
Dana-Farber Cancer Institute, Inc.
DoN Application #DFCI-25090516-RS
Substantial Change in Service 


 DoN QUESTIONS #6 – Updated
Responses should be sent to DoN staff at DPH.DON@State.MA.US
	
While you may submit each answer as available, please 

List question number and question for each answer you provide 

Submit responses as a separate word document, using the above application title and number as a running header and page numbers in the footer 

When providing the answer to the final question, submit all questions and answers in one final document 

Submit responses in WORD or EXCEL; only use PDF’s if absolutely necessary. If “cutting and pasting” charts, provide them in a PDF so they can be clearly seen

Whenever possible, include a table with the response
For HIPAA compliance Do not include numbers <11.


Factor 1a: Patient Panel Need
The application states, currently, many pediatric patients cannot access proton beam therapy in the Commonwealth. Capacity in the Commonwealth is not sufficient. Some patients travel out of state to access proton therapy, while others forgo treatment to maintain continuity of care and access to necessary specialized services at BCH (pg. 3).

In response to DoN Questions #1, the Applicant states that it does not have data quantifying patients that travel out of state for PBT treatment, nor does it have data quantifying patients that have forgone proton beam therapy due to lack of access (Responses pg. 14-15).

To better understand Patient Panel need for PBT, explain how the Applicant has assessed the number of its patients that are traveling out of state to access PBT or forgoing PBT treatment altogether due to lack of access in Massachusetts given the lack of data. 

While all Group 1 patients and certain Group 2 patients need proton beam therapy (“PBT”), the consistent feedback from Dana-Farber clinicians and patients has been that few are able to access treatment within the Commonwealth. Currently, the only PBT site in Massachusetts is located at Massachusetts General Hospital (“MGH”). There, only a single room is in operation and capacity is limited. In some cases, entire groups of patients are unable to obtain treatment at the MGH site—e.g., patients requiring craniospinal radiation. Even after MGH completes its renovation project, they will not have enough capacity to meet the needs of the region. While Dana-Farber does not have data from MGH or out-of-state PBT providers that would allow it to estimate the number of its patients ultimately able to receive PBT, clinicians and patients continue to report such significant access barriers that Dana-Farber oncologists actively seek to avoid raising patients’ hopes for obtaining PBT unless those patients have the means to travel out of state frequently for treatment. 

[bookmark: _Hlk222393107]Please address how the Applicant anticipates the proximity of the proposed PBT unit to existing MGH units will impact patients’ ability to more conveniently access PBT in state compared to a location in another part of the state or out-of-state.
The proposed Center will have physical connectivity to Dana-Farber’s Jimmy Fund Clinic, the Yawkey Center for Cancer Care, the future cancer hospital being constructed, and, importantly, to Boston Children’s Hospital (“BCH”). The Center’s connectivity to, and Dana-Farber’s long-standing pediatric cancer affiliation with, BCH are essential to the safe delivery of pediatric PBT.  They ensure a level of coordinated world-class pediatric oncology care unavailable elsewhere in the Commonwealth. This is true for both outpatient and inpatient pediatric oncology patients. Dana-Farber’s clinicians estimate that at least one in ten inpatient pediatric oncology patients are eligible for PBT. For all pediatric patients, the continuous on-site access to pediatric emergency services, pediatric anesthesia, and complex pediatric subspecialty teams offered by the proposed Center cannot be replicated in a community setting. This materially reduces risk for medically complex, immunocompromised, and high-acuity patients.
Any model requiring ambulance transfer from an off-site community facility to Dana-Farber and BCH should complications arise introduces avoidable clinical risk. Delays associated with transport and handoffs exacerbate emergent conditions and compromise airway safety, particularly for sedated patients or those with central lines or cardiopulmonary vulnerabilities. The Center’s adjacency and physical connectivity to the Jimmy Fund Clinic and BCH will eliminate these hazards by enabling instantaneous escalation of care without inter-facility transfer.
The Center will operate adjacent to the Jimmy Fund Clinic and BCH where all of Dana-Farber’s pediatric specialists practice, integrating medical oncology, radiation oncology, surgery, diagnostics, and supportive care within a single multidisciplinary continuum. The co-location allows pediatric patients to access the Center without going outside. This minimizes fragmentation, reduces patient burden, and ensures consistent oversight by the same care teams coordinating chemotherapy and radiation.
While of particular importance to pediatric patients, this is also true for adult patients. Importantly, the proposed Center will also have physical connectivity to the Yawkey Center for Cancer Care and the future cancer hospital being constructed. In this way, Dana-Farber can ensure the same safe delivery of PBT for its adult patients as well as its pediatric patients. In many cases, the Center’s patients—pediatric and adult—will already be visiting Dana-Farber for other components of their outpatient care, including chemotherapy infusion. Dana-Farber uses the Epic EMR system for both adult and pediatric practices to coordinate care, share clinical notes, and track patient progress, ensuring integrated workflows and patient safety for pediatric and adult oncology patients. This system supports multidisciplinary care and communication across specialties, facilitating seamless transitions and continuity of care for patients receiving PBT. 
When Dana-Farber patients are able to access PBT elsewhere, they report disruption and distress in having to coordinate care with a new facility (see, for example, public hearing transcript pages 21-22 where a Dana-Farber patient reported that navigating new systems, new logistics, and new providers added immense stress during an already overwhelming time). MGH’s proximity to Dana-Farber in Boston does not eradicate this disruption. This transfer of care can also frequently lead to delays in patients’ receiving radiation therapy as they navigate administrative hurdles. Including PBT at Dana-Farber’s facilities minimizes fragmented scheduling, reduces cumulative travel and care burden, improves adherence to complex regimens, and supports consistent oversight by the same oncology and supportive care teams coordinating chemotherapy, surgery, and radiation. 
To better understand need for PBT among the Applicant’s pediatric patients, please provide a breakdown of Group 1 and Group 2 pediatric patients (Table 6) for FY24 by Massachusetts residents and out-of-state residents. 
	Pediatric Patient Population
	MA Residents
	Out-of-state Residents

	Group 1
	152
	124

	Group 2
	97
	50

	Pediatric Total 
	249
	174



The application states that the Applicant must refer away patients requiring proton beam therapy, which leads to continuity of care issues as patients are no longer obtaining treatment from the Applicant’s oncologists or oncology nurses (pg. 22).
Explain the Applicant’s referral process for patients requiring PBT.

Given the widespread difficulty reported by patients attempting to access PBT at MGH or out of state, Dana-Farber does not have a standard referral process or protocol for PBT referrals. However, Dana-Farber currently refers out all patients for which PBT is standard of care. Location of referrals are case-specific and can also depend on whether a patient has the means to travel out of state frequently for treatment, as further addressed below in response to question 2.c. Prior to the closure of certain MGH PBT facilities, Dana-Farber more routinely referred to MGH but capacity is now extremely limited and craniospinal radiation is entirely unavailable at MGH. 

PBT is delivered concurrently with chemotherapy and often mid-treatment for both pediatric and adult patients. Asking families to “choose” PBT vs. photon therapy (in the case of unavailability of PBT)  and, potentially rendering them unable to receive standard of care therapy, puts pediatric patients at a significant disadvantage. As further addressed above in response to question 1.b, the referral process requires Dana-Farber to ask patients to uproot and transfer full care (including oncology care, ancillary care and psychosocial care) mid-treatment and can result in delays in resumption of chemotherapy and in initiation of control radiotherapy. Patients and their families must navigate introductions to a new oncology team and new hospital, subjecting them to different care algorithms, treatment philosophies, and incongruent management of therapy, toxicity, and related supportive care. As further addressed below in response to question 3.b, BCH cares for the majority of children in Boston with pediatric cancer. Dana-Farber’s experts are national and international leaders in the field and collaborate with multidisciplinary teams at BCH who similarly are leaders in their surgical and supportive care disciplines. Referrals that displace families from this unmatched and globally recognized care algorithm negatively impact patients’ overall care journey and psychosocial and financial wellness. Additionally, leaving behind trusted social work and psychosocial teams, along with the costs of establishing local housing or traveling further, imposes significant burdens on patients and their families.

How many patients requiring PBT does the Applicant “refer away”, including referrals to MGH and to other PBT providers out of state (separately)?

PBT is standard of care across a range of intra- and extra-cranial pediatric solid tumors. As noted in response to question 2.a above, Dana-Farber currently refers out all patients for which PBT is standard of care to available PBT centers. Dana-Farber encourages all Group 1 patients and some Group 2 patients to obtain PBT, despite widespread difficulty for patients to access PBT. The Applicant does not track referrals to other providers, nor is the Applicant able to access data from MGH or out-of-state providers on their provision of PBT. Additionally, some patients elect to seek treatment at MGH or out-of-state without notifying the Applicant. 

Which facilities is the Applicant referring patients to?

Dana-Farber clinicians report that patients have been able to obtain PBT from MGH, the New York Proton Center, and Penn Medicine’s and Children’s Hospital of Philadelphia’s PBT centers. Dana-Farber’s providers will make decisions regarding referral supported by dialogue with patients, including whether the patient has the means to travel regularly to a given site or if the patient has family or other support near an available proton center. 

Will the Applicant have any mitigating measures in place (e.g., an EMR that broadly communicates with other health systems) for those patients referred to DFCI for PBT services?

Yes, the Applicant has a fully interoperable EMR system and its care teams routinely communicate with outside providers. The Applicant’s pediatric oncology program also has longstanding and close collaborative relationships with all regional referral centers in Upstate New York, Maine, New Hampshire, Vermont, Rhode Island, Connecticut, and Massachusetts.

When estimating Patient Panel need for the proposed Center, how did the Applicant factor in the existing PBT capacity at MGH, the recent UMass approval, and the PBT approvals in Johnston, RI[footnoteRef:2]; Danbury, CT[footnoteRef:3]; and Wallingford, CT[footnoteRef:4]? [2:  https://pcgadvisory.com/pcgnews/american-shared-hospital-services-announces-official-notice-of-certificate-of-need-approval-to-acquire-the-technology-to-construct-and-operate-a-proton-beam-radiation-therapy-facility-in-the-state-of/#:~:text=Once%20this%20occurs%2C%20Rhode%20Island,for%20AMS%20locally%20and%20nationally. ]  [3:  https://portal.ct.gov/ohs/press-room/press-releases/2025-press-releases/ohs-reaches-agreement-with-danbury-proton?language=en_US ]  [4:  https://hartfordhealthcare.org/about-us/news-press/news-detail?articleId=68729 ] 


As discussed in responses above, clinicians and patients report that capacity is limited at MGH and already constrained by high demand across complex adult and pediatric indications, resulting in access limitations. Consequently, MGH is not viewed as providing sufficient incremental capacity to meet current or projected need. Dana-Farber’s understanding is that none of the listed centers will have comparable pediatric PBT capacity. UMass’s proton project was unapproved at the time of the application and remains unavailable for the near-term. The Applicant is not accustomed to considering out-of-state capacity when submitting a determination of need in the Commonwealth and takes the position that out-of-state capacity should not displace in-state access planning for pediatric and other complex PBT patients. 

Based on geographic proximity, what proportion of the Applicant’s Group 1 patients would be in closer proximity to one of the approved facilities in Central MA, RI or CT than to the proposed Center?
The approved facilities in Central MA, RI, and CT are not currently operating and will not have comparable pediatric capabilities. As discussed above in response to question 1.b, anticipated patients in need of PBT are generally already receiving care at Dana-Farber and BCH, ensuring that the proposed center will have close proximity to patients’ and their existing care regardless of the geographic location of their residences.
Dana-Farber expects that tertiary and regional referral centers will be more likely to refer patients to the proposed Center over other existing or new options due to the capabilities of Dana-Farber and BCH and Dana-Farber’s existing collaborative relationships with regional referral centers. 
The table below sets forth the number of Group 1 patients and the percentage of the total Group 1 population who reside closest to Dana-Farber and to each approved regional facility, based on patients’ known permanent addresses.[footnoteRef:5] [5:  The Applicant determined the number of Group 1 patients and the percentage of the total Group 1 population who reside closest to Dana-Farber and to each approved regional facility for each Group 1 patient based on their respective zip codes. ] 

	Facility
	Number of Group 1 Patients
	Percentage of Total Group 1 Patients

	Dana-Farber, Boston, MA
	1,568
	47%

	UMass, Marlborough, MA
	634
	19%

	Danbury, CT
	493
	15%

	Johnston, RI
	462
	14%

	Wallingford, CT
	196
	6%

	Total
	3,353
	100%



How will coordination of PBT treatment for pediatric patients in Massachusetts change with the additional approved PBT capacity? What impact will UMass’ approved PBT system have on access to PBT for the Applicant’s pediatric patients, including those residing in Central Mass.

The long-standing collaboration between Dana-Farber and BCH is unmatched and globally recognized for excellence in pediatric oncology, ensuring comprehensive care for children. Most pediatric patients needing PBT are already patients of Dana-Farber and BCH. The addition of PBT will reduce delays and improve access within this established system. None of the other approved centers have the same pediatric focus or capabilities as Dana-Farber. Dana-Farber anticipates that UMass will continue referring pediatric patients needing PBT to Dana-Farber and BCH.

The Applicant states that it explored one alternative to the Proposed Project: a three-treatment room proton center located outside of Boston (pg.34)

Why did the Applicant compare a 3-treatment room to a single-treatment room?
Given the overwhelming need, Dana-Farber has been actively exploring opportunities for PBT for years. Traditionally, building a PBT center with a cyclotron required significant space and major capital expenditures, and such centers typically have multiple treatment rooms. Technology evolved such that a single-room PBT system with a gantry-mounted proton accelerator became possible, making it feasible for Dana-Farber to add PBT to its existing campus amidst the Jimmy Fund Clinic and BCH. 
The Application's discussion of alternatives in fact consolidated several alternatives considered along two dimensions: location (Boston vs. outside Boston) and technology (upright single-room unit vs. three-room supine PBT center). Considering each separately: 
· Alternative A – In Boston, Three-Room Supine PBT Center: A three-room supine center located within Boston was considered but ultimately rejected because there was not available space on campus to accommodate such a center, whereas space was available for implementation of PBT using the upright technology. 

· Alternative B – Outside Boston, Upright Unit: A single-room upright center outside Boston was considered but ultimately rejected because it would sacrifice the physical connectivity to BCH and existing Dana-Farber buildings, which is a significant advantage of the Proposed Project's care model.

· Alternative C – Outside Boston, Three-Room Supine Unit: A three-room supine center outside Boston was considered but rejected due to difficulties identifying appropriately zoned space, permitting difficulties, inability to reach agreement to proceed, and higher capital costs.

Why did the Applicant compare the use of traditional PBT to upright PBT?

The evolution of technology made the Proposed Project featuring upright PBT feasible. Upright PBT allows for a smaller facility footprint and lower costs, allowing Dana-Farber to integrate PBT into existing hospital infrastructure. This supports care continuity and reduces logistical burdens for patients, as further described above in response to question 1.b. Additionally, upright PBT offers anticipated clinical benefits, such as reducing the need for sedation in pediatric patients, reducing anxiety for pediatric and adult patients, and improving scheduling efficiency. These benefits align with Dana-Farber’s mission to provide accessible, high-quality cancer care, leading to their choice of upright PBT for their planned center.  The upright center also fulfills Dana-Farber’s research mission to develop and improve efficient upright treatments with reduced sedation requirements for children, enabling greater regional and global access to PBT.

Why did the Applicant reject this alternative based on lack of convenience for the Patient Panel given the percentage of eligible patients who reside outside of Suffolk County?

While many patients reside outside Suffolk County, there are high numbers spread across Norfolk, Middlesex, and Plymouth counties. Locating the center centrally in Boston ensures close proximity to the Jimmy Fund Clinic and BCH, facilitating coordinated care for complex cases and pediatric patients in particular, as further described in response to question 1.b above. The Boston site is central and accessible, minimizing travel and logistical burdens for patients. Stakeholder feedback supported this integrated, accessible location.

The DoN regulation requires an Applicant to provide sufficient evidence that the Proposed Project, on balance, is superior to alternative and substitute methods for meeting the Patient Panel needs. The Applicant provided one alternative method to the Proposed Project: three-treatment room proton center located outside of Boston (pg.34).
i. What other methods or alternatives did the Applicant explore to meet Patient Panel need for PBT services?  

As noted in the response to question 4.a, the Application's discussion of alternatives consolidated several alternatives considered along two key dimensions: location (Boston vs. outside Boston) and technology (upright single-room unit vs. three-room supine center). These yielded Alternatives A, B, and C as described above, all of which were ultimately rejected in favor of the Proposed Project. More broadly, over the years Dana-Farber evaluated a variety of additional options for developing PBT capacity in downtown Boston and in the community, most of which proved not to be viable for one or more reasons — including inadequate space, permitting or zoning restrictions, inability to reach agreement to proceed, and prohibitive costs — such that those projects did not progress to the point where they could be detailed as alternatives in the Application.

Responses to DoN Questions #1 states, by entering the market, the Applicant will be providing competition in a market that currently has none, and will be providing desperately needed access to care and therefore will compete on the basis of price. 

How does the Applicant consider the addition of multiple new PBT providers in the region, at least one of which is associated with lower costs of care?

Dana-Farber welcomes the addition of multiple new PBT providers given the overwhelming and urgent need for PBT within its Patient Panel. Even assuming new market entrants, Dana-Farber’s pediatric-specific demand is sufficient to support the proposed unit, as it addresses complex cases where PBT coordinated with oncology and other care is essential to minimize long-term risks. The specialized pediatric care offered by Dana-Farber and BCH, including integrated oncology services and tailored support, cannot be matched by other PBT centers. Further, implementation of the upright PBT system will allow for faster implementation, ensuring timely access to critical care. 

How will the Proposed Project increase competition on the basis of price, specifically how will the Applicant do so via negotiated rates for PBT services, considering DFCI’s Medicare Prospective Payment System (PPS) exempt status?

The Proposed Project will bring another PBT provider to the market, enhancing the competitive environment. The availability of multiple providers will serve to encourage commercial price competition, and payors will certainly seek to leverage this competition to negotiate more favorable rates. Dana-Farber fully expects this will be the case even considering that Dana-Farber is exempt from PPS and will be reimbursed on a cost-basis for purposes of Medicare fee-for-service reimbursement. 

The Applicant also notes that the CHIA Relative Price (“RP”) metric, often cited in evaluating price competition, has significant limitations in estimating and comparing reimbursement, especially between specialty cancer hospitals and general acute care hospitals. CHIA does not adjust for differences in patient acuity or service intensity, focusing only on service mix. This makes it difficult to compare Dana-Farber’s oncology-focused services, which cater to the sickest patients with the highest adult case-mix in Massachusetts, to the broader patient base of general acute care hospitals. Dana-Farber’s pricing reflects the resource-intensive care required, which is not directly comparable to general acute care hospitals. 

Additionally, the RP metric has a number of inherent limitations due to variations in data and disparate methodologies used by payors, which can make provider comparison challenging. Payors submit data by payor-defined categories (e.g., ER, lab, pharmacy) that may be inconsistent among payors. Reimbursement methodologies also differ among payors and among providers within a payor’s network, including with respect to case rates, percent-of-charge reimbursement, fee schedules, and APC-based reimbursement. Thus, in submitting data to CHIA, payors must find ways to compare providers who are reimbursed under entirely different payment systems, leading to further complexity. 

Responses to DoN Questions #1 states the vast majority of adult patients who will receive proton therapy through the Applicant will be Medicare beneficiaries. As such, the Proposed Project is anticipated to drive down costs while expanding access (pg. 20). Yet, Commercial is the largest payer for adult Group 1 patients, and Medicare is only slightly higher than Commercial for adult Group 2 patients. 
Explain how the Proposed Project will drive down costs, based on the payer mix of adult Group 1 and Group 2 patients. 
	Payer
	%

	Group 1
	 

	Commercial Medicare
	12.10%

	Medicare FFS
	28.90%

	        Total Medicare
	41.00%

	Managed Medicaid
	6.60%

	MassHealth
	4.10%

	         Total Medicaid
	10.70%

	Commercial
	46.40%

	Other
	2.00%

	Grand Total
	100.00%

	Group 2
	 

	Commercial Medicare
	13.60%

	Medicare FFS
	33.60%

	       Total Medicare
	47.20%

	Managed Medicaid
	5.40%

	MassHealth
	3.60%

	        Total Medicaid 
	9.00%

	Commercial
	42.50%

	Other
	1.30%

	Grand Total
	100.00%



The Proposed Project addresses the critical need for increased access to PBT in the Commonwealth, aligning with cost containment goals while tackling the fundamental issue of care availability. As discussed in response to question 1 above, many patients currently lack access to PBT, which is essential for their treatment.

The majority of patients in Dana-Farber’s Patient Panel are government program beneficiaries. For commercially insured patients, payors will leverage the competition among providers in negotiating rates for PBT. This dynamic may ultimately exert downward pressure on prices, benefiting both Group 1 and Group 2 patients by making PBT more affordable and accessible. The project thus supports both access and cost-efficiency objectives.

The application’s discussion of “Coordination of On-site Care” focuses on pediatric patients (pg.24). 
How will the Proposed Project support coordination of on-site care for the proposed Center’s adult patients? 
While coordination of on-site care for pediatric patients because of the close collaboration and co-location with BCH is unique, adult patients will similarly benefit from the coordination of on-site care with PBT capabilities. As discussed further above in response to question 1.b, the location of the Center adjacent to the Applicant’s Jimmy Fund Clinic where all Dana-Farber pediatric specialists are located will enable pediatric patients to access PBT alongside the Applicant’s other oncology services, ensuring clinical integration and continuity of care. Additionally, the Center’s close proximity to the Applicant’s Yawkey Center for Cancer Care and the future cancer hospital being constructed will ensure the same level of coordination for adult patients. The Applicant’s multidisciplinary teams and nurse navigators will facilitate provider communication and treatment planning for the Center’s patients, while social workers and resource specialists address logistical and financial barriers to care. This approach will minimize care fragmentation and optimize patient outcomes among the Center’s adult patients. As further discussed above in response to question 1.b, adults also report distress in having to leave Dana-Farber for PBT care elsewhere. The on-site PBT Center will ensure coordination and continuity of care among the Center’s adult (as well as pediatric) patients. 

Responses to DoN questions #1 states the Applicant plans to expand ambulatory screening in the coming months to include pediatric patients/families as well as established adult patients (pg.21). 
Please confirm the Applicant’s existing SDoH screening for the Applicant’s pediatric patients (inpatients and ambulatory), and planned SDoH screening for the Center’s pediatric patients. 

For the Applicant’s pediatric patients, there is ongoing work to implement SDoH screening in both the ambulatory and inpatient setting. For the ambulatory setting, the Applicant anticipates having a screening program in place by Fall of this year to screen pediatric patients and families for SDoH in the Jimmy Fund Clinic. For the inpatient setting, BCH has implemented a screening process, and the Applicant is working to ensure alignment with its ambulatory workflows. Screening in both settings will cover domains including housing, utilities, transportation, food, education, and medication costs. 

As noted in responses to DON questions #1, both adult and pediatric patients being seen in the proposed Center would be screened for SDoH using existing (for adults) or planned (for pediatrics) processes and provided resources using existing referral pathways. The Applicant would evaluate any gaps in screening for patients of the Center and plan to expand screening accordingly to ensure patients receiving therapy in the Center are receiving the same level of support as the Applicant’s other ambulatory settings.

How will the proposed upright PBT system accommodate young children and infants?

The Applicant is a research institution, distinguished from many of the other centers and will be among the first to study the benefits of upright PBT for young children. The Applicant anticipates that the upright PBT system will offer significant benefits for young children and infants compared to traditional PBT. It may reduce the need for daily sedation by allowing for seated or inclined positioning, which can be more comfortable and less intimidating for pediatric patients. This setup should also shorten treatment times and enable the use of distraction techniques, improving the overall experience for children. These features make the upright system particularly suitable for accommodating the unique needs of young patients, enhancing both comfort and compliance during therapy. If there are any patients that cannot be treated on the upright PBT system, the Applicant can utilize existing or new referral sources to outside PBT providers as necessary. 
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