Genentech

A Member of the Roche Group

Commercial Compliance Specialist / Sr. Compliance Specialist

Job ID: 00409854

Job Function Schedule
Sales & Marketing Full-time
Location Job type
United States-California Regular Employee
South San Francisco

Job Level
Company/Division Experienced
Pharmaceutical
Who We Are

At the Roche Group, about 80,000 people across 150 countries are pushing back the
frontiers of healthcare. Working together, we've become one of the world's leading research-
focused healthcare groups. A member of the Roche Group, Genentech has been at the
forefront of the biotechnology industry for more than 30 years, using human genetic
information to dtevelop novel medicines for serious and life-threatening diseases. The
headquarters for Roche pharmaceutical operations in the United States, Genentech has
multiple therapies on the market for cancer and other serious illnesses. Please take this
opportunity to learn about Genentech, where we believe that our employees are our most
important asset and are dedicated to remaining a great place to work.

The Position

Genentech's Commercial Compliance Operations (CCO) group, part of the broader
Commercial Business Operations (CBO) organization, designs, implements, and owns
business processes and systems needed to maintain compliance with state and federal laws
and Genentech policies governing our interactions with healthcare professionals (HCPs) and
related entities. The Transparency and Aggregate Spend Operations arm within CCO is
principally responsible for tracking, monitoring, managing and reporting on Genentech's
overall aggregate spend with the healthcare community to achieve transparency as defined
by the Healthcare Compliance Office (HCO). To support this work, the group owns the
Aggregate Spend Management system and related tools which provide automation and
processes to enable the aggregating, self-monitoring, corrective action and internal and
external reporting for transparency requirements. The group also owns and maintains
processes for Fair Market Value payments to physicians, speaker program compliance,
vendor registration for field personnel, and other processes supporting healthcare
compliance.

In addition, the group serves as an important conduit with the rest of the Commercial
Operations organization to ensure a culture of compliance through well-thought out,
actionable and achievable compliance processes. Given the nature of this group's work,
they communicate and interface with a host of internal cross-functional partners, both within
Commercial and with IT and other Genentech functions, and develop and implement
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business processes, systems and tools to support fully compliant and efficient management
and reporting associated with Genentech's aggregate spend program.

CCO Specialists track, monitor, manage and report Genentech's aggregate spend with
Healthcare Professionals (HCPs) and organizations, as well as play an active role in the
development of associated business processes, systems and tools. They employ a variety
of data analysis techniques and direct junior team members in doing so, and distill analyses
into useful information that helps drive business decisions. CCO Specialists also work with
their manager in developing training/development programs and initiatives for CCO,
preparing and delivering senior management presentations on strategic or complex issues
and leading strategic projects. Incumbents in the CCO Specialist, role, as all other
employees, are fully accountable for compliance with all laws, regulations and policies that
govern the conduct of GNE activities. As a leader in the compliance area, the CCO Specialist
demonstrates full knowledge and commitment to all applicable policies, monitors adherence
to company policies and guidelines and acts according to established procedures to ensure
all issues are addressed and resolved as required.

Key Accountabilities:
Commercial Compliance Operations Specialists are generally expected to:

e Stay abreast of relevant laws and regulations that affect organizational spending with
HCPs and healthcare related organizations; and play an active role in educating and
keeping others internally abreast regarding such laws and regulations

e Model compliance with HCP laws and regulations across the Genentech organization

o Expertly and efficiently comply with all state and federal laws and regulations
regarding organizational spending with HCPs and healthcare related organizations;
ensuring all relevant data and data reporting fully meets all relevant laws and
regulations, including accuracy and on-time reporting

¢ Play a proactive role in helping identify, recommend, develop and implement
departmental policies, procedures, systems, methodologies, templates and other tools
to effectively and efficiently track, monitor, measure and report on Genentech’s
aggregate spend with HCPs

e Use advanced technigues in data modeling, data mining, database operations design,
process analysis, gap assessment, problem solving and solution design

o Effectively support development, management and maintenance of Commercial’s
Aggregate Spend Management and Genentech Funding Request systems

e Work collaboratively and effectively with all internal, and any external, partners and
stakeholders

o Effectively support his/her manager and the overall department by developing and
implementing training & development programs for CCO, preparing and delivering
presentations on strategic or complex issues and leading special projects

¢ Act in complete & total compliance with all laws, regulations and policies

¢ Participate, as and when needed/appropriate, in cross-functional or other project
teams; helping the overall business of Genentech to continuously evolve, improve and
excel

Compliance, Knowledge & Skills

¢ Follows all laws, regulations and policies that govern the conduct of all activities. Is
accountable for being fully knowledgeable of all relevant policies and for abiding by
these

e Does not compromise ethics or integrity, or undertake legal risks while pursuing
business goals

e Asks questions when in doubt



Demonstrates leadership among peers by consistent application and modeling of the
appropriate compliance, behavior and conduct

Where applicable, is required to obtain and maintain full proficiency and knowledge of
disease state, product and other aspects or issues as provided for and mandated by
the company

Planning & Development

Stays abreast of relevant laws and regulations that affect organizational transfer of
value
Acts as a lead subject matter expert on data sources, analytical methodologies, and
reporting requirements, as well as related business processes, systems, templates
and other tools
Works with his/her manager, peers and other internal partners such as Legal and
HCO and plays a lead role in the development, setting and implementation of relevant
internal policies and procedures that govern internal business practices and
operations in relation to HCP spending
As appropriate, participates in Commercial Operations and other Non-Commercial
Operations business planning processes; proactively monitoring and recommending
on HCP spending and compliance with internal business partners and stakeholders
Performs data analyses and modeling to support internal business partners and other
stakeholders in their business planning processes
Keeps internal business partners and stakeholders apprised of evolving legislation and
regulations regarding HCP spending and compliance
As appropriate, conducts internal education/training sessions with internal business
partners and/or other stakeholders
Works with manager and other team members to regularly assess analytical
methodologies and practices, data sources, data monitoring and mining systems,
other business processes, relevant systems and tools. Plays a leadership role in:
o ldentifying and recommending process improvements or other opportunities to
streamline and improve overall compliance and efficiencies
o Collaborating with various cross-functional groups to assess broader business
intelligence needs
o Researching new data sources and analytical methods
o Developing new vehicles for presentation of data findings
o Developing analytical capabilities and processes for regular and ad hoc
analyses and reporting
o Integrating design across multiple Genentech databases and other information
platforms for streamlined and accurate data
o Developing Standard Operating Procedures (SOPs) and/or Department
Operating Procedures (DOPSs)
Leads special projects, as assigned, potentially working with a host of internal
business partners or stakeholders
As assigned, may act as project lead for planning and development of CCO systems.
Conducts requirements' gathering, may lead planning and development sessions, and
project manage systems updates or other enhancements, which may involve regular
interface and liaison with Information Technology
Develops and disseminates a calendar of regular reporting required to support HCP
spending compliance

Operations

Performs routine and ad hoc data mining and modeling to ensure accurate and up-to-
date HCP spend information is available at all times
Manages aggregate spend data and performs routine and ad hoc data tracking,



monitoring, measuring and reporting on Genentech's aggregate spend. Responsible,
at all times, to ensure transparency reporting is fully accurate and on-time to meet
external regulatory reporting requirements:

o o Applies structured and disciplined methodologies, programs and applications for

analyzing, presenting and reporting spend data
o Demonstrates strong abilities to define problem statements and enhance
existing methodologies, as appropriate, for state and federal reporting needs
o Clearly identifies process gaps and inefficiencies

¢ Responsible for proactively elevating any issues, concerns or potential risks of non-
compliance to his/lher manager. Recommends opportunities or actions to mitigate
and/or otherwise address potential risks of non-compliance

e Attends various internal business partner/stakeholder meetings to stay abreast of, at
all times, internal business plans, objectives and activities associated with
transparency requirements. Provides expert insights and recommendations to
business partners/stakeholders to help to assure Genentech's operations remain, at
all times, in full compliance with relevant state and federal laws and regulations

e Responds to inquiries or other requests in a timely manner. Includes guiding internal
business partners on their continued compliance and supporting HCO on state
reporting regarding HCP spending

e Where assigned, adheres to priority scheduling, quality and strict timelines for
maintenance, updates or other changes to CCO systems

e Conducts internal business presentations, as and when appropriate

e Supports his/her manager in quarterly business planning processes. Including helping
to gather and prepare all relevant data and presentations, as well as conduct various
business presentations

e Completes other administration, as and when needed, assigned or requested

e Attends team/departmental and other meetings. Prepares in advance and actively
engages to share information, convey business updates and the like; also uses to
learn of activities undertaken by others and best practices

Cross-Functional/Project Support/Participation & Personal Development

Supports, as and when assigned, on wider goals/objectives or projects. As such, may act on
cross-functional teams assigned with a specific mission or role, and may be asked in such
capacity to represent the CCO Specialist position specifically or for other, specific activities.
In addition, is expected to recommend appropriate opportunities to participate on various
teams, and/or complete special projects that will help further the success of CCO, the
broader TLS/CCO group, Commercial Operations or Genentech overall.

Actively identifies and participates in various training & development programs and other
offerings, groups or activities that will enable continued development of his/her technical
skills as well as product and business knowledge.

Who You Are

Candidates for this position should hold the following qualifications, have the following
experience, and be able to demonstrate the following abilities to be considered as a suitable
applicant. Please note that except where specified as “preferred,” or as a “plus,” all points
listed below are considered minimum requirements.

QUALIFICATIONS & EXPERIENCE:

e Bachelors Degree (life sciences, finance/accounting, information systems or related
discipline is a plus)



MBA, JD, CPA, MHA, or other related graduate-level degree is preferred

3 or more years'’ related experience in healthcare, medical education and/or market
research

3 or more years in analytical-oriented positions, such as sales operations, finance,
guantitative market research, decision-support systems and the like

Previous experience in assessment and design of business processes, including
demonstrated experience in recommending and implementing improvements

Must demonstrate working knowledge of the pharmaceutical/biotechnology industry
(compliance, legal, clinical affairs, and product marketing)

Some previous biopharmaceutical consulting experience is preferred

Must demonstrate knowledge of, or the aptitude to learn, the legal and regulatory
environment, as it relates to HCP spending in the pharmaceutical/biotechnology
industry

Must demonstrate knowledge and development capabilities for advanced Microsoft
Excel-based modeling as well as general analytics’ processes and systems design
and implementation

Demonstrated abilities to build and present analytical information in formats
appropriate for decision making, such as PowerPoint presentations and graphs
Familiarity with accounting and Enterprise Resource Planning (ERP) systems and
experience with object-oriented query tools such as Brio, Business Objects and SAP
BW is a plus

Proven track record of meeting or exceeding objectives and goals

Business travel, by air or car, is required for regular internal and external business
meetings (less than 15% travel requirement)

ABILITIES:

Impeccable ethics and integrity

Ability, comfort & commitment in/to operating in a highly regulated environment and
industry, which requires understanding of the imperative for compliance with company
policies, procedures and other relevant internal or external laws, regulations and the
like

Business acumen: has a sound grasp of the pharmaceutical/biotechnology industry
and understands Genentech’s business model and its position within the wider
external marketplace

Demonstrable project management skills: proven ability to manage multiple tasks to
conclusion, on time, and without compromise to quality of work output

Business process and operational excellence acumen

Strong attention-to-detail

Strong analytical skills and capabilities

Strong communication skills, both written and verbal. Consistently demonstrates
professional communication skills. Knows how to manage sensitive or confidential
information. Understands and consistently demonstrates appropriate communication
and interaction with others

Can influence without authority

Good presentation skills

Demonstrable abilities to lead multidisciplinary meetings and achieve team objectives
Financial acumen sufficient for development, management and tracking of large
budgetary amounts

Willingness to partner with others and a proven track record of collaborative work
relationships

A history of success and learning from failures to garner future success

Genentech is an Equal Opportunity Employer.



