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Re: File Code CMS-5060-P: 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: 

CSL Behring is pleased to submit comments to the Centers for Medicare & Medicaid Services 
(CMS) regarding the agency's proposed rule on transparency reports and reporting physician 
ownership or investment interests that was issued on December 19, 2011. 

CSL Behring is a leading researcher and manufacturer of life-saving biotherapeutics used to 
treat rare diseases. Our therapies include blood clotting factors which are used to treat 
bleeding disorders such as hemophilia and Von Willebrand disease, intravenous immune 
globulin (IVIG), used in the treatment of primary immune deficiencies; alpha1-proteinase 
inhibitor for the treatment of alpha1-antitrypsin deficiency which is commonly referred to as 
genetic emphysema, and C1 Esterase Inhibitor, used for the treatment of hereditary 
angioedema. 

Ethical, transparent relationships and interactions with health care professionals are critical to 
our mission of providing these life-saving therapies to patients. We are committed to and 
supportive of the goals of transparency and appreciate the opportunity to comment on these 
proposed regulations. 

The proposed rule asked for feedback on several topics and our thoughts are as follows: 

Amount ofTime needed following publication of the final rule 
CSL Behring believes a preparation period of 90 days as proposed in CMS-5060-P will be 
sufficient to gather the data for reporting. 

Identification of Covered Recipients specialty 
It will be a hardship to capture the specialty of a physician and have it agree with the CMS data 
base. ·csL Behring has found that the specialty of a physician tend not to be consistent across 
data bases. If CMS ties the specialty to the National Provider Identifier (NPI), we do not see 
any value in reporting the specialty back to CMS if we are able to report the NPI. Although the 
state license nl.unber is an alternative to the NPI when the physician does not have an NPI, we 
would need guidance as to which state license we should use since a physician can have 
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multiple state license nwnbers. The CMS NPI downloadable data base is not business user 
friendly as the ftle is very large and cumbersome. Further, the data has multiple colwnns for 
the address that can create problems for uploading the required final fields. The provider 
taxonomy code is another number that we do not store in our current data base and do not 
have a need to store it other than to report it back to CMS. 

Date of Payment 
For transparency, CSL Behring proposes using the date of the transaction (YYYY /MM/DD 
format) or month CfYYY /MM format). If each transaction can stand alone, if there is a 
question or dispute, we can easily trace it back to the original activity. 

Associated Covered Drug 
CSL Behring agrees that every ftnancial relationship between the manufacturer and the covered 
recipient is not explicidy linked to a particular covered drug. When the event is centered on the 
disease state we recommend that a company report the scientific name of the drug since it is 
difflcult to link a brand when there are potentially multiple drugs that could fall under the 
scientific classification. 

Assumptions 
CSL Behring believes that the submission of the assumptions docwnent should be voluntary. 

Food and Beverage 
CSL Behring does not agree with allocating bagels to a physician that does not partake in the 
meal being offered. It is also not realistic to expect the company to include in our data base the 
name of physicians in a group practice that do not have a relationship with our company. 
Thus, the allocation of a meal to a physician that is part of a group practice that did not 
participate in a meal is not reasonable and is very misleading. If the physician takes part in a 
meal, the allocated expense should not be more that the fair market value of the items 
presented for conswnption. We also do not agree that the entire cost of the event should be 
given to a sole recipient for an entire offlce. This will accurately reflect the value received by 
the covered recipient. 

However, CSL Behring does appreciate and is in agreement with not reporting buffet meals, 
snacks, or coffee at booths at conferences or similar events. 

Research 
CSL Behring believes that we should report all transactions one time. If a payment is made to 
a clinic, hospital or institution, we should have an additional column to be able to report the 
primary investigator but please note the primary investigators do not always have a NPI 
number. We would be able to use the same reporting method for teaching institutions as well. 
CSL Behring would report the amount one time, which will enable us to reconcile data to our 
source systems. If the primary investigator does not have a NPI, we would leave it blank. If we 
reference the Addendwn: Sample Reporting Template Table A, you would add two additional 
colwnns; one for Primary Investigator Name and one for Primary Investigator NPI after the 
current colwnn tided Recipient National Provider identifier column. If the recipient name and 
the primary investigator are the same, the same information will be in both columns. 
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Educational Materials 
CSL Behring believes that educational material (written and electronic), are for the benefit of 
the patient's care of service with the product. The material would include journals, product 
dosing guidelines, product brochures, and medical references. The literature does not have any 
value to the physician outside of providing up to date care for the patient. 

Data Submission 
CSL Behring estimates that the volume of data on the final annual f1l.e will be large. As such, 
we propose that CMS develop a data exchange in which companies can post such data to their 
server directly. CMS would then be able to send a confirmation of acceptance to the same 
location. 

CSL Behring would be happy to further discuss our comments with you and your staff should 
you wish. Our Senior Manager for Government Reporting, Frances Richardson can be 
reached directly at 610-878-4374 with regard to any specific questions or further discussion 
surrounding our comments. Thank you again for allowing CSL Behring the opportunity to 
comment on the proposed rule. 

Sincerely, 
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