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1 PURPOSE 

The Teva Integrity Principles is a policy that provides you with the foundation upon which you 
can frame your interactions with healthcare professionals to ensure compliance with company 
policy, as well as applicable laws, rules and regulations and applicable industry guidelines. This 
policy sets out various business practices in which Teva may engage to achieve its legitimate 
business objectives. It also details the key Integrity Principles that Teva must observe to ensure 
that it pursues these business practices in a manner that is consistent with the law, promotes 
patient benefit, enhances the practice of medicine and preserves our corporate culture. 

Our Commitment 

o Teva is committed to conducting its business consistent with all applicable laws, rules 
and regulations and applicable industry guidelines. 

o Teva is committed to interacting with healthcare professionals in a manner that promotes 
patient benefit and the enhancement of the practice of medicine. 

o Teva is committed to fostering a culture of compliance where it is understood that 
integrity is the bottom line and that employees must maintain high standards of conduct 
and professionalism. 

2 SCOPE 

This policy applies to all US Teva employees who interact with healthcare professionals, 
organizations and institutions. A healthcare professional is defined as any individual directly 
involved in the delivery of patient care or treatment. This includes those who have prescribing 
or dispensing authority over prescription products, such as physicians and pharmacists, as well 
as other support staff such as nurses or counselors who work with or treat patients, or any other 
individual or entity in a position to influence the use of Teva's prescription products. 

As Teva employees we all have responsibilities. Whether you work in a Home Office setting or 
in the Field, you are responsible for conducting your business activities in a manner consistent 
with this policy. It is expected that you will not only comply with the letter of this policy, but also 
that you will comply with the spirit. If you do not understand something in this policy, it is your 
responsibility to seek advice on how to comply. A lack of understanding will not excuse 
improper behavior. Teva has an open door policy, and you should feel free to consult with your 
manager, Compliance, Legal, Human Resources or call the Teva Advantage Hotline (1-877-
277-3220). 

Failure to comply with this policy could cause considerable harm to Teva's reputation and could 
result in criminal or civil liability. Please understand that: 

o Anyone who violates this policy is subject to disciplinary action, up to and including 
termination of employment. 

o Individual managers are not empowered to waive or modify this policy. 
o Teva reserves the right to change or modify this policy based upon the needs of the 

business at that time or changes in law and regulations. 

Also understand that it is your responsibility to report suspected violations of this policy to your 
manager, Compliance, Legal, Human Resources or call the Teva Advantage hotline (877-277-
3220). 
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3 POLICY DETAILS 

3.1 Guiding Principles 

A number of government agencies, including the Food and Drug Administration (FDA), the 
Department of Health and Human Services (HHS), the Federal Trade Commission (FTC), and 
the Department of Justice, among others, regulate Teva's US business based on various 
federal laws and regulations. States have also enacted similar laws and regulations. Teva 
intends to comply with these laws and regulations as well as applicable industry guidelines. 

Teva has established polices designed to (1) prevent conduct which would result in violations of 
the laws and regulations that protect the integrity of payments for healthcare products and 
services and (2) detect and correct violations of those laws and regulations should they occur. 
All Teva employees must conduct their business activities in compliance with these policies -
not just because it's the law, but also because it is consistent with our commitment to integrity. 

Three basic principles govern our interactions with healthcare professionals, institutions and 
organizations, no matter where the interaction takes place: 

o Our promotional messages are always on-label, truthful and fair balanced. 
o We do not buy business. 
o We do not present false information to our customers, the company or to the 

government. 

Principle 1: Our promotional messages are always on-label, truthful and fair balanced. 

Our drugs are approved for particular indications, and we are required by law to promote our 
drugs for only approved indications. Even though a drug may be widely used for indications 
outside the label, the law prevents us from promoting this use. Therefore, our promotional 
messages are always within label, truthful and fair balanced as required by the Food Drug and 
Cosmetic Act and the relevant FDA regulations. 

Principle 2: We do not buy business. 

U.S. law, specifically the Anti-kickback Statute, prohibits our employees from giving kickbacks 
and engaging in bribes when conducting business with healthcare professionals. 

o A kickback is giving anything of value, directly or indirectly, to a healthcare professional, 
organization or institution if one purpose is to improperly influence the prescribing of our 
drugs. 

o A bribe is a conditional exchange or a quid pro quo - "I'll give you something if you give 
me something." 

Whenever we hire a healthcare professional to perform services for us or on our behalf, we 
must be mindful of the Anti-kickback Statute. There are safe harbors in the law that allow us to 
obtain a healthcare professional's services for sound business reasons, and we always pay a 
fair market price for those services. The same principle applies to any support that we might 
provide to a patient, institution or other organization. 

When we provide modest meals and educational items to healthcare professionals, it is only so 
that we can provide them with information relevant to our products or disease states so that they 
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make independent and informed judgments about whether it is appropriate to prescribe our 
products. 

It is also a violation of law to provide anything of value to a patient to influence their behavior in 
ordering or suggesting a particular product or treatment. 

Principle 3: We do not provide false information to the company, our customers or the 
government. 

Providing false information to the company, our customers or the government is a violation of 
Company policy and federal and state law. 

Company policy requires that information provided to the company related to personal or 
business matters (e.g., expense reports) must always be truthful to the best of your knowledge. 
Ignorance is not an excuse for providing false information. 

Additionally, the federal False Claims Act (and relevant state False Claims Acts) prohibits 
providing false information to the government in connection with a claim for payment from the 
government. It may be violated by not adhering to Principles 1 and 2: paying kickbacks to 
healthcare professionals and/or off-label promotion that ultimately results in Company 
reimbursement from the government or a lesser rebate payment owed to the government. It 
may also be violated by submitting false claims to the government regarding pricing information, 
such as Average Manufacturer Price and Best Price under the Medicaid Drug Rebate Program. 

The False Claims Act is violated by even the mere submission of a false claim for payment, 
regardless of whether the claim is paid. For that reason, you must exercise caution in advising 
healthcare professionals about government reimbursement for Teva products. 
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3.2 Promotional Materials and Informational Presentations 

Teva sales and marketing employees perform many activities where they convey information 
specifically related to the safety and efficacy of our products. Anytime we do this, the activity is 
considered promotional and very specific regulations apply. 

Teva's promotional materials and informational presentations (including sales calls/details, 
Speaker Programs and discussions at display/exhibit booths), provide valuable scientific and 
educational information to healthcare professionals regarding Teva's pharmaceutical products. 

All promotional materials and promotional presentations must: 

o Be consistent with approved product labeling; 
o Be accurate and not misleading; 
o Make claims about a product only when properly substantiated; 
o Reflect the balance between risks and benefits and 
o Comply with all other applicable FDA regulations. 

Promotional materials and informational presentations for Teva products must be presented 
only to appropriate target audiences - defined as those healthcare professionals whose practice 
includes patients that could be treated with the Teva product being promoted and based on 
such practice would have reason to prescribe the Teva product consistent with its approved 
product labeling. Based on each Teva product label, indications and/or contra-indications, Teva 
sales and marketing management may determine specific specialties or types of healthcare 
professionals to whom the Company will not promote or detail those products. 

3.2.1 Informational Presentations 

When you engage in a product discussion with a healthcare professional, Teva may be 
responsible for, and may be bound by, any and all representations that you make. Healthcare 
professionals must receive complete and accurate information about Teva's products. Any 
promotional claim that you make that is inconsistent with the full prescribing information can 
render the product misbranded. Therefore, the following guidelines apply when discussing our 
products with healthcare professionals: 

o Always remain strictly within approved promotional claims for our products. 
o Never extend claims or "over promise" our products' efficacy. 
o Never seek to minimize or obscure the safety risks that are associated with the use of 

our products. 
o Always direct the healthcare professional in the proper use of the product consistent with 

the FDA-approved labeling. 
o Never promote or discuss a new product or a new indication prior to FDA approval 

without explicit permission and direction from the Home Office. 

The FDA requires our promotional messages to be fair balanced. The message must contain a 
balanced discussion of the risks and benefits associated with the use of the product. The sum 
total of the discussion for any particular product must provide a complete picture of the product's 
benefits, the risks associated with those benefits and its appropriate use. 
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Whether a discussion is fair balanced takes into account: 

o The scope and frequency of previous communications about the product; 
o The healthcare professional's experience level with the drug and 
o The context of the discussion at issue. 

Comparative claims of safety, efficacy or tolerability among products can only be made based 
on scientifically valid data from head to head studies. Consequently, an employee can never 
initiate such a comparative claim discussion without an approval through the Company's 
promotional materials review process. 

3.2.2 Requests for Off-Label Information 

Employees may not solicit, or attempt to solicit, questions from healthcare professionals about 
off-label uses of Teva products. In the event that a healthcare professional initiates a 
discussion about a use of a product that is not within the product's label, it is the responsibility of 
the employee to state that the product is not indicated for that use and refer any questions or 
requests for information to Medical Affairs using a Medical Information Request Form (MIRF). A 
Ml RF should also be used if a healthcare professional would like to speak with a Medical 
Science Liaison. Only those individuals specifically designated by Teva may answer unsolicited 
questions related to unapproved uses of a product. 

3.2.3 Promotional Materials 

Teva employees, and any individual hired on Teva's behalf to promote our products, may only 
use promotional materials that have been reviewed and authorized by Copy Approval.. 
Because regulatory requirements regarding promotional materials are complex, Copy Approval 
must specifically approve, in advance, any and all materials used to promote our products. 

Materials that are created and/or distributed by sales representatives that have not gone 
through Copy Approval (e.g., home-made sales aids) are prohibited. Examples of home-made 
sales aids include, but are not limited to: showing or distributing unapproved reprints or journal 
articles; writing non-administrative emails, memos or notes to healthcare professionals which 
mention products; creating or reproducing any other document that mentions products and is 
shown or distributed to a healthcare professional. 

Teva employees, and any individual hired on Teva's behalf to promote our products must not 
alter, revise, add to, delete from or in any way modify by highlighting, underlining, adding notes 
with comments or deleting any portion of promotional materials that are to be left behind at a 
healthcare professional's office. Promotional materials must not be photocopied or otherwise 
reproduced and must be current and carry the most recent package insert. Out-of-date 
promotional material must be destroyed. 
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3.3 Interactions with Medical Science Liaisons 

Medical Science Liaison (MSLs) are Medical Affairs employees who are responsible for 
interacting with healthcare professionals in peer to peer exchanges that provide current and 
comprehensive medical and scientific information. MSLs may not engage in field activities that 
are promotional in support of Teva products. MSLs do not promote Teva products. 

Accordingly, sales employees may interact with MSLs on only a limited basis. A sales 
employee and MSL may interact to facilitate an introduction of a healthcare professional. For 
example, a sales representative may be in the best position to introduce a longstanding 
customer to a new MSL. However, the MSL should not "ride along" with the sales 
representative for any length of time. Once the introduction is over, the sales representative 
and MSL should not interact together with the HCP. Sales and marketing employees must not 
be present when the MSL provides a response to an unsolicited request for information 
(whether on or off-label). 
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3.4 Meals and Educational Items 

Meals and educational items must never be given in exchange for an explicit or implicit 
agreement to purchase, prescribe, dispense, recommend or provide favorable formulary status 
for a Teva product. We must always engage in an informational presentation (e.g., sales 
calls/details, Speaker Programs and discussions at display/exhibit booths) as part of any 
activity during which a meal or educational item is provided to the healthcare professional. The 
informational presentation may take place immediately before, during or immediately after the 
activity and the statements we make and the materials we use must comply with the 
promotional materials and informational presentation guidelines stated above. 

Any educational item and/or meal provided to a healthcare professional, whether In-Office or 
Outside-Office, whether breakfast, lunch dinner or a snack, must be properly allocated to the 
healthcare professional whether paid by an employee's company credit card or paid for by an 
outside vendor. 

3.4.1 Meals 

In-Office Meals 

Employees can provide modest food and beverages, such as breakfast or lunch, to a healthcare 
professional and his/her staff as part of a planned and scheduled informational presentation 
(e.g., sales calls/details, Speaker Programs) at the office of that healthcare professional or in a 
hospital. 

In-Office meals must not exceed $40 per person, including food/beverage tax and tip and must 
only be provided occasionally. The number of attendees at these events should be small 
enough and include an appropriate mix of healthcare professionals, staff and Teva employees 
to foster meaningful interaction. 

An informational presentation must be delivered by a Teva employee either immediately before, 
during or after the meal. Teva employees may never order a meal and have it delivered without 
being present in the office. 

Outside-Office Meals 

Field-based sales representatives and/or their immediate managers may provide Outside-Office 
modest meals to healthcare professionals, only in conjunction with a Speaker Program. Other 
field-based (e.g., Area Directors, Managed Markets Account Managers) and Home Office 
employees may provide Outside-Office meals as part of an educational, scientific or business 
discussion. Entertainment can never be provided. 

Outside Office meals must not exceed $125 per person, including food/beverage tax and tip and 
must only be provided occasionally. The venue must be conducive to the sharing of information, 
and must be attended by a reasonable number of people in order to foster meaningful 
communication that provides scientific or educational value. 
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Because the purpose of an out-of-office meal is always to host a Speaker Program or to 
facilitate an educational, scientific or business discussion, not a social one, spouses and 
personal guests of healthcare professionals cannot be invited and should not attend. 
Employees are responsible for informing healthcare professionals of Teva's policy prohibiting 
guests before inviting them to the event. If an attendee or speaker brings a spouse or other 
guest uninvited, employees can be courteous and permit attendance on that occasion, but 
employees must tell the attendee/speaker that it is against Teva policy to bring a guest and if 
practicable, they should not pay for the guest's meal. However, once on notice that a 
healthcare professional is inclined to bring a guest, best efforts need to be made to avoid the 
issue in the future. 

Snacks 

Employees may occasionally bring snacks (e.g., bagels, coffee, cookies, candy) to a healthcare 
professional's office or clinic or hospital in conjunction with an informational presentation. 
Spending on snacks must be nominal and must be allocated like any other meal. 

3.4.2 Educational Items 

Items designed for the education of healthcare professionals and/or patients, such as textbooks, 
anatomical models or informational brochures, may occasionally be provided to healthcare 
professionals. All such educational items must be approved by Compliance and Copy Approval. 

Permissible educational items must not: 

o be substantial in value (i.e., not to exceed $100 per healthcare professional); 
o have independent value to a healthcare professional outside of his/her professional 

responsibilities (floral arrangements, artwork, music CDs, or tickets to a sporting or 
musical event).; 

o be in the form of cash, personal checks, gift certificates, credit cards or other cash 
equivalents and 

o be given on more than an occasional basis. 

Educational items must advance disease or treatment education and cannot be practice-related 
items, even of minimal value. Teva employees cannot offer such non-educational items to 
healthcare professionals or members of their staffs, even if they are accompanied by patient or 
physician educational materials. 

Educational items designed for use by patients to assist in the administration of their treatment 
or management of their condition, such as patient starter kits, may also be provided to 
healthcare professionals, when delivery through a healthcare professional is an appropriate 
method of delivery to the patient. Items that treat side effects of a disease or drug are not 
appropriate educational items for patients because they are not educational in nature. 

3.4.3 Federal Guidelines 

Federal guidelines place additional restrictions on government employees regarding accepting 
meals and items including: 
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o Federal employees are prohibited from directly or indirectly accepting meals and items 
with a market value that exceeds $20 per occasion or $50 in total by Teva as a whole 
per calendar year. 

o Any federal government employee with formulary decision-making authority is prohibited 
from attending Speaker Programs. This could include a government healthcare 
professional. 

o All federal employees are prohibited under US Office of Government Ethics (OGE) rules 
from receiving honoraria for teaching, speaking, or writing from anyone that has interests 
that may be substantially affected by the performance or nonperformance of the 
government employee's duties. This includes government employees that serve on a 
pharmacy or therapeutics committee. 

The Department of Veterans Affairs publishes specific guidelines governing the process for 
accessing VA facilities. Before accessing a VA facility, ensure you are familiar with both the 
guidelines, as well as any facility-specific rules. 

3.4.4 State Laws 

Certain state laws place additional restrictions on meals and/or items provided to healthcare 
professionals and/or require the reporting of items provided to healthcare professionals. 

o Minnesota's state law restricts meals and items provided to healthcare professionals. 
Consequently, we are limited to spending a company-wide total of $50 in meals and 
educational items per healthcare professional per year in Minnesota. 

o Massachusetts state law restricts meals provided to Massachusetts healthcare 
professionals outside of the office. This means sales reps in Massachusetts cannot 
hold Speaker Programs outside of the office. 

o Vermont state law restricts providing meals and items to any Vermont healthcare 
professional inside or outside of the office. Vermont sales representatives cannot bring 
food or items to Vermont healthcare professionals, even inside the office. 
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3.5 Engaging Healthcare Professionals for Services 

Appropriate Teva departments may engage healthcare professionals to conduct legitimate 
services such as advisory, speaking or consulting on the Company's behalf. 

To engage a healthcare professional the following criteria must be met: 

o There is an actual, bona fide and objective business need to hire the healthcare 
professional. 

o The number of healthcare professionals hired for the service is actually required 
to satisfy the business need. 

o The healthcare professional selected is qualified to render the services (e.g., medical or 
clinical knowledge, experience and background in a pertinent therapeutic area). 

o The healthcare professional selected has been chosen by Teva employees (or 
contractors) qualified to assess the healthcare professional's expertise and ability to 
effectively provide the requested services. 

o The healthcare professional is compensated for the services at fair market value and 
reimbursed for reasonable travel, lodging, meals and other related expenses. 

o Compensation and reimbursement cannot vary based upon the volume or value 
of prescriptions written or based upon the value of any business generated 
between the individual and Teva. 

o Compensation and reimbursement is not paid in the form of cash, personal 
checks, gift certificates, credit cards or other cash equivalents. 

o The services are obtained pursuant to a fully executed written agreement that contains 
the following and conforms to company policies regarding generating and completion of 
agreements: 

o A description of the services to be provided; 
o The total compensation to be paid for the services and 
o The term of the agreement 

■ If the services are to be provided on a periodic basis over time, the 
agreement must specify the schedule upon which the services will be 
provided 

o The services are not a duplication of other services but offer some real additional value 
to the business. 

o The services are rendered and used by the business and documented accordingly. 
o The arrangement is never used in an effort to induce, influence or reward a healthcare 

professional for using any Teva product or as a way to build a relationship with or to 
gain access to the healthcare professional. 

3.5.1 Consultant Meetings (Advisory Boards) 

General Guidelines 

Appropriate Teva departments will engage healthcare professionals to obtain expert information 
for use in the business. These consultant meetings, such as Advisory Boards, are opportunities 
to obtain feedback from experts and opinion leaders regarding scientific, clinical/medical, 
marketing strategies and/or promotional materials for which the consultants are paid a 
reasonable fee. Teva will not pay consultants for the opportunity to sell or promote our products 
to them. 
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In addition to the criteria set forth above, consultant meetings must comply with the following: 

o The format and content of the meeting must be designed to solicit and receive the 
participants' views and opinions. 

o The purpose and objectives of the meeting/arrangement must be documented and 
clearly communicated to the consultants. 

o A written record of meeting activities and copies of any material obtained from the 
consultants (e.g., questionnaire responses) must be collected and summarized, 
including action steps to be taken, or not taken as the case may be, as a result of the 
recommendations or information obtained from the consultants. 

o Every payment that Teva makes directly to a consultant must be made under an 
agreement. 

Consultant Selection and Meeting Logistics 

When assessing whether there is a true business need for the meeting, particular attention 
should be paid to the selection of consultants and the location of the consultant meeting. 
Consultant meetings are designed to facilitate meaningful discussion and must meet the 
following requirements: 

o The meeting consists of an appropriate sample of healthcare professionals in a given 
market. 

o The number of participants is not larger than that required to accomplish that objective. 
Participants are not selected based on their volume of business or a "return on 
investment" analysis, nor should this analysis be performed for participants subsequent 
to a meeting. 

o Consultants are selected based upon clinical or other relevant experience or 
background. Consultants are not selected because they are difficult for employees to 
see. 

o Only a consultant's travel-related expenses, supported by adequate, detailed receipts, 
are reimbursed. 

o The meetings are held in modest locations and not exotic and/or resort locales. 
o Modest meals or receptions may be provided when appropriate; however, recreation 

and entertainment is not allowed. 
o Depending on the size, nature, location, and length of the consultant meeting, it may be 

acceptable for a participant to bring a spouse or guest, at the participant's expense. 
However, Teva cannot invite spouses or guests to attend any Company-sponsored 
activities or programs and cannot pay any expenses of the spouse or guest. 
Employees should explain this to healthcare professionals prior to, or as part of, the 
invitation. 

3.5.2 Speaker Programs 

Speaker Selection, Services and Training 

Teva engages healthcare professionals to speak at Teva sponsored promotional Speaker 
Programs regarding the use of Teva products as well as information on disease states. The 
FDA regulates Speaker Programs in the same way in which advertisements and promotional 
materials are regulated. Accordingly, Teva controls the content of the programs and the 
speakers act as agents for Teva delivering a promotional message. 
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Speakers are selected based on defined criteria, such as their experience, knowledge and 
expertise in a particular therapeutic area. Speakers will not be selected in exchange for an 
explicit or implicit agreement to purchase, prescribe, dispense, recommend or provide favorable 
formulary status for a Teva product. 

Teva will pay healthcare professionals a fee for speaker services and for the time associated 
with Teva's speaker training program based on fair market value. Teva will reimburse 
reasonable expenses, supported by adequate, detailed receipts, incurred by speakers during 
training and for the travel to/from and during speaking events. 

In order to represent Teva in a promotional capacity, speakers must be appropriately trained on 
our products and related Speaker Program materials, as well as the on promotional regulatory 
requirements for communications made on behalf of Teva at Speaker Programs. 

The number of speakers trained must be based on the reasonable expectation that they will be 
utilized as a speaker within a year. 

Speakers must have at least a one-year, fully executed speaker agreement and have completed 
the Teva speaker training program prior to conducting any Speaker Programs. Teva will 
maintain caps limiting the annual total compensation the Company pays to any individual 
speaker and/or the number of Speaker Programs that an individual speaker may conduct during 
a calendar year. 

Speaker Program Execution 

The following guidelines apply for all Speaker Programs: 

o Identifications 
o Teva must be identified as the sponsor of the program. 
o The Speaker must be identified as presenting on Teva's behalf. 

o Attendees 
o The number of attendees should be small enough and include an appropriate 

mix of healthcare professionals to foster a meaningful communication that 
provides scientific or educational value. 

o The number of attendees shall also be large enough to derive the greatest 
possible promotional value out of the Speaker Program. 

o Attendees must be an appropriate target audience, so personal guests or 
healthcare professionals who would not prescribe the promoted medication are 
not permitted to attend Speaker Programs. 

o Only healthcare professionals may attend out of office Speaker Programs 
o Content 

o The content of the presentations given by speakers during Speaker Programs 
must be on-label using materials approved by Copy Approval and may not be 
altered (i.e., add, delete, modify content). 

o Venue 
o Speaker programs must be held in a venue conducive to delivering a structured 

presentation and not in a resort location. 
o Speaker programs may occur in or out of the office. 

o Meals 
o At all times, meals provided in conjunction with a Speaker Program must be 

modest and reasonable and comply with the Meals section in this policy. 
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■ $40 in office per person 
■ $125 out of office per person 

o Sign in Sheet 
o An approved attendee sign-in sheet must fully completed and be signed by all 

program attendees (HCPs and non HCPs), and is considered proof that the 
program occurred. 

If speakers receive an unsolicited request for off-label information, they may answer the 
question using the following guidelines: 

o Inform the audience that the question relates to an unapproved use or to information not 
included in the approved product labeling; 

o Explain that their answers are based on their own clinical knowledge and experience 
and do not necessarily represent Teva's view and 

o State the approved indications for the product. 

Depending on the therapeutic area/product, it may be appropriate for a Teva sales employee to 
be trained to act as a speaker and conduct Speaker Programs. The policies above apply to 
Teva employee led Speaker Programs and they too are regulated by the FDA. Teva employee 
led Speaker Programs, however, have different materials tailored to delivery by a Teva 
employee rather than a clinician. Additionally, sales employees are not permitted to answer off
label questions and must instead submit a MIRF. 

3.5.3 Healthcare Professional-Led Training Programs 

Teva is committed to having an educated sales force with relevant and current clinical insight 
pertaining to the therapeutic practice areas in which our products are marketed. Healthcare 
professionals may be engaged to train our employees on the role Teva's products may play in a 
clinical practice setting. 

Teva may also engage qualified medical institutions to provide our employees with training on 
specific products, therapeutic categories and clinical practice in the form of residency programs. 
Typically, these programs are conducted for small groups of employees and include both a 
classroom component and patient case studies. 

All such training programs must be approved by Sales Training to ensure they are in line with 
sales training curriculum. 

3.5.4 Medical Affairs Research Programs 

Teva often hires and collaborates with healthcare professionals to conduct post-marketing 
clinical trials and other types of research studies. These programs include Phase IV clinical 
trials, epidemiologic and observational studies, patient reported outcomes and clinical 
effectiveness trials, pharmaco-surveillance and other kinds of studies in which a Teva drug or 
licensed drug is, or has been administered, dispensed or prescribed to patients. These studies 
have as their goal the gathering of additional information and generation of new data about the 
disease states and patient populations our drugs are indicated in and a broader understanding 
of the clinical utility of our drugs in these patient populations. 
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Medical Affairs studies are not sales and marketing tools. Teva will not undertake studies in 
order to pay healthcare professionals to use our products. To ensure their scientific integrity, 
these studies must be initiated by and performed under the direction of Medical Affairs. 
Sales and marketing personnel cannot select investigators. Sales representatives may only 
respond to questions regarding ongoing Medical Affairs trials or healthcare professional 
requests to participate in studies by referring the investigator to the Teva website or Medical 
Affairs. 

Medical Affairs also manages Teva's Investigator Sponsored Studies (ISS) Program, which 
supports independent, investigator-initiated research projects by supplying study drug and/or 
funding for those proposals that are approved by the ISS Review Committee. If healthcare 
professionals inquire about potential opportunities through the ISS Program, the employee 
should direct them to the Teva website, which contains a link to the ISS page where they can 
receive information and submit their proposals. The employee can also contact Medical Affairs, 
who can assist in discussing the ISS Program with potential investigators. 
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3.6 Interactions with Patients 

3.6.1 Privacy Guidelines 

Teva is committed to protecting the privacy of personal health information and cooperating with 
healthcare professionals in their efforts to comply with the Health Insurance Portability and 
Accountability Act (HIPAA) and any state laws governing protection of personal health 
information. Increasing our sensitivity to our customers' privacy concerns is critical to 
maintaining their trust - and their patients' trust. 

The HIPAA Privacy Rule is a federal law designed to protect the privacy of patient health 
information. It restricts the ways in which an individual's health information can be used and 
disclosed. The Privacy Rule directly affects covered entities including: 

o health care professionals (e.g., physicians, nurses, hospitals, nursing homes, skilled 
nursing facilities, outpatient surgical centers, health clinics); 

o health plans and 
o health care clearinghouses (e.g., certain claims processors). 

Teva and Teva employees are not considered covered entities. This means that we are only 
indirectly affected by the Privacy Rule and that we are not required to implement the regulatory 
requirements associated with HIPAA. However, we have to handle Protected Health 
Information (PHI) we obtain (directly or indirectly) appropriately. 

PHI is any information that identifies an individual (or that could be used to identify an individual) 
and relates to the individual's health, health care services or payment for health care services. 
The Privacy Rule protects PHI in any form, whether electronic, paper, or oral. 

Examples of PHI include: 

o Name 
o Biometric identifiers 
o Full face images 
o Geographic subdivisions 
o Dates 
o Social Security number 
o Phone, FAX 
o E-mail, IP, URL 
o MR, health plan number 
o Account number, certification, license 
o Vehicle identifiers 
o Device identifiers 
0 

Our Commitment to Privacy 

Although Teva is not a covered entity under the Privacy Rule, our customers are. With this in 
mind, we have adopted policies, procedures, and practices that will facilitate and promote our 
customers' compliance with the Privacy Rule. It is part of our commitment to our customers to 
assist them with complying with HIPAA by being able to identify PHI and handle it appropriately. 
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Interactions with Healthcare Professionals 

HIPAA allows Teva employees to interact with physicians and other customers and provide 
them with information on our products and discuss their experiences using the products. 
During that interaction, healthcare professionals may share case histories, anecdotes and 
hypothetical situations where PHI may potentially be disclosed. 

Additionally, sales representatives will often need to approach physicians in a clinical setting 
(e.g., sign sample requests) where you may interact with patients. However, you should avoid 
approaching physicians when they are consulting with patients. 

Employees who may potentially have access to patient-specific information must: 

o Raise the issue of patient confidentiality with the physician before the start of any 
activities that may entail patient contact; 

o Respect the right of patients to keep their health information confidential and the 
physicians' duty to meet their obligations under applicable privacy regulations; 

o Not make or keep any type of notes, including hand-written or computer notes, of any 
patient health information with which they may inadvertently come into contact; 

o Never handle or review a patient's chart; 
o Never observe a physician-patient interaction without that patient's explicit written 

consent; and 
o Ensure that any patient he/she works in the presence of understands that he/she is a 

Teva employee and is not a member of the doctor's staff or part of a treatment team. 

If you overhear or accidentally view PHI, this is not necessarily a violation of the Privacy Rule. 
You may overhear or obtain PHI incidentally by hearing a receptionist call a patient's name or 
seeing a sign in sheet. Covered entities are required only to take reasonable precautions, not to 
prevent all inadvertent disclosures of PHI. You must treat this information as PHI and follow the 
requirements above. 

Accessing Patient Information 

It is appropriate to access patient information or observe treatment when the healthcare 
professional has obtained any required authorization from the patient who is involved. 
In certain situations, sales employees may be asked to obtain PHI. Before you can directly 
receive PHI, you must present a Confidentiality Agreement, prepared by the Legal Department, 
to the healthcare professional. 

In no circumstance should you sign a Business Associates Agreement in lieu of our 
Confidentiality Agreement. Business associates are individuals or entities that assist the 
covered entity in the performance of certain functions or activities involving the use or disclosure 
of PHI. Under the Privacy Rule, covered entities must enter into agreements that require their 
business associates to keep PHI confidential. These agreements also require business 
associates to use the PHI they receive only for the purpose of providing a service or performing 
a function on behalf of the covered entity. 

The Privacy Rule also allows covered entities to disclose PHI to a sales representative in order 
to report an adverse event, defect or problem related to a drug or biologic that is regulated by 
the FDA. Patient authorizations are not necessary for such disclosures. You should follow 
Company policies with respect to adverse event reporting. 
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There may be an opportunity to observe patients in a clinical setting as part of a training 
program. Even when you merely observe patient care, you will almost certainly have access to 
PHI. Under HIPAA, a healthcare professional may not permit you to observe patient care 
without obtaining prior written authorization from each patient. Generally, you should avoid 
speaking with patients or asking them questions. Obviously, a patient may speak to you or ask 
questions, but you should try not to interfere in the treatment activity. 

3.6.2 Appropriate Conversations with Patients 

Teva employees may come into contact with patients at healthcare professionals' offices or 
during promotional activities (e.g., walks or galas where Teva employees are present 
promoting). You are permitted to speak with patients; however, you may not discuss how a 
Teva product may treat the patient's disease state - you could inadvertently be engaging in the 
practice of medicine. Even if you know the answer to a patient's question, you must refer the 
patient to his or her healthcare professional for any treatment related discussion. 

You may participate in a social conversation and indicate you are a Teva employee and 
acknowledge that you sell a particular product. 

Copy approved promotional and educational materials for patients should be given to the 
healthcare professional to provide to the patients for educational purposes. You should not 
discuss the content in the patient materials with the patient yourself. 

3.6.3 Engaging Patients 

Like with healthcare professionals, appropriate Teva departments may engage patients to 
conduct legitimate services such as advisory, speaking or consulting on the Company's behalf. 
To engage a patient, all of the requirements under the "Engaging Healthcare Professionals" 
section must be met (e.g., legitimate business need, fair market value payment, written 
agreement, etc.). 
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3. 7 Educational Grants and Charitable Donations 

3.7.1 Educational Grants 

Teva often receives grant requests from healthcare organizations or institutions to provide 
financial support to fund Independent Medical Education initiatives. Programs may be 
accredited, such as Continuing Medical Education (CME) or Continuing Education (CE), or 
unaccredited, such as grand rounds, fellowships, or enduring material. 

Independent Medical Education programs are intended to enhance a healthcare professional's 
ability to care for patients. They are typically peer-to-peer activities, sponsored by an 
organization that is recognized as customarily conducting such programs. All such programs 
supported by Teva must be independent, objective, balanced and reflect scientific rigor in 
content. In sum, they must remain free of all commercial influence. 

For accredited programs, under an approved and signed agreement, Teva may provide 
educational grants that follow the principles outlined in the Accreditation Council for Continuing 
Medical Education (ACCME) or equivalent standards (e.g., CE) for commercial support of CME. 
To remain independent and not subject to FDA regulations for promotion, the provider 
organization must retain sole responsibility for, and control over, the selection of faculty, 
development of educational objectives and content and materials for the CME program. 
Accreditation for CME credit adds an additional level of evidence that the program is 
independent of commercial influence. 

Although a CME provider may, at its own discretion, apply Teva's funding to participant meals, 
Teva will not sponsor or host a meal directly at a CME event. 

Requests are made through the Teva Request Management system by the requestor. The 
review and approval process, including all funding decisions for proposed grants, is the 
responsibility of the appropriate Grant Review Committee (Medical, Legal and Compliance) 
which is separate from Sales and Marketing. 

Activities funded by grants are not promotional in nature. Teva will never award educational 
grants in exchange for an explicit or implicit agreement to purchase, prescribe, dispense, 
recommend or provide favorable formulary status for a Teva product. 

Teva's decision to fund grants and donations will be made without any commercial influence. 
The review committees that have been put in place do not include any sales or marketing 
employees. 

In order to ensure the independence of all Independent Medical Education programs, under no 
circumstances should sales or marketing employees engage in any discussion with healthcare 
professionals, organizations or institutions about potential independent medical education 
programs to include: 

o Facilitation of the grant application in any way; 
o Provide suggestions for speaker selection and/or development of content; 
o Give any indication as to the probability of a grant request being approved; 
o Ask for exhibit space or invitations for Teva employees to attend a program; 

19 

CONFIDENTIAL- FOIA Exempt Tev_082999 



o Check on the status of the grant request submission on behalf of a requester and 
o Discuss Teva's products or the content with attendees. 

Sales and Marketing employees may, however: 

o Direct a healthcare organization/institution to www.tevagrants.com to make a request for 
funding 

o May attend educational events, subject to their Manager's approval, but may not ask 
questions, discuss the program or engage in sales activities while in the room where the 
event takes place. 

o Participate in a commercial exhibit associated with an Independent Medical Education 
activity. No commercial promotional materials shall be displayed or distributed in the 
same room immediately before, during or immediately after an educational event, and 
such promotional activities must not be in a direct path to the room where the education 
program is occurring. 

o Distribute invitations or Business Reply Cards (BRCs) only if (a) the CME provider 
requests Teva's help in writing, and (b) the distribution of invitations or BRCs has been 
approved by Teva. 

3. 7.2 Charitable Donations 

Teva supports charitable organizations and events in order to provide access to high-quality 
healthcare, especially to those who need it the most. Through our Corporate Charitable 
Donation Program, we provide funding to qualified non-profit organizations to improve the 
overall health and well-being of our communities. 

Organizations eligible for charitable donations include, but are not limited to hospitals, 
universities, patient groups and other organizations that qualify for tax-exempt status under the 
U.S. Internal Revenue Code. 

Organizations seeking charitable donations must submit a written request to the Teva Request 
Management system that includes a description of the organization and/or the event/program 
that the donation will be supporting and a cost breakdown setting out how the organization 
intends to use the donation. The review and approval process, including all funding decisions for 
proposed donations, is the responsibility of the appropriate Review Committee (Corporate 
Responsibility, Medical Advocacy, Medical Affairs and/or Compliance) which is separate from 
Sales and Marketing. 

Organizations and events themselves funded by charitable donations are not promotional in 
nature. Promotional support may, however, be paid to a charitable organization in exchange for 
the ability to promote consistent with the principles below. Teva will not award charitable 
donations in exchange for an explicit or implicit agreement to purchase, prescribe, dispense, 
recommend or provide favorable formulary status for a Teva product. 
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3.8 Promotional Support 

Sales and marketing employees may chose to offer promotional support to healthcare 
organizations or institutions in exchange for the ability to promote Teva or Teva products at the 
event. Promotional support may be paid to fund booth space with the ability to promote 
products, distribute promotional material, wear brand or logo clothing and display company or 
brand signage at CME programs (in designated exhibit hall) or non CME programs, walks/runs, 
etc. 

Promotional support may not be paid to fund: specific CME credits or courses; entertainment 
(sporting events, shows); honorarium, travel, expenses for faculty or attendees; etc. 

Compliance will review requests for promotional support in the amount of $5001 and more to 
ensure the fee is being properly assessed. However, Compliance and Corporate Responsibility 
will review and approve any request for promotional support that ultimately goes to a charitable 
organization (that qualify for tax-exempt status under the U.S. Internal Revenue Code), 
regardless of the amount. 
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3.9 Reimbursement, Billing Codes and Price 

3.9.1 Reimbursement Discussions 

Sales representatives may proactively discuss on-label reimbursement issues with healthcare 
professionals and other staff who are involved with reimbursement. Any such discussion must 
be based on either Copy Approved pieces or on-label reimbursement information that is 
provided/approved by Managed Markets. In addition, sales representatives may only distribute 
reimbursement material that has been approved for that purpose by Copy Approval. 

Some divisions, depending on the type of product, utilize reimbursement hotlines as a resource 
to assist patients and healthcare professionals with reimbursement issues related to Teva's 
products. This service provides information regarding insurance coverage, reimbursement and 
limitations and can assist with the prior-authorization and denied claims process. 

If a healthcare professional or other staff requests reimbursement coverage information beyond 
that which sales representatives can speak to, the sales representative should either refer the 
healthcare professional to the appropriate reimbursement hotline, refer the healthcare 
professional to the third party payer and/or offer to bring in an Account Manager from Managed 
Markets. 

Teva does not conduct appeals for denied claims, as the responsibility for obtaining prior 
authorization and seeking appeals rests with the patients and healthcare professionals. We 
can, however, when requested, provide support for the appeals process. 

In response to a specific unsolicited question or comment from a healthcare professional about 
a denied claim, the sales representative may obtain the reimbursement form, such as a letter or 
denied prior authorization, from the healthcare professional, as long as such material is HIPAA
compliant. HIPAA-compliant means that all patient identifiable information must be omitted or 
blocked by the office prior to the sales representative seeing the document. The sales 
representative may not discuss the claim denial with the healthcare professional and must 
forward the HIPAA-compliant material to Managed Markets. 

If Managed Markets identifies an administrative error that was made by the healthcare 
professional, an Account Manager may contact the healthcare professional and point out the 
administrative error. The Account Manager may also discuss the general components of the 
prior authorization, appeal and external review process; however, he/she may never discuss 
any coding or reimbursement strategies with the healthcare professional. The Account Manager 
may also contact the Plan if he/she believes that the Plan is not following its own policy. 

3.9.2 Diagnosis Code Information and ICD-9 Codes 

Accurate diagnoses, procedure and product coding is essential to ensure proper 
reimbursement. Various billing codes are publicly available and used to report drugs, supplies 
and services. 

Sales representatives may only discuss billing codes that are contained in Copy Approved 
materials and cannot otherwise suggest codes or diagnoses to obtain reimbursement. 
Healthcare professionals with questions about coding should be referred to their own coding 
book or to reimbursement hotlines for the applicable product. 
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3.9.3 Pricing, Discounts and Rebates 

It is appropriate to quote wholesale acquisition cost of a product if a healthcare professional 
requests this information, because it is publicly available information. It is also appropriate to 
state what a cash paying patient's price would be at a certain pharmacy, if known. 

Discount and rebate programs may be initiated by Marketing. Sales representatives may only 
discuss certain discount programs contained in approved (e.g., materials approved by Copy 
Approval and/or term sheets approved by Legal). 

Sales representatives should never discuss a combination of pricing, reimbursement and/or 
discount programs that would enable a healthcare professional to make money on prescribing a 
certain product. 
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3.10 Samples 

Teva provides free drug samples to appropriately licensed healthcare professionals to allow 
them to try the product with their patients who may benefit from the medication. To ensure 
compliance with the Prescription Drug Marketing Act (POMA), Teva employees must abide by 
the following principles: 

o Samples may only be distributed to appropriately licensed or authorized healthcare 
professionals. 

o Signed requests for samples must be accurately recorded and obtained in the presence 
of the licensed healthcare professional. 

o Samples are not provided to induce a healthcare professional to purchase or prescribe a 
Teva product for any purpose other than a patient's healthcare needs. 

o Samples cannot be provided for the personal use or benefit of a healthcare professional. 
o Samples cannot be bought, sold, traded, or submitted to third party payors for 

reimbursement 
o Samples cannot be used to promote any off-label or unapproved use of a Teva product. 
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4 RESPONSIBILITY 

Compliance will update this policy, when appropriate. 

Approving Vice President: Michael Dearborn 
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