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February 17, 2012 
 
Ms. Marilyn Tavenner, Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Room 445-G 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W. 
Washington, D.C. 2020 
 
Via Electronic Delivery 
Centers for Medicare & Medicaid Services 
 
Re: CMS-5060-P; Comments on Proposed Rule:  Medicare, Medicaid, Children’s Health 

Insurance Programs; Transparency Reports and Reporting of Physician Ownership or 
Investment Interests, 76 Federal Register 78742 (December 19, 2011) 

 
Dear Acting Administrator Tavenner: 
 
Teva Pharmaceutical Industries Ltd. (“Teva”) is a leading global pharmaceutical company, 
committed to increasing access to high-quality healthcare by developing, producing and 
marketing affordable generic drugs as well as innovative and specialty pharmaceuticals and 
active pharmaceutical ingredients.  Headquartered in Israel, Teva is the world's largest generic 
drug maker, with a global product portfolio of more than 1,300 molecules and a direct presence 
in about 60 countries.  Teva's branded businesses focus on CNS, oncology, pain, respiratory 
and women's health therapeutic areas as well as biologics.  Teva currently employs 
approximately 47,000 people around the world and reached $18.3 billion in net revenues in 
2011. 
 
The Centers for Medicare and Medicaid Services (“CMS”) recently published the proposed rule 
(CMS-5060-P) to implement Section 6002 of the Patient Protection and Affordable Care Act 
(“Physician Payment Sunshine Provisions”).  We are writing today to provide comments we 
hope CMS will address when it finalizes plans to implement the Sunshine Rule.  Due to the 
acquisition by Teva of Cephalon, Inc. (“Cephalon”) in October 2011, our comments provide a 
unique and realistic perspective, as they are in part based on the significant experience 
Cephalon has gained since implementing its Corporate Integrity Agreement (CIA) required 
aggregate spend disclosure reporting in 2009. 
 
 
1 Timeline for Implementation 
 
CMS is seeking comments on the amount of time needed for manufacturers to begin complying 
with Sunshine once the final rule is published.  Teva recommends that manufacturers be 
provided at least 90 days from issuance of the final rule to make necessary preparations and 
align systems and data with the requirements specified in the rule.  In addition, if CMS requires 
that manufacturers collect payment information for a portion of calendar year 2012 and report 
that information by March 31, 2012, Teva recommends that this requirement take effect at the 
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beginning of a quarter.  This will allow for more accurate tracking and reconciliation of data, in 
line with other financial reporting obligations. 
 
 
2 Identification of Covered Recipients 
 
CMS is seeking comments on requiring manufacturers to report another unique identifier, such 
as State License Number, for physicians who do not have an NPI number.  While this approach 
may provide additional information to cross-reference physicians who do not have an NPI, it will 
be confusing as the data will not be captured consistently by all manufacturers.  Teva 
recommends that manufacturers leave the NPI blank for physicians that do not have an NPI. 
 
CMS is seeking comments on its proposal to publish a list of teaching hospitals on its website 
once per year.  Teva agrees with this proposal and recommends that CMS publish this list in 
advance of the date by which manufacturers must being tracking payments to allow ample time 
to align systems and data.  In addition to publishing the names and addresses of teaching 
hospitals, CMS should also include a unique identifier, such as Federal tax identification 
number, to allow for consistent and accurate reporting.  Teva also recommends that CMS clarify 
that only those teaching hospitals included in the published list are considered covered 
recipients for reporting purposes. 
 
 
3 Date of Payments 
 
CMS is seeking comments to help determine how manufacturers should report the date of 
payments provided over multiple dates.  Teva recommends that manufacturers use their 
discretion over whether to report the total payment on the date of the first payment as a single 
line item, or to report each individual payment as a separate line item. 
 
 
4 Associated Covered Drug, Device, Biological or Medical Supply 
 
CMS is seeking comments on its proposal to require manufacturers to report payments using 
the marketed name of a product and only associate a single product with a particular payment.  
Teva agrees with this proposal, even in those situations where an individual payment is related 
to multiple drugs, devices, biologicals or medical supplies.  Many aggregate spend systems are 
established with single-selection criteria.  Requiring multiple selections may not be feasible due 
to the configuration of these systems. 
 
 
5 Form and Nature of Payments 
 
CMS is seeking comments on its proposal to require manufacturers to report payments under a 
single form of payment and nature of payment.  Teva agrees with this proposal as payments are 
typically easily segregable into the categories identified by CMS. 
 
 
 
 



Teva Pharmaceuticals 
Comments on Proposed Sunshine Rule 

Page 3 
 

6 Reporting Meals and Beverages 
 
CMS is seeking comments on the most equitable and least burdensome way to report payments 
or other transfers of value related to food or beverage provided to covered recipients.  Teva 
recommends that meals should be reported only for those covered recipients who partook in the 
meals.  In addition, cost-per-person should be calculated based on total cost of the meal divided 
by the total number of attendees, including both covered recipient and non-covered recipient 
staff.  For reporting purposes, the average cost-per-person is then allocated to the covered 
recipients who partook in the meal.  This methodology is the most equitable to recipients, is 
commonly used for State reporting purposes and can be applied to any meal, regardless of type 
and number of attendees. 
 
Example:  A sales representative brings $25 worth of bagels and coffee to an office with two 
physicians and three nurses, all of whom partake in the meal.  The per covered recipient cost is 
$5. 
 
 
7 Reporting Research Payments 
 
CMS is seeking comments on the preferred method of reporting research payments, specifically 
separating the classification of payments into direct and indirect payments.  Teva agrees that 
indirect research should be used when a research payment is made by a manufacturer or CRO 
entity to a clinic, hospital or institution conducting the research and that organization in turns 
pays the physician covered recipient(s) serving as a principal investigator(s).  Direct research 
would be used when a research payment was provided directly to a physician covered recipient 
or teaching hospital covered recipient. 
 
 
8 Reporting Compensation for Faculty or Speakers 
 
CMS is seeking comments on whether it should create a category to capture the nature of a 
speaking service for which a covered recipient is paid, and what it should include in its 
interpretation of a “medical education program.”  Teva recommends that reportable payments 
only include those programs where the manufacturer affirmatively requests, selects, influences 
or directs the payment or transfer of value for the benefit and use of the identified physician.  
Such reportable payments should not include any independent funding related to continuing 
medical education (CME). 
 
In accordance with the Accreditation Council for Continuing Medical Education (ACCME) 
Standards for Commercial Support and the PhRMA Code, when manufacturers underwrite or 
fund CME, responsibility for and control over the selection of content, faculty, educational 
methods, materials, and venue belongs to the organizers of the conferences or meetings in 
accordance with their guidelines.  Manufacturers cannot provide any advice or guidance to the 
CME provider regarding the content or faculty for a particular CME. 
 
As a result, it would create a false and misleading impression to require CME supporters to 
report their support for educational programming as though they were, in fact, making payments 
to the faculty.  This false impression, once reported to a public database, would severely reduce 
the interest of leading lecturers and practitioners from participating in CME programming, thus 
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denying physicians access to some of the greatest experts in the field.  Further, the 
extraordinarily comprehensive reporting requirements, made more complicated by the indirect 
nature of CME supporters' payments and coupled with the scrutiny that attaches to public 
reporting, may severely dampen private sector interest in supporting accredited CME.  This has 
the potential to eliminate one of the major sources of funding for physician education, and leads 
inevitably to fewer hours of physician instruction and poorer patient outcomes. 
 
 
9 Reporting or Exclusion of Patient Educational Materials 
 
CMS is seeking comments to help determine how broadly the exclusion for educational 
materials “directly beneficial to patients” should be interpreted for the purposes of reporting.  
Teva agrees that certain materials provided by manufacturers to covered recipients to educate 
the covered recipients themselves should be interpreted as educational materials that “directly 
benefit patients.”  Examples of such materials include textbooks, journals, clinical abstracts and 
reprints, anatomical models, disease state awareness materials and product-specific 
educational materials, brochures and posters. 
 
 
10 Procedures for Submitting and Correcting Required Information 
 
CMS is seeking comments on the optimal system for the submission of data, how to allow 
manufacturers to correct submitted information before it is reviewed, and whether a “pre-
submission review” would be beneficial for manufacturers and increase the accuracy of the data 
submitted.  Teva recommends that CMS establish a web-based portal through with 
manufacturers could submit data files in a CSV format.  Given the volume of reportable 
payments and covered recipients, as well as the short time frame from the end of a calendar 
year to the annual March 31 reporting date, it is not feasible for manufacturers to provide each 
covered recipient with information regarding the payments that the manufacturer plans to report 
to CMS as having made to the covered recipient. 
 
 
11 Submission and Data Requirements 
 
CMS is seeking comments on the appropriateness of the CSV format for data submission and 
on its proposed data element requirements.  Teva agrees with the use of the CSV format for 
data submissions, as well as the data element requirements proposed by CMS. 
 
 
12 Review of Data and Reconciliation of Disputes 
 
CMS is seeking comments on its proposed method of notifying interested parties.  Teva agrees 
that CMS should notify covered recipients through various means identified by CMS.  Requiring 
manufacturers to collect and report whether covered recipients would like to be notified will 
result in vast inconsistencies and multiple manufacturers providing responses for a single 
covered recipient. 
 
CMS is seeking comments on its proposed method of handling situations in which outstanding 
disputes remain between applicable manufacturers and covered recipients regarding 
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information reported to CMS.  Teva agrees that it is the responsibility of the covered recipient to 
contact and try to resolve the dispute with the manufacturer, and that such disputes and results 
should be reported to CMS within the 45-day review period.  Teva also agrees that in those 
cases when a dispute over the data cannot be resolved by the parties, the individual payment 
should be flagged as contested, but the contradictory data, as corrected by the covered 
recipient, would be used for aggregated totals for the physician. 
 
 
13 Public Availability of Reported Information 
 
CMS is seeking comments on the optimal structure and format for the publically accessible 
website.  Teva recommends that CMS post a flat file database which would allow key 
information to be searchable, understandable, downloadable and easily aggregated, such as 
manufacturer name and covered recipient name. 
 
Teva agrees that the website should clearly state that disclosure of a payment does not indicate 
that the payment was legitimate nor does it necessarily indicate a conflict of interest or any 
wrongdoing.  Teva recommends that CMS consult with the Department of Health and Human 
Services Office of Inspector General to identify manufacturers who are currently disclosing 
physician payments as required by a Corporate Integrity Agreement.  These manufacturers 
have developed comprehensive websites that provide objective background information on the 
critical role these collaborative relationships play in developing and bringing new medicines to 
market and in addressing the needs of patients. 
 
 
14 Delayed Publication 
 
CMS is seeking comments on its proposed approach to delayed publication of payments made 
in connection with product research or development agreements and clinical investigations.  
Teva agrees that manufacturers should indicate on their reports whether or not a payment 
should be granted a delay in publication on the public website, and that following FDA approval, 
licensure or clearance, manufacturers must indicate in their next annual submission that the 
payment should no longer be granted a delay and should be published in the current reporting 
cycle.  Teva also agrees that payments related to research, development and clinical 
investigations be treated similarly for purposes of delayed publication. 
 
We appreciate your consideration of these comments.  If you wish to discuss any of these 
points or would like additional information, you may contact me at (215) 293-6566 or by email at 
michael.dearborn@tevapharm.com. 
 
Sincerely, 

 
Michael Dearborn 
Vice-President Internal Audit and Chief Compliance Officer 
Teva Pharmaceuticals – Americas 
 


