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Independent Assurance on Internal Processes, Procedures, Systems, Controls and Standard Operating
Procedures at Bayer Around Quality, Safety and Efficacy Aspects of the Coppertone® Products

Assurance Scope
BAYER engaged AccountAbility to undertake an independent
assurance to assess the labeling accuracy of the Coppertone®
products (the “Products”). The assessment determines that all
applicable standard operating procedures (“SOPs”), which reflect
regulatory and industry guidelines, are adhered to as part of Bayer’s
processes, systems and controls to ensure the quality, safety, and
efficacy aspects of the Products, including sourcing, supplier
audits, pharmacovigilance, etc. See page 3 for more details.
We have performed limited assurance procedures in accordance
with ISAE3000 (Revised) – the International Standard on Assurance
Engagement, as well as Type 2 Moderate assurance procedures in
accordance with the AccountAbility Assurance Standard (2008) –
AA1000AS.
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The scope of our work is limited to the Products released in the United
States for the period January 1, 2017 through December 31, 2017.
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The sun protection factor “SPF” for all Coppertone products ranges from 6-100. AccountAbility selected a sample
of 10 Products sold in 2017 to conduct its assurance procedures. These 10 products exhibit the following SPF
profile and product categories, which represent over 85% of all units sold in the calendar period.
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AccountAbility is a global consulting and standards firm that works with business, governments and multi-lateral organizations to advance
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ASSURANCE STANDARDS

ISAE3000

AA1000 AS
INCLUSIVITY
How Bayer identifies and includes
participation of stakeholders in developing
and achieving an accountable and
strategic response to the subject matter.

QUALITY
How Bayer’s SOPs are applied to ensure
the defined quality requirements by internal
and external stakeholders are met.

SAFETY

MATERIALITY
How Bayer determines the relevance and
significance of an issue to an organization
and its stakeholders.

How Bayer’s SOPs are applied to ensure
the defined safety requirements by internal
and external stakeholders are met.

EFFICACY

RESPONSIVENESS
How Bayer responds to stakeholder
issues that affect its performance,
realized through actions, decisions and
communications.

How Bayer’s SOPs are applied to ensure
the defined efficacy requirements by
internal and external stakeholders are met.
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The 2017 assurance scope
covers
assessment of Bayer’s processes for all
the areas indicated in this diagram.
AccountAbility placed further emphasis
on the processes around ingredients
sourcing, vendor audit, and addressing
consumer feedback by expanding the
sample selections in these three areas.
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* AccountAbility’s 2017 Assurance
Scope only covers the process,
systems and controls and the
products released in the US market.

Global Quality Management

Independent Assurance Result
Based on inquiries and evidence obtained, nothing has come to our attention that causes us to believe that Bayer
has not, for the scope period spanning January 1 2017 through December 31, 2017:
▪ Adopted, in all material respects, its Standard Operating Procedures and guidelines that adhere to
the AccountAbility Principles 2008 – AA1000APS.
▪ Complied with Bayer’s interpretation of international industry standard guidelines as well as internal
procedures designed to deliver quality, safety and efficacy of its Products.
▪ Appropriately implemented quality assurance procedures, based on its interpretation of market
regulation for the United States as related to the active ingredients, sun protection factor (“SPF”),
water resistance, stability and broad spectrum properties on the label and packaging of the selected
10 Products.
▪ Verified the work undertaken by third parties to comply with market regulations in the United States
related to the quality, safety and efficacy of the Products.
▪ Accurately labeled the ingredients, expiry dates and made appropriate claims on the packaging of
its Products.
* DISCLAIMER: This report is intended to summarize the assurance engagement undertaken for informational
purposes. For the complete assurance report and conclusion, please refer to Bayer Consumer Health Division website.
AccountAbility is a global consulting and standards firm that works with business, governments and multi-lateral organizations to advance
responsible business practices and improve long term performance.

