collaborative projects will be created to address additional challenges related to the access and review of data
to support product development. The groups will work on possible solutions and practical implementations with
the goal of helping the broader community align and share experiences to advance computational science.




PhUSE Wiki
- BRERRUBRICEI T SN AR OMBE LA T 55

1. FDA CSS Working GroupsD =66 DA 54> A2 =/ —2 3>
2. HREEEMTY IR (SAS, R)IGEDTRI S LT

3. FOih, BlER - EEMEB-ANILASTTEEXENDTOTSTDIERITH

/_j Page
ohuse

Read View source View history
Navigation trail: PhUSE Wiki

Home FDA Working Groups Annual Conference

Budapest
Categories /’—j

/ PN
Becont charigas Welcome to the phUS@“ Wiki
New Pages L/

Good Programming Practice

Popular Pages

¥ Projects Share, Contribute and Advance

FDA Working All content on this wiki is non-binding. All content expresses opinions of users and not necessarily that of their employer nor PhUSE. See our
Groups Disclaimers page.
Annual . _ —
Conference What is this place? Add a new wiki page
Indications IThe PhUSE Wiki is an PhUSE &/FDA/Industry collaboration to
Good provide a medium to share information specifically relating to Add new Wiki!
Programming iclinical trial informatics. The wiki has three main goals: e
Practice 1. To support the FDA Computational Science Center
Working Groups by creating an online collaboration READ ME MAY 2012 - UPDATES TO WIKI FUNCTIONALITY
» PhUSE Wiki Help environment.
2. To support the sharing of statistical and informatics




FDA Working Groups

FDA Working Groups 2012

« FDA/PhUSE Computational Science
Symposium working groups PhiSEWid

 WG1: Data Validation and Quality Assessment

« WG2: Standardizing data within the Inspection Site
Selection Process

* WG3: Challenges of Integrating and Converting Data
across Studies

- WG4: Standards Implementation Issues with the CDISC
Data Models

* WG5: Development of Standard Scripts for Analysis and
Programming

* WG6: Non-Clinical Road-map and Impacts on
Implementation

12



WG 1 : Data Validation and Quality 2
Assessment
« F—ANYT—Say, L—)LiEE

PhUSE Wiki

A) BEFED/N)T—avIIL—ILOREELESRR
BEON)T—23vL—ILOAEMEFEm. FoyohTI) - FvIABTDIE
H-NEDZLYUMEZREL. ARV —ZLBPIRET—42#Ex Y R—hT 5,

B) NUT—23VIL—)LEREBERITOHAZM4
WETOOU LED/NYT— 3V L—ILINFEET D, SOOI AZEELER SN
THEY. L—ILDOENSEFTETEZITUKEFESINS FILLANYT—2 3
IW—ILEERT BI-ODFEIE RRNTSHTAREEF LD D,

C)ZEEEBIOLRDETEELEYR—F
NYT—23 0 )L—ILHMEZ BIZLI=A T FOEENEEIZL D, BIEDIR
B WEREFRAITHTOREHFET 5,

13



WG 2 : Standardizing data within thezzer
Inspection Site Selection Process !

- FDAEE (Risk-based inspection site
selection) . Risk-based monitoringZi&

PhUSE Wiki

q.
—i

FDAREEMNEmT SMEE
EREREAERDE ML . YA N - EMEER R ER
)Y —RAMERE: FTEAHYLPDUFAIZEBBA LSAVERTE

HNEPIZETEREIT DS
> NRAIR—ZADEE

Risk-based approachz {1321, EALT —4NNHE?
BEDT—42(PR-SDTM) D HIZHSB ?
HFLWVT—AEABNNE?

AR —IFEALGRIZT—2EEET I ?
FDAIZESRH-THIAT 5D ?




Working Groups

WG 3 : Challenges of Integrating an . i
Converting Data across Studies
* Legacy data conversion, Integration

PhUSE Wiki

TR EIXEELLY
MEITHEMDORH— AR —vs. HfF
AT —ADTH— BEEBRDOBEIL-MELEEZZTLVEL
> CDISCOEIG T, fi— G T—32DFICAS !

—EX &
Legacy Data Conversion
nT%ﬁT'U"fJODJ_L\( Ko E
— 12 #E DFlexibilityN 5 % 2222

5B
Data IntegrationDE " N oZEZ F-RXNTSOT4X(TARI—ILDEY A, T—
RUNEIL—IL)

15



WG 4 : Standards Implementation 7=
Issues with the CDISC Data Modelsf.

« Data Reviewer's Guide. SDTMBEEETD
B IL—ILERL.. St~ DCDISCE A :

CDISCZEZERICFI AT AEDEEAICDLNTEELED

A) Study Data Reviewer’s Guide
Reviewer[d [T 1 F DA BT

B) Hl4t IL—ILDIRE
SDTMIZE O THELWWNWT—AERFIRETA3FEHFNH D (1= vILEE) . IZHF
BEOT—3FB/EL. AARSAELTEED S,

C) Use Cases
HEINAEAEH

D) Challenges Industry faces with implementing Standards
SEEINE A

16



WG 5 : Development of Standard Scti
for Analysis and Programming ’

- RERITTOT S LERM(BIR)

PhUSE Wiki

REOT—)LIE FRTHEOMRENGER TOLR |ZESHTE LLTD8DODE
BNHD.

A) BBFEDODRV)TEDIRELRTE

B) IWELE=RVITrDNYT—L3V ATV TDESE

C) ROVIT DEF TSI IA—LDHEIL

D) X EDREE -A—TV—RIED = DRI ERE R

E) RVVTEDRF A T—2a0 D=0 T TL—MERK
F) Google Code ETORVTMER -BRENDTOEXR

G) Communication Plan® {E %

H) #ZSh B Table-List-FigureD D 4 hAR—/S—F4T

17



WG 6 : Non-Clinical Road-map and Z=r=
Impacts on Implementation «
+ SENDEA

PhUSE Wiki

0]
—

SENDIZ&BT—21E#E 1L
> T—AREEF =M, SELFIBTETLVEL
> T—A%LEa— i - KBTS MNABE
> AT —REDNET —FEFKREITILELHD




FDA Working Groups

FDA Working Groups 2013

« 2013

- WG1: Emerging Technologies
FLLTH/0S—0Y—LERR, RRTERT HLEME

* WG2: Improving Data Quality
MEMGESDTMT =2y b\ T =230 DA E, N T—2avFvIDREL

* WG3: Optimizing the Use of Data Standards
AINRERTREZEALTEHRIELGELOMN ?

* WG4: Development of Standard Scripts for Analysis and

Programming
T—RE - BT R OEERY )T OR%

* WG5: Non-Clinical Road-map and Impacts on

Implementation
JEERR T —2DBMYB N B ELGER -REORHRE., GoURITBRO=ODIL—L
7—DERK

PhUSE Wiki

(@)}
—



FDA/PhUSE Annual ConferenceflFiz

« TBD for 2013

PhUSE Wiki

o
(Q\V

March I18th — |9th 2013




Good Programming
Practice

Good Programming Practice

« SASTAYSIVTIL—IVIGE

PhUSE Wiki

JATSIUTIZIERERH D ROYTrOEEFIZIETEZWNTAY ST IL—ILIA
B, TAT I3 DHARSAUEEREET S,

BAS9 LV va—K vs. R/\FyTa—FK

SEERDY—R vs. AV EHY
BEEFEFGAVTobvs. BELSNfzA0 Tk
BURLT=/\TA—450k vs. FEH LN =5k
PhaRMEDEWTILTY X L vs. ViR EN RN -8 E
AT HMMER vs. TARYNEM

21
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o bﬁﬁ 5“ PhUSE Wiki

7818 A [ZSDTM ImplementationF DRI 2 T2 FEL LWV (NARIEHFYELY)
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Single Day Events

» ConferencekYEHLIEHI /NI,

« US/EURHETEEIZ

PhUSE SDE
Belgium 2012

AGENDA

Topié

Registration and Coffee

1BERYDEHD

ThHhhd (20124 (X8HFT)

Speaker

Wilfried Willems J&) B&P
| Vicleome: Heidi Curinckx
Legacy Data Conversion - A Practical ) ) mathiesen &
Example: Oncology Niels Mathiesen mathiesen
Secure Data Office: Saving time and Elke Vansnick
preserving blinded trial status by utilizing SGS
independent programming
e 2012 Conference Chairs to promote Jean-Marc Ferran
| 10.30 - 1045 [ Budapest Conference Sascha Ahrweiler PhUSE
1045 - | 1.45 Morning Coffee Break
ST Define.xml for ADaM: Challenges and
11.15- 1145 LY g Dimitri Kutsenko Entimo AG




Single Day Events (Cont.)

Single Day

« PhUSE memberld& & EE. Non-memberlE”
EFH (FED1st Indian SDETHNIELS$35)

" Single Day Events

PhUSE Single Day Events (SDE)

’

Register Here

SDEs are free to PhUSE members and are generally scheduled between 09.30 and 16.00 including a buffet
lunch and refreshments. Agendas will be available on the website 4 weeks prior to each event.

Speakers and presentations encouraged, contact the appropriate Chair/Co-Chair

Location Date Theme Chair/Co-Chair
Saturday., 23rd7 India Stats Programming GenNext - ESteDhen Bamford, Cerafor

'Hyderabad, India ,
PhUSE 1st Indian SDE

|February

| Ajay Sathe, Cytel
(2013 }




The Journal

 “Pharmaceutical Programming” M 1T

« £E[Z1, 2[\], BE&EILHER

Pharmaceutical Programming
lE\?S,N 1757-0921. Online ISSN: 1757-093X
@ Mancv Pubhshmo h/—j

nova &Se“

The Journal

Publisher: Maney Fublishing on behalf of PhLUSE
Il @ sAS code for the estimation and between-aro up comparison of cumulative incidence functions in competing risks survival
analysis

pp. 1-13(13)
Author: Bond, Simon




PhUSE Tube

« FLEVDYINIZ7TEDETAH (BFBEHY) "™

Welcome to PhUSE Tube the e-sharing repository.

PhUSE Tube offers:

ability to enhance slide presentations with audio in the form of 2 video
ability to share software demonstrations

ability to share presentations globally

watch and learn from technical videos when it suits you

ability to supplement your professional development plans

potential to become an international superstar (well maybe?)

S AND GLOBAL COLLABORATION

le, Brighton. 9th - 12th October 2011
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Forum

. BRI
. FEEALERSh T

PhUSE Forum

Last post

Use this room if you need any help with any of your coding problems. 4 21 hy Adrienne
Bonwick
Aug 2 2012

PhUSE Matters 9:32AM

This room can be used to post any thoughts or questions about PhUSE The Society 12 61 by Adrienne

Bonwick

Mar 29 2010
9:45AM
by Stephen
Bamford

CDISC Discussions
Any thoughts, concerns, ideas or advice about CDISC can be raised here. 4 12

Conference 2010




Blog

* AIC1~2EEH NS B'°g

The content of this blog expresses opinions solely of the author and not necessarily those of their
employer or PhUSE.

Moving Forward with PDUFA V: Just how standard is standard? Dec
&Y Joanna Keft [E 03/Dec/2012 10:30 03

With the recent approval of PDUFA V, there are some key hurdles we must now shift our attention to in order to
meet regulations. This blog discusses some of these and opens the door for more discussion and communication
on how both the FDA and industry can achieve these requirements.

continue reading...

[(4 Categories: PhUSE, Standards ¢9Tags: Mone

Keep vour dog on a leash: training vour define.xml to behave Nov
with the in-laws over the holidays 01

&y Greg Fagan [ 01/Mow/2012 01:00

Working toward a submission is stressful. No doubt about it. There are just so many activities to fit into the

timelines and the critical path - including 1SS, ISE, database locks, QC, QA, etc. Submitting a product 15 such a
rewarding experience as well - and during this peniod of scramble, sometimes what seem to be minor issues, are
over looked, or over simplified, or even, over complicated. While I will not get into any specifics regarding




Members

2013 DR E[F£48= 6,000M (20124 :£72) =
ConferenceZ M TEHEMICIEMEREIZTND

Newsletter

BEDNewsletterf®Annual ReportlZFEBIZH5

sheRdeiTEEL

Email
New Membership Password

@ [l Remember Me

Signing up for a membership will automatically enrol you as a member o ;
rd?

shown below. Forgotten your passwo

Become a member
-~ | Access the whole PhUSE web site, click here to register

Please select membership class |Ordinary Member 2013 : £40.00 (exc V

Ordinary Member 2013 : pharma, biotech and CRO {exc VAT) £40.00 (exc VAT)
Title E

Forename

Surname

Email

Total cost to be billed to yvou card: £48.00 (inc VATY
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