
February16, 2012

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS–5060–P
P.O. Box 8013
Baltimore, MD 21244–8013

Re: CMS-5060-P: LifeScience Alley Comments on Medicare, Medicaid, Children’s Health Insurance 
Programs; Transparency Reports and Reporting of Physician Ownership or Investment Interest

Dear Acting Administrator Tavenner:

LifeScience Alley is pleased to comment on the Department of Health and Human Services, Centers for 
Medicare & Medicaid Services (“CMS”) proposed rule (“Proposed Rule”) implementing Section 6002 of 
the Affordable Care Act (the “Sunshine Provisions”).

LifeScience Alley is a Minnesota-based life sciences trade association with more than 650 member 
companies and organizations, representing the largest state-based life sciences organization in the 
nation.  We offer the following comments to the proposed rules referenced above. 

LifeScience Alley supports transparency and openness in the relationships between manufacturers and 
physician customers.  However, we are concerned that the Sunshine Act and the proposed regulations 
add bureaucracy and cost out of proportion to the supposed gain in openness. We understand that most 
of the cost of the detail-oriented reporting structure is driven by statutory language.  We ask that every 
effort be made to limit unnecessary detail in order to minimize the negative effect of cost on the health 
care system.

Drug and device manufacturers must continue to enter into relationships with physicians and health care 
facilities.  Clinical studies are mandated by FDA and required in order to obtain information for 
reimbursement.  Physicians are needed to train both manufacturer employees and new users of products. 
Physicians consultants are needed to fulfill the design requirements under FDA regulations.  It is not likely 
that the Sunshine Act will significantly change this productive and necessary relationship between 
manufacturers and physicians.

What the Act and these regulations do is to add cost to the health care system.  LifeScience Alley 
disputes the estimate that these regulations will cost $224 million in the first year.  We expect it to be 
much more.  Each company will require personnel to accomplish this.  

Even if the estimates in the publication were correct, an injection of $224 million into the health care 
system is certainly a significant negative effect.  We ask that every attempt be made to minimize needless 
record keeping, while fulfilling the purpose of the legislation.

1. LifeScience Alley recommends that different treatment be given to aggregates of payments that are 
under $10.  The statute exempts such payments unless the aggregate for the year is over $100.  By 
requiring detailed reporting on these minor payments, it removes them from the exempt category in all 
practicality. Companies will have to track the date, time and purpose of every little cost.  This will further 
drive up the cost of compliance.  It will render ineffective the so-called exemption in the statute.

If, for example, a device company were to issue parking vouchers to doctors attending a training program 
that were under $10 in value, they are theoretically exempt.  If, however, doctors were also provided $5 



dollars worth of donuts and $6 worth of bagels on enough other occasions, they would need to file 
detailed reports on each bagel.

LSA requests that aggregations of payments under $10 each is reported in one bulk report, without a 
need for itemizing the date, purpose, etc.

The intricacies of the suggested interpretation of the statute in the FR show the impracticality of the new 
regulation.  In the discussion of how to account for the division of $25 worth of bagels, the comments 
themselves show how unmanageable these details have become.

Throwing up our collective hands and saying that the only solution is to credit the whole value of every 
batch of donuts to every doctor is not accomplishing the purpose of the statute and is placing form over 
substance.

LifeScience Alley urges a general donut and bagel reporting mechanism such as:  “besides reported 
payments, company X provided exempt food and other considerations to Dr. Y, which totaled 
approximately $____ during the reporting year. “  

2. LifeScience Alley agrees with the comments in the FR that devices for which no FDA approval or 
clearance is sought should not be considered covered devices.  However, we believe that devices should 
also be treated in the manner used for the drug definition.   Nonprescription drugs were exempted from 
the definition of Covered Drug.  LifeScience Alley believes that nonprescription devices should also be 
exempted.  There are OTC devices covered by 510(k) s.  These should be exempted in the same manner 
as OTC drugs.

3. LifeScience Alley is concerned about the definition of common ownership.  As proposed, the existence 
of any common owner would render two entities to be commonly held.  It is common for physicians to 
invest in medical device startup companies in the same manner as they would in other high-tech 
industries.  If a physician were to invest in two such companies they could suddenly become related 
under this proposed regulation.  The statute requires reporting if the entity under common ownership 
“provides assistance or support” in the manufacturing of devices or drugs.  This means that an unrelated 
supplier of components, which are not regulated by FDA and are not under the Sunshine Act, could 
become subject to the Act by reason of a common shareholder. 

If a parent company owns a variety of medical devices subsidiaries, are all the exempt ones to become 
covered device companies simply because of common ownership?

Exempt entities should stay exempt, no matter who owns them.

4. LifeScience Alley believes that reporting for speakers at CME educational activities should be limited 
to those rare cases where a specific speaker is funded.  The statute requires reporting of payment to a 
physician or “designated on behalf of a physician.”  Most payments to sponsors of CME sessions are not 
“designated” for particular doctors. In fact, accreditation under the ACCME rules requires that the 
controlling organization independently select the speakers.  Companies may sponsor an event by 
providing funds to the organization that is putting on the seminar, but may not pay the speakers directly.  
Therefore, payments to an accredited CME provider should not be counted as being designated to a 
physician, and should not be reported under these regulations.



5 LifeScience Alley requests further clarification of the preemption of state laws.  The Act says that it shall 
preempt:

the provisions of this section shall preempt
any statute or regulation of a State or of a political subdivision
of a State that requires an applicable manufacturer
(as so defined) to disclose or report, in any format, the
type of information (as described in subsection (a))
regarding such payment or other transfer of value.

LifeScience Alley asks that the regulations make it clear that “type” is broadly interpreted to mean 
payments to physicians, and not narrowly interpreted to mean the exact payments specified in the Act.

In this way, the Act and the regulations might have a mitigating effect on costs in the healthcare system 
by reducing the impact of multiple, sometimes conflicting, state laws.  If all payments were reported in one 
place, the cost of the Sunshine Act would be tempered by savings in reporting in duplicative state 
systems.  

This can only be accomplished by a clear statement that the state systems requiring reporting on 
payments are the “type” referred to in the statute. The regulations should take the opportunity to simplify 
the reporting system as much as possible by removing redundancy.

Further, these proposed regulations impute payments to the staff or the institution to the benefit of the 
physician.  As such, those payments are also of a “type” included in the statute.  Therefore payments to 
any person or institution associated with a physician are also preempted by the Act.  This should be made 
clear in the final publication of the rule.

LifeScience Alley asks that the preamble to the publication of the final rule expressly state that the 
Sunshine Act preempts reporting of payments to physicians in Massachusetts, Vermont and Minnesota, 
as examples.

Thank you for your consideration.

Sincerely,

Shaye R. Mandle
Vice President, Government & Affiliate Relations


	0900006480fb8751.docx

