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@mmm Agenda

« MCC Clinical Trial Performance Metrics
 MCC Quality Scoring Tools

* Roche Case Study: Sponsor/Service Provider
Collaborative Development and Implementation
of Quality Metrics

* Q&A



(@ MCC Mission
mmm

The Metrics Champion Consortium (MCC) is an open, multidisciplinary,
non-profit organization comprised of biotechnology, pharmaceutical,
medical device and service provider organizations.

Our MISSION is to help sponsor and service provider organizations involved in
the pharmaceutical, biotechnology and medical device industries improve their overall
clinical trial development processes through the utilization of MCC standardized clinical
trial performance metrics (time, cost & quality) by:

% Supporting the ongoing collaborative development of standardized performance
metrics and process improvement tools

% Encouraging the continuous implementation of the metrics and tools among MCC
members

 Providing a collaborative learning environment for members to share best practices,
discuss challenges and industry trends

+ Offering live and online educational opportunities to support the use of performance
metrics and tools in member organizations

©2011 Metrics Champion Consortium, Inc. All rights reserved



(REs

MCC Member Organizations

Abbott Laboratories
Actelion Pharma

Acorda Therapeutics

AG Mednet
AstraZeneca*

BARC Global Central Lab
Beaufort CRO

BioClinica

Biogen Idec

Biomedical Systems
CardiaBase

Cardio Analytics
Cardiocore

Celgene

Cerexa

CHDI

Clinical Reference Laboratory
Clinsys Clinical Research
Cognizant

CorelLab Partners
Covance

Covidien

Customized Improvement Strategies

DecisionView

Duke Clinical Research Institute
ERT*

Esoterix Clinical Trial Services
Eurofins Medinet
ExecuPharm

Forte Research Systems
GE Healthcare

Genentech

Genzyme

Halloran Consulting Group
i3

iCardiac Technologies
ICON

Imaging Endpoints

INC Research

Incyte

Intrinsic Imaging

Ixico

Lilly*

M2S

MEDIDATA GmbH

Medidata Solutions

Medtronic

Merck

MLM Labs

New England Research Institute
Novartis

Novella Clinical

Paragon Biomedical

Parexel / Perceptive Informatics
Pfizer*

PharmaNet*

PPD*

PRA International

QD-Quality & Training Solutions
Quest Diagnostics

Quintiles*

RadMD

Regeneron

Roche*

Sunovion Pharmaceuticals
Synarc

Virtual Scopics

WorldCare Clinical

* MCC Board of Directors



Lack of Standardized Performance

mmm Metric Definitions Creates Challenges

« Sponsors use different service providers

» Managing metrics across portfolios
| O across service providers is a challenge

» Service providers are faced with
managing varying performance
based metrics from Sponsors

©2010 Metrics Champion Consortium, Inc. All rights reserved



Standardized Performance Metric
=mammen  [)efinitions Creates Opportunities

MEGE

Mutually beneficial standardized performance
metrics can be achieved and fruitful for all parties

©2010 Metrics Champion Consortium, Inc. All rights reserved



@REES,_. MCC Program Timeline

Central Imaging Central ECG ABPM Spiro-
Lab Metrics Lab Metrics Metrics metry
Metrics v 1.0 Metrics v 2.0 v 1.0 Metrics
v 1.0 (2009) v 2.0 (2011) (2011) v 1.0

(2006) (2011) (2011)

ECG Clinical
Metrics Trial Quality Member MCC
v1.0 Metrics Tools Database Institute
(2007) v 1.0 (2011) (2011/12) (2011/12)
(2010)

©2011 Metrics Champion Consortium, Inc. All rights reserved



MCC Standardized Performance Metrics Are Being

@ m@@ Utilized by MCC Sponsors & Services Providers To
acsdmpmer®  |mprove Clinical Trials

Quality Risk

MCC Performance Metrics Management
» Cardiopulmonary (ECG) Systems

* Clinical Trial/CRO
* Imaging

* Laboratory
Portfolio & Study

Management

| MCC Performance Metrics
Blinded Database MCC Quality Tools

Coming Soon! « Protocol Development
 Site Selection
 Site Conduct

©2011 Metrics Champion Consortium, Inc. All rights reserved



&

Metrics

Cycle Time & On-

time Indicator S

Metrics (“CT”

and “T1” me’_crics)

Quality Indicator
Metrics
(“Q” metrics)

b

auneeLseer 1 ypes of MCC Performance Indicator
metricsichampion!

III- .-. I:.'
N N,

-

Risk Indicator
Metrics*

* Some MCC metrics can be used as Risk Indicator Metrics — this designation
is determined by an organization. ~
MCC

&

9 0 metrics chompion consortium
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@ MC_C_I\_/Iembers Developed _De_tailed Metric
mEticsiehamgion Definitions & Robust Descriptions

Anatomy of a MCC Clinical Trial Performance Metric

Metric # '\./ll_sg:: Metric Title Category Metric Indicator Part of Study
CT, T, Business Operations, Clinical Operations , . Study Startup, Conduct
QorE Data Management, etc. LEADING or LAGGING Indicator and Close-Out
Definition (see Wiki for detailed definitions) Formula / Example Reporting Detail
Site / Country / Study / Therapeutic Area / Portfolio levels
Formula:
Example: Unit of Measure

Calendar days, % etc.

dditional Analysis on a "for cause"

basis Reporting Frequency Threshold Target

Business Driver(s) / Benefit Statement

Statement about why this metric is important /the reason | [lList of “drill down” metrics that should be § Monthly, Quarterly, etc. hreshold target or acceptable range.
for utilizing metric. reviewed when the metric is not within
established target xceeding target triggers additional
Who / what / why... nalysis on a “for cause” basis

The term “companion metrics” refers to the concept that many MCC metrics should be examined in combination with other MCC metrics ...

CEDERIN MEIES together they give you a more complete picture of performance

metrics champion consortium

s
o € yMmcC
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Egnlcc LLTRIRL - MCC CTPM v 1.0 Launched in Sept 2010

_ Quality Assurance: Project & site quality oversight @

Program Management: Project oversight; Manage timelines, budget, staffing " M @
@ o :
y
Timeli Develop & test statistical analyses saf(?ty & Generate
imeliness efficacy reports
analyses o
G Quality
. Lock (.
Eff
Q eency database
00000 © 00
Write & Monitor sites (CRFs, GCP, Generate &
Start optimize - deviations, AES/SAEs, etc.) & Enter data resolve queries,
pr;tocol retrieve data safety data, etc.
- VO WOV
Ship drug
Find sites & initiate Enroll subjects Sites execute protocol Clgiee;)ut End
@ @ sites
@ Business Operations: Contract negotiation, management, scope control, support processes

11 @ <) Finance: Budget oversight Q i\

©2010 Metrics Champion Consortium, Inc. All rights reserved




@ MCC Clinical Trial Performance

metCsIcRampion Metrics v 1.0

Metric  Metric . : . Metric ~Metric i oF . .
Metric Title Metric Indicator
# Type 4 Type Metric Title Metric Indicator
1 Protocol Feasibility LEADING Indicator 13- cT Final CRF to Database LAGGING Indicator
paper "Go Live" - paper
2 Protocol Versions LEADING Indicator —
Site Activation to First :
3 Protocol Quality Tool LEADING Indicator 14 - Patient First Visit LAGGING Indicator
t(..‘,ncf)]r;'r_ract e>]§ecut|on 15 (G Change Order execution LAGGING Indicator
4 imeiness fornon LAGGING Indicator
functional outsourcing Timeliness of Invoice
models 16 T payment LAGGING Indicator
5 Site Selection Quality Tool LEADING Indicator -
- 17 - Sggl?rztca”d pricing LAGGING Indicator
6 Paeg;aa :'X l:ovc;T éate LEADING Indicator y
ge ~pp 18 - Patient Visit Complete to :
Protocol approval to first EDC cT eCREF data entered - EDC LEADING Indicator
7 site activated LEADING Indicator
19 - Patient Visit Complete to :
- LEADING Indicator
8- Final Approved Protocol to paper CRF data entered - Paper
Final Approved eCRF - LAGGING Indicator . . _
EDC EDC 20 Monitoring Visit Frequency |  LEADING Indicator
9. Final Approved Protocol to o1 Monitoring Visit Report LEADING Indicator
oaper Final Approved CRF - LAGGING Indicator Completion
aper
P — 22 Documented Monitoring LEADING Indicator
10 Monitoring Plan LEADING Indicator Visit Report Review
Availability
11 % Planned Sites Activated LEADING Indicator
12 - Final eCRF to Database . cl , mCC
" . LAGGING Indicator
EDC Golive”- EDC Q metrics champion consortium

12 ©2010 Metrics Champion Consortium, Inc. All rights reserved



&

Metric
#

23

EENIEREHRIAE
metiicsichompion

Metric
Type

CT

24

MCC Clinical Trial Performance

Metrics v 1.0

25

26

27 -
paper

28 -
EDC

29 -
paper

30

31

32

33

Metric
Type

Metric Title

Sites Prematurely
Terminated

Metric Indicator

LAGGING Indicator

Audit Findings per Site

LAGGING Indicator

Issue identification,
management and criticality

LAGGING Indicator

LPLV to Database Lock -
EDC

LAGGING Indicator

LPLV to Database Lock -
paper

LAGGING Indicator

DBL (Database Lock) to
final TLG/TFL (Tables,
Listings and Graphs/Table
Figure Listing)

LAGGING Indicator

Final TLGs to First Draft
CSR complete

LAGGING Indicator

DBL (Data Base Lock) to
Final CSR Complete

LAGGING Indicator

Final Database Error Rate

LAGGING Indicator

Deviation of final TLGs
delivered from final agreed
target date.

LAGGING Indicator

Metric Title Metric Indicator Me#téric
Monitoring Follow-Up LEADING Indicator 34
Q Letter Completion
. - _ 35
Site Productivity LEADING Indicator
% subjects enrolled LEADING Indicator 36
. . _ 37 -
Patient Retention LEADING Indicator EDC
CRF Pages 38 -
Received/scanned to . paper
Data Entry Complete - LEADING Indicator
Paper
Generation of Query to 39
update of query response LEADING Indicator
-EDC
Generation of Query to 40
update of query response - LEADING Indicator
paper 41
Drug Supply Forecasting LEADING Indicator 42 -
; paper
Variance of Drug Inventory LEADING Indicator
& Resupply
. 43
Protocol Amendments LAGGING Indicator
Protocol Deviations H=ARING IneTiEeie)y
(if done Quarterly)

13

N
€ yMmcC
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@ MCC Clinical Trial Performance

metCsIcRampion Metrics v 1.0

Exploratory Metrics

Metric # Metric Type Metric Title Metric Indicator

Timeliness of Invoice generation following

. LAGGING Indicator
contractual milestones

E2 Determination of project progress versus

. LEADING Indicator
planned (original contract value)

E3 Determination of project progress versus

: LEADING Indicat
planned (adjusted contract value) G Indicator

E4 Site Assessment Quality Tool LEADING Indicator

Q metrics champion consortium

14
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MCC Clinical Trial Performance

@%m Metrics Database - Coming Soon!*

« Database Key Features:

— Able to track and compare your organization’s metrics to
other members (blinded manner)

— Hosted in computing cloud environment

— Online metric analytic reporting tool will allow users to
“drill down & roll up” to different reporting levels

« Database program requirements:

— MCC members will have the option to participate in the
database

— Must contribute MCC metrics to the database to be able

to view reports
15
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@ MCC Institute - Coming Soon!*
mma-ad*m;mmam@nm

16

New program to provide MCC Members the opportunity to participate in
MCC only workshops and online courses taught by leading industry
consultants.

» Metric Basics (100 level)

— Which MCC metrics should | use & how do | get started?

Displaying MCC metrics and communicating with your management

« Advanced Topics (200 - 400 levels)

Creating a Balanced Scorecard for your company using MCC metrics
Improving your company’s performance using MCC metrics
Measuring & improving quality using MCC metrics

Measuring & reducing risk in your company using MCC metrics

Strategies for addressing issues that emerge during the implementation of a large-
scale organization change

©2011 Metrics Champion Consortium, Inc. All rights reserved



€4 mecit

MCC Quality Tools

@ CARDIOPULMONARY s CLINICAL TRIAL (2 IMAGING wgg LABORATORY

metrics champion metrics champion metrics champion metrics champion




@um@ﬁ._ e, MCC Process Improvement /

el ehentplon Quality Management WG

Beginning in Q4 2009, a group of Sponsor and CRO
Process Improvement & QM specialists began working
together to:

« Encourage the use of the metrics for process
Improvement

* Help MCC members avoid pitfalls such as sub-
optimization

» Develop new approaches to assessing Quality

o €3 mcc

metrics chompion consortium
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GLE QUL TRIRL  Industry Focuses on Timeliness

MCC Process Improvement WG expressed frustrations that
many organizations focus on whether clinical trials are being
executing in a timely manner ...

Protocol Protocol Sites Patients
Synopsis Approved Selected Enrolled
Developed PP T

... but do not measure how well tasks are being completed.

o €3 mcc

metrics chompion consortium
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&) SHUCRLTRIRL  \Vhat is Quality?

metricsichampion!

The quality of something can be
determined by comparing a set of
inherent characteristics with a set of
requirements.

 If those inherent characteristics meet
all requirements, high or excellent
qguality is achieved.

 If those characteristics do not meet all
requirements, a low or poor level of
quality is achieved

Source: http://www.praxiom.com/iso-definition.htm

o €3 mcc

metrics chompion consortium



http://www.praxiom.com/iso-definition.htm

@ Quality Is Key Component of

CelicSlhemeion Clinical Trial Management

A successful clinical trial is dependent on many factors:
« Robust, scientifically and ethically sound protocol

» Selection of high-performing, GCP compliant sites that
contribute timely, accurate and complete data

« Keen oversight of quality execution throughout the life of
the trial

Recent regulatory agency warning letters highlight
deficiencies in GCP compliance and sponsor oversight,
both which have the potential to compromise high-
guality agency submissions.

~
21 CQ mCC

metrics chompion consortium
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@ Quality Is Key Component of

CelicSlhemeion Clinical Trial Management

Lack of quality in clinical trials can lead to:
* Increased risk to subject’s health, safety and welfare
« Poor data quality

» Higher regulatory risk

* Increased costs

* Longer time to approval

* Reputational impact

* Poor decisions

* Rejected applications

 Rework

Ultimately this impacts those our industry is trying to serve -
patients who need new drugs and medical devices
€3 mcc

metrics chompion consortium

22
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MCC Clinical Trial Performance
Eelien Cheplen Metrics Quality Focus

_ Quality Assurance: Project & site quality oversight @

@ AURISEL TRIEL

—

Program Management: Project oversight; Manage timelines, budget, staffing @ @
G Cycle Time
Run
. safety & Generate
. Timeliness Develop & test statistical analyses efficacy reports
analyses

G Quality 3 = Protocol Quality Evaluation Tool

i 5 = Site Selection Quality Scoring Tool Lock
! E4 = Site Study Conduct Evaluation Quality Tool [REas

Write & Monitor sites (CRFs, GCP, Generate &
Start optimize . deviations, AES/SAEs, etc.) & Enter data resolve queries,
protoco:i retrieve data safety data, etc.
Ship drug G
Find sites & initiate Enroll subjects Sites execute protocol Clgisteescmt End

O

sites

Business Operations: Contract negotiation, management, scope control, support processes

Finance: Budget oversight

23
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GLIﬂI@ﬂ'— VAL Value Proposition

metricsichampion!

The new suite of MCC Quality Scoring Tools
utilizes a standard approach to identifying
potential risk and measuring quality in clinical
trials — providing clear direction and ease of
execution and analysis.

MCC Quality Scoring Tools will help
organizations raise the quality standards of
protocol writing, site selection, and site quality
during study conduct.

metrics chompion consortium

~
24 CQ mCC

©2011 Metrics Champion Consortium, Inc. All rights reserved



& SHUSRLTRIRL  \|CC Quality Scoring Approach

Protocol Development (self assessment)

Protocol ready for Address
areas of
Assessment
concern
Track correlation of
Protocol Quality
Scores to clinical
trial metrics
v Quality
Complete MCC score SO, it
Protocol Quality above rotoco reaI y for
Evaluation Tool target YES approva
level?

S
comec

25
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& CHMSRLTRIRL  Key Aspects of Protocol Design

Authors had Contributors

. : had time to
time to write and . ;
revise the submit sections

protocol and respond to

reviews
Exploratory

work completed
prior to final
version

Team comments
addressed prior
to final version

Protocol
Authors met finalized after
face-to-face to regulatory
discuss content responses
received

Robust protocol _r
. : Statistical
descljgn, outllne PrOtOCOI Analysis Plan
dgcelggggppsrli%r DeSI N completed prior
to 1st draft g to final version

26 0 metrics chompion consortium
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@ AURISEL TRIEL

metricsichampion!

MCC Quality Scoring Approach

Site Selection Quality Scoring Tool

Complete Pre-
study site
visits

Site List
ready for
assessment

Complete MCC

Quality Scoring Tool

27

Action steps to improve composite score:

* Add high scoring sites

* Mitigate low scoring sites with site training and
increased monitoring

« Remove low scoring sites

NO

Composite
Quality score
above target
level?

YES

©2010 Metrics Champion Consortium, Inc. All rights reserved

Track correlation of
Site Selection Quality

Scores to clinical trial
metrics

"
€3 MCC

metrics chompion consortium



@ Site Selection Quality Scoring
AEES G Tool - Key Features

« Each site is rated on a Sites can be marked as
standard set of eight site included or excluded in final
quality criteria site selection list

Criteria are weighted as to A total score is derived for
relevance per protocol individual countries for all
sites scored as well as

Each site score is :
selected sites only

automatically calculated from

responses to these quality Final result should be used

criteria as a guide in determining
final site selection list

. €3 mcc

metrics chompion consortium
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&) CHISRLTRIRL  MCC Quality Scoring Approach

Site Study Conduct Evaluation Quality Scoring Tool

Action steps to improve composite score:

* Add high scoring sites

* Mitigate low scoring sites with site training and
increased monitoring

« Remove low scoring sites

Initiate Study
Sites

\

Assess Site
Performance

NO

Composite Track correlation of
Quality score Site Selection and
above target Assessment Quality
level? Scores

Complete MCC
Quality Scoring Tool

" €3 mcc

metrics chompion consortium
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@um@ﬂ'_ meye. Site Study Conduct Evaluation Quality Scoring
metricslchampion Tool - Key Features

« Each active site is rated on A total score is derived for
a standard set of thirteen site individual countries for all
quality criteria sites scored as well as

Criteria are weighted as to SESeiS ST e

relevance per protocol Final result should be used
as a guide in determining
final site performance during
study conduct

Each site score is
automatically calculated from
responses to these quality
criteria

% €3 mcc

metrics chompion consortium
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& SHUCRLTRIRL  \MCC Site Quality Scoring Approach

 (Goal is to establish a reasonable threshold which all sites
surpass as a measure of quality

* Focus should not just be on the score - but rather using
the tool to assist in rational discussion amongst the team
selecting and evaluating sites

« The act of measuring should modify behavior and highlight
sites at risk for poor performance:

— Does a site lack skills and need specific training?
— Are there enough high quality sites selected in country X?

By maximizing the overall score for selected sites, organizations
maximize your chances of on-time enrollment and successful
completion of a trial! ~

€3 MCC

metrics chompion consortium

31
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MCC Site Quality Scoring Tools -

il e User Group Pilots

Modify Scoring Tools (MCC) ' Slabemlale

Complete User Complete User
Feedback Survey Feedback Survey

. . Correlation
: : Determine Site
Determine Site between

: ) Performance During Selection
Selectslzr;r(guallty Study Conduct Scores and

. Site & Study
Quality Score performance?

I = User Pilot — Part 1 , TES
r------------
. = User Pilot — Part 2
= MCC PIWG

Approve Tools for MCC membership

S
comec

32
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&

MCC Supports Quality Management of
e Clinical Trials

Reducing the time and cost of a task should be
balanced with maintaining/improving quality

Quality
Quality

MCC Performance Metrics and Quality Tools provide
sponsors and service providers with the ability to
achieve the right balance

2 €3 mcc

metrics chompion consortium
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Genentech

Sponsor/Service Provider
Collaborative Development and
Implementation of Quality Metrics

Brian O'Neill, F. Hoffmann-La Roche Ltd.

3 annual conference on Effective Business Development
Outsourcing Relationships

Philadelphia, July 19-21, 2011



Genentech

Topics

» Metrics used routinely to identify/manage risk to quality of our
clinical studies

» Collaborative development of metrics with sponsor and service
provider

» Routine implementation of quality metrics - a collaborative success
story

35



Genentech

Continuous Risk Evaluation consists of three steps — Base Risk Profile,
Key Risk Indicators, and a resulting Risk Priority Number

Basic QRM Calculation Logic

Roche Value-to- Q
the-Company List Base Risk Profile
(BRP) (periodic)

X Calculation of Key
Risk Indicators

BPA0D1: On-time Kit deliveryto sites
[23 data (July - September 2008) —

1
1
1
1
1
1
1
1
1
1
1
1
1
1
! # of kits
1
I
1
1
1
1
1
1
1
1
1
1
1
I

D o | - _L (KRis) (continuous)
Modification
X of Score QP D

Overall Entity Risk = //

Entity:
Single Central Lab
of Service

Service Provider

’
[}

’ . - - P .d
Filled out by Risk Priority Number e [T
Service Provider (RPN) Data Integrity &
Safety

Processes

36



The resulting Risk Priority Numbers are the ultimate ‘QRM risk
currency’ - they indicate the overall risk level of the entity

Basic QRM Calculation Logic

Entity:
Single Central Lab
of Service
Provider
isks:
Data Integrity &

Safety

e Overall Entity Risk = Risk Priority Number

(RPN)
» RPN value = BRP modified by KRls

» RPN value translates into RPN signal
» RPN signal (red/yellow/green) indicates risk status

Processes
|— — RPN Signals
RPN Q Green: Q Yellow: o Red:
Value Q Low risk level O Medium risk level O High risk level
Q RPN < 50 Q 50 < RPN = 200 O RPN > 200
1 No action Need for awareness Action required
required
Data Integrity Safety Processes
BRP
Service
Provider

37
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Genentech

KRI development along CRO Study Management

Operations

Status of QRM Project Development CRO Study Management Tasks in Scope for
& Implementation for CROs Prototype

Tailoring of Quality Risk
Management concept to
CRO Study Management

w @ @

Study

¢ Study Study Main- Study
_ Planning Start-Up tenance Completion
Prototype Testing
¢ 4 KRIs 5 KRIs 5KRIs 2 KRIs

Pilot Reporting

Regular Reporting

38
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Genentech

KRIs along Central Lab Service Provider Operations

Study Conduct

1 1
(3;‘ \/ - N/
i aﬁ &\L \”\ / @ :::::H:: N’/\ ) i
1 1
St_Ud_y i Support in s | Accessioni S | Data Mgmt i Study
Initiation . Study Set- . amp et ng & Aa”;‘p € & . Closure
i up ranspor Processing natysis Reporting :
1
L o e l
< SPA 001 > <« SPA 003 |»
« SPA 012 > +—— SPA 014 [EEEN
ot L R -t -
Key Risk “1 _S_F’_A_QE’?_ > LSPADIS _;’
Indicators «— SPA 006 - > «——— SPAO16 —»
(KRIs) Tt ""-'-'-' -----
< . SPA 002 | —»
< SPA 018 —»
\_ < . SPA 011 | i —>
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KRI Tool Input & Resulting Risk Reports G.ew"e"tech

KRI Tool Input KRI Tool Output

Base Risk Profile Questionnaire

o youhaw shndard sed (global jproce s ses or -

Ty Risk Reports

o e
=| gl o Ho
el | o fw ]
= a Hotapplcaik @ g. becnse senbe 1ot
z proukkch QRM|
E Is or specl d m " :
= @353 =

Notapploabt & 0. becnse sewbe aot
nukkih

+

Key Risk Indicator Data

40



Genentech

Composition of a Risk Report

Part 2 Part 3

Part 1 . . . .
Key Risk Indicator Details per Key Risk
SIEN ASSEsEh ! Dashboard Indicator

FEEREERETELS

» RPN Assessment - » KRI Dashboard - » KRI Details including
over-view on Risk overview on all KR details on input data
Priority Numbers for signals and thresholds

‘Safety Processes’
and ‘Data Integrity’

41



Risk Report Extract

Genentech

Detailed KRI Assessment Summary Report
Data a=s of 01 2011

QRM

slo]o|L|ey

SPAODT i | ow # | H L ®

SPA002 . « | H

SPA003 " s | L

SPA00S . ¢« | H

SPAO0G v | ow 2 | L ] ®

SPATTT " e | L

SPAOTZ . e | L ®

SPAOT . e | M

SPAOTS . H

SPAOTE . | M

SPAOTE . e | M

. o sigead Groen signat - Flizk Asrensmat

S A Ainded £ fhe rick Bafoly Frocosses’ Turged ot Ve gt =»Table of Contents
R A b fo e s Witz integrity” 3 KRl Diezcription

O AR frked to Detactability’
L5 inked fe Likellesd’
E Eragicing Ialse L3¥rongtd of the NEGE 8 = Mgl W = Wodrats, £ = Lo

Service Provider Assessment

Diata 2z of &1 2011
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Genentech

Risk Report Extract

Detailed KRl Assessment for Location 1 QRM

SP| O | D L J2 2003 Q3 2009 Q12010 Q22010 Q32010 Q42000 120M
SPAOOT R x| H & & ® & & Datailz
SPADDZ . s [H| ® ® ® ® Dictailz
SPAONO0S H H L Datailz
SPADDS . # | H Dt
SPADOE H H " L L ] ® ® ® L ] Detajlz
SPADT H u L [ ] Dietails
SPADNZ H H L ® ® ® Datailz
SPADTY . w | M Denile
SPaCTS H H H H Dicksils
SPADTE . w | M ® Dtz
SPADTS e s | M L Dt
) 0 Fedsignd Grecn signat == Bizh hzsezament
S K Bk 20 the Fisk Fafutp Frocasses’ Turned o Az gt - Tably of Contenes
Db K ik o the pick CRots Integeity’ -3 K Dgeription

O LR Bnted to Detoctability!
L AR Sk te Likelihood"
Flt Erogictive Madve (8 rongt o dhe LG 8 = gl Wz Moderate, & = daw

Zervice Provider Azzezzment

Diata as of 1201




Genentech

Risk Report Signhaling and Risk Response Forms

Risk Report Signaling Risk Response Forms

» The overall risk level, indicated by » Risk response forms, which ask for
the value of the RPN (Risk Priority mitigating actions, need to be
Number), can be either completed for all red KRIs of an

— high (=red signal) Q entity that has a red Risk Priority
— medium (=yellow signal) | Q Number, implying high risk level
— low (green signal) Q

» RPN is calculated for “Safety
Processes”

ang 1 F =

QRM

44



The signal management process ensures coordination of all
involved parties during each QRM risk reporting cycle

Signal Management Process during QRM Risk Reporting Cycle

Genentech

ﬁ)stil&esrtsugggdata, Reviews report and discusses té%ditr?sserlsk Implements
Service (quarterly) and BRP signals, conducts root cause analysis forr$13 if risk
] quarterty) : for each red KRI contributing to red %) _| responses
provider ?;fﬁ:;?n)a;:;ordin to | RPN, defines appropriate risk 3 gﬁge::r?(;g according to
(SP) agreemgnts with 9 responses (uses risk response form) §_ them to agreed
Roche and submits forms to Roche @ Roche forms
o A
~ 1
L
14
Generates 5
Roche risk reports _ o Conducts
Pharma | and | Reviews S | follow-up
»| distributes »| risk 5 ”| on agreed
Dev.. them to SP responses 2 p
Quality and Roche 5 actions
PD 3
[}
|_
c
v S
= Gets
=] informed
Roche Revi sk Reviews 2 about
Pharma e »| risk 8 »| follow-
Dev. reports responses ups on
agreed
actions

Note: If requested, ad hoc teleconferences can be held directly after data submission and/ or report distribution.
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In addition to the benefit of direct risk management
Information, QRM creates additional essential advantage

for Service Providers

QRM Key Benefits for Service Providers

Key Benefit

1

Improved Working
Relationship

Genentech

Detailed Explanation

Advance to a truly collaborative and proactive risk
mitigation approach jointly with Roche rather than
remain with a reactive, ad-hoc and less interactive audit
approach only

2

___Activities

3

Prioritized
Improvement

Fact-based
Competitive
Advantage

Identify key areas for improvement and resource
allocation

Focus audits on risk areas highlighted by QRM

Take the opportunity to

— Leverage existing QRM data for other clients
(benchmarking)

— Customize QRM system and implement at other
clients

4

46

Reassured Health
Authorities

Demonstrate a proactive attitude towards risk
management to health authorities



RIS Thank You!
mﬂ!@dﬁaﬁﬁmm

Contact information:

Jeanne Green [green@execupharm.com

Brian O’Neilll brian.oneill@roche.com

Linda Sullivan |sullivan@metricschampion.org
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