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December 13, 2019

Marylou Sudders, MSW, ACSW

Secretary

Executive Office of Health and Human Services

One Ashburton Place, 11th Floor

Boston, Massachusetts 02108

Dear Secretary Sudders:


On behalf of MassBio and our 1,200+ members, please accept this letter as our testimony to the Executive Office of Health and Human Services (EOHHS) relative to Proposed Regulation 101 CMR 801.00, Drug Manufacturer Negotiations and Accountability (the “Proposed Regulations”). MassBio represents a wide-range of member organizations, including biotech companies, teaching hospitals, and academic institutions, the majority of which are directly engaged in cutting-edge research, development, and manufacturing of innovative products that improve the lives of patients around the world. 

I. 
Publication of a “Target Value”

We are very concerned with the requirement in the Proposed Regulations that EOHHS publicly post the “target value” of a drug that is subject to the Supplemental Rebate Agreement (SRA) negotiation process under 101 CMS 801.04.  As an initial matter, this requirement exceeds EOHHS’ regulatory authority as conferred to it by M.G.L. c. 118E, s. 12A (“the Enabling Law”).  Nothing in the Enabling Law authorizes EOHHS to publicly post a proposed target value for any covered drug that is subject to the process described in Section 801.04.  Instead, the Enabling Law simply requires EOHHS to identify a target value for the drug, and to hold a public hearing on what that proposed value should be.  Section 12A(c).  In fact, early versions of the Enabling Law prior to its enactment contained explicit language permitting the public posting of the proposed value, which the Legislature specifically removed with the approval of the Governor in the final version.
  Other language in the Enabling Law confirms that the Legislature did not intend that the proposed target value be publicly disclosed.  For example, the Enabling Law explicitly provides that “any proposed value used by [EOHHS] when identifying a proposed supplemental rebate amount shall be provided to a manufacturer.”  Section 12A(c).  There would have been no rational basis for the Legislature to have included the requirement that the proposed value be disclosed to the manufacturer where this figure would otherwise also be publicly disclosed on EOHHS’ website.   

Aside from the legal conflicts raised by the public posting provision, we are concerned that the public disclosure of the target value unfairly impacts the negotiation process for supplemental rebates for a particular product, and creates the unfair perception in the public that a drug price is excessive even before EOHHS has the ability to conduct any careful value assessment.  Moreover, the public disclosure of a target value as effectively sanctioned by a state payor would have wide ranging and negative ramifications impacting pricing and rebate negotiations in commercial and public markets nationwide.  

II.
Disclosure of Information, Analysis or Reports to the Manufacturer

We are also concerned that the Proposed Regulations conflict with the mandate in the Enabling Law entitling a manufacturer access to any information utilized by EOHHS in determining the value of a particular target drug.  The Enabling Act requires that “[a]ny information, analyses or reports regarding a particular drug reviewed or used in creating the supplemental rebate or proposed value shall be provided to the manufacturer of the drug for review and input.”  Section 12A(f)(emphasis supplied).  With respect to EOHHS’ new authority to directly initiate SRA negotiations, the Proposed Regulations provide that:

EOHHS may, provided that doing so is consistent with its obligations under 101 CMR 801.03(1)(b), share with the manufacturer for review and input during the course of a direct negotiation any information, analyses, or reports regarding a covered drug relied on by EOHHS in developing a counter offer for an SRA, and will consider any information provided by the manufacturer in response.  Subject to 101 CMR 801.04(2)(e), nothing will compel EOHHS to share such information with the manufacturer during the direct negotiation process. (emphasis supplied)  

The above language conflicts with the letter and intent of Section 12A(f) to the extent that it offers EOHHS an unreasonable level of discretion to withhold information it may possess or have developed relative to a proposed supplemental rebate or target value that may form the initial basis for the negotiation request or subsequent negotiations.   Full transparency with respect to EOHHS’s position and the basis for its valuation conclusions is not only statutorily required, but will also facilitate and lead to more effective outcomes in connection with SRA negotiations.

III.
Notice Periods 

Notice periods impacting the ability of manufacturers to respond to EOHHS in the context of SRA negotiations must be reasonably crafted to allow for complete and effective exchange of relevant information.  In the Enabling Act, the Legislature established 30-day notice periods for important phases of the drug price valuation process.  For example, the law requires at least 30-days notice to manufacturers regarding the date of a public hearing scheduled as to the proposed value of a drug (Section 12A(c)).  Moreover, M.G.L. c. 6D, s. 12A(e) requires the Health Policy Commission (HPC) to give a manufacturer 30 days advance notice if it determines that the price of a drug that has been referred by EOHHS is potentially unreasonable or excessive in relation to the HPC’s proposed value. 

Aside from the fact that it is inconsistent with other notice periods established under the Enabling Act and M.G.L. c. 6D, s. 12A(e), we are concerned that the 14-day notice period set forth in Section 801.03(2)(b) prior to EOHHS’ decision to begin the drug valuation process after a “failed negotiation” does not allow sufficient time for the manufacturer to reasonably respond with any final counteroffers or other proposals that may have been discussed as between the manufacturer and EOHHS.   The negotiation of an SRA is a complicated exercise that requires careful consideration of data by not only the state but also the manufacturer.  A 14-day notice period between the determination by EOHHS that a negotiation has failed and a public valuation period begins does not allow the manufacturer a reasonable time to respond to any final offers or counteroffers, and imposes an unreasonably truncated period prior to the initiation of the subsequent valuation procedures.  

IV.
Valuation Criteria

We are concerned that the Proposed Regulations do not require EOHHS to take into consideration in any meaningful way the impact of a drug or biologic on unmet medical need and the beneficial impact the drug may have on the well-being of patients as compared to existing standard of care (if any), either in the context of the initial “direct negotiations” (Section 801.03), or the “Determination of Target Value” (Section 801.04).  For example, the Proposed Regulations do not require EOHHS to support its valuation conclusions with meaningful input from patients and caregivers affected by the condition or disease being studied.  That is, factors that are critical to a fair and balanced assessment of the value of a drug product should include caregiver burden, the value of treating patients with unmet medical needs, and any other non-health related issues including but not limited to societal impact.  

The Proposed Regulations should also provide more robust and patient-centric standards for EOHHS to apply in valuing a drug product.  This is particularly important given the sheer complexities of drug valuation methodologies.  In our view, EOHHS’ process and valuation criteria must by informed by meaningful input by external experts on topics such as the impact of particular coverage, cost-sharing, tiering, utilization management, prior authorization, medication therapy management, or other utilization management policies on adherence by patients to the prescription drug, and on access to the prescription drug.  We also believe that the demographics and the clinical description of patient populations treated by the prescription drug are crucial to any value assessment.  Relevant data should include, for example, for prescription drugs approved for the treatment of a rare disease, the unmet medical need associated with the rare disease, the benefits and risks of the prescription drug as a treatment for the rare disease, and factors that may be limiting access by patients requiring treatment from or consultation with a rare disease specialist.   

V.
Exempting Manufacturers with Prior SRAs 
The Enabling Law exempts certain manufacturers with valid SRAs for a particular drug in place from the newly established drug price valuation proceedings before EOHHS and HPC, as follows: 

In the event that the executive office and the manufacturer agree to a supplemental rebate for a drug pursuant to subsection (b) or as otherwise allowed under applicable state and federal laws, the executive office shall not initiate further negotiations for enhanced rebates for the drug, and the manufacturer shall not be referred to the commission with respect to the drug, for the duration of the rebate agreement.


Under this provision, manufacturers are exempt from the “target value” determination proceedings and HPC referrals with respect to a drug under the following two alternate circumstances: (1) there is an ongoing SRA in place that was negotiated under the provisions of the Enabling Law after its enactment, or (2) there is an ongoing SRA in place “as otherwise allowed under applicable state and federal laws.” The most reasonable interpretation of this second pathway is that it includes SRAs resulting from any negotiations that EOHHS may lawfully conduct, including SRAs that are in place resulting from negotiations outside of the Enabling Law.  See Commonwealth v. Russ R., 433 Mass. 515, 520, (2001)( When a statute is plain and unambiguous, the court will interpret it according to its ordinary meaning). Of course, MassHealth already has SRAs in place with manufacturers as of the effective date of the Enabling Law, and since those SRAs were negotiated outside of the authority granted EOHHS under that law (and, presumptively, consistent with state and federal laws), it follows that under the plain language of Section 12A(h) the existence of such SRAs for any particular drug should preclude EOHHS from undertaking “target value” determinations for a particular drug under Section 801.04, or referring such a drug to the HPC under Section 801.05. 

The Proposed Regulations appear to conflict with the above interpretation in that, at Section 801.03(4), they suggest that a manufacturer would be exempt from the process described in Section 801.04 or a referral to the HPC under Section 801.05 with respect to a particular drug only in cases where the manufacturer successfully negotiates an SRA for that drug under Section 801.03. We recommend that the Proposed Regulations be revised to clarify that a manufacturer with an ongoing SRA for a particular product is exempt from the target drug valuation process described in Section 801.04 or a referral to HPC under Section 801.05.

Thank you for the opportunity to comment on the Proposed Regulations.  Please do not hesitate to contact me with any questions or comments about the above.

Sincerely, 
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Massachusetts Biotechnology Council
300 Technology Square, Eighth Floor
Cambridge, MA 02139




Robert K. Coughlin

President & CEO

� See H3800, lines 487- 491; lines 504-505.








