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What is the Scientific Community?

The pvnet and pvconnect Scientific Community is a forum
for discussing PV related queries of a specific and
Imminent nature

The Scientific Community is available to all staff of a pvnet
and pvconnect member companies’ PV Organisation
The Scientific Community consists of:

A searchable library of previously discussed queries

A bi-monthly teleconference to discuss experience, practices
and where possible conclude best practices for 3 to 4
member queries

A network of member Scientific Community contacts to
provide insight into their companies practices

This is supported by the Scientific Community website

pVv
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How can the Scientific Community help me?

Does the same issue keep reoccurring in management
meetings apparently because there is no clear answer?

Are you receiving pressure from regulators to perform
activities over and above, or differently to how you are
Internally interpreting regulations?

Are you internally reviewing a PV activity or organisation
and are keen to not reinvent the wheel?

Are you developing activities in an area currently outside
the scope of regulations and are keen to understand any
accepted norms or practices?

The Scientific Community can provide you with insight into
other members experiences, practices, issues and if there is
any current view of good or best practice

pVv
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How can | access to the Scientific Community?

For pvnet members: http://pvnet.wcigroup.com

“'nvnet Forum for answers...

Whilst drixg safety can be 3

Benchmarking tentific Community Downloads

1. Select Scientific
Community tab

Cognecting to securenets.wcigroup.com.

User name: g v o
Password: seceee
Forthcoming Events
2. Enter Company [ o [ cone |
Access details -
. A Tho Momee , SERONO
(available from your =~

Scientific Community | |[ s }[][ }
Contact Point) Vet V0 NGk

“Ipvnet “Ipvconnect
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How can | access to the Scientific Community?

For pvconnect members: http://pvconnect.wcigroup.com

“Ipvconnect Forum for PV answers...

Benchmariing Scientific Community Downloads

1. Select Scientific
Community tab

Connecting to securenets.wcigroup.com.
ser name: ﬁ companyname R | F)
0
Password: Y] |
L
( [ oK ] [ Cancel ] N
2. Enter Company e - T 4

Access details P— 3 [ ][ i

. LIPSEN hemren clmecn ) S Lantheus
(available from your |\ AR J J
Scientific Community  fome |[¢ cover: | @[m] [m i

=t} PHARMA N——- )
= V.. SN\
Contact Point) %S = %
(ecris @« Watsor®
on of unoertainties and JIN, .4 AN J
-\ e Change Password Forgot Password ContactUs

e

“I'pvnet ®Ipvconnect
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How do | search the Scientific Community
library?

/ scientific community Enter search criteria here
i lemnng (Search Tips: )
27 3y 2010 Scmnfic Communty Teiecorfarance | HEW — %473} 207075 1520 pozoge 123532 Think broadly and be aware of company
Meeting SUBR specific language
-;E] Details of next E']?' And !{nvestlgaltor Let’.ctert m?l\yl/ ?.I:O t;e |
- teleconference can be referred to as an Investigator ‘Notification
g Viewed here QUeStIons Tor vext Meeling J
™

8 1 IS S R O

Thare sre no tams 10 290w 10 the vew of (e “ovecicomm queslions

documet borary

View summaries of \

previously discussed _ N
______ - queries here. Queries currently under
Click on individual query review in preparation
of next

to view detall

===\ All summaries are datedj teleconference can

\_ be downloaded here)

fmporting of Sx US Sponan=ous Reports for US Imvesticational froducts

1-0 »
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What will | find in a query summary?

Members
contributing
to response

Date of query

pveo March 2010
Giobal and Local Co-Marketing Informasio
Amgen
;r:emca pve ect March 2010
) Global and Local Co-Marketing Information for | BllndEd
iy « O agreemarts jand 10 INCkide non 7Eparn
Novo Nordisk DECOMA MOre CONSENValve and hava more 1 H
sxchangng all cases and complants “pvconn etal e

.

Related
Queries ) T

1 igentification of all licansing panne
+ Abbott defines global agrem
multiple COUNres and am ne:

agreements am spachiic 10 ol
Management of Co-Rarketing agree

. 3 Saksdaia

r

References &
Definitions

AbbOY s process for obtaining the above |
it can be nging to ide

types of agmements, variatons In agreem
K ntifying who manufactures the product
experiences of other companies In orger v
business.

»  Hesponses are Droad rangng and dey

Summary

* Many members ara laft with
complicalad by years of i
af

* Thare s a prefi
anabie jocal

-

\-

Conclusions, Best
Practices and WCI
Point of View where
appropriate
(more planned for 2010)

WCL: Core concept of PV dentification of new hoat
IS sUpporied by the following framewon:

* Proceovarbents, colleboretive n
*  fu ey of plesmescorvigiiec:
» Thrwdy mrtificrtion bs all pevties o

Speciticaly, It should be agreed In an S0P hat Leg
agreemant so that Safety can provide Me PV-spect
icensing' markating dstribution agreements, the P!
In 3 consisiant, template format within the safety de

oeneral, ona pery WIS the sgreement can b
ater responsiby for the mainkenance of the sal

L. Wha 1s your mechanism for Identifying I
WCL: Racommeandad practice Is that theee Is
required persornal, 10 montor compliance &
agraements, To be skualad within PV becau

Global and Local Co-Marke ting Informasion for PSUR:
compliance with reporting imednes In agreemay

Authorities. Howaver an SOP should cianly,
NEcessary Qroups such as lega! o markey
department in 3 consistent and compily

Compeny 1: Have & globel SOP,
pharmacoviglance agreeme

eenational Satety must approve &
al licanse partners

responses

rmalon 1o TR BV

J

a 1s there a group for o and
the status of agreements?
Company 1: All agreemants mus! be saved In 3 globel comtract management
=yslem - product safety keeps a log
Compary 2: There is & icersing team withn drug safaty that works with the
markating group responsibia lor extemal Dusness deals

holds the 7 (Rag v. PV,

Compeany 4: GH:LCS ‘Within the PV organisation manage giobel and local
agreemants.

Compary 5: Wa mantan & istng of known agraaments that wa croulate 1o
commearcial , legal and reguiatory each month 1 check any changes in lemitores
or agreemants. In SAkENON we 272 nalifiaa by 1agal & 2 genare! rule of new
license arrangemsants S0 we can oraft the SO

Company 7: Commercel
b. When planning for a PSUR what Is the scope of markating agreements
consklerad for the PSUR (Global versus Local ageements)?

WCI: Here, the scope of the PSUR naads 1o be clanmiad. A PSUA required for a
local product has differant scope Impicasons then doas @ PSUR requirad for &
globel product. In general, ff 15 aovisania to follow e procedure oulinad by
Compeny 4.

Company 1: Partnars send thew Indv kaual reports on & regular besis as staiad in
he agreemeants, casas ara NCiuded just 85 Cases Oraclly recaved by Us.

Compary 2 In boln siualions, one company 15 designeted &s being responsitie
of the PSUA witritn 2 Subordinate pharmacovigiance agreements.

Compéry 4: Dapends on whalhar the Markeang Parner Is ectively angaged n
develcpment of 8 dstrbutor. Coliaboration in authonng 1S Iclided i the Py
Agraemant when appicatie. For dis¥iouiors, a clause wil Indcate ther cbigation
10 provide infarmation 3s appicable {saes, studies, HA Interaclicns aic.)

PSUA suthors reler o giobel agreamants. Genaraly, single country agreements
ara (he recponsiniity of he kocal Operating company.

pvconn
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How do | ask a question?

Each member company has a Scientific
Community Contact Point, nominated by your
Head of Safety

If you want to know who your contact point is
contact pvnetsc@wcigroup.com

Please submit your query to your SC Contact
Point by the final query submission date (see
following slides), who will then submit your query
to the Scientific Community

pVv
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How do | structure a query?

Reference to similar queries found by searching
the Scientific Community Library

Explanation of all company definitions used
and detalls of regulations referred to

Short summary explaining background to query
List of questions

Please keep queries to 8 to 10 key guestions, the
findings and conclusions from which can be
discussed during a 20-30 minute item at the

teleconference

pVv
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What happens to my query once submitted?

A check is performed against the subject matter of
the query to avoid duplication and repetition

Queries are formatted and circulated to all member
Scientific Community Contact Points with a request
to provide details of your company’s practices and
experience

Your SC Contact Point circulates these queries your
the relevant subject matter experts

SC Contact Points return these responses to
pvhetsc@wcigroup.com or
deborah.gold@wcigroup.com

Collated Summaries of Responses are posted one
week prior to teleconference to enable review

pVv
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Can | share my company’s experience
confidentially?

Yes

All responses you provide prior to a teleconference
will be blinded and any company specific references
removed

Your company name will be listed as a respondent at
the top of the page to provide context for other
members and a Company Number randomly
generated to identify your responses

Current and previous experience and points of view
shared on the Scientific Community teleconference is
for the benefit of the other attendees and will not be
documented

pVv
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When are the Scientific Community
teleconferences?

The Scientific Community teleconferences are
held bi-monthly on the last Tuesday of the month

Final date for submission of queries is 4 weeks
prior to this

Dates 2010/2011:

Teleconference Final Query Submission Date
Tuesday 27t July 2010 Tuesday 29" June 2010
Tuesday 28" Sept 2010 Tuesday 31t Aug 2010
Tuesday 30t Nov 2010 Tueday 2" Nov 2010

Tuesday 25" Jan 2011 Tueday 28t Dec 2010
Tuesday 29" Mar 2011 Tuesday 15t Mar 2011

pVv
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Are there any future plans for the Scientific
Community?

To increase awareness of the Scientific Community
across the membership and encourage greater
participation on the teleconferences the following are
under consideration:

Send notification of posting of final summaries of
Scientific Community gueries to all members

Maintain contact groups for all interest areas (e.qg.
Risk Management, Signal Detection, Operations,
QPs, etc) to enable direct invitation to contribute to
particular query discussion

Hold themed Scientific Community
teleconferences (e.g. PV Sourcing, Social Media)

pVv
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| have some ideas to improve the Scientific
Community, what should | do?

We are always looking to build on the value of
pvnet and pvconnect to members. Please send
your suggestions to deborah.gold@wcigroup.com

You will be contacted to explore and clarify your
suggestion

Significant changes will be discussed at Annual
and Mid Year Forums to ensure formal
membership approval

pVv
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