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RB Is a growing franchise in consumer health with
almost 200 years of history
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The RB business is structured to enable category focus
and leadership
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One RB

A platform for long term growth and outperformance



Product classifications and study types

: \ .
‘ ‘ (4
Ji |
r Qi b S e
. . . meti ner .
Medicines Medical Devices Posd et ©s enera Non-Interventional
4 main types of study: Clinical Investigation Plans are roaucts * Real world evidence and big
1.Human Pharmacolo undertaken in human subjects Safety studies, e.g.: data, e.g. using 3rd party
€.g. Bioequivalence?y to assess: « Skin irritation — Acute Tolerance database on pain indications to
. Safety and/or Prod i support new claims
2.Therapeutic Exploratory y * Product efficacy
(e.g. Pilot study)  Clinical Performance * Outcomes & value research,
9. y . . e.g. Outcome measures (patient)
3.Therapeutic Confirmatory And evaluate whether the device is Claims studies: & payer /
(e.g. Pivotal registration study) suitable for the purpose(s) and the + Relevant for both marketing and economic analysis
4.Therapeutic Use %ﬁgﬁfégon(s) for which it is product « Healthcare Professional
(e.g. PASS) — medical insights
— Outsourcing, Budgeting, Forecasting —
— Data Analytics, Biostatistics & Data Management —
« Quality Management System: Fit-for-Purpose SOPs —



Product classifications and study types
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Medicines
4 main types of study:
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1.Human Pharmacology
(e.g. Bioequivalence)

2.Therapeutic Exploratory
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4. Therapeu
(e.g. PASS)

Medical Devices

Clinical Investigation Plans are
undertaken in human subjects
to assess:

« Safety and/or
« Clinical Performance

And evaluate whether the device is
suitable for the purpose(s) and the
population(s) for which it is
intended
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Cosmetics & General
Products

Safety studies, e.g.:
« Skin irritation — Acute Tolerance

» Product efficacy

Claims studies:

* Relevant for both marketing and
product

Outsourcing, Budgeting, Forecasting

Data Analytics, Biostatistics & Data Management

Quality Management System: Fit-for-Purpose SOPs
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Non-Interventional

* Real world evidence and big
data, e.g. using 3rd party
database on pain indications to
support new claims

¢ Outcomes & value research,
e.g. Outcome measures (patient)
& payer /
economic analysis

» Healthcare Professional
— medical insights



Study background

* Pivotal efficacy study — Multi-centre, multi-country, phase Ill, double-blind, placebo controlled study for
an OTC drug

« Atthe time - Largest study of its type conducted in Europe by RB and an unprecedented investment

« Conducted in two European countries with established clinical research track record and standards
(country A & B)

« 256 patients to complete - 19 sites split across the two countries — GPs and SMO

« Qutsourced full-service, including site contracting. RB oversight of CRO




Study set-up

« The contracted CRO were based in country B and did not have a presence in country A
* Local partner CRO sub-contracted for services in country A

« CRO responsible for identification, set-up and management of all sites

« Sites were contracted directly with RB in country A and with the CRO in country B, in accordance with
site standards

 IMP management was provided by RB, via a separate IMP vendor, under RB’s contract and
management
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Study progress

Study set-up completed and FSFV was achieved 28" April 2015

« ‘Standard’ study challenges encountered — No major issues

« RB-CRO governance in place to build relationship and mitigate issues and conflicts — Trust established

« Some recruitment challenges were faced during Q3 2015 — Advertising was deployed to overcome this,
approved Q4 2015




What happened next...

Immediately prior to implementation of advertising,
RB received notification from the CRO that they were
going into Preliminary Insolvency
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There were many challenges and

conflicts

Site payments and

Assessing risk relationships

Sub 1 local CRO - Contract

T ubcontracted loca fad termination and

-'_l_'- CRO 3 appointment of a
rescue



Assessing Risk

- Internal
- Cross-functional

- Patient safety
- Data inteqgrity
- Recruitment

- Budget status

- Situation changed hourly, as
Information came to light

- Differing opinions = Conflict
- Stakeholder management was key




Site
payments

and
relationships

Significant monies owed — Disgruntled
Pls

Lack of communication from CRO — RB
Intervention

Legal conflict — Country B insolvency
laws prevented direct payment to sites

All monies paid by RB were in escrow,
to be distributed by the Administrator;
No RB or CRO control

Administrator conflict — Lack of
cooperation; Impact on sites



Subcontracted local
CRO

- Significant monies owed — Angry CEO

- Country B insolvency laws prevented
payment by RB

- Conflict with CEO
- Verbal contract assumed
- Legal intervention to calm situation

- Conflict with Administrator required
resolution prior to release of monies



« Balance required — Move fast, with compliance

 Cross-functional decision and vendor selection
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* Risk management and mitigation — Internal
conflicts

CRO - Contract 7§
termination and

 Rescue CRO appointed within 3 weeks

« Administrator conflict — Primary CRO restricted

appointment of
. RB terminated primary CRO contract effective
a fescue : end.2015

« Administrator conflict — Data held ‘hostage’ and
communications cut

 ‘Human’ aspects of CRO team to consider

« Legal intervention, eCRF contract and payment
required
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"Conflicts and challenges successfullyﬁavigated

T e

: Payments
Recruitment Rescue CRO
completed 24- Cogw(ﬂ g’:telglaliaeb- compiled data

Y CSR: Mar-2017

Dec-2015 and analyses

released

Impact on overall project timelines: 10 months

Recognition from senior stakeholders for rescuing a study with minimal
Impact



Learnings

Communication — Consistent and lots of it

Financial oversight — Know where and when
Pass-Throughs and Site Fees are being
distributed

Site oversight — We were on top of operational

status
« Could leverage relationships despite Administrator
blockages
« Validated our approach — We still employ it now

Strengthened team — Everyone pulled together
* Flexibility within roles to overlap with each other
« We all knew what needed to be done
« We spoke with one voice to wider business
« Good dynamics meant we avoided conflict

amongst ourselves
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