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BIOTRONIK Code of Business Conduct

It has been a long-standing policy of BIOTRONIK to conduct our business with the highest 
standards of moral and ethical behavior. BIOTRONIK’s global reputation for legal and 
ethical behavior is one of our most important assets, of which we can be proud. 

The BIOTRONIK Code of Business Conduct is intended to inform employees and 
representatives of their legal and ethical obligations. Each of us is responsible to ensure 
understanding and compliance with “The Code”. Compliance with The Code is not 
optional, it is mandatory for employees as well as anyone who represents BIOTRONIK 
including contractors and independent sales representatives.

The Code of Business Conduct helps define our values and should be used as a reference 
to help you make the right decisions and resolve ethical issues you may encounter. It has 
been designed to be a useful resource and I encourage you to refer to it often.

In addition to complying with The Code as individuals, we all share a responsibility for 
reporting and addressing violations of The Code. The Code prohibits retaliation against 
anyone who raises a concern, and I am personally committed to fostering an environment 
that encourages people to raise concerns. If you see a violation of The Code, you should 
tell your manager, Compliance, or alert me directly. We also have a Compliance hotline, 
which allows you to submit complaints anonymously.

We can maintain BIOTRONIK’s commitment to quality products and standards only if we 
adhere to the business conduct standards.

Ryan Walters 
President 
BIOTRONIK, Inc.
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1. Introduction
BIOTRONIK is a global leader in the medical device industry. We believe that ethical 
business conduct is fundamental to our success in the marketplace. It is BIOTRONIK’s 
policy to comply with all federal, state, and local laws and regulations.

The Advanced Medical Technology Association (AdvaMed), is a trade association that 
acts as a common voice for medical device manufacturers. AdvaMed’s Code of Ethics 
on Interactions with Health Care Professionals was originally released in 2003 and 
has been in its current form since 2009. The AdvaMed Code provides a framework for 
medical device companies to comply with anti-kickback and health care fraud 
statutes and to ensure that interactions with Health Care Professionals are grounded 
in the best interests of patients. The BIOTRONIK Code of Business Conduct upholds 
the standards of AdvaMed’s Code and constitutes one of the core documents in our 
compliance program.

BIOTRONIK’s Code of Business Conduct applies to all BIOTRONIK employees, 
independent representatives, and contractors (collectively “BIOTRONIK Personnel”). 
Adherence to this code, as well as to all applicable laws and regulations, is a condition 
of employment for every BIOTRONIK employee and a contractual requirement for all 
independent representatives and contractors. It is Management’s responsibility to 
ensure that all BIOTRONIK Personnel receive training appropriate to their position. 
All BIOTRONIK Personnel are required to:

1. Comply with the BIOTRONIK Code of Business Conduct, as well as all 
BIOTRONIK policies;

2. Complete required compliance education and training as designated  
by the employee’s manager and the Compliance Department;

3. Comply with all laws and regulations referenced in this code;
4. Report potential compliance violations through the established compliance 

reporting mechanisms.

If an employee is in doubt about the meaning or application of the standards outlined 
in the BIOTRONIK Code of Business Conduct, the employee should contact the 
BIOTRONIK Compliance Department at 503-451-8310.
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Frequently Asked Questions

Who are “Health Care Professionals (HCPs)?” 

The term “Health Care Professional” includes those individuals and entities which 
are involved in the provision of health care services and/or items to patients that 
purchase, lease, recommend, use, arrange for the purchase or lease of, or 
prescribe BIOTRONIK products in the United States. This includes both clinical and 
non-clinical people with influence over purchasing and/or product selection 
decisions. 

Does the Code of Business Conduct cover interactions outside the U.S. with Health 
Care Professionals who work in the U.S.? 

This code applies to interactions with Health Care Professionals to the extent 
that they provide services or products in the United States. This includes 
interactions with Health Care Professionals who work in the United States, 
even if the interaction occurs outside the country (such as at a conference or 
other event). 
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2. Legal and Regulatory Considerations
BIOTRONIK complies with all applicable laws and regulations in all its business 
operations. There are specific legal and regulatory requirements for all BIOTRONIK 
departments. All BIOTRONIK Personnel are required to understand and comply with 
the legal and regulatory requirements pertinent to their positions. These requirements 
include the following:

2.1 Anti-Kickback Statute (AKS)
The federal Anti-Kickback Statute (AKS) prohibits any individual or entity from 
knowingly and willingly soliciting, receiving, offering or giving anything of value to 
induce or reward a person to (1) refer patients to any product  or service or (2) 
purchase, order, or recommend any product or service reimbursable under 
government health care programs (e.g., Medicare). Violations of the AKS can result 
in criminal penalties including fines of $25,000 per violation, and imprisonment of up 
to five years. Violators may also be excluded from future participation in federal 
health care programs.

2.2 False Claims Act
The federal False Claims Act prohibits any person from knowingly presenting, 
making, using, or causing to be submitted a false or fraudulent claim for payment by 
the U.S. Government. Violations can result in civil penalties ranging from $11,000 to 
$21,500 per false claim. By law, any claim submitted to the government by a hospital 
for payment that flows from an AKS violation is a false claim. Further, any claim 
submitted that flows from “off-label” promotion may be considered a false claim. 

2.3 Anti-Trust and Fair Competition
BIOTRONIK Personnel are expected to comply with anti-trust, and other laws and 
regulations pertaining to fair competition. These laws and regulations prohibit:

• Unfair trade practices, including bribery, misappropriation of proprietary 
information, deception, intimidation, or similar unfair practices;

• Discussions with competitors pertaining to pricing, bids, discounts, 
promotions, profits, costs, terms or conditions of sale, warranties or 
inventories;

• Discussions and agreements with competitors to allocate customers, divide 
territories, or limit production;

• Discussions and agreements with competitors to refrain from or limit doing 
business with a particular company or hospital.
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2.4 Disclosure of Payments made to  
Health Care Professionals

Under the Patient Protection and Affordable Care Act (PPACA), Section 6002 
(Physician Payments Sunshine Act), BIOTRONIK, Inc. meets the definition of a 
manufacturer of medical devices, and is required to report payments or other 
transfers of value made to covered recipients, including physicians and teaching 
hospitals.

BIOTRONIK, Inc. fully complies with the Physician Payments Sunshine Act as well as 
all related applicable individual state requirements for reporting payments.

With certain exclusions, reportable transfers of value include:

• Compensation for consulting
• Compensation for services other than consulting
• Honoraria
• Food and Beverage
• Travel and Lodging (including the specified destinations)
• Education
• Research
• Charitable contributions
• Royalties or licenses
• Current or prospective ownership interest
• Compensation for serving as faculty for a continuing education program
• Grant
• Space rental or facility fees (e.g., Exhibit Fees)

2.5 Patient Privacy
The Health Insurance Portability & Accountability Act (HIPAA) establishes standards 
to protect patient health and insurance information (Protected Health Information, or 
PHI). PHI includes:

• Common identifiers, such as name, address, birth date, and  
Social Security number.

• Information relating to the patient’s past, present, or future physical or 
mental health or the provision of health care to the individual.

• Information that relates to the past, present or future payment for  
the provision of health care to the individual.

Any disclosure of a patient’s PHI in a manner not permitted by HIPAA is punishable by 
substantial civil and criminal fines and penalties, including imprisonment.
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2.6 Food, Drug, and Cosmetic Act (FDCA)
The FDCA governs manufacturers’ distribution and promotion of medical devices 
and other health care products. The FDCA imposes numerous obligations on 
manufacturers, including requirements related to product approval, manufacturing 
practices, appropriate promotional activities and claims including prohibitions on 
“off-label” promotion, complaint handling, and adverse event reporting. Violations of 
the FDCA are punishable by both civil and criminal penalties, as well as administrative 
actions such as product seizures. 
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3. Product Training and Education
BIOTRONIK has a responsibility to provide product training and education for Health 
Care Professionals, including training on the safe and effective use of BIOTRONIK 
products and education about associated disease states and the benefits of 
BIOTRONIK products to appropriate patient populations. These programs include, 
but are not limited to, “hands on” training sessions and workshops, lectures, 
presentations, and grand rounds. BIOTRONIK adheres to the following principles 
when conducting training and education programs for Health Care Professionals:

Programs should be conducted in settings that are conducive to each program’s 
purpose and to the effective transmission of information. 

These may include, based on the circumstances: 

• Educational, conference, or other settings, such as hotels or other 
commercially available meeting facilities;

• The Health Care Professional’s place of business or another clinical setting; 
one of BIOTRONIK’s facilities.

• Programs providing “hands on” training on BIOTRONIK products should be 
held at training facilities, medical institutions, laboratories, or other 
appropriate facilities.

• BIOTRONIK may provide Health Care Professional attendees with meals and 
refreshments in connection with these programs, so long as they are 
modest in value and subordinate in time and focus to the overall program.

• BIOTRONIK does not pay for meals, refreshments, travel, or other expenses 
for guests of Health Care Professionals or for any other person who does not 
have a bona fide professional interest in attending the program (e.g., 
spouses).
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• Where there are objective reasons to support the need for out-of-town travel 
to efficiently deliver training and education, BIOTRONIK may pay for 
reasonable travel and modest lodging costs of the attending Health Care 
Professionals.

• Except on travel days, training and education should not be less than four 
hours for each program day.

• All training and education programs with paid speakers must be properly 
documented with a sign-in sheet including a list of participants (printed 
names), participants’ affiliations (e.g. hospital, clinic, etc.), state license 
number(s) and/or NPI number (if applicable), the date, location, and training 
topic(s), as well as signatures of the participants. Sign-in sheets are 
available on BIOLINK.
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4. Supporting Third-Party  
Educational Conferences

BIOTRONIK defines third-party educational conferences as:

Bonafide independent, educational, scientific, or policy-making conferences that 
promote scientific knowledge, medical advancement, and the delivery of effective 
healthcare. These typically include conferences sponsored by national, regional, 
specialty medical associations or individual hospitals; conferences supported by 
accredited continuing medical education providers; and grand rounds.

BIOTRONIK may support these conferences in various ways:

4.1 Conference Grants
BIOTRONIK may provide a grant to reduce overall conference costs, or to support 
attendance by individual medical students, residents, fellows, or others who are 
Health Care Professionals in training. A grant must be provided directly to the 
conference sponsor or, if intended to support individual Health Care Professionals in 
training, to either the conference sponsor or to the individual’s training institution. 
Conference faculty expenses are appropriate to fund with a grant, but the funding 
must be provided to the conference sponsor and not to the individual faculty member. 
Requests to make an educational grant must be reviewed and approved in advance 
by BIOTRONIK’s Financial Grant Committee. 

BIOTRONIK may provide educational grants when:

1. The gathering is primarily dedicated to promoting scientific and educational 
activities and discourse;

2. The training institution or the conference sponsor selects the attending 
Health Care Professionals who are in training;

3. The conference sponsor is responsible for and controls the selection  
of program content, faculty, educational methods and materials.

Such grants should be paid only to organizations having a  
genuine educational purpose or function, and may be used  
only to reimburse the legitimate expenses for bona fide  
educational activities.
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4.2 Modest Meals and Refreshments
BIOTRONIK may provide funding to the conference sponsor to support the 
conference’s meals and refreshments to conference attendees.

BIOTRONIK may also provide meals and refreshments for Health Care Professional 
attendees if such meals and refreshments are provided to all Health Care Professional 
attendees in a manner that is consistent with applicable standards established by the 
conference sponsor and the body accrediting the educational activity. Meals and 
refreshments provided to fewer than all Health Care Professional attendees are 
appropriate only if the provision of such meals and refreshments satisfies 
requirements set forth in Section 8.

Any meals and refreshments should be modest in value, and subordinate in time and 
focus to the purpose of the conference, and clearly separate from the continuing 
medical education portion of the conference.

4.3 Scholarships
Subsidies for attendance at conferences by medical students, residents, fellows, or 
other Health Care Professionals in training may be provided to bona fide training 
institutions as well as conference sponsors. Requests to provide subsidies to Health 
Care Professionals in training must be reviewed and approved in advance by the 
Financial Grant Committee. Selection of the subsidized attendees shall be at the sole 
discretion of the institution or sponsor.

4.4 Advertisements and Demonstration
BIOTRONIK may purchase advertisements and lease booth space for company 
displays at conferences, after advance review and approval by the Financial Grant 
Committee. 

Frequently Asked Questions

May BIOTRONIK employees designate attendees or faculty who will speak at third-
party educational conferences? 

No. An independent third party will select faculty and attendees. The Code does not 
preclude BIOTRONIK from recommending a knowledgeable faculty member. The 
ultimate selection should be made by the conference sponsor.

May BIOTRONIK sponsor an off-site sales, promotional, or other business meeting 
that is ancillary to a third-party educational conference?

Yes, provided that the sales and promotional meeting or activity has a legitimate 
business purpose and meets all applicable requirements of the Code. The Company 
also should comply with applicable conference sponsor guidelines. 
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5. Business Meetings with  
Health Care Professionals

It is appropriate for BIOTRONIK Personnel to meet with Health Care Professionals 
for legitimate business purposes, including to discuss product features, contract 
negotiations, and sales terms. Often, these meetings occur close to the Health Care 
Professional’s place of business. It is appropriate for BIOTRONIK to pay for reasonable 
travel costs of attendees when necessary (e.g., for plant tours) and/or to provide 
occasional modest meals and refreshments for Health Care Professional attendees, 
as described in Section 8. 

BIOTRONIK does not pay for meals, refreshments, travel, or lodging of guests of 
Health Care Professionals, or any other person who does not have a bona fide 
professional interest in the meeting.

5.1     Meetings that Include Implanting and Referring Physicians
It is not appropriate to have business meetings that include both implanting physicians 
and physicians who may refer patients to that implanting physician (potential benefit 
to implanting physician). It may be appropriate for these two groups to attend the 
same BIOTRONIK sponsored educational event, but the implanting physician must 
not be providing the training or presenting at the event. 
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Frequently Asked Questions

What factors should BIOTRONIK consider when evaluating the venues and 
circumstances for BIOTRONIK sponsored meetings ?

BIOTRONIK should assess (a) whether there is a bona fide business purpose for 
holding the meeting; (b) whether the location and venue are suitable for and 
conducive to the exchange of information; (c) whether the value of any BIOTRONIK- 
sponsored lodging is modest; (d) whether any ancillary meals and refreshments are 
modest in value and are subordinate in time and focus to the business purpose of the 
meeting; and (e) whether the overall meeting has a genuine business purpose and 
tenor.

May BIOTRONIK provide support for a Health Care Professional-sponsored social 
event, such as a holiday party? 

No. Such support would be inappropriate due to the fact that it would not meet the 
requirement of having a legitimate business purpose as defined in Section 5: 
Business Meetings with Healthcare Professionals.
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6. Arrangements with Consultants
BIOTRONIK engages Health Care Professionals to provide a wide range of valuable, 
bona fide consulting services, such as research, product development, development 
and/or transfer of intellectual property, marketing, participation on advisory boards, 
presentations at BIOTRONIK-conducted training, and other services. BIOTRONIK 
pays Health Care Professionals fair market value compensation for performing 
these types of services. 
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BIOTRONIK has established the following standards for 
consulting arrangements with Health Care Professionals:

Consulting arrangements should be entered into only where a legitimate need and 
purpose for the services is identified in advance and documented.

All potential consulting arrangements and associated needs assessments are 
reviewed and approved by the Financial Grant Committee prior to initiation.

Selection of a consultant should be made on the basis of the consultant’s 
qualifications and expertise to address the identified need, not on the basis of 
volume or value of business generated by the consultant.

BIOTRONIK’s Consultant Selection Committee is responsible for analyzing 
credentials, and approving the use of all U.S. Health Care Professional consultants.

Consulting arrangements must be written, signed by all parties, and specify all 
services to be provided prior to the provision of such services. 

Compensation paid to consultants should be consistent with fair market value for 
the services provided,not on the value of the consultant’s past, present, or 
anticipated business. Payments will only be made when contracted services have 
been provided.

All consulting arrangements and associated payments are between BIOTRONIK 
and the Health Care Professional consultant. No BIOTRONIK Personnel may 
individually engage or compensate a Health Care Professional as a consultant or in 
any other business or financial relationship.

BIOTRONIK sales personnel may not control or unduly influence the decision to 
engage a particular Health Care Professional as a consultant.

The venue and circumstances for meetings with consultants should be appropriate 
to the purpose of each meeting. Meetings should be conducted in a clinical, 
educational, conference, or other setting, including hotel or other commercially 
available meeting facilities or BIOTRONIK facilities.

Meals and refreshments provided in conjunction with a consultant meeting should 
be modest in value and be subordinate in time and focus to the primary purpose of 
the meeting. BIOTRONIK does not provide recreation or entertainment in 
conjunction with consultant meetings.
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BIOTRONIK may pay for reasonable and actual expenses incurred by consultants in 
carrying out the subject of the consulting arrangement, including travel, meals, 
and lodging costs. Generally, BIOTRONIK does not compensate physicians for time 
spent away from practice.

BIOTRONIK does not pay for travel or other expenses (including the costs of meals 
and refreshments) for spouses or guests of consultants.

When BIOTRONIK contracts with a consultant to conduct clinical research services, 
there must be a written research protocol.
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Frequently Asked Questions

Is there a limit to the number of consultants BIOTRONIK may retain under Section 6? 

BIOTRONIK may retain only as many consultants as are legitimate and 
appropriate to provide bona fide services as defined by the program needs 
assessment evaluated by the Financial Grant Committee. Each consultant must 
satisfy the requirements of Section 6.

Can the selection of a consultant include his or her experience, usage or familiarity 
with a specific BIOTRONIK product? 

A consultant should be selected on the basis of his or her qualifications and expertise 
to meet a defined need. It is possible that these qualifications would include 
experience with, usage of, or familiarity with specific medical technologies, including 
BIOTRONIK products. However, neither selection of, nor compensation paid to, 
consultants should be to reward past usage.

How are Clinical Study Agreements treated under the Code of Business Conduct? 

All arrangements that involve the provision of clinical research services by a Health 
Care Professional in return  for compensation are a type of consulting arrangement  
and are subject to the same principles as other consulting arrangements. They 
should be governed by a written services agreement, and compensation should be 
based on fair market value for the services provided. The clinical program for which 
the services are being provided should fulfill a legitimate research purpose.

What is considered a “legitimate need” to engage a Health Care Professional as a 
consultant? 

A legitimate need arises when BIOTRONIK requires the services of a Health Care 
Professional in order to achieve a proper business objective. There are many proper 
business objectives. However, engaging a Health Care Professional for the purpose 
of generating business directly from such Health Care Professional (or a healthcare 
provider that is affiliated with the Health Care Professional) is not a permissible 
business objective for a consulting service. Thus, there is a legitimate need to 
engage a Health Care Professional only if the arrangement would have been entered 
into absent an opportunity to generate business directly from a specific Health Care 
Professional. Further, the level of consulting services to be obtained from a Health 
Care Professional should not exceed the amount that is reasonably necessary to 
achieve BIOTRONIK’s proper business objective.
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7. Prohibition on Entertainment  
and Recreation

BIOTRONIK interactions with Health Care Professionals should always be 
professional in nature and should facilitate the exchange of business, medical, or 
scientific information that will benefit patient care. To ensure the appropriate focus 
on an educational and/or informational exchange and to avoid the appearance of 
impropriety, BIOTRONIK does not provide or pay for any entertainment or recreational 
event or activity for any Health Care Professional. 

Such activities include, but are not limited to:

• theater,
• casinos,
• sporting events,
• cruises or tours,
• nightclubs,
• golf,
• skiing,
• fishing or hunting,
• leisure or vacation trips.

Such entertainment or recreational events, activities, or items should not be provided, 
regardless of: (1) their value; (2) whether BIOTRONIK engages the Health Care 
Professional as a speaker or consultant; (3) whether the entertainment or recreation 
is secondary to an educational purpose; or (4) whether the BIOTRONIK representative 
and the Health Care Professional have a personal, non-business relationship. 
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8. Modest Meals Associated with Health 
Care Professional Business Interactions

BIOTRONIK interactions with Health Care Professionals may involve the presentation 
of scientific, educational, or business information and may include, but are not limited 
to, the different types of interactions described elsewhere in this code. Such 
exchanges may be productive and efficient when conducted in conjunction with 
meals. Accordingly, modest meals may be occasionally provided consistent with the 
limitations below.

• The meal should be incidental to the bona fide presentation of scientific, 
educational, or business information and be provided in a manner conducive 
to the presentation of such information. The meal should not be part of an 
entertainment or recreational event.

• Meals should be in a setting that is conducive to bona fide scientific, 
educational, or business discussions. Meals may occur at the Health Care 
Professional’s place of business. However, in some cases the place of 
business may be a patient- care setting that is not available for, or conducive 
to, such discussions. In other cases, it may be impractical or inappropriate to 
provide meals at the Health Care Professional’s place of business.

• Meals may be provided only to Health Care Professionals who actually attend 
the meeting. Meals may not be provided for an entire office staff if everyone 
does not attend the meeting, or when BIOTRONIK Personnel are not present.

• Meals should be modest. BIOTRONIK’s maximum acceptable cost of meals 
is $150 per person (including tax and tip). 

• Meals should only be provided occasionally. Individual BIOTRONIK Personnel 
may not provide more than 24 meals in a calendar year to any individual 
Health Care Professional.

• BIOTRONIK does not provide meals for guests of Health Care 
Professionals or for any other person who does not have a bona fide 
professional interest in the information being shared at the meeting.
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• Meals should not be provided in venues that require a cover charge, 
membership fee, or transportation cost to access the venue, even if the total 
cost is within acceptable meal limits. It may be acceptable, however, to pay a 
private room fee at a restaurant to better ensure a successful meeting 
environment.

• Meals should have an appropriate ratio of alcohol to food. The purpose of the 
meeting is the bona fide scientific, educational, or business interaction, and 
excessive alcohol undermines that legitimate purpose of the event. 

• All meals provided to Health Care Professionals require documentation, 
including NPI number of participants . 

Frequently Asked Questions

Is a general discussion to build a personal relationship with a potential customer 
an appropriate purpose to provide a meal?

No. A business meal must include substantial discussions related to BIOTRONIK 
products. Examples of appropriate purposes include discussions related to product 
development, feedback, or improvement, product features or benefits, pricing, or 
contract negotiations. The business discussion should account for most of the time 
spent during the meal. Development of general goodwill and relationships should 
not be the primary purpose of a business meal, and a business meal should never be 
used for entertainment or recreational purposes.
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9. Educational Items; Prohibition on  
Gifts and Services

BIOTRONIK occasionally may provide medical textbooks, journal article reprints, and 
anatomical models used for educational purposes to Health Care Professionals, as 
these items benefit patients and/or serve a genuine educational function for Health 
Care Professionals. No other educational items may be provided.

BIOTRONIK does not provide any of the following items to Health Care Professionals:

• Non-educational items for use in a Health Care Professional’s practice, such 
as office supplies, scrubs, etc.

• Items capable of use by the Health Care Professional (or his or her family 
members, office staff or friends) for non-educational or non-patient-related 
purposes; for example, a DVD player or MP3 player, iPod, iPad, etc.

• Any type of non-educational branded promotional items, even if the item is of 
minimal value and related to the Health Care Professional’s work or for the 
benefit of patients. Examples include pens, note pads, mugs, and other items 
that have BIOTRONIK’s name, logo, or the name or logo of one of its 
products.

• Gifts such as cookies, wine, cigars, flowers, chocolates, gift baskets, holiday 
gifts, or cash or cash equivalents.

• Free services that eliminate an overhead or other expense that a Health Care 
Professional would otherwise incurred as part of its business operations. 
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Frequently Asked Questions

May BIOTRONIK indirectly provide meals, refreshments, or anything else of value to 
a Health Care Professional when the provision of meals or refreshments does not 
conform to the Code of Business Conduct, for example, by reimbursing a distributor 
who provides a prohibited gift while marketing BIOTRONIK therapies?

No. BIOTRONIK requires adherence to this code by intermediaries (including 
independent representatives and representatives of other manufacturers) when 
they are engaged in marketing BIOTRONIK-distributed products and therapies. 
BIOTRONIK should never knowingly encourage or condone an intermediary’s 
engaging in conduct that would be prohibited by the Code of Business Conduct.

Would it be appropriate to loan an iPad loaded with marketing materials to a 
physician to promote their understanding of BIOTRONIK products?

Technology can aid in the understanding of BIOTRONIK products for customers and 
patients. Providing a device to a physician for a brief period of time is allowable. It is 
NOT appropriate however to provide the device for an extended period of time 
(greater than 48 hours) as this would be considered a gift, and such gifts are 
prohibited.
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10. Research and Educational Grants; 
Charitable Donations

BIOTRONIK may provide grants to support genuine, independent medical research, 
as well as grants to support education, including patient education and public 
education. BIOTRONIK may also provide donations for charitable purposes, indigent 
care, or for the sponsorship of events where proceeds are intended for charitable 
purposes. All grant and charitable donation requests must be reviewed and approved 
in advance by the Financial Grant Committee.

10.1 Grants
All research and educational grants require prior approval from the Financial Grant 
Committee. Appropriate grants are:

10.1.1 Educational Grants

BIOTRONIK may provide educational grants for legitimate purposes as described 
below. As noted in Section 4, BIOTRONIK may also make grants to conference 
sponsors or training institutions to support third-party educational conferences. 
BIOTRONIK does not make educational grants to individual Health Care Professionals.

10.1.2 Advancement of Medical Education

BIOTRONIK may make grants to support the genuine medical education of medical 
students, residents, and fellows participating in fellowship programs that are 
charitable or have an academic affiliation, or other medical personnel.

10.1.3 Public Education

BIOTRONIK may make grants for the purpose of supporting education of patients or 
the public about important healthcare topics.

10.1.4 Research Grants

Research provides valuable scientific and clinical information, improves clinical 
care, leads to promising new treatments, promotes improved delivery of healthcare, 
and otherwise benefits patients. In support of these objectives, BIOTRONIK may 
provide research grants to support independent medical research with scientific 
merit. Such activities should have well-defined objectives and milestones.

10.2 Charitable Donations
Donations should be motivated by bona fide charitable purposes and should be made 
only to bona fide charitable organizations or, in rare instances, to individuals engaged 
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in genuine charitable activities for the support of a bona fide charitable mission. 
Requests to make a charitable donation must be reviewed and approved in advance 
by the Financial Grant Committee.

BIOTRONIK sales personnel may not control or unduly influence the decision of 
whether a particular Health Care Professional or institution will receive a grant or 
donation or the amount of such grant or donation. Decisions of the Financial Grant 
Committee are final and binding. 

10.2.1 Charitable Product Donations

BIOTRONIK may donate products to support the provision of care to indigent or 
economically challenged patients. Donation requests are evaluated by the Financial 
Grant Committee. Decisions of the Financial Grant Committee are final and binding. 
Donation requests must include the following:

• Information detailing the purpose of the donation, including the reason for 
the donation and the name of the patient;

• Letter from the implanting physician indicating that they will not charge the 
patient or bill insurance for the implant procedure;

• Letter from the hospital indicating they will not charge the patient or bill 
insurance for the cost of the implant procedure.

10.2.2 Product Donations for Clinical Research

BIOTRONIK may provide product donations in support of clinical research sponsored 
by BIOTRONIK. BIOTRONIK may also provide product donations in support of 
independent medical research with scientific merit. Donation requests are evaluated 
by the Financial Grant Committee. Decisions of the Financial Grant Committee are 
final and binding.
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Frequently Asked Questions

A physician-customer is running a marathon to raise money for a charitable 
research organization. Is it appropriate to make a modest donation and include this 
contribution on the BIOTRONIK expense report? 

No. All requests for charitable donations must be submitted to BIOTRONIK’s 
Financial Grant Committee for review and approval. BIOTRONIK will not reimburse 
for charitable donations that do not have prior approval from the Financial Grant 
Committee, (See Section 10 for donation request requirements).

May BIOTRONIK make a contribution in support of a Health Care Professional’s 
charitable event (e.g., golf tournament, outing, gala dinner, and the like), where the 
proceeds earned from the event will be used for charitable purposes? 

Yes. However, BIOTRONIK may not pay for an individual Health Care Professional to 
attend or participate in the charitable event. For example, if the contribution entitles 
BIOTRONIK to one or more tickets to the event, the tickets should not be given to 
individual Health Care Professionals (it would be appropriate for BIOTRONIK 
personnel to attend).
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11. Provision of Coverage, Reimbursement, 
and Health Economics Information

As medical technologies have become increasingly complex, so have payor coverage 
and reimbursement policies. Patient access to necessary medical technology may 
be dependent on Health Care Professionals and/or patients having timely and 
complete coverage, reimbursement, and health-economic information. Consequently, 
BIOTRONIK may provide such information regarding its products and therapies if it 
is accurate and objective.

Permissible activities involving the provision of coverage, reimbursement, and health 
economic information may include, but are not limited to:

• Identifying the clinical value of BIOTRONIK therapies and the services and 
procedures in which they are used when providing coverage, 
reimbursement, and health economics information and materials to Health 
Care Professionals, professional organizations, patient organizations, and 
payers.

• Promoting accurate Medicare and other payer claims by providing accurate 
and objective information and materials to Health Care Professionals 
regarding BIOTRONIK therapies, including identifying coverage, codes and 
billing options that may apply to those BIOTRONIK therapies or the services 
and procedures in which they are used.

• Providing accurate and objective information about economically efficient 
use of BIOTRONIK therapies, including where and how they can be used 
within the continuum of care.

• Providing information related to BIOTRONIK therapies regarding available 
reimbursement revenues and associated costs.

• Providing information relating to changes in coverage or reimbursement 
amounts, methodologies, and policies, and the effects of such changes in 
order to facilitate a Health Care Professional’s decision to buy or use 
medical device therapies.

• Providing accurate and objective information designed to offer technical or 
other support intended to aid in appropriate and efficient use of BIOTRONIK 
therapies.

Facilitating patient access to BIOTRONIK therapies by providing Health Care 
Professionals with assistance in obtaining patient coverage decisions from payors. 
This assistance may include providing information and/or training on payor policies 
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and procedures for obtaining prior authorization, and providing sample letters and 
information on medical necessity and appeals of denied claims. 

BIOTRONIK Personnel may not interfere with a Health Care Professional’s 
independent clinical decisionmaking or provide free services that eliminate an 
overhead or other expense that a Health Care Professional would otherwise have 
incurred as part of its business operations. Further, BIOTRONIK Personnel may not 
suggest mechanisms for billing for services that are not medically necessary, or for 
engaging in fraudulent practices to achieve inappropriate payment.
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12. Evaluation and Demonstration Products
Providing products to Health Care Professionals at no charge for evaluation or 
demonstration purposes can benefit patients in many ways. These benefits include 
improving patient care, facilitating the safe and effective use of products, improving 
patient awareness, and educating Health Care Professionals regarding the use of 
products. Evaluation and demonstration products may be provided under the 
following circumstances:

• Single-use/Consumables/Disposables: The number of single-use products 
(stylets, sheaths, delivery systems, etc.) provided at no charge should not 
exceed the amount reasonably necessary for adequate evaluation of the 
products under the circumstances.

• Multiple-use/Capital: Multiple-use products provided without transfer of 
title for evaluation purposes should be furnished only for a period of time 
that is reasonable under the circumstances to allow an adequate 
evaluation. The terms of an evaluation of such multiple-use products 
should be set in advance in writing. BIOTRONIK will retain title to such 
multiple-use products during the evaluation period and should promptly 
remove such multiple-use products from the Health Care Professional’s 
location at the conclusion of the evaluation period unless the Health Care 
Professional purchases or leases the products.

• Demonstration: BIOTRONIK demonstration products are typically 
unsterilized single use products or mock-ups of such products that are 
used for Health Care Professional and patient awareness, education, and 
training. For example, a Health Care Professional may use a 
demonstration product to show a patient the type of device that will be 
implanted in the patient. Demonstration products are not intended to be 
used in patient care and are identified by use of such designations as 
“Sample,” “Not for Human Use,” or other suitable designation on the 
product, the product packaging, and/or documentation that accompanies 
the product.

• Implantable Products: It is BIOTRONIK’s policy not to provide implantable 
CRM products for evaluation; i.e., pacemakers, ICDs, and leads cannot be 
given for evaluation. Vascular Intervention products may be provided as 
evaluation samples pursuant to current BIOTRONIK policy.
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13. Protecting Patient Information
During the course of their work activities, BIOTRONIK Personnel may encounter 
patient Protected Health Information (PHI). BIOTRONIK Personnel should always 
safeguard patient PHI by:

• Ensuring that there is no unauthorized disclosure or use of, and no 
unauthorized access to, patient PHI.

• Safeguarding passwords, ensuring the security of mobile devices and 
using only encrypted mobile devices for the transmission of PHI.

• Never discussing, copying, or photographing PHI outside the context of 
patient care.

• Ensuring that every HIPAA Business Associate Agreement (BAA) has legal 
review and is signed by the Vice President of Regulatory Affairs or designee.

• Any potential or suspected breach of PHI must be reported to Ethics & 
Compliance immediately. General concerns relating to management of PHI 
can be discussed with the BIOTRONIK Legal or Compliance Departments or 
reported anonymously via Convercent as detailed in Section 18. 

May a BIOTRONIK Representative disclose patient PHI to a Health Care Professional 
who treats the patient? 

Yes, this is considered a permitted disclosure of patient protected health information. 
Such disclosures however, should be limited in scope and only provided when a 
patient authorizes the use and disclosure of their PHI or as permitted or required by 
an applicable Business Associate Agreement.

Can a BIOTRONIK Representative access or save patient PHI via personal devices? 

No. BIOTRONIK provides approved devices and encrypted media to facilitate secure 
data transfer. Access to PHI may only occur via BIOTRONIK-approved devices and 
accessories in support of treatment or healthcare operations for the patient, and as 
permitted by an applicable Business Associate Agreement. Patient data may never 
be saved to personal drives or removable media. 
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14. Conflict of Interest Policies
BIOTRONIK expects all Personnel to use their best efforts for the company's success. 
BIOTRONIK personnel should not engage in any activity that is, or could appear to be, 
a conflict of interest. Examples of potential conflicts of interest include:

• Selling to a spouse or other immediate family member (e.g., a sales 
representative selling to an implanting physician that is his or her spouse, 
child, parent, or sibling);

• Consulting for, or holding a second job with, a competitor, supplier, or 
customer;

• Holding a substantial financial interest in any competitor, supplier, or 
customer;

• Attempting to influence the selection of a contractor or supplier if that 
selection will result in personal financial gain (or financial gain of a spouse 
or immediate family member);

• Starting a competing business or pursuing any commercial opportunity that 
would appear to interfere with the best interests of BIOTRONIK

BIOTRONIK personnel must promptly disclose in writing actual or potential conflicts 
of interest to their manager. The manager should consult with Ethics & Compliance 
or Human Resources to determine whether a conflict of interest exists. If a conflict 
does exist, it must be reviewed and approved by a Vice President or higher.
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Frequently Asked Questions

A BIOTRONIK representative owns company stock from their former employer. Is 
this considered a reportable conflict of interest? 

Such ownership levels are generally not significant in comparison to the total 
number of shares outstanding. Any ownership level of less than one percent is 
considered non-substantial, and therefore does not represent a reportable conflict 
of interest. Employees should always ensure their actions are in the best interest of 
BIOTRONIK and not driven by any personal investment interests.
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15. Prohibition on Financial Activity with 
Health Care Professionals

Financial dealings and/or relationships between BIOTRONIK Personnel and Health 
Care Professionals are strictly prohibited. This applies to all BIOTRONIK Personnel, 
and to any activities outside the scope of each BIOTRONIK Personnel member’s 
official job responsibilities. This does not apply to permitted interactions as defined 
by the AdvaMed Code of Ethics and herein. All payments, contracts, agreements for 
consulting services, and grants must come directly from BIOTRONIK. All permissible 
meals must be disclosed to BIOTRONIK.

Examples of prohibited conduct include:

• Sale or rental of property to a Health Care Professional,
• Purchase or rental of property from a Health Care Professional,
• Partnership investments in real estate,
• Partnership investments in a business,
• Provision of entertainment,
• Provision of meals, travel, or lodging unrelated to a legitimate  

business purpose,

• Any other transfer of value.
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Frequently Asked Questions

May a BIOTRONIK employee or representative pay for refreshments, entertainment, 
recreation, etc. for a Health Care Professional that does not conform to the Code of 
Business Conduct, as long as BIOTRONIK does not reimburse the employee or 
representative for those expenses? 

No. This code applies to all BIOTRONIK employees and representatives regardless 
of whether they are paying for the benefit out of their own pocket. There may be 
situations, however, where it is appropriate for BIOTRONIK employees and 
representatives to engage in activities with a Health Care Professional as long as 
both the BIOTRONIK employee or representative and the Health Care Professional 
each pay their own way. These types of activities should be limited and occasional in 
frequency, and it is best practice to check with your manager or BIOTRONIK’s 
Compliance department prior to engaging in such activities.

A physician owns a resort condominium and has offered to rent it to you at market 
rate, consistent with what they charge other customers. Is this permitted? Is it 
considered a financial activity with a Health Care Professional? 

Such an arrangement would not be permitted, despite the transaction occurring at 
market price. Such arrangements are considered financial activity with a Health 
Care Professional, and are strictly prohibited.



37P1000-I 12/20

All rights reserved by BIOTRONIK. Copying, even in extracts, is only allowed by license of BIOTRONIK. 
Proprietary and Confidential

16. Doing Business with Government 
Employees and Agencies

Additional rules and policies may apply when BIOTRONIK interacts with government 
entities and their employees or representatives. Nothing of value should ever be 
promised, offered, or provided to a government employee—whether a Health Care 
Professional or not— to act or refrain from acting in conjunction with obtaining or 
retaining any business advantage.

BIOTRONIK Personnel who interact with government agencies (such as the Veterans 
Administration) are responsible for understanding and complying with any specific 
rules that apply to their activities and interactions. The law generally prohibits all 
gifts to U.S. Government employees involved in procurement and acquisition, 
including payment for meals.
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17. Medical Device Regulatory Requirements
Medical device manufacturers and employees are subject to specific U.S. laws and 
rules that have been established by the Food and Drug Administration (FDA). These 
requirements include:

17.1 Reporting of Complaints
The FDA defines a product complaint as any written, electronic, or oral communication 
that alleges deficiencies related to the identity, quality, durability, reliability, safety, 
effectiveness, or performance of a device after it is released for distribution.

All such complaints must be reported immediately by BIOTRONIK Personnel  
as soon as they become aware of the complaint.

Reports should be made to the Medical Device Reporting department at 
(800) 284-6689.

17.2 Product Returns
All explanted devices or leads must be returned immediately to BIOTRONIK. Any 
explanted devices that BIOTRONIK Personnel become aware of should be collected 
and sent to Technical Services at BIOTRONIK. If BIOTRONIK Personnel discover that 
a device or lead has been explanted, but are unable to obtain it from the hospital for 
any reason, contact Medical Device Reporting at with this information and the 
reasons why it could not be retrieved.

17.3 Off-Label or other Improper Promotion
Neither BIOTRONIK nor BIOTRONIK Personnel may engage in any off-label promotion 
or other improper promotional activities. These activities include, but are not limited 
to: 

• Promoting a BIOTRONIK product for any use or indication outside those 
defined in the approved claims and/or indications for use.

• Promoting any BIOTRONIK product, for any use, when that product is not 
approved for sale in the United States 

Any questions about the proper promotion of BIOTRONIK products should be directed 
to the Vice President of Regulatory Affairs and Compliance.
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Frequently Asked Questions

A customer requests information about a BIOTRONIK product that was recently 
approved in Europe. What is the appropriate manner to respond to such an inquiry?

BIOTRONIK is a global company, and may obtain product approvals at different 
times in different countries. It is acceptable to confirm facts about these product 
approvals. However, it is not appropriate to promote US approved devices for any 
uses or indications outside those defined in the FDA-approved product labeling. For 
any product approval related questions, please contact the Vice President of 
Regulatory Affairs and Compliance.
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18. Reporting of Violations
18.1 Employee Responsibility
All BIOTRONIK Personnel are expected to adhere to the BIOTRONIK Code of Business 
Conduct, as well as all applicable laws, regulations, and BIOTRONIK policies. 
If any BIOTRONIK Personnel becomes aware of a violation or possible violation 
of this code, or has any concerns at all, the BIOTRONIK Personnel should report 
it immediately to his or her supervisor or to the BIOTRONIK Ethics & Compliance 
Department at 503-451-8310. Reports will be kept confidential to the greatest extent 
reasonably possible.

18.2 Non-Retaliation
The Code prohibits retaliation against anyone who raises a concern or reports a 
compliance violation in good faith. Anyone who engages in retaliation against anyone 
who asks questions or voices a concern will face discipline, up to and including 
termination, regardless of that person's position or stature in the company. Concerns 
about possible retaliation or harassment stemming from a compliance reporting 
may be reported to the Ethics & Compliance Department, Human Resources, or the 
Confidential Reporting Hotline. 



42 P1000-I 12/20

All rights reserved by BIOTRONIK. Copying, even in extracts, is only allowed by license of BIOTRONIK. 
Proprietary and Confidential

18.3 Confidential Reporting Hotline
There may be circumstances in which BIOTRONIK Personnel may be uncomfortable 
reporting a concern to a supervisor or to the Compliance Department. For that 
reason, BIOTRONIK has established an independent, third-party reporting hotline. 
The hotline permits BIOTRONIK Personnel to report compliance issues on an 
anonymous or confidential basis. 

The hotline is available 24 hours per day, seven 
days per week at 1-800-461-9330.

Additionally, reports may be made via text message 
at 503-905-9929 or by using a web-based report: 
reportinghotline.biotronik.com (options are 
available to display the report form in several 
different languages).

18.4 Report Investigations and Corrective Actions
All compliance reports, whether reported internally or through the hotline, will be 
subject to an initial inquiry by the Compliance Department. If the initial inquiry reveals 
a genuine compliance issue, an investigation will occur and resolution will be sought. 
If the result of the investigation indicates that corrective action is required, BIOTRONIK 
will decide which steps should be taken to resolve the issue and to avoid the likelihood 
of recurrence.
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19. Enforcement and Discipline
BIOTRONIK has a zero-tolerance policy for significant violations of this  
Code of Business Conduct. Anyone found to have violated this code through a major 
violation is subject to immediate termination of contract and dismissal.

BIOTRONIK enforces compliance with this Code through appropriate disciplinary 
mechanisms. Disciplinary procedures are weighted according to the nature of the 
violation committed and the employee’s compliance history. Compliance-related 
disciplinary action may be documented in the employee’s personnel record 
maintained by Human Resources. While there are broad categories of disciplinary 
actions, each instance of compliance discipline will be case-specific.

Any BIOTRONIK Personnel who violates federal, state, or local laws or regulations, 
or any of BIOTRONIK’s policies is subject to disciplinary action. Depending on the 
nature of the violation and past compliance history of the BIOTRONIK Personnel 
member, action may include required compliance training and education, additional 
work monitoring, changes in the BIOTRONIK Personnel member’s work activities, 
reduction in salary or commission, written reprimand, suspension without pay, 
demotion, or discharge. All BIOTRONIK Personnel should be aware that some 
matters prohibited by BIOTRONIK’s Code of Business Conduct may also violate the 
laws and regulations of the state where you work/reside, and/or the United States, 
and could lead to individual criminal prosecution, significant fines, and/or 
imprisonment.

Any BIOTRONIK Personnel member who is, or in the course of his or her duties 
should have been, aware of a violation of law or regulation or BIOTRONIK policies and 
who fails to make an appropriate report as required by BIOTRONIK’s Compliance 
Program, likewise is subject to disciplinary action, up to and including termination.
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