Greater Boston Urology, LLC

Response to Department of Public Health Questions 1

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; include a table in data format (not .pdf or picture) with the response.
· When providing a table of data, provide a narrative explaining the trends or significance of that information (such as what reason for the year-over-year changes are attributed to and how it relates to information already provided.)

1. Will the PET-CT be used for any other applications beyond treatment for prostate cancer? If so, what?
The PET/CT system that is the subject of this Determination of Need application (“Application”) is being acquired for the diagnosis, staging, treatment planning, and management of prostate cancer using PSMA (Prostate-Specific Membrane Antigen)-targeted radiopharmaceuticals. PSMA PET/CT is FDA-approved and NCCN guideline-endorsed specifically for prostate cancer imaging. At present, the Applicant’s primary intended clinical application of the equipment is prostate cancer imaging using PSMA-targeted radiopharmaceuticals (i.e. tracers such as 68Ga-PSMA-11 or 18F-DCFPyL). All data, projections, and operational plans in the Application are based on that use.

The Applicant will operate the PET/CT equipment in alignment with the scope of approval determined by the Department of Public Health (“DPH”), while respectfully noting that allowing appropriate flexibility for use concerning other urologic indications, as supported by evolving clinical standards, would best advance patient access, continuity of care, and efficient use of this resource. As a urology practice, the Applicant manages a wide spectrum of urological disease. Should clinically validated applications of PET/CT extend beyond prostate cancer imaging, the ability to deploy the approved imaging equipment and existing operational infrastructure for such indications would support the interests of patients, payers, and the Commonwealth, consistent with DPH’s objective that imaging resources be used in a manner that improves outcomes and adds value. Such an approach would also promote continuity of care by enabling patients to receive imaging within their treating practice, reducing unnecessary referrals, delays, and travel burdens—particularly for elderly populations. By contrast, requiring separate approvals or directing patients to other facilities for closely related urologic indications could introduce additional cost, delay, and fragmentation of care.

The Applicant reiterates that its operational plans are focused on PSMA PET/CT for prostate applications as described and supported in the Application and these answers to DPH’s questions, and all data and cost projections are based solely on prostate cancer indications. Should future clinical evidence or patient care needs prompt consideration of additional applications of the Applicant’s PET/CT equipment, the Applicant would evaluate that development in accordance with industry standards, applicable DoN regulations, and the scope of its DoN approval, and would notify or seek approval from DPH as required. The Applicant may otherwise participate in research using the PET/CT equipment.

Please confirm that all of the physicians are participating MassHealth providers. Will you take steps to increase the percentage of MassHealth patients? If so, what steps will you take?

MassHealth Participation Status
The Applicant confirms that all of its physicians are enrolled as participating MassHealth providers. The Applicant’s physician panel includes board-certified urologists and urologic oncologists practicing at the Dedham, Framingham, and Plymouth Proposed Project sites. 

Steps to Increase MassHealth Patient Access
The Applicant is committed to ensuring equitable access to PSMA PET/CT imaging for all patients, including those covered by MassHealth. Equity is a central priority of this Proposed Project. The Applicant will take the following steps to increase access for MassHealth beneficiaries:

i. Active MassHealth Participation: The Applicant will continue to accept MassHealth and MassHealth MCO plans at all three Proposed Project sites, in addition to all other practice locations. The Nurse Navigator will assist MassHealth patients through the prior authorization process to reduce administrative barriers to imaging access.

ii. Targeted Outreach to MassHealth-serving Providers: The Applicant will communicate the availability of PSMA PET/CT services to primary care providers and community health centers serving MassHealth populations in the Dedham, Framingham, and Plymouth catchment areas to ensure providers and their patients are aware of and able to access the Applicant’s PSMA PET/CT services.

iii. Transportation Assistance: The Nurse Navigator will connect patients who face transportation barriers — including MassHealth members — with available transportation benefits and community resources. The Applicant currently assists low-income and financially vulnerable patients with transportation needs through its existing patient support programs and intends to continue such programs and extend them to include access for the Proposed Project, particularly if a MassHealth patient requires transportation from their home practice site to a Proposed Project site.

iv. No-barrier Scheduling: MassHealth patients will be scheduled using the same process as all other patients. The Applicant will not impose additional administrative steps or delays for MassHealth patients seeking PSMA PET/CT imaging.

v. Cost Transparency: The Applicant’s Central Business Office (CBO) for PSMA PET/CT imaging will work directly with all patients — including MassHealth beneficiaries — to explain their benefits, any potential out-of-pocket costs (which are expected to be minimal for Medicaid-covered services), and the availability of financial assistance options.

vi. Access Monitoring: The Applicant will track payer mix data for PSMA PET/CT scans on an annual basis, including the proportion of MassHealth patients. The Applicant will review MassHealth utilization and, if utilization remains below expected levels, will evaluate additional outreach efforts with providers and community health centers serving MassHealth populations.

Health Equity Track Record
The Applicant’s existing patient panels reflect the practice's established commitment to serving diverse communities. As documented in the submitted Application (Table 13), the Applicant’s Dedham, Milton, and North Easton sites each had Black patient volumes of approximately 9–15 percent over 2023–2025, ranging above the statewide Black population rate of approximately 10 percent. 

By siting PSMA PET/CT at Dedham and Plymouth specifically, the Applicant is purposefully positioning these services to reach existing Black patients within its panel — the population most disproportionately affected by prostate cancer in Massachusetts, where Black males experience prostate cancer incidence rates approximately 1.5 times higher than White males (187.0 vs. 112.5 per 100,000).[footnoteRef:1] The Applicant’s Nurse Navigator role is specifically designed to address care barriers for these patients, including transportation, scheduling, insurance navigation, and social determinants of health. [1:  See DON Application GBU-25090411-RE, Section F1.a.ii(B)(6) (Need Based on Health Equity), pgs. 20-21.] 



Table 13 - Please provide a summary amalgamated table for 2025 and provide an explanatory narrative of notable changes over the prior 3 years. 

The tables below provide summary 2025 data for Table 13, amalgamated across the Applicant’s practice, including combined race and ethnicity data in the format requested by DPH. A narrative describing notable changes over the prior three years (2023–2025) is also provided below.

Self-Identified Race — All Sites Combined (2023–2025)

	Self-Identified Race
	2023
	2024
	2025

	White
	73.30%
	75.19%
	78.37%

	Black or African American
	6.00%
	6.92%
	7.05%

	Native American, American Indian, or Alaska Native
	0.00%
	0.00%
	0.00%

	Asian
	1.74%
	1.53%
	0.60%

	Native Hawaiian or other Pacific Islander
	0.00%
	0.00%
	0.00%

	Other / Unknown
	1.98%
	2.24%
	1.41%

	Patient Declined
	16.91%
	14.12%
	12.53%




Self-Identified Ethnicity — All Sites Combined (2023–2025)

	Self-Identified Ethnicity
	2023
	2024
	2025

	Hispanic / Latino
	2.06%
	2.93%
	0.75%

	Not Hispanic / Latino
	53.81%
	51.13%
	51.30%

	Other / Unknown
	0.00%
	0.00%
	0.20%

	Patient Declined
	44.06%
	45.94%
	47.71%
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Three-Year Trend Narrative (2023–2025)

Over the period 2023 through 2025, the Applicant’s overall patient panel grew significantly, from 109,091 unique patients in 2023 to over 132,000 in 2025 — a growth rate driven in part by the addition of new practice locations. The racial and ethnic composition of the Applicant’s patient panel has remained broadly consistent over this period, reflecting the demographics of the Applicant’s service communities. 

Race distribution percentages in the tables above were calculated using patient-volume weighted averages across reporting locations. For each race category, site-level percentages were multiplied by the unique number of patients served at that site, summed across sites, and divided by the total patient denominator for the applicable year. 

Notably, the number of patients identifying as Black or African American went up from 6.00 percent to 7.05 percent, which represents a 17.5 percent increase during that time period.  This growth is particularly meaningful given the well-documented disparity in prostate cancer outcomes. As discussed throughout the Application, Black men are disproportionately affected by both the incidence and mortality of prostate cancer. The increasing representation of Black patients within the Applicant’s patient panel underscores the importance of expanding access to advanced diagnostic services, specifically PSMA PET/CT imaging, to ensure earlier detection and improved clinical outcomes for a population at elevated risk. The Applicant also reiterates that the Proposed Project sites, particularly Dedham and Plymouth, are geographically located in areas already serving a notable number of Black patients, including Dedham, Milton, North Easton, Hyannis, and Attleboro.[footnoteRef:2] By offering PSMA PET/CT at practice sites that already serve significant numbers of Black patients and under circumstances in which the Applicant’s Black patient panel is growing, the Proposed Project will strengthen continuity of care, reduce logistical and geographic barriers to timely diagnosis, and ensure more equitable access to state-of-the-art imaging resources in cancer care. [2:  See DON Application GBU-25090411-RE, Exhibit B(2) Factor Narratives: Table 13, and Section F1.a.ii(B)(6) (Need Based on Health Equity), pgs. 20-21.] 


For Table 14, please provide a summary table of the practice as a whole.

The table below provides a summary of the payer mix for the Applicant’s practice as a whole for calendar years 2023, 2024, and 2025.

	Payer Mix
	2023
	2024
	2025

	Commercial PPO/Indemnity
	21%
	21%
	22%

	Commercial HMO/POS
	16%
	15%
	15%

	MassHealth
	1%
	1%
	1%

	Managed Medicaid
	3%
	3%
	3%

	Commercial Medicare
	16%
	17%
	18%

	Medicare FFS
	42%
	42%
	41%

	All Other[footnoteRef:3] [3:  'All Other' includes self-pay patients, workers' compensation, and other government programs not separately categorized above.

] 

	1%
	1%
	1%

	Total
	100%
	100%
	100%



Payer Mix Trend Narrative

The Applicant’s payer mix has remained notably stable over the 2023–2025 period, reflecting the consistent demographic profile of the Applicant’s patient panel — predominantly older males with Medicare coverage, consistent with the population most affected by prostate cancer.

Medicare (combining Medicare FFS and Commercial Medicare) represents the largest payer category by a significant margin, accounting for approximately 58 percent of the Applicant’s patient volume in 2023 and 2024, and 59 percent in 2025. Within the Medicare category, Commercial Medicare has grown modestly from 16 percent in 2023 to 18 percent in 2025, while Medicare FFS has remained the dominant payer at approximately 41–42 percent across all three years. This Medicare-heavy payer mix is consistent with prostate cancer's epidemiology — it is predominantly a disease affecting men over 65 — and underscores that the majority of patients who will benefit from the Applicant’s PSMA PET/CT services are Medicare beneficiaries for whom access to timely, proximate imaging is particularly important.

The percent of patients using commercial insurance (PPO/Indemnity and HMO/POS combined) has remained steady at approximately 37 percent across the three-year period, with a slight shift toward PPO/Indemnity plans (21 percent to 22 percent) and a modest decline in HMO/POS (16 percent to 15 percent).

MassHealth use among the Applicant’s patients has remained consistent at 1 percent across all three years, reflecting the Applicant’s current patient panel composition. As described in Question 2, the Applicant is committed to actively expanding access and opportunities for MassHealth beneficiaries through targeted outreach, navigator support, and no-barrier scheduling —so that, as the program becomes operational, more MassHealth patients are able to obtain PSMA PET/CT services.

Overall, the stability of the Applicant’s payer mix over 2023–2025 provides a reliable baseline for projecting the payer distribution for PSMA PET/CT utilization, and supports the financial projections set forth in the Application.

Is Table 3 arranged in any order? Please group Table 3 by towns most likely to go to each of the three sites.

Table 3 in the original Application was organized by average volume for the years 2022 through 2025, with zip codes listed in descending order based on their four-year average volume (i.e. highest to lowest).

Additionally, in the tables below, the Applicant has grouped the zip codes using its best estimate of which Proposed Project site it anticipates patients residing in those zip codes will use for PSMA PET/CT imaging. The Applicant bases these estimates on geographic proximity of the zip codes to the Proposed Project sites and on access to major highways and roadways. As further described below, in cases where a zip code may be geographically close to more than one Proposed Project site, it is listed for each site, as Applicant recognizes that a patient’s decision to use a particular Proposed Project site at a given time may depend on a variety of factors. 

Proposed Project Site: Dedham
	Zip Code
	City/Town 

	02301
	Brockton

	02302
	Brockton

	02072
	Stoughton

	02368
	Randolph

	02062
	Norwood

	02186
	Milton

	02169
	Quincy

	01760
	Natick

	02356
	North Easton 

	02021
	Canton

	02184
	Braintree

	02375
	South Easton

	02081
	Walpole

	02048
	Mansfield

	02766
	Norton

	02067
	Sharon

	02382
	Whitman

	02035
	Foxboro

	02136
	Hyde Park

	02124
	Dorchester Center

	02026
	Dedham 

	02171
	Quincy

	02341
	Hanson

	02343
	Holbrook

	02090
	Westwood

	02170
	Quincy

	02054
	Millis

	02322
	Avon

	02056
	Norfolk

	02190
	South Weymouth

	02122
	Dorchester

	02188
	Weymouth

	02339
	Hanover

	02132
	West Roxbury

	02126
	Mattapan

	02043
	Hingham

	02066
	Scituate

	02052
	Medfield

	02189
	East Weymouth

	02131
	Roslindale

	02032
	East Walpole




Proposed Project Site: Plymouth
	Zip Code
	City/Town 

	02360
	Plymouth

	02301
	Brockton

	02536
	East Falmouth

	02302
	Brockton

	02324
	Bridgewater

	02780
	Taunton

	02346
	Middleboro

	02649
	Mashpee

	02330
	Carver

	02540
	Falmouth

	02532
	Buzzards Bay

	02767
	Raynham

	02703
	Attleboro 

	02364
	Kingston

	02333
	East Bridgewater

	02379
	West Bridgewater

	02050
	Marshfield

	02332
	Duxbury

	02760
	North Attleboro

	02382
	Whitman

	02563
	Sandwich

	02359
	Pembroke

	02351
	Abington

	02338
	Halifax

	02347
	Lakeville

	02556
	North Falmouth

	02559
	Pocasset

	02370
	Rockland

	02341
	Hanson

	02562
	Sagamore Beach

	02343
	Holbrook

	02601
	Hyannis

	02537
	East Sandwich

	02571
	Wareham

	02664
	South Yarmouth

	02632
	Centerville

	02718
	East Taunton

	01749
	Hudson

	02367
	Plympton

	02648
	Marstons Mills

	02631
	Brewster

	02645
	Harwich

	02339
	Hanover

	02673
	West Yarmouth

	02635
	Cotuit

	02644
	Forestdale

	02660
	South Dennis

	02675
	Yarmouth Port

	02576
	West Wareham



Proposed Project Site: Framingham
	Zip Code
	City/Town 

	01701
	Framingham

	01702
	Framingham 

	01760
	Natick

	01721
	Ashland

	01746
	Holliston

	01752
	Marlborough

	02038
	Franklin

	01748
	Hopkinton

	02053
	Medway

	02093
	Wrentham

	01757
	Milford

	02054
	Millis

	01772
	Southborough

	02056
	Norfolk

	02019
	Bellingham

	01581
	Westborough

	01776
	Sudbury

	01778
	Wayland

	02052
	Medfield

	01532
	Northborough



Several zip codes fall within reasonable driving distance of two of the Applicant’s Proposed Project sites and have accordingly been listed under both potential sites in the grouped tables above. These zip codes — for example, Natick (01760), Medfield (02052), Millis (02054), and Norfolk (02056), which sit between the Framingham and Dedham catchment areas, and Brockton (02301, 02302), Hanover (02339), Hanson (02341), Holbrook (02343), and Whitman (02382), which sit between the Dedham and Plymouth catchment areas — represent patients who may reasonably access PSMA PET/CT services at either of the two nearest Proposed Project sites depending on individual scheduling preferences, travel patterns, assigned or preferred clinical care team, and appointment availability at the time of referral. The Applicant’s mobile unit rotation, which will operate on a weekly schedule across all three Proposed Project sites, ensures that patients in these overlapping communities will have timely access to imaging regardless of which site they choose.

You state that PSMA PET/CTs are important for diagnosis, Staging, Treatment and management of Prostate Cancer. 

· Within your practice, at what stages do you foresee using this tool?
· If a patient is diagnosed with prostate cancer at GBU, are they referred to an oncologist or does the Applicant have the expertise to treat at GBU?
· What clinical criteria will trigger a PSMA PET/CT? A high PSA test? Will you use it for Staging? If so, how is that coordinated with the Oncologist to ensure that scans are not repeated.
· How will you ensure that patient care is well coordinated with oncologists and with their primary care physician? Does your medical records system have interoperability with other hospital and medical practices?

a) Stages at Which the Applicant Anticipates Using PSMA PET/CT
PSMA PET/CT is a highly versatile and clinically superior tool across the prostate cancer care continuum. The Applicant anticipates using this technology across the following clinical scenarios, listed in order of anticipated frequency:

1. Initial Staging of High-Risk and Intermediate-Risk Disease: For patients newly diagnosed with high-risk or select intermediate-risk prostate cancer, PSMA PET/CT provides superior sensitivity for detecting pelvic nodal involvement and occult distant metastases compared to conventional CT and bone scan. Accurate initial staging directly informs treatment decisions — for example, whether to extend a radiation field, add androgen deprivation therapy, or proceed with surgery. The Applicant uses this indication selectively, in cases where the staging result would materially alter the treatment plan.

1. Evaluation of Known or Suspected Metastatic Disease: For patients with known or suspected metastatic prostate cancer, PSMA PET/CT provides more accurate assessment of disease burden and distribution, distinguishing oligometastatic disease from widely disseminated disease and supporting more precise treatment selection.

1. Treatment Response Assessment: In select patients on systemic or targeted therapy, PSMA PET/CT may be used to evaluate treatment response, particularly when conventional imaging is equivocal or when response assessment is necessary for clinical decision-making.

1. Biochemical Recurrence After Definitive Treatment: Patients who have undergone radical prostatectomy or radiation therapy and develop a rising PSA will be evaluated with PSMA PET/CT to localize recurrence that would not be detected by conventional imaging. PSMA PET/CT can detect recurrence at PSA levels as low as 0.2–0.5 ng/mL, enabling targeted salvage therapy before disease progresses to systemic spread. This is the scenario for which PSMA PET/CT provides the most significant and well-documented clinical benefit and is the most common indication within Applicant’s patient panel.
b) Referral to Oncology: Process, Partners, and Patient Re-Scanning
The Applicant's urologists provide comprehensive general urology care across all practice sites. Within the Applicant's physician panel, several urologists have a specific clinical interest and expertise in Advanced Prostate Cancer (APC) and are located at the Dedham and Plymouth sites. When a patient presents with prostate cancer at any practice site, they can be referred internally to one of the Applicant's APC-focused urologists for a full treatment plan and ongoing prostate cancer management — without leaving the Applicant’s network. This internal referral model ensures continuity of care within a practice the patient already knows and trusts, eliminates fragmentation across providers, and enables the treating urologist to have direct access to the patient's full clinical history from the point of diagnosis.

The Applicant does not routinely refer prostate cancer patients to outside oncologists for their primary cancer management. Rather, the Applicant's APC specialists serve as the treating physicians for the full course of a patient's prostate cancer care, including ordering and interpreting PSMA PET/CT imaging, developing treatment plans, and managing ongoing disease surveillance. Where a patient's treatment plan requires radiation oncology — a service Applicant does not provide in-house — the Applicant will refer to external radiation oncology providers. In those cases, the Applicant's ordering physician will coordinate directly with the receiving radiation oncologist prior to any imaging referral to confirm whether a PSMA PET/CT has already been ordered or performed, avoiding duplicative scanning. All Applicant-ordered PSMA PET/CT results and reports will be transmitted to the radiation oncology provider as part of the referral to ensure seamless continuity of care.

c) Will Patients Be Re-Scanned Once Under Oncology Care?
As discussed above, the Applicant generally does not refer patients outside of the practice for oncology care. The Applicant's approach is designed to avoid redundant scanning through the following protocols:

1. Staging scans inform — not duplicate — oncology workup: When the Applicant performs a PSMA PET/CT for initial staging prior to an oncology referral, the scan results and report are transmitted directly to the receiving oncologist as part of the referral. The Applicant's staging scan serves as the basis for the oncologist's treatment planning and is not expected to be repeated unless clinically necessary (e.g., a significant time interval has passed, the scan is technically inadequate, or treatment has changed disease status).

1. Coordination before ordering: When a patient is already under the active care of a medical or radiation oncologist, the Applicant's ordering physician contacts the oncologist before ordering a PSMA PET/CT to confirm that an equivalent scan has not already been ordered or performed and to determine whether the scan is more appropriately ordered by the oncology team.

1. Pre-scan imaging history review: Prior to ordering a PSMA PET/CT, the ordering physician reviews the patient's recent imaging history within the Applicant's EHR and, where available, through health information exchange, to confirm no equivalent study has been performed within a clinically appropriate timeframe.

1. Results shared proactively: All PSMA PET/CT results are transmitted to the patient's treating oncologist and primary care physician promptly upon completion. Patients can also access their results through the Applicant's patient portal, enabling them to share reports with any treating provider.

The Applicant acknowledges DPH's concern that a staging scan ordered by the Applicant could be repeated by an oncologist receiving the referral. In practice, the clinical standard of care is for oncologists to accept and use a recently performed, high-quality PSMA PET/CT rather than repeat it, which standard Applicant shall follow. The Applicant's scanning protocols — including report quality, standardized formatting, and direct provider communication — are designed to ensure that the Applicant-ordered scans meet the clinical and technical standards expected by receiving oncologists.

d) Clinical Criteria Triggering a PSMA PET/CT
The Applicant will adopt evidence-based clinical criteria consistent with NCCN and AUA guidelines to govern the use of PSMA PET/CT. Clinical indications will include:

· PSA ≥ 0.2 ng/mL and rising after radical prostatectomy (biochemical recurrence per NCCN guidelines)
· PSA rise ≥ 2 ng/mL above nadir after radiation therapy (Phoenix definition of radiation failure)
· Newly diagnosed high-risk prostate cancer (e.g., PSA > 20, Gleason 8–10, or clinical stage T3/T4) where staging findings would alter treatment planning
· Suspected or confirmed metastatic disease where disease extent assessment would guide therapy selection
· Active clinical trial protocols where PSMA PET/CT is required at defined timepoints per study design (see section f below)

Clinical Research Program and Support for Clinical Trials
The Applicant maintains a dedicated research team and actively enrolls patients in clinical trials, including trials focused on prostate cancer diagnosis and treatment. Several of the Applicant's active and anticipated trials require PSMA PET/CT scans at specific, protocol-defined timepoints as part of the study design. Timely access to PSMA PET/CT imaging is not discretionary in a trial context — scans must occur within the windows specified by the protocol, or patient data may be compromised and trial participation jeopardized.

Currently, the Applicant's prostate cancer patients who are enrolled in clinical trials requiring PSMA PET/CT must be scheduled at external imaging facilities, introducing scheduling uncertainty that is inconsistent with the precision required by research protocols. By bringing PSMA PET/CT in-house, the Applicant will be able to schedule trial-required scans with the timing control and flexibility that protocol adherence demands, strengthening Applicant's ability to conduct and complete clinical trials and expanding patient access to research participation — including for patients in the Plymouth and Dedham catchment areas who may not otherwise have convenient access to trial sites.

e) Patient Out-of-Pocket Costs and Cost Transparency
The Applicant understands the importance of limiting out-of-pocket costs and providing cost transparency to its patients, particularly given the large number of them on fixed incomes. The strategies that Applicant already uses to provide cost transparency will be implemented with regard to the Proposed Project. The Nurse Manager for PSMA PET/CT imaging will work directly with each patient prior to their scan to:

1. Review the patient's specific insurance coverage and explain anticipated benefits
1. Identify any estimated out-of-pocket costs (deductibles, co-pays, or coinsurance)
1. Discuss the availability of financial assistance options for patients who face cost barriers

Because the Applicant operates as a physician office — rather than a hospital outpatient department — patients will generally face significantly lower cost-sharing obligations for their PSMA PET/CT scan. As documented in the Application, imaging performed in non-hospital settings, like a physician office, can cost a fraction (e.g. one-third) of the same imaging performed in hospital settings. This cost differential directly reduces out-of-pocket exposure for patients with deductibles and coinsurance obligations.

For MassHealth patients, PSMA PET/CT coverage and cost-sharing are governed by MassHealth program rules; the Applicant will ensure that MassHealth patients are fully informed of their coverage status before the scan is performed.

f) Care Coordination with Oncologists and Primary Care Physicians / EHR Interoperability
The Applicant employs a structured care coordination framework that integrates PSMA PET/CT imaging into the broader prostate cancer care continuum:

1. Nurse Navigator: The Applicant's designated Nurse Navigator serves as the primary clinical coordination resource for prostate cancer patients across their entire care journey — from diagnosis through imaging, treatment, and surveillance. The Nurse Navigator facilitates referrals to oncology, radiation oncology, and other specialists, both within and outside of the Applicant’s network; coordinates scheduling and authorization; ensures timely communication of imaging results to all treating providers; and supports patients in navigating their care — including identifying social determinants of health that may create barriers.

1. Patient portal access to imaging results: PSMA PET/CT results will be available through the Applicant's patient portal, enabling patients to share results with any treating provider across their care network.

1. Structured report delivery to PCPs and specialists: The Applicant has established internal procedures for confirming delivery of imaging reports to referring PCPs and specialists. Reports are generated by a board-certified radiologist with nuclear medicine expertise and transmitted promptly to the ordering physician, treating oncologist, and primary care provider.

In Table 16, please provide projections by site.  What percent utilization will you be at for each year of your projections? How many scans can you perform per day? Per week? Month?
Projections by Site
The mobile PSMA PET/CT unit will rotate among the Applicant’s Dedham, Framingham, and Plymouth sites on a weekly schedule (one week per site, cycling continuously). As a result, each Proposed Project site will host the unit for approximately one-third of the operational year. Projected scan volumes by site reflect the Applicant’s prostate cancer visit distribution, with the Proposed Project sites alone (Dedham, Framingham, and Plymouth) accounting for nearly half of the Applicant’s prostate cancer visits in 2025 (2,356; 1,924; and 2,184 visits respectively, per Table 9 of the Application). With the addition of the total prostate cancer visits at Milton (1,876 visits) and North Easton (2,478 visits), both of which are located near the Dedham Proposed Project site, the Proposed Project sites are located at or near patients who accounted for approximately 75 percent of the Applicant’s 2025 prostate cancer visits.[footnoteRef:4] [4:  See DON Application GBU-25090411-RE, Exhibit B(2) Factor Narratives: Table 9.] 


In view of this information, the annual volumes reflected in Table 16 of the Application should be understood as conservative baseline projections developed for planning purposes. Those projections incorporated a measured initial ramp-up period while operational workflows were being established and refined, rather than assuming immediate realization of the program's anticipated utilization. As a result, the projections did not fully account for the utilization that may reasonably be expected based on GBU's established prostate cancer program, existing patient population, and clinical research activities, and patient access outreach efforts. 

The Applicant has an established and growing prostate cancer program with a large existing patient base across its three Proposed Project locations, and anticipates increasing physician adoption of PSMA PET/CT given its established role in current NCCN guidelines. In addition, the Applicant expects increasing scan volume from its expanding clinical research program, as several active and anticipated prostate cancer clinical trials require protocol-driven PSMA PET/CT imaging at defined intervals. In light of the foregoing considerations, the Applicant provides the following projections. 
Restated Table 16 – Projected Volume and Utilization by Site
Single mobile PET/CT unit rotating equally across all three Proposed Project sites (500 scans/year capacity per site, based on 1,500 total annual capacity assuming 6 scans/day, 5 days/week, 50 weeks/year). Projected scan volumes are allocated across sites according to relative patient panel size and office size, with Plymouth receiving the largest share, followed by Dedham and then Framingham.
	Year
	Plymouth Scans
	Plymouth Utilization
	Dedham Scans
	Dedham Utilization
	Framingham Scans
	Framingham Utilization
	Total Scans
	Total Utilization

	2026
	420
	84%
	368
	74%
	263
	53%
	1,050
	70%

	2027
	480
	96%
	420
	84%
	300
	60%
	1,200
	80%

	2028
	528
	106%
	462
	92%
	330
	66%
	1,320
	88%

	2029
	570
	114%
	499
	100%
	356
	71%
	1,425
	95%

	2030
	600
	120%
	525
	105%
	375
	75%
	1,500
	100%



The utilization rate is calculated as projected scans performed divided by the maximum annual scan capacity available at each Proposed Project site. The Applicant notes that potential weather challenges in the winter can affect the distribution of utilization between sites in a given year.
Rotation Schedule and Capacity Allocation
The mobile PSMA PET/CT unit will operate during normal business hours and rotate on a weekly basis among the three Proposed Project sites in Dedham, Framingham, and Plymouth. Based on standard PSMA PET/CT imaging protocols, each scan requires approximately 60–90 minutes from radiotracer administration through image acquisition, including patient preparation and turnover. Accordingly, the Applicant anticipates a practical maximum capacity of six (6) scans per operating day, five days per week, over approximately 50 operating weeks per year, resulting in an annual capacity of approximately 1,500 scans. Under the Applicant's current operating model, the mobile unit's capacity will be allocated equally among the three locations, providing each site access to approximately one-third of the unit's annual capacity, or approximately 500 scans per year. This equal-rotation approach is intended to ensure consistent access to PSMA PET/CT imaging services across the Applicant's service area while allowing the shared mobile platform to be deployed efficiently among the three sites. Following Year 1, the Applicant projects continued growth in utilization as clinical demand, provider adoption, patient awareness, outreach efforts, and research activity continue to expand. The Applicant anticipates that the Proposed Project will reach full practical capacity within the five-year planning period.
Summary estimates for full capacity:
1. Per day: 6 scans per operating day, based on 60–90 minute protocol.
1. Days: 5 days per week
1. Weeks: 50 operating weeks per year
1. Per week: 30 scans over a 5-day operating week
1. Per Month: 125 scans per month

Utilization Differences and Rotation Adjustment
Projected scan volume, however, is not expected to be equal across sites. Based on relative patient panel size and office size, Plymouth is projected to generate the highest volume of PET/CT referrals, followed by Dedham, and then Framingham. This is reflected in the table above, where the same overall system-wide utilization rate (70 percent in 2026, rising to 100 percent in 2030) is distributed unevenly across sites in absolute scan volume. However, different utilization patterns at different sites is a common and expected feature of multi-site projections for a shared, rotating piece of equipment, and is consistent with realistic, conservative planning rather than an artificially uniform forecast across locations. To address utilization differences, the Applicant will rebalance the rotation schedule in later years to allocate operating days to their most efficient uses. The equal three-way rotation in the table above applies primarily to 2026–2027, when volume differences are modest. Accordingly, should demand diverge between sites, the schedule will be adjusted so each site's capacity tracks its share of projected demand. This adjustment will be incorporated into the operational protocol and monitored periodically to ensure capacity allocation reflects actual utilization patterns.

1. Need Based on Wait times – Please explain whether these wait times are at all locations and whether these wait times are consistent year-around. 
The wait times described in Applicant’s Application reflect the current experience of Applicant’s patients who require PSMA PET/CT imaging at external facilities — primarily hospital-based imaging departments and independent diagnostic testing facilities. As stated in the Application, Applicant’s patients currently face wait times ranging from a few weeks (for those whose physicians indicate urgent need) to a month or more. These delays impose clinical, logistical, and emotional burdens on patients managing active or suspected prostate cancer diagnoses.
Are These Wait Times at All of Applicant’s Locations?
The wait times cited in the Application reflect the experience of Applicant’s patients across all of its service areas. Patients from Applicant’s Dedham, Framingham, and Plymouth catchment areas each rely on a limited set of external PSMA PET/CT providers, and the scheduling constraints described in the Application — driven by shared imaging resources and competing demand from the general patient population — are consistent across these regions. Patients in the Plymouth and Southeastern Massachusetts catchment area face a compounded burden: in addition to scheduling delays, they face longer travel distances to reach available PSMA PET/CT facilities, given that such services are more concentrated in the Greater Boston area.
External Providers Currently Used for Imaging
DPH asked the Applicant to identify which external providers are currently being used for PSMA PET/CT imaging for patients at each of Applicant’s locations, and the corresponding wait times. The Applicant’s patients are currently referred to the following types of external imaging providers for PSMA PET/CT.

	Applicant Site
	External PSMA PET/CT Provider(s) Currently Used
	Approximate Current Wait Time

	Dedham
	Independent Diagnostic Testing Facility serving Geographic Area
Hospital-Based Imaging Department serving the Geographic Area

	3-4 weeks
2-4 weeks

	Framingham
	Hospital-Based Imaging Department serving the Geographic Area

	3 weeks

	Plymouth
	Hospital-Based Imaging Department serving the Geographic Area

	2 openings in the next 2 weeks then 4 weeks

	Other sites (Milton, North Easton, etc.)
	Hospital-Based Imaging Department serving the Geographic Area

	3-4 weeks



Are Wait Times Consistent Year-Round?
Applicant’s experience is that wait times for PSMA PET/CT at external facilities are not materially seasonal in nature. The delays patients face reflect a structural capacity constraint — the limited availability of PSMA PET/CT scanners within the region and the competition for that capacity among patients with diverse diagnostic needs — rather than episodic or cyclical fluctuations in demand.
By bringing the mobile PSMA PET/CT unit in-house at the Proposed Project sites on a weekly rotating schedule — operating five days per week throughout the year — Applicant will provide consistent, year-round access to PSMA PET/CT imaging for its patient panel. Patients will be scheduled through Applicant’s own scheduling system, eliminating the scheduling constraints associated with third-party providers and enabling appointment timelines aligned with clinical urgency.

1. Additional Alternatives – Please provide a description of at least two (2) additional Alternatives to the Proposed Project for Factor 5. [Note: This question was separately presented by the DoN Program’s reviewer for this Application]
As part of the planning process for this Proposed Project, the Applicant evaluated several alternatives before determining that a mobile PSMA PET/CT model rotating among its Dedham, Framingham, and Plymouth locations represented the only appropriate, accessible, and cost-effective solution. 
Alternative 1: Fixed-Site PET/CT Installation
Alternative Proposal
The Applicant considered the installation of a fixed PSMA PET/CT scanner at one of its own practice locations. Under this alternative, the Applicant would establish a fixed-site imaging service. The Applicant’s patients from throughout its Patient Panel and service area would then travel to that location for PSMA PET/CT imaging. While this option would provide access to PSMA PET/CT technology, it would concentrate imaging capacity in a single facility. Because the Applicant serves a geographically dispersed Patient Panel that spans Eastern, MetroWest, South Shore, Cape Cod, and Southeastern Massachusetts, and because of additional capital costs associated with establishing and operating a fixed imaging facility (as discussed below), the Applicant ultimately determined that this approach would not meet the needs of its Patient Panel or be as cost-effective when compared to the Proposed Project’s mobile model that makes imaging available to its most centralized locations: Dedham, Framingham, and Plymouth. 
Alternative Quality
Although a fixed-site PET/CT scanner could provide high-quality imaging, the Applicant determined that it would not offer meaningful quality advantages over a mobile unit. The Applicant further concluded that any potential benefits associated with a fixed installation would be outweighed by reduced patient accessibility and increased travel burdens. Healthcare quality is not measured solely by the technical performance of imaging equipment; it also depends on patients' ability to access services promptly, complete recommended diagnostic testing, remain engaged in treatment, and receive coordinated care without unnecessary barriers. The Applicant's Patient Panel exceeds 132,000 patients and includes substantial concentrations of older male patients with prostate cancer across numerous communities. The Proposed Project sites were selected because they collectively serve the Applicant’s largest prostate cancer patient populations and are positioned to support convenient access throughout the Applicant’s nine (9) office service area. Concentrating imaging services at a single location would require many patients to travel significantly farther for care, which could cause fragmentation through delayed imaging, treatment planning, and follow-up services and, therefore, adversely impact overall care quality. This consideration is particularly important because prostate cancer patients are predominantly older adults who may have mobility limitations, transportation challenges, or other age-related health conditions that make longer travel more burdensome. Similarly, a fixed site model would adversely impact health equity considerations. Patients who live farther from a fixed site, have fewer financial resources, lack reliable transportation, have work and caregiving obligations, or face other systemic challenges may be less able to access services. Increased travel requirements and geographic constraints could create disparities in access to imaging.
By bringing imaging services closer to patients, the Proposed Project promotes timely access to care, supports continuity and coordination within the Applicant’s integrated prostate cancer program, and enhances the overall quality of care delivered to the Patient Panel.
Alternative Efficiency
The Applicant determined that a fixed-site model would be less efficient because it would centralize a resource intended to serve a geographically diverse Patient Panel. Depending upon route, between 110 and 132 miles separate the Applicant's furthest practice locations, and significant prostate cancer activity occurs across multiple practice sites, particularly Dedham, Framingham, Plymouth, North Easton, and Milton. A single-location approach would not efficiently distribute imaging capacity across these populations and would create additional travel and scheduling burdens for patients as described above. By contrast, the mobile model in the Proposed Project allows one PET/CT unit to be deployed across the three selected locations, broadening regional access and aligning imaging capacity more closely with the geographic distribution of patient needs. It also avoids the substantial capital investment that would be required to establish multiple permanent PET/CT installations across the Applicant's service area.
Alternative Capital Expense
The Applicant concluded that a fixed-site installation would require substantially greater capital expenditures than the proposed mobile model. A permanent PET/CT installation would necessitate significant facility renovations, radiation shielding, specialized mechanical and electrical infrastructure, and other construction-related improvements to support both the equipment and its ongoing operation. Depending on the selected location, a fixed installation could also require reconfiguration of existing clinical space, reductions in available exam or treatment areas, building code and life-safety modifications, and other physical plant changes that may be costly and disruptive to ongoing patient care operations.
In addition, because the Applicant operates from multiple leased practice locations, a fixed-site alternative could require negotiating material modifications to existing landlord-tenant arrangements, addressing responsibility for tenant improvements and long-term facility obligations, and potentially extending or restructuring lease commitments to accommodate a substantial capital investment in a particular site. These considerations could limit the Applicant's operational flexibility and create additional financial and administrative burdens that are not presented by the mobile model in the Proposed Project.
By contrast, the Proposed Project avoids many of these costs and constraints through the use of a mobile PET/CT unit that can be deployed at existing practice locations with comparatively limited site preparation requirements. The mobile model allows the Applicant to provide advanced imaging services closer to patients while avoiding the substantial construction, infrastructure, real estate, and facility-related expenditures associated with a permanent installation. Accordingly, the capital investment and implementation burden associated with a fixed-site alternative were determined to be significantly greater than those associated with the Proposed Project.
Alternative Operating Cost
The Applicant determined that a fixed-site model would likely result in higher ongoing operating costs because a dedicated imaging facility would require additional infrastructure support, maintenance, and facility-related expenses that are avoided under the proposed mobile arrangement. The proposed mobile model allows the Applicant to leverage a single imaging resource across multiple locations while avoiding the operating inefficiencies associated with maintaining a permanent PET/CT facility. As a result, the mobile approach was determined to represent a more cost-effective deployment of healthcare resources.
Alternative 2: Single-Site Mobile PET/CT Deployment
Alternative Proposal
The Applicant considered utilizing a mobile PSMA PET/CT unit at a single practice location. Under this alternative, the mobile unit would be deployed exclusively to one of the Applicant’s offices, and patients from throughout the Applicant’s Patient Panel and service area would travel to that location for imaging services. While this approach would avoid many of the capital expenditures associated with a fixed-site installation, it would nonetheless concentrate imaging access in a single facility. As described above, because the Applicant serves a geographically dispersed Patient Panel across Eastern, MetroWest, South Shore, Cape Cod, and Southeastern Massachusetts, the Applicant determined that a single-site mobile model would not provide the same level of accessibility or operational efficiency as the Proposed Project, which deploys the mobile unit across three strategically selected practice locations in Dedham, Framingham, and Plymouth.
Alternative Quality
The Applicant determined that a mobile PET/CT unit operating at a single location would not provide meaningful quality advantages over the Proposed Project. Although the same imaging technology would be utilized, restricting services to one location would require many patients to travel greater distances for care, creating potential barriers to timely imaging and treatment planning for elderly and vulnerable populations. By contrast, the Proposed Project improves accessibility by bringing the same high-quality imaging technology to multiple practice locations, supporting continuity of care and facilitating more timely clinical decision-making within the Applicant’s existing prostate cancer program.
Alternative Efficiency
The Applicant determined that a single-site mobile model would be less efficient because it would not fully leverage the mobility of the PET/CT unit. Limiting deployment to one office would require patients from other portions of the Applicant’s service area to travel unnecessarily for imaging services. In contrast, the Proposed Project allows the mobile unit to rotate among three high-demand locations, better aligning imaging capacity with patient need and expanding geographic access.
Alternative Capital Expense
The Applicant determined that a single-site mobile model would have capital costs comparable to, but not materially lower than, the Proposed Project, as both alternatives utilize mobile PET/CT technology and avoid the substantial facility renovations, infrastructure improvements, and construction costs associated with a permanent installation. However, because the Proposed Project allows a single mobile unit to serve patients at three locations rather than one, it provides greater access and operational benefits for a similar level of capital investment.
Alternative Operating Cost
The Applicant determined that a single-site mobile model would not provide operating cost advantages sufficient to justify the reduced accessibility and efficiency associated with concentrating services at one location. While both alternatives utilize a mobile PET/CT unit, the Proposed Project distributes imaging services across three sites, allowing the Applicant to serve a broader patient population with the same resource. As a result, the Proposed Project represents a more efficient and cost-effective deployment of healthcare resources.

Alternative 3: Creation of Joint Venture Entity with an Existing Imaging Provider
Alternative Proposal
Another alternative was to partner with an imaging provider through a joint venture entity to offer PSMA PET/CT imaging services. While this approach could provide access to the technology, it would require shared ownership, governance, and financial responsibility, reducing the Applicant’s ability to independently manage scheduling, patient access, clinical workflows, and service expansion. The Applicant also determined that the additional financial, administrative, and regulatory complexities and limitations of a joint venture were not operationally or financially aligned with the goals of the Proposed Project.
Alternative Quality
The Applicant determined that a joint venture would not offer meaningful quality advantages over the Proposed Project. Although the imaging technology could be comparable, shared governance could limit the Applicant’s ability to fully integrate imaging services into its multidisciplinary prostate cancer program. The Proposed Project better supports coordinated workflows, timely scheduling, continuity of care, provider communication, and clinical research activities through direct operational oversight.
Alternative Efficiency
The Applicant determined that a joint venture would be less efficient than the Proposed Project because imaging resources, scheduling priorities, and operational decisions would be shared with another organization. This could limit scheduling flexibility and scanner availability while adding governance, administrative, and coordination requirements that slow decision-making. By contrast, the Proposed Project allows the Applicant to directly deploy imaging resources across its selected locations and align capacity with patient demand while maintaining flexibility to support its broader prostate cancer program.
Alternative Capital Expense
The Applicant determined that a joint venture would not eliminate the need for substantial capital investment and could expose the Applicant to financial obligations that are disproportionate to the benefits received. Joint venture arrangements frequently require participating providers to contribute capital toward equipment acquisition, facility improvements, startup costs, and other operational expenses. In addition, the Applicant could become responsible for future capital contributions, infrastructure investments, or other financial commitments necessary to support the venture over time. Because ownership and control would be shared, the Applicant would bear these financial risks without obtaining the same degree of operational control available under the Proposed Project. Accordingly, the Applicant concluded that a joint venture would represent a less favorable deployment of capital resources.
Alternative Operating Cost
The Applicant determined that a joint venture could result in higher and less predictable operating costs than the Proposed Project. As a party, the Applicant could remain responsible for a share of operating expenses, capital contributions, and other financial commitments regardless of utilization levels. In addition, the Applicant determined that creating a joint venture entity would introduce additional legal and regulatory considerations and limitations relating to ownership, billing, reimbursement, and other healthcare compliance complexities. 
Alternative 4: Continue Referring Patients to External Imaging Providers
As set forth in the Application, the Applicant also considered maintaining its current model of referring patients to hospital-based and independent imaging providers for PSMA PET/CT services. The Applicant determined that this alternative would not adequately address the primary needs identified in the Application. Patients currently experience scheduling delays, fragmented coordination of care, and, for many, significant travel burdens to obtain PSMA PET/CT imaging. Reliance on outside providers also limits the Applicant’s ability to coordinate imaging with treatment planning, meet the timing requirements of clinical trials, and provide a seamless patient experience. Maintaining the status quo would, therefore, fail to improve patient access, reduce costs, reduce delays in diagnosis and treatment planning, or achieve the care coordination benefits that are central to this Proposed Project. 

Selected Proposed Project
After evaluating these alternatives, the Applicant concluded that its physician practice mobile PSMA PET/CT program rotating among the Dedham, Framingham, and Plymouth locations best fulfills the objectives of the Proposed Project. The selected approach expands access across the Applicant’s broad geographic service area, minimizes patient travel, supports timely diagnosis and treatment planning, accommodates clinical research activities, and represents the most cost-effective and efficient use of healthcare resources.

