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Objective For Phase | RFP Development

Internal Roche Team:
Project Sponsor: Yvonne Ulrich, Head External Alliances and Category Management
Project Lead: Ruth Fullerton, Global CRO Category Manager

Team Members: Catherine Jervis and Rich Spencer

To develop an RFP for Phase | Clinical Pharmacology
studies that provided Roche with transparent budgets,

facilitated more efficient contracting and leveraged
the best possible savings for Roche.




The Need For Change...

The previous Phase I RFP model was developed to meet the outsourcing
requirements at the time, but:

X Did not provide sufficient levels of budgetary detail

X Gave unclear direction of study scope and study requirements, leading to
inaccurate budgets and inability to compare CROs fairly

X Misinterpretation of study scope and lack of budget transparency lead to
lengthy budget negotiations and prolonged contracting times

X No ability to track study budget over course of the contracting process



What Is Unit Cost Pricing And How Does It Work?

Unit cost pricing was identified as method for improving cost savings, budget
transparency and ability for Roche to be able forecast budgets for new phase I
(healthy volunteer) protocols
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provider CROs
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Unit Cost Pricing is not:

x Units defined and negotiated study by study

x Unitised budget paid on a fee for service basis



The Project Goals...

1. Clearly defined units to

facilitate good understanding of
the study activities and prevent
duplication of cost

2. Clear scope of work and
delineation of responsibilities
between Roche and CRO

3. Upfront agreed unit costs

Unlt COSt o7 with Preferred Provider CROs
Pricing
4. Faster budget
negotiation and approval

pt

5. Facilitate tracking changes
to budget over work order
and subsequent change
orders

6. Negotiated unit costs can
be used to forecast the cost
of future studies - could help
to drive protocol design.




Designing the Unit Costing RFP

The RFP redesign process relied on strong collaboration between Roche
and 3 Preferred Provider CROs

] Joint discussions held with Roche and 3
CRO Collaboration Preferred Provider CROs. Each CRO proposed
their versions of unit costing RFP Tools.

Selection by Roche of most appropriate RFP tool
to suit business requirements. Agreement and
buy in from all preferred provider CROs to utilise
the same RFP Tool.

RFP Tool Selection

RFP Adaption Roche further adapted the tool, based on

collaborative and joint CRO discussions to result
in the most appropriate RFP Tool for all parties.




¢

Building The RFP oche)

= Roche and CROs agreed on unit definitions

= CROs proposed unit costs and where applicable resources and hours
for each unit.

= Roche benchmarked unit costs against industry standards

= F2F negotiation with each individual CRO to leverage best possible
Roche rates

= Unit costs agreed and finalised with each Preferred Provider CRO

= Worked with functional leads from Roche early phase operations to
review unit definitions and costs

— S

Endorsement and support from Roche early phase internal business
partner was crucial to the success of this project



Unit Costing RFP Structure

Excel based document, consisting of a number tabs into which information
is entered either by Roche or CRO

» Tabs colour coded to denote primary responsibility for input - Roche and CRO. Or
coloured purple for the resulting Budget information.

* (Qverview of Information Tabs:

- Roche Reviewers - ensures each function reviews, before RFP sent to CRO
- RFP - Study information entered e.g. timelines, location, CPU requirements

- Roles and Responsibilities - Highlights scope and delineates responsibility between
Roche and CRO

- CRO Schedule of Assessments (SoA) and CRO Specifications- CRO translates
schedule of assessments from protocol into RFP. RFP is flexible and can allow multiple
SOoAs.

- Unit Costs- Pre-negotiated unit costs populated by CRO
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Unit Costing RFP Structure (continued)

Information pulls through from RFP, Roles & Responsibilities and Unit
Costs into distinct detailed budgets and an overall budget summary:

Budget Tabs :
1. Budget Summary
2. Detailed CPU budget - clinical conduct

3. Detailed clinical monitoring budget - CRA monitoring
4. Detailed DM/Biostats/MW budget
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1 [ Roche pRED Clinical Pharmacology Unit Costing Tool - Schedule of Assessments 1
b Days relative to dosing day Folow-up Tc-t.a_l per Total per
3 ALL GROUPS In-Clinic dosing period (Day) Follow-up (Week) Visit subject on Reserve
2 szessments -1 1 2 3 4 | W2 W3 WA WEWT W10 WA WIS | WAT [Wi1B[W21| W22 study
g (C1 |Mumber of Haemat tudy
g CZ |Wumber of Urina e'(
7 (€3 |Number Serum G(\\' (\
a C4 |Number of Pla 0\’0 % 0 \d within 1 hour of cellection) 0.00 0.00
g C5 |Mumber of 0?\ 0\)Q (b\, \rthln 1 hour of collection) 0.00 0.00

6 Number of g‘ \'“ \{wrthm 1 hour of 0.00 0.00
10 collection \(\G (\% 6\0
11 |CT |Number co ‘\0 P\' \ 0.00 0.00
12 |C8 |Numbe/T Urine colle 00 %0 65 \ 0.00 0.00
13 |C8 |Number of Urine collecti e 0(\ \ 0.00 0.00
14 | C10|Number of Urine cullediuné\ \¢ ‘GQQ ( 0.00 0.00
" C11 ( /resplraturyrate 0.00 0.00
e S " CROs enter
17 |C13 |Number of Singular ECG's with direét\ /((cluding physician review . 0.00 0.00
18 | C14 |Number of Singular EC3's with data st@}r{ge and transmission to central reader thel r 0.00 0.00
19 |C15 | Number of Triplicate ECG's with direct print out including physician review . . 0.00 0.00
20 | C16|Number of Triplicate ECG's with data storage and transmission to central reader Inte rp retatlon 0.00 0.00
24 | C17 |Number of Oral Tablet Dosing Of the SOA 0.00 0.00
22 C18|Number of Oral Solution Dosing 0.00 0.00
23 | C19|Number of IV Dosing (up to 2 hr infusion) here 0.00 0.00
24 | C20 |Number of Subcutaneous Dosing 0.00 0.00
25 | C21|Number of Topical Dosing (Single site application of no more than 5 minutes) 0.00 0.00
25 CZZ|Mumber of Assesaments for Adverse events by Nurse 0.00 0.00
27 CZ3|Wumber of Assessments for Adverse events by Physician 0.00 0.00
28 C24 |Mumber of Body Weight 0.00 0.00
2g | C25 |Number of Body Weight (for weight related dosing) 0.00 0.00
. 2 Num_ber of Ch&_ck in and l'.}h&ck UIJt. assessments (Per Subject per check-in and check 0.00 0.00
30 out. ie. checkin and out is one unit}
31 |C27 |Number of Hours required for Physician Caover (Hours) 0.00 0.00
32 |C28 |Number of Hours required for Nurse Cover (Hours) 0.00 0.00
33 |C29 |Number of Physical Exam (full) 0.00 0.00
34 |C30 |Number of Physical Exam (brigf) 0.00 0.00
35 |C31 |Number of Screen for drugs of abuse and alcohol 0.00 EI.UU] 2
35 |C32 |Number of Dose site assessments 0.00 0.00

H o4k ¥ Roles & Responsibilitias CRO Study Specifications | CRO SoA1l

MSA Rates

Unit Costs Budget Surmmary K




1 IRoche PRED Clinical Pharmacology Unit Costing Tool - Unit Costs
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List Price Incentive on Rates -
Please change % value to calculate savings on Budget Summary Tab

Pre-Study Activities

Protocol Review only

Review Content and Logic only of Roche Prepared Draft Protocol (including Roche specific wording, e.g.
RCR Sampling)

Informed Consent Document Preparation

Prepare Informed Consent Document (including Roche specific wording e.g. optional consent for RCR)

Discount adjusts
unit costs

Pre-Study Activities (all items below generated by Scope of Work tab cells
Study Set-up & Administration costs - Low

Study Set-up & Administration costs - Medium

Study Set-up & Administration costs - High

Ethics submission for at CRO CRU or multi-site studies

Clinical Pathology Lab set-up

Laboratory Manual Production

Radiation Safety Officer, Radiation Safety Committee Review & Nuclear Pharmacist for AME trials (if
applicable)

IND Submission work

CTA Submigsion Only

CTA Submission When part of a larger project . e.g. includes activities involving tems below rows 23-26

Preparation of standalone IMPD onby

Preparation of standalone 1B only

Review of an IMPD provided by client (single review + one set consolidated comments)
Review of an IB provided by client (single review + one set consolidated comments)

Full service Clinical trial application: Comprising of Preparation of Investigational Medicinal Product Dossier
(IMPD), Investigators Brochure (1B} and associated pre- and post-zsubmizsion activities (as per comment).

Other Pre Study Activities (give detailz)
Other Pre Study Activities (give detailz)
Other Pre Study Activities (give details)

Per Study Per Site
Per Study Per Site

Per Study Per Site

Per Study Per Site
Per Study
Per Study Per Site

Per Study

Per Submissicn
Per Submiszion

Per Submission

Per IMPD
Per 1B
Per IMPD
Per 1B

Per Submiszion
Per Study

Per Study
Per Study

Subject Recruitment | Screening Activities

Recruitment and Screening of Y'oung healthy males / females (includes standard non study specific
advertising)

Recruitment and Screening of Elderly subjects

Recruitment and Screening of Special populations (assumes up to 4.1 screening ratio - higher ratios to be
added as additional line tems)

Per Subject Screened
Per Subject Screened
Per Subject Screened




Budget - CPU Tab

B C [u] E F G H 1 il =]
1 BUdgEt -CPU Show Cel
eferances
2
US Unit Co EU Unit Co: US Total Cost  EU Total Cao Comments
3 [ - | Activity Unit Description |  # of Units [Ell a E (ﬁ ﬁ
. usoD EUR UsD EUR
5
[ Protocol Review only
Py Review C.unten'lf and Logic unly.uf Ruchg Prepared Draft . Per Site 0 _
. Protocol (including Reche specifi gicy e.g. RCR Sampling)
E
3 Informed Consent Docume
5 Prepare Informed Consent Doc| 0 _
1 warding e.g. optional consent
1l
12 Pre-Study Activities
13 | 21 |Study Set-up Costs - Comple 0 -
_ %4 | T |Ethics submission for at CRQ 0 -
_15 | 21 |Clinical Pathology Lab set-u 0 -
_1& | 11 |Laboratery Manual Product 0 -
21 Radiation Safety Officer, R 0 _ _ _ ~
i Nuclear Pharmacist for Al
_1 | & |IND Submizsion work 0 - - - -
1| & |CTA Submission Only 0 - - - -
& CTA Submission When part of a larger project . e.g. 0 _ _ _ ~
20 | activities involving items below rows 23-26
~21 | & |Preparation of standalone IMPD only er IMPD 0 - - -
~ 22| 6 |Preparation of standalone 1B only Per 1B 0 - - -
& Reviex-:' of an IMPD prm:ided by client (single review + ong Per IMPD 0 _ _ B
23 | consolidated comments) U t
& Review of an 1B provided by client (single review + one § Per B 0 nl _ _
2t | consolidated comments)
Full service Clinical trial application: Comprising of Prepafation of COStS
& Investigational Medicinal Product Dossier (IMPD), Investigators Per Submission 0 ~ ~ ~
Brochure (IB) and associated pre- and post-submission from
_25 | activities (as per comment). .
_ 2 | 21 |Other Pre Study Activities (give details) Per Study 0 U n |t - - -
_27 | 21 |Other Pre Study Activities (give details) Per Study 0 - - -
_28 | 21 |Other Pre Study Activities (give details) Per Study 0 - - -
2 Costs
a0 Subject Recruitment / Screening Activities Ta b - - -
17 Recruitment and Screening of Young healhy males / females Per Subiect S d 0 ~ ~ ~
) ) R ject Screene
i (includes standard non study specific advertising)
_32 | 17 |Recruitment and Screening of Elderty subjects Per Subject Screened 0 - - - -
Recruitment and Screening of Special populations (assumes up 'I 4
17 |to 4:1 screening ratio - higher ratios to be added as additional Per Subject Screened 0 - -

H 4k M Unit Costs Budget Summary | Budget - CPU Budget - Clinical Monitaring Budget - (RAVE) DM_BIDSTATS_MND 4| I




Budget Summary Tab

Provides the total cost of the
study and summarises the
overall budget by activity and
function

Provides a total for the
discounts applied to the budget

Allows Roche Sourcing
Managers to report savings,
facilitating the audit of cost
savings by finance

Can be used to compare US
and EU costs for the study

I
Budget Summary

Dizcountable Project Fees

Synopsis/Protocel Writing

Discounted Rates

Project Management

Site Monitoring

Data Management

Study Documentation

Regulatory

Ethics Committee/IRB

Safety Reporting / Drug Safety

Investigational Medicinal Product / Drug Supplies or CPU Pharmacy activities

Sample Management

Statistical Programming and analysis

Final Study Report

Other
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27

28
29
H
32
33
M
i)
I
37

ountable Clinical-Investigator Fees

Subject/Patient Screening Procedures

Subject/Patient Screening Testing
(i.e. Blood Chemistry / Haematology, Serology, Urinalysis and Pregnancy tests)

Subject/Patient Follow-up Procedures
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Subject/Patient Follow-up Testing
(i.e. Blood Chemistry / Haematology, Urinalysis and Pregnancy tests)

21

CPU facility Administration

Disc
MNA

Binanalytical sample analysis, Radicanalysis and Metabolite Profiling
ountable Subtotal
Volume discount

NA

Program discount (applicable/not applicable)

HA

Non Compete discount (applicable/not applicable)

MA
Disc

Flexibility discount (applicable/not applicable)
ounted Subtotal

[ Pass-Through Budget

13 23 |CRA + Other Travel Costs - -
40 24 |Stipends (if not part of the per patient costs) - -
4 | 25 |Advertising Fees - 15 -
M 4 b M Roles & Responsibilities CRO Study Spedifications CRO SoAl . MSA Rates . Unit Costs

Daarhe | Ceeall lark  F|




The Technical Bit

« Macros were developed to automate tabs hiding/appearing based on
information included in the document e.g. :

o Macro which hides all columns that are irrelevant to the region being
used for the study, e.g. hides all US columns when EU is selected

o Macro created in order to track budget moving from award, to contract
and Change Order

* Formulas applied so information can be pulled through from RFP, Roles &
Responsibilities , and to
drive the study Budget tabs
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Study Team Responsibilities in RFP Completion

Sourcmg Manager =
Clinical Study Leader ,
Data Management

‘ Biosample Operations Manager
Clinical Pharmacology ‘

Input From All Relevant
Functions

Sent to CRO
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Study Team Responsibilities in Budget Review

Sourcing
Manager

Clinical
Research
Study Leader

Clinical
Pharmacology

Biostats

' Management

Biosample
Operations
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Factors For Success /

B8

B8

Recognition that new RFP was required by all parties

Full support and endorsement from Roche early phase internal business
partner

Collaboration with Preferred Provider CROs and willingness from the CROs
to work together

Full training provided to early phase study teams and Contracts and
Outsourcing

New RFP provides clear delineation of responsibility at study level between
CRO and Roche

RFP is a dynamic document and CROs continuously involved in
improvement of the tool and add additional units as they arise
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In Summary...... : V

Budget
Transparency

Efficiency
and
Forecasting

= Improved relationships with preferred provider CROs

= Innovation leveraged as a result of 3 CROs and Roche working
together in collaboration

= Improved understanding of budget and costs for phase | studies

= Increased cost efficiency of Roche early phase studies, through the
negotiation of lower unit costs

= Functionality for historical budget review built into tool

= Faster and smoother negotiation of study costs and budget, leading to
improvement of contracting timelines

= Ability forecast budgets and potentially drive more efficient study design

J
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"What do you mean you
didnt see the RFP?

[ tweeted it out!”

)

I

www.timoelliott.com

Doing now what patients need next
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