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POSITION SUMMARY

Becton Dickinson (BD) has designed an internship program that will allow medical
students the opportunity to gain valuable medical device experience. The BD/SIR
Internship program will expose the intern to the entire process of developing a medical
device from idea generation to commercialization. The intern will interface with all
responsible functional groups necessary to develop a product such as Research and
Development, Quality, Clinical, Regulatory and Marketing. In addition, the intern will have
the added benefit of learning critical workplace skills and networking with professionals.
This experience will prove invaluable for those medical students who are interested in
getting a deep dive perspective on how industry advances world health.

INTERNSHIP REQUIREMENTS

+ Must be currently enrolled in Medical School

+ Must be in good academic standing

+ Willing to commit 40 hours per week for an 8-week period

+ Must be a U.S. citizen or be otherwise legally entitled to be employed in the U.S.

+ Interns will be required to successfully pass our pre-employment screening
process which include a drug screen and background check

+ Interns will be required to complete an orientation program during their first week

+ Strong analytical skills required

+ Able to relocate to Tempe, AZ for duration of internship, if appropriate

+ Desire to join a team committed to helping people lead longer, healthier, and
more productive lives

+ Sign non-disclosure agreement

+ Obligation to assign any invention conceived during the internship to BD

+ Review and approval of intern’s presentation at SIR (to protect BD confidential
information)

COSTS

+ Sponsor will provide transportation (to and from Tempe, AZ and any additional

off-site training travel requirements)

Sponsor will provide housing if relocation is needed for the duration of internship

Sponsor will pay the intern an hourly rate of $18.75. The intern is expected to

work 320 hours over the duration (8 weeks) of the internship. The max hours able

to work each week is 40 hrs. The max labor cost to not total more than $6000.00

US gross for the duration of the program (evenly distributed payments will be

paid bi-weekly over the course of the program)

+ Before the official arrangement is finalized, the BD manager will initiate a
Workday requisition. The requisition for this intern should be classified with the
Job Profile “P1-12867- Professional 1, Medical / Clinical Affairs Intern”, which is an
Intern (Fixed Term) status. Ultimately, an offer letter will be generated for the intern

++
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and a background check will be required. This process will then
automatically generate the intern’s Global ID to be used to request a laptop and
respective IT access

PROGRAM OVERSIGHT

JD Meler, M.D. Elaine Schuessler, MSN, RN, AGACNP-BC
VP Medical Affairs and Enterprise Associate Director, Clinical and Procedural
Clinical Excellence Strategies

Direct: 480-350-6322 Direct: 254-749-6399

Jd.meler@bd.com Elaine.schuessler@bd.com

Alex Lastovich Alex Tessmer

Sr. Director R&D Associate Director Ideation

Direct: (984) 389-1477 Direct: 602-421-3575
Alex.lastovich@bd.com Alex.tessmer@bd.com
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DESCRIPTION OF INTERNSHIP

During this internship program, the medical student will be exposed to the entire process
of commercializing a medical device. As depicted in the figure below, this process will
cover everything from Idea Generation, Concept, Feasibility, Qualification, Clinical,
Product Launch and Post Market Surveillance. The program will be broken down into a
Clinical and/or New Product Development project and nine product development
modules. Additionally, the medical student will spend 50% of their time working with the
Medical Affairs team clinical team in the pre-clinical setting.

P Launch/Post-

* Market Surveillance

Outputs (see
SOPNO0700180)

+ Suggestions for

improvements to existing
product

+ New product design inputs
+ Industry/Trade Shows

+ Publications

+ Competitor Information

* Regulatory Boundaries and

Industry Standards

+ Manufacturing capabilities
* Patent information
+ Similar product and

competitor field
performance

* Potential Hazards,

established hazards

* Planning Plan draft
* Risk Management Plan draft «
* Preliminary Technological

Assessment

= Preliminary Design

Definition

= Preliminary Regulatory Path

* Development Plan

Risk Assessment

* Process Development

* Revised Design Definition

* Regulatory Path Re-
Confirmed

* Preliminary Marketing
Strategy

DESIGN
FREEZE

* Development Plan
* Risk Assessment Review
* Process Validation
* Design Verification

Testing

* Design Validation Testing
= Final Design Definition
¢ Design Transition

(Transfer)

* Regulatory Documents
* Final Marketing Strategy

- Market Surveillance Inputs

(see SOPNO700180)

- Customer complaints

- Design validations

- Post-launch design reviews
- Customer feedback

- Monthly significant events

by sales force

- Customer surveys
- Customer product

development ideas

- Other informal

communication

- Risk Assessment Review
- Process Efficiency/Deviations

Review

- Design Definition Review
- Sales Performance vs.

Forecast Review

-+ Lessons Learned Summary

Clinical and/or New Product Development Project:

During the internship program, the medical student will learn how an unmet need
is translated into a solution that is commercialized. The medical student will be
placed on a project team and gain valuable experience of bringing of medical
device to market. The medical student’s role will focus on addressing the needs of
Interventional Radiologist’s in treating their patients. The elements of the project

experience will consist of some of the following:
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. Brainstorm and give recommendations for technologies that can be

used to address user needs

+ Strategically help to analyze, plan, develop, and implement initiatives and
training programs that will increase customer engagement and access, as
well as internal stakeholder skills, knowledge, and practices

« Perform clinical lab evaluations of products and prototypes as directed by
the VP of MA

» Actively engage in clinical, procedural, and technical discussions and link
data outcome to key messaging

» Create high level business model for each technology recommendation

» Provide a final report of the clinical project/experience to be submitted to
SIR

Patent Law (Module 1)

Innovation is one of the metrics through which BD measures the value of its
products. The Intellectual Property (IP) Team at BD assists each Project Team at
different points through every phase of product design. It is expected that the SIR
Intern will come to understand the role and purpose of IP in product development,
including:

* Review all the features of a product so that freedom to operate is analyzed

* Review of potentially patentable subject matter for each product, as well
as alternative designs, and decisions on seeking patent protection

» Decisions on branding and obtaining trademark registrations

» Review of product labeling and review of collateral materials for
compliance with IP laws

Research and Development (Module 2)

At BDPI, our goal is to provide a constant supply of new, innovative medical
technologies that improve clinical outcomes and help to control the costs of care.
Our products are responsive to the needs of healthcare practitioners and are
sensitive to the issues of patient safety, comfort, and care. We originate and
develop products through the innovative thinking, skills, and capabilities of our
Research and Development organization and through outside resources from
which we identify, acquire, and develop new medical technologies. BDPI
leverages its capabilities in product development, and its demonstrated ability to
commercialize products in a timely fashion to attract suitable partners from the
academic, practitioner and industrial communities to ensure that products and
product development opportunities from other organizations will properly
supplement its internal development efforts. At the conclusion of the Research
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and Development module, the intern will be able to demonstrate a basic

understanding of the following:

Collection of Design Inputs

Conversion of Design Inputs into Product Specifications
Design Development Planning

Understand the NPD Risk Management process
Understand the typical Verification and Validation methods
Generation of Design Outputs

Design Review requirements

Product approval and launch activities

Design of Experiments (DOE)

In-vitro testing

In-vivo testing (Design and conduct of animal research)
Project management

Fatigue testing

Finite Element Analysis (FEA)

Biocompatibility testing

Protocol and Report writing

Installation Qualification (1Q), Operational Qualification (OQ), Process
Qualification (PQ)

Quality Assurance (Module 3)

BD (led by Quality) is responsible to evaluate user, design and process risk so that
all new and existing products perform as expected and are safe and effective for
the end user throughout the lifecycle of the product. At the conclusion of the
module, the intern will be able to demonstrate a basic understanding of the product
risk management lifecycle.

Risk Analysis — Intended use, identification of characteristics related to
safety, hazards identification, estimation of hazardous situation

Risk Evaluation — Failure Modes and Effect Analysis

Risk Control — Design Validation, Design Verification, Manufacturing
Controls

Residual Risk Evaluation — Overall residual risk acceptability

Risk Monitoring - Post Market Surveillance

Clinical (Module 4)

Adherence to the principles of good clinical practices (GCPs), including adequate
human subject protection (HSP) is universally recognized as a critical
requirement to the conduct of research involving human subjects. Many
countries have adopted GCP principles as laws and/or regulations. The Food
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and Drug Administration’s (FDA'’s) regulations for the conduct of clinical
trials, which have been in effect since the 1970s, address both GCP and HSP. At
the conclusion of the Clinical Affairs module, the intern will be able to
demonstrate a basic understanding of the following components of clinical trials
sponsored by industry:

« The foundations of Good Clinical Practices (GCPs), medical device
regulations, and the related principles which guide clinical trial conduct

* The role of the clinical affairs team in the product development process

» Development of clinical trial strategies and study design

» The foundations of clinical operations including GCP monitoring, data
validation, data analysis, reporting, publication, clinical trial registration,
and project management

» The roles of pre and post market research, surveillance, and
reimbursement

* Industry sponsored vs. Investigator Sponsored research studies

« Common pitfalls often experienced during sponsored clinical trials

In addition, if scheduling allows, the student will be able to visit a clinical site and
shadow a clinical coordinator for a day.

Requlatory (Module 5)

The Regulatory Affairs group at BD is responsible for facilitation the device
development for Class |, I, and Ill medical devices that are regulated by the US
FDA. As a result of the Internship experience, the participating individual will
obtain a bird’s eye view of the regulatory process from beginning to end, leading
to clearance/approval of a medical device. Following completion of Module 5,
the intern will have a working understanding of:

» The device development process including identification of FDA test
requirements

» Negotiation experiences with FDA to identify requirements to support a
human clinical study (IDE Study)

* US Regulatory Submission and Clearance/Approval Process

Marketing (Module 6)

The Marketing module will focus on both the strategic and tactical implementation
of the marketing program(s). In the marketing module the intern will start with the
idea of upstream marketing and gathering user inputs for idea generation and
follow the idea to R&D. The intern will also learn how to launch a product and
post market activities that take place in conjunction with our sales organization.
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This will also tie in the sales component and give them an appreciation of
the sales process. At the conclusion of the Marketing module, the intern will be
able to demonstrate a basic understanding of the following marketing elements:

+ Upstream Marketing (Biodesign process to come up with unmet need,
market research, market modeling, design input specifications, labeling/IFU
creation, and launch forecast)

« Downstream Marketing (Pre/post launch activities, advertisement
design/messaging, sales force training, commercialization, promotion,
physician feedback, and sales analysis)

Post Market Surveillance (Module 7)

Monitoring the performance and safety of medical devices after their release for
distribution is mandated by the FDA. Post-market surveillance of BD’s products is
conducted by the Field Assurance team. The SIR Intern will gain a thorough
understanding of all phases of the complaint handling and regulatory reporting
process, including:
» Identification and documentation of domestic and international complaints
» Assessment of complaints for reportability per FDA adverse event
reporting guidelines under the Medical Device Reporting (MDR)
regulation, as well as international reporting responsibilities
» Investigation of the event, including evaluation of the returned device,
medical images and records, and the development of a root cause
+ Corrective and preventive action (CAPA) based on the results of the event
investigation
» Appropriate closure of the complaint file, ensuring compliance with FDA
regulatory requirements

HEOR & Reimbursement Training (Module 8)

The Health Economics and Outcomes Research (HEOR) group analyzes the
aspects of health and healthcare, with a focus on the costs (inputs) and
consequences (outcomes) of healthcare interventions, and evaluates the effect
of healthcare interventions on clinical, patient-related clinical, humanistic, and
economic outcomes. Gaining reimbursement and market access are also
essential functions for the HEOR group. At the end of the HEOR and
Reimbursement module, the SIR intern will understand the following:

+ HEOR tool generation on BD products to create value propositions (i.e.,

value dossiers, value briefs, economic impact models, etc.)
+ Securing and maintaining market access
+ Highlighting product differentiation and value creation
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. Coding, coverage, and payment as it relates to various code sets
and payment methodologies (i.e., CPT, HCPCS, DRG and ICD-10 coding;
Inpatient, outpatient and OBL payments, etc.)
+ Differences between commercial and government payors

Medical Affairs (Module 9)

Focus on communication between BD and medical professionals, healthcare
providers and patients. The MA module will allow the student to understand
scientific and clinical information through medical publications, responses to
documents, and educational collateral (internal/external). Additional objectives of
this module are:
» Collaborate with cross-functional teams during the product life cycle
» Participate in KOL development
* Review internal and external facing collateral to ensure proper use of
scientific evidence in conjunction with legal and regulatory reviewers;
collaborate with document owners for problems solving when editing is
required

Why Becton Dickinson?

Core values are an organization’s essential and enduring
tenets—the beliefs that guide our management practices,
leadership norms and culture.

We do what is right

We are committed to the highest standards of excellence and integrity in everything that
we do: on behalf of our customers, our shareholders, our communities and ourselves.
We are proud to work for a healthcare company whose products and services make a
difference in people’s lives. We derive our greatest sense of accomplishment from doing
what is right — not what is expedient. We don’t compromise our high standards of ethics
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in order to achieve our objectives. We are reliable, honest and
trustworthy in all our dealings. We keep our promises and if we make a mistake, we
make it right.

We take personal responsibility

Change is never easy, and despite our best efforts, it won’t all go smoothly. Being
individually responsible means we are accountable for our decisions, even when we
make a mistake, and not try to place blame or make excuses. We treat the company's
reputation as our own and try to make wise use of our time and the company's
resources. We expect access to the tools and information necessary to participate in
any decisions that will reflect on our collective or individual reputations.

We anticipate and address the challenges of patients and customers globally

It's not enough to just respond to customer challenges. We need to know our
customers’ needs as well or better than they do, so we can be proactive. Thinking about
our customers holistically, including the patients they serve, will enable us to serve them
better, helping to solve their most pressing healthcare challenges.

We innovate and improve continuously

Innovation isn’t specific to R&D and new product development, nor is continuous
improvement limited to our operations and manufacturing teams. We are all
accountable for seeking innovative solutions to our challenges and for not settling for
“good enough” but striving to improve and be better every single time. We study our
progress and learn from others and ourselves how to do things more effectively and
efficiently.

We respect, collaborate, challenge and care about each other

We act with respect towards each other and towards those with whom we interact. We
collaborate and challenge each other, cultivating best practices throughout the
organization. We demonstrate constructive candor by disagreeing openly and dealing
with our differences professionally. We care about people as individuals and promote an
inclusive work environment that values, appreciates and leverages diversity.

BD Values and Core Competencies

Results matter. However, HOW we achieve those results also matter. At BD, as we
strive to achieve outstanding performance, we are guided by the following core
behavioral competencies.
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Living The BD Values
Demonstrates the core values that are the foundation for becoming a great company:

*  We do what is right

* We take personal responsibility

* We anticipate and address the challenges of patients and customers globally
* We innovate and improve continuously

*  We respect, collaborate, challenge and care about each other

Core Competencies

* Action-oriented — Is agile and timely in making things happen.

* Continuous and Versatile Learning — Proactively builds knowledge and skills of self
and others, to increase value/contribution to the company and to ensure personal and
professional growth.

+ Customer Focus - Is flexible and nimble in keeping up with customer needs; is on the
cutting edge of defining their next level of expectations and working to exceed them.

* Driving for Results — Consistently strives to achieve challenging goals and objectives
whether individually or through others.

* Influencing Others — Whether as a team leader or an individual contributor, engages
others in ways that gain their willing support and cooperation in pursuing initiatives or
particular courses of action.

+ Managing, Leading and Developing People — Guides others toward shared goals,
providing the development, coaching, feedback and resources to accomplish tasks.

* Process Effectiveness — Understands results that must be obtained and establishes
efficient plans for self and/or others to achieve them; alert to opportunities to improve
existing processes for accomplishing work and pursues them.

* Promoting an Inclusive Work Environment — Respects and values the diversity among
us and leverages differences to enhance our performance and working environment.

» Teamwork — Puts into practice values and behaviors that contribute to group
effectiveness and performance, and the achievement of team objectives.
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