
MARYLAND 
HEALTH MATTER/DOCKET NO. 

CARE             17-03-2406  
COMMISSION  

 
UPDATED HOSPITAL APPLICATION FOR CERTIFICATE OF NEED  

 
PART I - PROJECT IDENTIFICATION AND GENERAL INFORMATION 
 

1. FACILITY 
 
Name of Facility:   Franklin Square Hospital Center d/b/a MedStar Franklin Square Medical Center 

 
Address: 
 
9000 Franklin Square Drive     Rosedale 

 
 

21237 

 

 
Baltimore 

Street City  Zip County 
 
Name of Owner (if differs from applicant): MedStar Health, Inc.                                              _      
 

 
2. OWNER 

 

Name of owner: MedStar Health, Inc.                                                                                                   

 
 

3. APPLICANT. If the application has co-applicants, provide the detail regarding each c applicant 
in sections 3, 4, and 5 as an attachment. 
 

Legal Name of Project Applicant 
Franklin Square Hospital Center d/b/a MedStar Franklin Square Medical Center                                  
 

 

Address:  

9000 Franklin Square Drive Rosedale 21237 MD Baltimore 

Street City Zip State County 
 

Telephone: 443-777-7000                                                                                                                     
 
Name of Owner/Chief Executive:  Stuart M. Levine MD                                                                        
 
 

4. NAME OF LICENSEE OR PROPOSED LICENSEE, if different from applicant: 
N/A                                                                                                                                                          



MedStar Franklin Square Medical Center Liver Transplant Service 

2 

 

 

 
 

5. LEGAL STRUCTURE OF APPLICANT (and LICENSEE, if different from applicant). 
 

Check  or fill in applicable information below and attach an organizational chart showing 
the owners of applicant (and licensee, if different). 
 

A. Governmental  

B. Corporation  

 (1) Non-profit   

 (2) For-profit  

 (3) Close State & date of incorporation  
State of Maryland, 1898;  
amended State of Maryland, 1901 

  

  

  

C. Partnership 

 General  

 Limited  

Limited liability partnership 

 Limited liability limited 
partnership 

 

 Other (Specify):  

D. Limited Liability Company  

E. Other (Specify):  

  
To be formed: 

 

 Existing:   

 
 

6. PERSON(S) TO WHOM QUESTIONS REGARDING THIS APPLICATION SHOULD BE DIRECTED 
 

A. Lead or primary contact: 
 
Name and Title:  Patricia G. Cameron, Director, Regulatory Affairs – Maryland                                      
 
Mailing Address: 
 
10980 Grantchester Way  Columbia 21044 MD           
Street  City Zip State  
 
Telephone: 410-772-6689                                                                                            
 
E-mail Address (required):  patricia.cameron@medstar.net                                                                   
 
Fax: _____________________________________________________________________________ 
 
 

mailto:patricia.cameron@medstar.net
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B. Additional or alternate contact: 
 

Name and Title: Anne P. Weiland, Vice President, MedStar Health                                                       
 
Mailing Address: 
 
100 Irving Street NW  Washington 20010 D.C.                    
Street  City Zip State 
 
Telephone: 202-877-3524                                                                                            
 
E-mail Address (required): anne.p.weiland@medstar.net                                                                               
 
Fax: ____________________________________________________________________________ 

 
 

7. TYPE OF PROJECT 
 
The following list includes all project categories that require a CON under Maryland law. 
Please mark all that apply. 
 
If approved, this CON would result in: 
 

(1) A new health care facility built, developed, or established 

(2) An existing health care facility moved to another site 

(3) A change in the bed capacity of a health care facility 

(4) A change in the type or scope of any health care service offered by a 
health care facility 

(5) A health care facility making a capital expenditure that exceeds the current 
threshold for capital expenditures found at: 
http://mhcc.maryland.gov/mhcc/pages/hcfs/hcfs_con/documents/con_capital
_threshold_20140301.pdf 

 
 

8. PROJECT DESCRIPTION 
 
A. Executive Summary of the Project: The purpose of this BRIEF executive summary is to convey 
to the reader a holistic understanding of the proposed project: what it is; why you need/want to do it; and 
what it will cost. A one-page response will suffice. Please include: 
 
(1) Brief description of the project – what the applicant proposes to do. 
(2) Rationale for the project – the need and/or business case for the proposed project. 
(3) Cost – the total cost of implementing the proposed project; and 
(4) Master Facility Plans – how the proposed project fits in long term plans. 

  

mailto:anne.p.weiland@medstar.net
http://mhcc.maryland.gov/mhcc/pages/hcfs/hcfs_con/documents/con_capi
http://mhcc.maryland.gov/mhcc/pages/hcfs/hcfs_con/documents/con_capital_threshold_20140301.pdf
http://mhcc.maryland.gov/mhcc/pages/hcfs/hcfs_con/documents/con_capital_threshold_20140301.pdf
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Response: 
 
MedStar Franklin Square Medical Center (MFSMC), in partnership with the MedStar Georgetown 
Transplant Institute (MGTI), seeks to establish a liver transplantation program at MFSMC in Rosedale, 
Maryland. An application was docketed originally in 2018 but review was deferred until this time. Hence, 
this renewed application is submitted at the request of Maryland Health Care Commission (MHCC)-
appointed reviewer, Michael J. O’Grady, PhD. While many aspects of the MGTI program remain 
unchanged, new developments at MFSMC, including in the marketplace, are addressed in the 
application. 
 
Organ Allocation Policy  
 
Organ allocation policies are continuously evolving. Changes to liver allocation policy in calendar year 
2020 removed the geographic boundaries of both the donor service area (DSA) and region, with intent 
to reduce differences in medical urgency scores among different areas, thus improving access to patients 
in greater need. Currently, allocation of deceased donor livers follows radius-based acuity circles which 
attempt to balance both patient need (based on severity of illness) and distance from the donor hospital. 
These changes in allocation have resulted in broader sharing of organs, which now travel to patients of 
highest acuity.  
  
Current allocation policy will have little effect, positive or negative, on the proposed liver transplant 
program at MFSMC or the other two programs currently operating in Baltimore. Older considerations 
regarding access to organs based on DSA boundaries are now irrelevant. 

 
MedStar Health patients in the Baltimore region will greatly benefit from the continuity of care afforded 
by receiving liver transplant services in their local area rather than repeated commuting to MGTI in the 
District of Columbia.  At this time, many such candidates for transplant, who reside in the Baltimore area 
and access services at MFSMC are required to travel back and forth between Baltimore and MGTI for 
various aspects of their integrated transplant care. However, dual listing patients at MFSMC and MGTI 
will be offered and may result in a modest increase in organ availability for individual patients.  
 
As before, MedStar Health maintains that a new transplant program at MFSMC will afford the Baltimore 
metropolitan area the same outstanding level of clinical expertise, superior clinical outcomes and 
exceptional patient experience that characterize MGTI in Washington, D.C., unequivocally one of the 
largest, most successful programs in the nation. As described in detail in this document, MFSMC and 
MGTI expect to effect improvement in both demand and supply sides of the organ acquisition equation 
in the Baltimore region.  

 
MGTI brings to MFSMC the full range of treatment options for liver diseases, including hepatitis, as well 
as malignant tumors. Thus, the transplant program will treat a much broader population of patients than 
just those receiving transplant, bringing more choices in treatment for regional residents. MGTI’s level of 
achievement in evaluating and transplanting minority populations continues to exceed both local and 
national benchmarks. See infra, Minority Patients Figures. 4 and 5. Importantly, a highly advanced clinical 
research platform underlies all clinical activities as described in the comprehensive list of current studies 
provided as Attachment A. 
 
Finally, the cost structure at MFSMC is significantly lower than either existing transplant center in 
Baltimore. See infra, Cost Effectiveness at Figures 8 and 9. Hence, MFSMC provides a more cost-
effective option for transplantation in Maryland, serving to lower costs across the health care system in the 
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state. 
 
This project does not require facility renovation or new construction and accords with MFSMC’s existing 
Master Facility Plan. 
 
In summary, establishing a liver transplantation program at MFSMC advances the goals of the State 
Health Plan for Facilities and Services: Specialized Health Care Services – Organ Transplant Services 
and the Maryland Health Care Commission. 
 
B. Comprehensive Project Description: The description must include details, as applicable, 
regarding: 
 

(1) Construction, renovation, and demolition plans. 
(2) Changes in square footage of departments and units. 
(3) Physical plant or location changes. 
(4) Changes to affected services following completion of the project; and 
(5) If the project is a multi-phase project, describe the work that will be done in each phase. If the phases 

will be constructed under more than one construction contract, describe the phases and work that will 
be done under each contract. 

 
Response: 
 

MedStar Franklin Square Medical Center Transplant Center Comprehensive Project Description 
 
Introduction 
 
MedStar Health 

 
MedStar Health is a $6 billion not-for-profit healthcare system based in Columbia, Maryland serving 
residents across the Baltimore-Washington, D.C. region. MedStar Health is comprised of tertiary and 
quaternary care medical centers including MedStar Georgetown University Hospital (MGUH) (an 
academic medical center), MedStar Washington Hospital Center (a quaternary medical center), seven 
community hospitals, and an acute care rehabilitation hospital. An extensive delivery system includes a 
primary and specialty care physician network, a comprehensive configuration of outpatient rehabilitation 
sites, home health services and ambulatory care venues that offer physician consultation, urgent care, and 
surgery. MGTI is based at MGUH, where all inpatient transplantation procedures are performed. 
 
Organ Transplantation 
 
The evolution of solid organ transplantation over the last five decades has markedly altered the outcome 
of end-stage organ failure. The incidence of liver diseases and liver cancer continues to grow 
exponentially in our country. As many as 100,000 people per year die from liver disease or liver 
malignancies and the number of patients awaiting transplant increases every year. MedStar Health’s 
advanced liver disease and transplant program, based at MGTI, ranks as one of the nation’s premier 
transplant programs ranking in the top 25 of programs nationally by volume, while maintaining superior 
patient and graft outcomes. MedStar Health proposes to integrate its established program at MGTI with 
MFSMC in its Baltimore region to afford Maryland residents access to another superior transplant center 
but at much lower cost to the system, given its community hospital profile. 
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MGTI Liver Transplant Program 
 
MGTI is under the clinical and administrative direction of Thomas M. Fishbein MD, an international leader 
in the field of liver and small bowel transplantation. Trained at Mt. Sinai Medical Center in New York City, 
Dr. Fishbein has overseen an approximate 200% increase in liver transplant volume at MGTI since his 
arrival in late 2003. MGTI’s pediatric liver transplant program is consistently one of the two largest in the 
United States. Both adult and pediatric liver transplant programs have been very successful in terms of 
volume and outcomes. Figure 1 below shows cumulative liver transplant volume for the three local 
programs 2019-2022. 
 

 
Figure 1  
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Figure 2 below shows Liver Transplant Graft Survival for the major area programs.   

 
Figure 2  Liver Graft Survival by Center 
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Figure 3 below shows Liver Patient Survival for the three major area programs.  

 
Figure 3 
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Dr. Fishbein has recruited an extraordinary team of seven surgeons who are fully trained in all aspects 
of organ transplantation including liver, as well as hepatobiliary surgery (surgery involving the liver, 
pancreas and biliary tract). A large team of Advanced Practice Providers (APPs) supplement the surgical 
team. 
 
In addition, through a team of eight fellowship-trained, highly experienced transplant hepatologists led by 
Rohit S. Satoskar MD, a nationally regarded transplant hepatology expert who trained at the University 
of Chicago Hospitals, patients can be evaluated for transplant within two weeks of referral, at one of a 
variety of MedStar sites located across the Baltimore-Washington region. One of the fully trained 
transplant hepatologists has been engaged full-time at MFSMC for several years, to provide prompt on-
site expertise in evaluating patients with advanced liver disease and failure, both outpatient and inpatient. 
 
Clinical Research 
 
MGTI is committed to advancing the field of transplantation, which it accomplishes through its strict 
attention to excellence in clinical care while maintaining an active research enterprise through the Center 
for Translational Transplant Medicine (CTTM), a multi-disciplinary approach to transplantation research 
which was founded in collaboration with Georgetown University in 2013. A list of ongoing research is 
provided as Attachment A. 
 
Minority Patients 
 
MGTI is a leader in the transplantation of minority candidates. Although it has been noted that these 
candidates may not receive transplants as quickly as do non-minority candidates, transplant registry data 
(SRTR) show that MGTI has both wait-listed and transplanted more minority (African American, 
Hispanic/Latino, Asian, Other) liver candidates than regional and national averages (see Figures 4 and 5 
below). By contrast, both current programs in Baltimore transplant minorities at significantly lower rates 
than the MGTI program despite the large minority population in Baltimore.   More than 36% of candidates 
are minorities compared with a regional average of 23% and a national average of 32%. The percentage 
transplanted is even higher, with almost 44% falling into a minority category, versus 23% regionally  and 
32% nationally. MGTI is committed to providing access to these populations in both Washington and Baltimore 
metropolitan areas.  Patients being seen at the MFSMC advanced liver disease clinic fall into a similar 
profile. 
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Figure 4 
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Figure 5 

 
Other Key Transplant Statistics 
 
Median Time to Transplant.  Median Time to Transplant is a measure of time awaiting transplant. The 
graphic below shows a comparison of the interval from listing to transplantation in months among the 3 
major centers: 
  

Figure 6 
 

Months to Transplant at 50th percentile of patients. 
 

SRTR July 2022 MGTI JHH UMMS 

50th percentile 9.3 12.1 10.4 

 
Source: SRTR July 2022  
 
 

Transplant Rate. Transplant Rate is a measure of how frequently patients undergo transplant per every 
100 patients per year waiting. Both living and deceased donor transplants are counted. MGTI’s Rate of 
Transplantation is higher than other Maryland transplant Centers. For example, the transplant rate for 
MGTI is 54 while the JHH rate is 37 and the UMMS rate is 30. MGTI patients are evaluated and listed for 
transplant in a timely manner that enables a short interval between listing and organ availability, with 
attention to ensuring an optimal outcome. 
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MedStar Franklin Square Medical Center 
 
MFSMC is a 354-bed hospital, and one of the largest in both Baltimore county and the state of Maryland 
based on annual admission volume. MFSMC is a community hospital with over 50 years of service in the 
area. In recent years it has added an increasingly complex set of services that, given its profile, can be 
offered at lower cost than the same services provided at an academic medical center.   
 
MFSMC offers an impressive array of tertiary services, including: 
 

• C-PORT service for acute cardiac intervention; 

• Recent MHCC approval to expand to CPORT-E service provision, with a robust elective cardiac 
catheterization program now underway; 

• A Level III Neonatal Intensive Care Unit; 

• A Thrombectomy capable Stroke Center, approved by The Joint Commission and MIEMSS, as a 
pathway to Comprehensive Stroke Certification (CSC).  

• A new rooftop helipad that in its first two years of operation has enabled a nearly ten-fold increase in 
the numbers of critical care transfers to the facility. The helipad is located directly above the 
Emergency Department, ICUs, and OR pavilion providing patients with immediate direct access to 
these areas. 

 
MFSMC was chosen by MedStar Health as the preferred hospital location for an integrated, Baltimore-
based, liver transplant program. This is based on the capabilities listed above, as well as the availability 
of sophisticated critical care resources, advanced Oncology and Gastroenterology programs, strong 
GME training programs in Internal Medicine, Family Practice, and General Surgery and one of the busiest 
emergency departments in the state. MFSMC is an ideal site for the location of a new transplant center 
for liver diseases given its busy center for the diagnosis and treatment of digestive diseases. Its relative 
distance from the two centers operating currently in Baltimore offers an additional convenient resource 
for area residents. Over the last year, MedStar Health has initiated a hepato-biliary transplant program 
at the site, led by a fully trained liver transplant surgeon.  
 
In 2020, the hospital opened 14 new operating rooms (ORs), augmenting the footprint in a new state-of-
the-art pavilion built specifically for that purpose. The new ORs are vastly improved in terms of space 
and technological capabilities. With respect to transplantation, a specially designed 835 square foot suite 
affords adequate space to accommodate the large pieces of equipment that are needed, with an adjacent 
fully prepped ~210 square foot positive pressure laminar flow “back table room” where organ preparation 
can be completed. It has been designed to accommodate additional lighting and a boom for equipment 
when the need presents.  
 
Advanced Liver Disease Treatment at MFSMC. MedStar Health has deployed a full-time, board certified 
hepatologist on-site to identify patients with advanced liver disease toward advancing their treatment as 
early as possible. As well, MedStar Health has in-house radiologic support for interventional radiologic 
procedures (IR) required by these types of patients for diagnosis and treatment.  
 
As shown in the figure below, patients needing transplantation currently are being transferred to MGTI 
for listing and transplantation. Far better for the patients and the state would be the inception of a new 
fully equipped liver transplant program at MFSMC. Patients and physicians in the local vicinity and beyond 
are enthusiastic about the potential of improved access - and convenience - to a top tier transplant center 
in the community.  
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Figure 7 
 

Transfers to MGTI for Liver Transplant 
 

 
 

 
 
 
 
 
Commitment to Population Health 
 
MedStar Health’s strategy to manage population health is based on its continued development of a 
distributed care delivery network (DCDN) through providing broad access for the patients served by 
MedStar Health. The essential concept is that services are provided to patients closer to home, rather than 
have them travel. This objective is accomplished by situating new and existing services across the service 
area.  MedStar Health has accomplished this goal very effectively in Maryland, the District of Columbia, 
and Northern Virginia through a variety of clinical outpatient sites, physician practices, rehabilitation 
locations and more. Specific to transplant, MedStar Health has several outpatient evaluation sites already 
and should the Certificate of Need be granted, will be planning to expand to more local Baltimore 
locations. 
 
In addition to the build out of the DCDN, MedStar has continued to increase the number of covered lives 
for which it is responsible overall, and specifically in the Baltimore area, through the inception of insurance 
products, which include MedStar Select and MedStar Family Choice. MedStar Health has participated in the 
state’s Health Choice program since 1997 and has consistently provided high quality and cost-effective 
care to its enrollees. Today, MedStar Family Choice is at risk for providing care for almost 110,000 
Medicaid recipients, a 25% increase in enrolled lives since 2017. MedStar Select, an insurance product 
available to all MedStar Health associates, has broad participation. These programs require and pay 
significant attention to utilization management, effective transitions in care, risk, and illness 
stratification, and care coordination for the populations served, all elements essential to improving 
population health. 
 
MedStar Health’s plan to locate liver transplant services at MFSMC furthers its commitment to managing 
population health, as it ensures better access to needed services for the nearly 175,000 covered lives 
that MedStar manages in addition to the broader cohort of patients living with advanced liver disease in 
the Baltimore area. MedStar Health believes that continuity of care is essential to all patients, but 
especially for those with complicated medical conditions, such as liver diseases that require the input of 
multi-disciplinary specialists for both acute and long-term management. MedStar Health’s broad network 
of providers in and around the Baltimore area has been built strategically to serve the broader Baltimore 
region, as described in the previous narrative. 
 
Integration between the MedStar Georgetown Transplant Institute and MedStar Franklin Square 
Medical Center 
 
MedStar Health’s goal is to manage the Liver Transplant Program at MFSMC with all necessary 
resources, while keeping the financial overhead of the operation as lean as possible through sharing 
resources with the MGTI program in Washington, D.C. The expanded program - with two service sites - 
will prioritize quality of care and patient experience as well as superior clinical outcomes. As one example, 

Listed 2017 2018 2019 2020 2021 

Total 26 35 22 26 31 

Transplanted 2017 2018 2019 2020 2021 

Total 16 8 6 18 19 
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all data coordination and reporting, and Quality Assessment Performance Improvement (QAPI) indicator 
tracking (a UNOS requirement) will remain centralized under MGTI’s seasoned leadership in Washington. 
Administrative leadership will be centralized at MGTI as well. All clinical staff at MFSMC will be tied 
closely to the central program at MGTI to share resources and provide experienced clinical expertise and 
support. 
 
Since 2015, MedStar has been laying the groundwork to provide the full range of transplant-related 
services to those patients in need in the Baltimore region. To date, in anticipation of expanded services, 
MGTI has extended all services required for referral, triage, evaluation, and listing of transplant 
candidates to MFSMC. MGTI has also expanded follow up services required for the long-term 
maintenance of patient and organ health after transplantation. Building on MGTI’s existing platform of 
highly effective clinical care, excellent graft and patient outcomes and efficient operations, MGTI expects 
to provide patients seeking transplantation at MFSMC with greater availability and access to the same 
level of quality available in Washington but at a lower cost relative to the two transplant programs in 
Baltimore. 
 
MFSMC’s lower cost position can be measured by both the HSCRC’s equivalent case mix adjusted 
discharge (ECMAD) data showing the average charge per ECMAD as well as actual discharge data for 
transplants conducted at Johns Hopkins and the University of Maryland. The ECMAD data for fiscal year 
2021 using HSCRC Abstract Tapes are as follows: 
 
 

Figure 8 
Average Charge per ECMAD Comparison 

 

Provider Charge Per  % Higher Than 

ECMAD MFSMC

UMMS  $20,526 21.4%

Johns Hopkins  $18,598 10.0%

State Average  $18,499 9.4%

MFSMC  $16,909 -- 

Source: HSCRC Abstract Tapes for FY 2021, excluding Oncology Drugs  
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With MFSMC proposed pricing at 25% below the lowest charge at Baltimore’s academic medical centers, 
MFSMC can provide the following cost differential to Medicare, Medicaid, and commercial insurers, as 
shown below: 
 

Figure 9 
 

Average Charge per Case Comparison 
 

Provider 
Average Charge 

per Liver 
Transplant 

% Higher 
Than 

MFSMC 

Johns Hopkins   $           260,867  33.3% 

UMMS  
      $           
304,089  

55.4% 

MFSMC Projected  $           195,650  --  

Source: HSCRC case mix data FY 21   
 
 
Integrated resources, well-developed facilities and applied technology enable MFSMC to extend the 
expertise of MGTI to the Baltimore region. At present, MFSMC maintains a 20-bed critical care unit 
directed by George Pyrgos MD, an experienced, Hopkins-trained, board-certified specialist in pulmonary 
and critical care medicine. MFSMC has dedicated a portion of the critical care unit as an intermediate 
care unit for liver transplant patients. MFSMC staff are fully trained by MGTI staff, who continue as an 
available resource. MGTI’s Quality Assurance and Performance Improvement (QAPI) function has 
brought aboard personnel and systems for optimal training and maintenance of competencies for all 
MFSMC staff. MGTI and MFSMC will recognize cost savings because the MFSMC programs can 
leverage MGTI’s existing staffing infrastructure. Also, the administrative and data collection and reporting 
functions will be based at MGTI toward effecting greater efficiency in operations. 
 
Current operating room capabilities have been assessed and are more than adequate to sustain the case 
complexity anticipated. The new fourteen room operating suite that opened in July 2020, provides an 
enhanced environment of care and larger space to  
accommodate needed equipment and technology for liver transplantation.  
 
Summary 
 
MFSMC’s full clinical integration with MGTI enables MedStar Health to deliver the expertise of MGTI to 
the Baltimore region in a substantially lower cost setting. Efficiency is gained through integration of 
resources, minor capital equipment additions and greater application of technology, assuring that 
MedStar Health can meet its obligations in managing costs of care for its patients - and the healthcare 
system. Through its partnership with MGTI, the MFSMC transplant program enhances clinical innovation 
and advanced research in the Baltimore metropolitan area. New approaches to medical management, 
and surgical techniques that have been perfected at MGTI, will be applied at MFSMC to increase the 
organs available for Maryland transplant recipients and reduce the gap between the supply and demand 
for organs in Maryland. Insofar as possible. The program clearly serves to reduce the/ disparity in 
transplantation rates among minorities, particularly the Black population, as MGTI has accomplished in 
Washington. 
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[Regarding questions related to Table B, and Questions 9, 10, 11,12 and 13, note that as these 
issues are irrelevant to the current project and not applicable, they have been deleted] 
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PART II - PROJECT BUDGET 

 
Complete the Project Budget (Table E) worksheet in the CON Table Package. 
 
Note: Applicant must include a list of all assumptions and specify what is included in all costs, as well the 
source of cost estimates and the manner in which all cost estimates are derived. 

 
Response: 
 
MFSMC already owns several pieces of the equipment needed for the program. The liver transplant 
program will need to augment these only minimally as noted below, so that both OR and ICU are served, 
and back-up is available. Capital expenditures required for the liver transplant project are shown in Figure 
10, and the Project Budget is shown in Figure 11, below.  
 
 

Figure 10 
Sorin Brat Cell Saver 2@ $20,400 = $40,800 

TEG1 1@ $18,000 = $18,000 

GEMStat2 2@ $ 8,500 = $17,000 

   
Source:  Internal MedStar Health/vendor data 

 
 
 
 
 
 
 
 
 
 
 
 
  
 

1The TEG - Thromoblast Hemostasis Analysis System is a diagnostic instrument used in the OR and 
ICU to assess bleeding/blood clotting risk. 
 

2GEMStat is another system used to assist with treating bleeding/coagulation issues. 
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  Figure 11 Project Budget 
 

PROJECT BUDGET   

INSTRUCTION : Estimates for Capital Costs (1.a-e), Financing Costs and Other Cash Requirements (2.a-g), and Working Capital Startup Costs (3) must reflect 
current costs as of the date of application and include all costs for construction and renovation. Explain the basis for construction cost estimates, renovation cost 
estimates, contingencies, interest during construction period, and inflation in an attachment to the application. See additional instruction in the column to the right of 
the table. 

NOTE : Inflation should only be included in the Inflation allowance line A.1.e. The value of donated land for the project should be included on Line A.1.a as a use of 
funds and on line B.8 as a source of funds 

 Hospital Building Other Structure Total 

A. USE OF FUNDS 

 1. CAPITAL COSTS 
  a. New Construction 
  (1) Building   

 

$0 
  

 

(2) 

Fixed Equipment   

 

$0 
  

 

 

(3) 

Site and Infrastructure   

 

$0 
  

 

 

(4) 

Architect/Engineering Fees   

 

$0 

  (5) Permits (Building, Utilities, Etc.)   

 

$0 
 SUBTOTAL 

 

$0 
 

$0 
 

$0 
  b. Renovations 
  

 

(1) 

Building   

 

$0 
  (2) Fixed Equipment (not included in construction)   

 

$0 
  (3) Architect/Engineering Fees   

 

$0 
  

 

(4) 

Permits (Building, Utilities, Etc.)   

 

$0 
 SUBTOTAL 

 

 

$0 

 

 

$0 

 

 

$0 
  c. Other Capital Costs 
  (1) Movable Equipment $75,800  

 

$75,800 
  

 

(2) 

Contingency Allowance   

 

$0 
  

 

 

(3) 

Gross interest during construction period   

 

$0 
  

 

 

(4) 

Other (Specify/add rows if needed)   

 

$0 

   SUBTOTAL 
 

$75,800 
 

$0 
 

$75,800 
   TOTAL CURRENT CAPITAL COSTS 

 

$75,800 
 

$0 
 

$75,800 
  d. Land Purchase    

  e. Inflation Allowance   $0 
 TOTAL CAPITAL COSTS $75,800 $0 $75,800 
 2. Financing Cost and Other Cash Requirements 
  a. Loan Placement Fees   $0 
  b. Bond Discount   $0 
  c. Legal Fees (CON)   $0 
  d. Legal Fees (Other)   $0 

  e. Non-Legal Consultant Fees (CON application related - 
specify what it is and why it is needed for the CON) 

  $0 

  f. Non-Legal Consultant Fees (Other)   $0 
  g. Liquidation of Existing Debt   $0 
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  H. Debt Service Reserve Fund   $0 
  i. Other (Specify/add rows if needed)   $0 
 SUBTOTAL $0 

 

$0 
 

$0 
 3. Working Capital Startup Costs   $0 
  TOTAL USES OF FUNDS 

 

$75,800 
 

$0 
 

$75,800 

B. Sources of Funds 
 

 

1. 

Cash   

 

$0 
 

 

 

2. 

Philanthropy (to date and expected)   

 

$0 

 3. Authorized Bonds   

 

$0 
 

 

4. 

Interest Income from bond proceeds listed in #3   

 

$0 
 

 

 

5. 

Mortgage   

 

$0 

 
 

 

6. 

Working Capital Loans   

 

$0 
 7. Grants or Appropriations 
  a. Federal   $0 
  b. State   $0 
  c. Local   $0 
 

 

 

8. 

Other (Specify/add rows if needed)   

 

$0 

  TOTAL SOURCES OF FUNDS   $0 
 Hospital Building Other Structure Total 

Annual Lease Costs (if applicable) 
 1. Land   $0 
 2. Building   

 

$0 
 3. Major Movable Equipment   

 

$0 
 4. Minor Movable Equipment   

 

$0 
 

 

5. 

Other (Specify/add rows if needed)   

 

$0 
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PART III - APPLICANT HISTORY, STATEMENT OF RESPONSIBILITY, AUTHORIZATION AND 
RELEASE OF INFORMATION, AND SIGNATURE 

 
1. List names and addresses of all owners and individuals responsible for the proposed project. 

 

Kenneth A. Samet, FACHE  
President and CEO  
MedStar Health, Inc. 
10980 Grantchester Way 
Columbia, Maryland 21044 
 
Stuart M. Levine MD  
President 
MedStar Franklin Square Medical Center  
9000 Franklin Square Drive 
Rosedale, Maryland 21237 

 
 

2. Is any applicant, owner, or responsible person listed above now involved, or has any such person 
ever been involved, in the ownership, development, or management of another health care 
facility? If yes, provide a listing of each such facility, including facility name, address, the 
relationship(s), and dates of involvement. 
 

Stuart M. Levine MD 
President 
MedStar Harbor Hospital  
Baltimore, Maryland 21202 
February 1993 – May 2012 

 

 
3. In the last 5 years, has the Maryland license or certification of the applicant facility, or the license 

or certification from any state or the District of Columbia of any of the facilities listed in response 
to Question 2, above, ever been suspended or revoked, or been subject to any disciplinary action 
(such as a ban on admissions) ? If yes, provide a written explanation of the circumstances, 
including the date(s) of the actions and the disposition. If the applicant(s), owners, or individuals 
responsible for implementation of the Project were not involved with the facility at the time a 
suspension, revocation, or disciplinary action took place, indicate in the explanation. 
 
No                                                                                                                                                                        

 
 

4. Other than the licensure or certification actions described in the response to Question 3, above, 
has any facility with which any applicant is involved, or has any facility with which any applicant 
has in the past been involved (listed in response to Question 2, above) ever received inquiries 
from a federal or any state authority, the Joint Commission, or other regulatory body regarding 
possible non-compliance with Maryland, another state, federal, or Joint Commission 
requirements for the provision of, the quality of, or the payment for health care services that have 
resulted in actions leading to the possibility of penalties, admission bans, probationary status, or 
other sanctions at the applicant facility or at any facility listed in response to Question 2? If yes, 
provide, for each such instance, copies of any settlement reached, proposed findings or final 
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findings of non-compliance and related documentation including reports of non-compliance, 
responses of the facility, and any final disposition or conclusions reached by the applicable 
authority. 
 
The hospital’s compliance with State and Federal regulations and accreditation requirements is subject 
to periodic governmental inquiries, and the hospital has responded appropriately to any such inquiries. 
From time to time, the hospital may make a business decision to resolve a matter, but there is nothing 
material to the hospital or to this project and the hospital has not been subject to any additional 
compliance terms or scrutiny as a result. 
 
 

5. Has any applicant, owner, or responsible individual listed in response to Question 1, above, ever 
pled guilty to, received any type of diversionary disposition, or been convicted of a criminal 
offense in any way connected with the ownership, development, or management of the applicant 
facility or any of the health care facilities listed in response to Question 2, above? If yes, provide 
a written explanation of the circumstances, including as applicable the court, the date(s) of 
conviction(s), diversionary disposition(s) of any type, or guilty plea(s). 
 
No                                                                                                                                                              
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PART IV - CONSISTENCY WITH GENERAL REVIEW CRITERIA AT COMAR 10.24.01.08G (3): 

 
INSTRUCTION: Each applicant must respond to all criteria included in COMAR 0.24.01.08G (3), 
listed below. 
 
An application for a Certificate of Need shall be evaluated according to all relevant State Health 
Plan standards and other review criteria. 
 

If a particular standard or criteria is covered in the response to a previous standard or criteria, the applicant 
may cite the specific location of those discussions to avoid duplication. When doing so, the applicant 
should ensure that the previous material directly pertains to the requirement and the directions included 
in this application form. Incomplete responses to any requirement will result in an information request 
from Commission Staff to ensure adequacy of the response, which will prolong the application’s review 
period. 
 

10.24.01.08G (3) (a). The State Health Plan. 
 
 

COMAR 10.24.10: Acute Care Hospital Services 
 
.04 Standards. 
 
A. General Standards. 
 
(1) Information Regarding Charges. 
 

Information regarding hospital charges shall be available to the public. After July 1, 2010, each hospital 
shall have a written policy for the provision of information to the public concerning charges for its services. 
At a minimum, this policy shall include: 

 
(a) Maintenance of a Representative List of Services and Charges that is readily available to the 

public in written form at the hospital and on the hospital’s internet web site. 
(b) Procedures for promptly responding to individual requests for current charges for specific 

services/procedures; and 
(c) Requirements for staff training to ensure that inquiries regarding charges for its services are 

appropriately handled. 

 
Response: 
 
Regarding part (a) of the standard, MFSMC maintains a representative list of services and charges that 
is readily available to the public in written form on the hospital’s web site at: 
https://www.medstarhealth.org/price-transparency-disclosures. 

 
Please see previous application and all completeness information for full response to this standard.

https://www.medstarhealth.org/price-transparency-disclosures
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(2) Charity Care Policy. 
 

Each hospital shall have a written policy for the provision of charity care for indigent patients to ensure 
access to services regardless of an individual’s ability to pay. 

(a) The policy shall provide: 
(i) Determination of Probable Eligibility. Within two business days following a patient's request 

for charity care services, application for medical assistance, or both, the hospital must make 
a determination of probable eligibility. 

(ii) Minimum Required Notice of Charity Care Policy. 
1. Public notice of information regarding the hospital’s charity care policy shall be distributed 

through methods designed to best reach the target population and in a format 
understandable by the target population on an annual basis; 

2. Notices regarding the hospital’s charity care policy shall be posted in the admissions 
office, business office, and emergency department areas within the hospital 

3. Individual notice regarding the hospital’s charity care policy shall be provided at the time 
of preadmission or admission to each person who seeks services in the hospital. 

(b) A hospital with a level of charity care, defined as the percentage of total operating expenses that 
falls within the bottom quartile of all hospitals, as reported in the most recent Health Service Cost 
Review Commission Community Benefit Report, shall demonstrate that its level of charity care is 
appropriate to the needs of its service area population. 

 
 
Response: 
 
Regarding part (a), MFSMC provides medical services to all patients regardless of their ability to pay. 
MFSMC posts formal notices in both English and Spanish at primary access points, including the main 
patient entrance, the Woman’s Pavilion entrance, the ambulatory services entrance, the emergency 
department entrance, and all admitting/ registration areas, that it complies with the Omnibus Budget 
Reconciliation Act of 1989 (OBRA) and affirms MFSMC’s obligation and commitment to treat emergent 
and acute patients regardless of the patient’s ability to pay (see Attachment 3 for examples). The hospital 
also provides a one-page summary of its financial assistance policy to all patients who receive medical 
care. See https://www.medstarhealth.org/financial-assistance-policy for complete detail. 
 
The hospital maintains a staff of easily accessible financial counselors and social workers who proactively 
assess potential patients and assist eligible patients on an individual basis in the process of procuring 
financial assistance to pay for needed healthcare services upon admission and/or discharge. 
 
MFSMC decides eligibility for charity care within two business days of the patient’s completion of an 
application form for such a determination. However, it should be noted that this process does not affect 
the delivery of services. Services are provided regardless of the status of a patient’s charity care 
application. See Attachment 3 for a copy of the hospital’s Financial Assistance Application. 

 
Regarding part (b), as one of the region's leading not-for-profit healthcare systems, MedStar Health is 
committed to ensuring that uninsured patients and underinsured patients meeting medical hardship 
criteria within the communities we serve who lack financial resources have access to emergency and 
medically necessary hospital services. Over the past five fiscal years, MedStar Franklin Square Medical 
Center has provided an average of $10.5 million in free and reduced-cost health care services. 
 
In the most recent HSCRC Charity Care Report (FY21), MFSMC was ranked in the bottom quartile of the 

https://www.medstarhealth.org/financial-assistance-policy


MedStar Franklin Square Medical Center Liver Transplant Service 

27 

 

 

ratio of charity care dollars to total expenses among Maryland Acute Care Hospitals. The table below, 
compiled from Maryland Hospitals’ Community Benefits Reports posted on the Health Services Cost 
Review Commission website, details the amount of charity care MFSMC provided in the FY19-22 period 
as well as its quartile ranking of charity care as a percentage of total operating expenses compared to 
other Maryland acute hospitals. 
 
 
 

Figure 12 
 

MFSMC Charity Care 
Dollars of Care Provided & Ranking Among Maryland Hospitals FY 17-22 

 
Source: http://hscrc.maryland.gov/init_cb.cfm 
*TE = Total Operating Expenses 

 
 
 
As the Figure indicates, the amount of charity care MFSMC provided to its community in the FY 17-22 
period grew each year, both in absolute dollars of charity care and as a percentage of total MFSMC 
operating expenses, except for fiscal year 2021. The decline in fiscal year 2021 was temporary and 
occurred statewide as evidenced by MFSMC’s consistent ranking in the 3rd quartile compared to other 
Maryland hospitals. This decline statewide is likely a result of the Covid-19 pandemic. In fiscal year 2022, 
charity care exceeded pre-pandemic levels, both in absolute dollars and as a percentage of total MFSMC 
operating expenses. It is also important to note that charity care expenditures have more than doubled 
since fiscal year 2017.  

FY2017 FY2018 FY2019 FY2020 FY2021 FY2022

Charity Care $ 5,147,814$    7,344,175$    10,276,998$   12,318,684$   9,875,732$    13,546,067$         

% Charity Care of TE 1.0% 1.4% 1.9% 2.2% 1.6% 2.4%

Maryland Quartile Rank 3rd 3rd 3rd 3rd 3rd TBD

http://hscrc.maryland.gov/init_cb.cfm
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Figure 13 
Maryland Hospital Gross Acute Inpatient Revenue by Selected Payer & Charity Care Expense 

FY13-21 
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(3) Quality of Care. 
An acute care hospital shall provide high quality care. 
(a) Each hospital shall document that it is: 

(i) Licensed, in good standing, by the Maryland Department of Health and Mental Hygiene; 
(ii) Accredited by the Joint Commission; and 
(iii) In compliance with the conditions of participation of the Medicare and Medicaid 

programs. 
(b) A hospital with a measure value for a Quality Measure included in the most recent update of 

the Maryland Hospital Performance Evaluation Guide that falls within the bottom quartile of 
all hospitals’ reported performance measured for that Quality Measure and also falls below a 
90% level of compliance with the Quality Measure, shall document each action it is taking to 
improve performance for that Quality Measure. 

 
Response: 
 
MFSMC collects and reviews its quality performance data monthly to monitor and improve its performance. 
These measures include Serious Safety Events, Acute Care Core Measures, and Patient and Employee 
Safety Measures. See Attachment x for a fuller description of MFSMC’s approach to Quality and Safety. 
MFSMC was most recently granted accreditation by The Joint Commission (TJC) in July 2022 and is 
licensed through the Department of Health and Mental Hygiene.  
 
 
COMAR 10.24.15: Organ Transplant Services 
 

A. General Standards 
 

 

Response: 
 
MFSMC complies with this standard. 
 

 

 
 

Response: 
 
Regarding part (a), MFSHC agrees to comply and maintain compliance with all requirements of CMS and 

by the Foundation for the Accreditation of Cellular Therapy within the first two years of 

operation. 

Each hematopoietic stem cell bone marrow transplant service shall be accredited 

Each organ transplant service shall be certified by UNOS within the first year of (a)

operation. 

(b) 

(2) Each Maryland transplant program shall agree to comply and maintain compliance with all 

requirements of CMS and UNOS certification and, if applicable, accreditation by the Foundation for the 

Accreditation of Cellular Therapy. 

(1) An applicant for a certificate of need to establish an organ transplantation service shall 

address and meet the general standards in COMAR 10.24.10.04A. 
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UNOS certification for its proposed transplant program and to be certified by UNOS within the first year 
of operations. 
 

Part (b) does not apply to this project. 
 

B. Project Review Standards 

 

 

 

Response 
 
As noted in the Project Description, MFSMC proposes to partner with the MGTI, one of the largest and 
highest quality transplant programs in the United States (see Comprehensive Project Description). MGTI 
has exceptional knowledge and experience in providing candidates for transplantation with the most 
appropriate option regarding organ availability, helping to ensure a successful outcome and optimal long-
term survival. 
 

(a) The ability of the general hospital to increase the supply or use of donor organs for patients served 

in Maryland through technology innovations, living donor initiatives, and other efforts. 

 
The proposed project will increase the availability of donor livers for patients served in Maryland. MGTI’s 
liver transplant program has a two-fold mission that underpins the proposed program at MFSMC: 1) to 
reduce the need for liver transplant through the expert medical management of patients with viral hepatitis, 
liver tumors, genetic disorders, and other complex conditions, and 2) to apply surgical expertise, research 
initiatives and community outreach activities to increase the availability of organs suitable for transplant. 
Each of these factors is discussed in greater detail below: 
 
(1) Reducing the demand for donor organs through: 

a. Medical management with intervention as appropriate. 

b. Advancements in clinical research related to cellular therapy/bio-artificial liver see clinical 
research, Attachment A. 

(2) Increasing the supply of donor organs: 

a. Active participation in, and support of the local organ procurement organization. 

needed. Closure of an existing service, in and of itself, is not sufficient to demonstrate the need to 

establish a new organ transplant center. An applicant shall address: 

The ability of the general hospital to increase the supply or use of donor organs for 

patients served in Maryland through technology innovations, living donation initiatives, and other 

efforts. 

Projected volume shifts from programs in the two OPOs that serve Maryland 

residents, detailing the underlying assumptions upon which each projection is based. 

The utilization trends for the health planning region in which the proposed organ 

transplant service will be located and the jurisdictions in which the population to be served 

resides. If the proposed service will be located in a jurisdiction that shares a border with another 

health planning region, then the utilization trends in each health planning region shall be 

addressed. 

Need 

An applicant shall demonstrate that a new or relocated organ transplant center is 
(1) 
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b. Application of expanded donor criteria. 

c. Broader application of advanced surgical techniques. 

d. Expansion of living donor transplant options 

e. Clinical research initiatives aimed at improving the viability of marginal donor organs. 
 
Each of these areas is addressed further in the detail that follows. 
 

(1) Reducing the need for donor organs through improved medical management of patients 
with advanced liver disease 
 
Medical treatment of patients with Hepatitis C viral infection (HCV) and other advanced liver diseases can 
reduce the need for liver transplantation, thus increasing the supply of donor organs for other transplant 
candidates. The development of all-oral, interferon-free regimens for the treatment of HCV was a 
breakthrough in the treatment of this type of liver disease, affecting both aspects of the program’s equation. 
HCV has historically been the single leading indication for liver transplant and the cause of more deaths 
in the United States today than HIV. Viral infection with HCV can lead to cirrhosis and hepato-cellular 
carcinoma but is curable with all-oral, well-tolerated medications. The FDA approved medications now 
include pangenotypic regimens which will cure the majority of those who are treated. 
 
The treatment and cure of HCV leads to a diminished need for liver transplant in those patients. Though it 
is difficult to quantify the decrease in the need for donor livers because of these interventions, this medical 
treatment frees up donor organs for patients whose liver disease cannot be treated medically and whose only 
recourse is transplantation. MGTI’s widespread use of these treatment regimens, combined with its medical 
expertise and community outreach, serves to reduce the demand for liver transplants. 
 
As part of its efforts to reduce the need for liver transplantation, MGTI has worked to greatly expand 
community outreach through a Liver Screening Program to detect Hepatitis B virus (HBV) infection and HCV 
infection, as well as non-alcoholic fatty liver disease (NAFLD). It was the first of its type in the mid-Atlantic 
region, and MGTI and MFSMC plan to resume offering this community outreach in the MFSMC area now 
that the Covid pandemic has receded. The program aims to identify “at risk” individuals and get them into 
treatment early. The program provides free screening for individuals who live in areas with an expected 
high prevalence of liver disease (e.g., those of Asian descent) and others that also have a higher prevalence 
of viral hepatitis but are generally under-diagnosed. Moreover, the program also offers social and financial 
screening services aimed at enrolling underserved patients into health insurance programs for which they 
may qualify, but about which they may lack awareness. Because Fairfax and Loudoun Counties in Virginia 
and Montgomery County in Maryland have high percentages of Asians (at last count, almost 400,000 
collectively), MedStar focused on these areas for outreach to primary audiences, community gatherings, faith-
based organizations - as well as primary care physicians and clinics in the D.C. Metropolitan Area. The 
Baltimore region will be targeted similarly. The strategy also includes one-on-one outreach by a dedicated 
Liver Screening Program Coordinator.  Finally, the program also targets individuals who exhibit behaviors 
that may place them at a higher risk. HCV is a major public health issue, and screening programs such as 
that sponsored by MGTI have been recommended by the US Preventive Services Task Force. 
 
Again, MGTI intends to resume (temporarily interrupted by COVID-19) providing free testing both in its 
clinic settings and at community fairs. Testing includes evaluation of HBV, HCV and abnormal ALT which 
may be a marker of non-alcoholic fatty liver disease (NAFLD). NAFLD affects greater than 30% of the US 
population and is largely undiagnosed. Cirrhosis related to NAFLD remains one of the most common 
indications for liver transplantation and the most common reason for liver transplant in those older than 65. 
If testing is reactive, patients are offered a free consultation followed by linkage to care either within 
MedStar or in the community. By identifying these at-risk patients, they will have access to integrated 
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therapies including management of underlying comorbidities, nutritional management, and bariatric surgery, 
all aimed at reducing progression of liver disease. More than 650 individuals were screened in the first year 
of the program with a goal of more than 1,000 per year. 
 
These medical interventions, enhanced by significant community outreach, have become, and will continue 
to be central to MFSMC’s proposed program, thus extending these important benefits from Maryland’s D.C. 
suburbs to the residents of the Central Maryland region. This program is one way in which MedStar Health 
is working to decrease the demand for the scarce donor liver resource. 
 

(2) Increasing the supply of donor organs 
 

a. Active participation in the Organ Procurement Organization 
 
MedStar Health is cognizant of the critical role that community hospitals play in the supply of life-saving 
deceased donor organs; its four Baltimore region hospitals all have systems in place to ensure support of 
the donor identification and retrieval efforts of the Infinite Legacy, the newly merged Baltimore-
Washington regional Organ Procurement Organization. 
 
The same can be said for MedStar Health’s six hospitals including MedStar Washington Hospital Center, 
a trauma center, and the largest contributor of donor organs in the Washington region. MedStar Health 
supports Organ Procurement Organizations (OPOs) by ensuring that candidates for transplantation have 
access to as many organs from deceased donors as possible from its own hospitals. 
 
As a system, MedStar Health is very invested in, and supportive of, its organ donation committees and 
seeks regular input from the leadership of those groups which are comprised of critical care medicine 
specialists, nursing managers, social workers, and other interested parties. MGTI leadership participates 
in advancing and supporting the objectives of the OPO. MedStar Health believes that the creation of a 
liver transplant program at MFSMC serves to focus greater attention on organ donation at its Baltimore-
area hospitals and in the identification and retrieval of more organs. 
 

b.    Expanded donor criteria (EDC) for transplantation 
 
Due to the ongoing problem of donor organ supply, national attention over the last decade has been given 
to ascertaining whether the established criteria for determining deceased donor suitability are appropriate. 
After much debate, experts from around the country have reached agreement that certain criteria previously 
considered exclusionary, including older donors, those with certain systemic illnesses, exposure to infectious 
diseases, etc., should be reconsidered in a manner that is compatible with recipient clinical 
characteristics. Matching donor risk to recipient risk factors is critical to the success of this approach, and 
MGTI clinical expertise enables it to make full use of EDC. protocols for patients. To further expand the 
donor pool, MGTI continues to evaluate and transplant organs from HCV positive donors into appropriate 
HCV negative recipients. If transmission of HCV occurs, the recipient is treated with an oral regimen 
which to date has resulted in universal cure of HCV and no consequence for graft or patient survival. 
These same protocols will be applied as part of the MFSMC program, with the same anticipated results. 
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c. Clinical Innovation at MGTI.  

  
Dr. Fishbein’s experience with partial and split liver transplantation has substantially augmented the 
number of organs available for recipients in need. In addition, the liver transplant service continues to 
expand its active living donor liver program to address the shortage of available cadaveric organs.  
 
Split Liver Transplantation. A particularly innovative method of expanding the use of deceased donor 
organs, is to divide the available organ into segments that can be transplanted into more than one 
recipient. In this procedure, the largest segments of the liver are separated, and the segmented lobes are 
then transplanted into two individual recipients (see diagram below). 
 

Figure 14 

 
The operation has the effect of creating two transplantable donor organs out of one donor organ.   
 
MGTI’s expertise in split-liver transplants enables it to make a significant contribution to the supply of 
donor organs; the approach will be available immediately at MFSMC. 
 

d. Living Donor Transplantation 
 
MGTI offers living donor transplantation to selected candidates at MGTI and, through its considerable 
research and experience, MGTI is at the forefront of living donor liver transplantation, a clinical practice 
available to selected patients at most sophisticated transplant Centers. Living donor transplant involves 
taking a segment of a living donor’s liver and transplanting into a matching recipient. Because the liver 
has the unique ability to regenerate to full size over time after removal of a segment and to grow to full 
size after transplantation of a segment, living donor transplantation has become a viable option for 
individuals who have a relative or friend who is a suitable match and is willing to donate part of his or her 
organ.  
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MGTI’s Living Donor Program will work to enhance community awareness of the need for liver 
transplantation and the life-giving solution that is offered through living donation in the Baltimore region. 
Importantly, the program offers donor and recipient “navigation” services by a registered nurse who helps 
guide patients through all phases of the donation process from initial interest in donation to the decision 
point of making a living donation. Figure 15 shows MGTI outcomes versus Baltimore area Centers.  
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Figure 15 
Living Donor Transplantation Survival Among Area Centers 
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MGTI has deployed a fully trained transplant surgeon, who currently has oversight of hepato-
biliary surgery at MFSMC. He has been active at MGTI for 5 years and his expertise will be extended to 
MFSMC. Living donor transplantation will be offered on-site at MFSMC when clinically appropriate and 
safe. 
 

e.  MGTI Clinical Developments Advancing the Field of Liver Transplantation 
 
MFSMC will participate in clinical research that is advancing the field of Liver Transplantation through the 
Center for Translational Transplant Medicine (CTTM). Formed in 2013, within Georgetown University 
Medical Center (GUMC) under the leadership of Dr. Thomas Fishbein, Professor of Medicine at 
Georgetown University Medical School, the CTTM promotes an interdisciplinary approach toward 
research in transplantation by permitting various specialties to conduct research within one academic 
center. As such, CTTM is comprised of transplant surgeons, hepatologists, nephrologists, pathologists, 
interventional radiologists, pediatricians, gastroenterologists, and other internal medicine specialties that 
clinically support the needs of patients under the care of MGTI. 
 
Since its inception, CTTM has managed a large portfolio of clinical research studies, which are listed in 
Attachment A.  Clinical research involves the following areas of investigation: 
 

• Reducing delayed graft function, rejection, and organ failure. Current clinical and basic research 
activities aimed at prolonging graft function and survival by finding: 

• Strategies to minimize post-transplant CMV infections 

• Novel immunosuppressive strategies to avoid organ injury and increase graft survival times including 
novel immunotherapy approaches that prevent allograft rejection and inflammation as well as enable 
graft acceptance and tolerance 

• Increased opportunities for transplant for patients with Hepatitis C and HIV 

• Optimizing patient outcome and the use of marginal donor livers by minimizing ischemic reperfusion 
injury (IRI) and allowing performance monitoring of donor livers through normothermic machine 
perfusion with the OrganOx Metra System. Historically, organs for transplant have been preserved 
using cold storage. Increasing data now show that the use of these systems instead of standard cold 
storage can reduce early allograft dysfunction thus improving patients’ outcomes especially when 
using marginal donor organs. 

• Increasing the use of marginal organs through understanding pathways of inflammation that lead to 
failure of marginal donor livers by studying protective and proinflammatory immunological 
mechanisms behind liver Ischemic/Reperfusion Injury (IRI) in fatty donor livers.  

• Limiting IRI through immunotherapy – the goal of this project – would enlarge the pool of organs that 
result in successful transplantation, for example, organs that are currently being discarded – for fear 
of triggering IRI – could be used. 

 
 

(b) Projected volume shifts from programs in the two OPOs that serve Maryland residents, 
detailing the underlying assumptions upon which each projection is based. 
 

Response: 
 
As was stated in the earlier application, the goal of the MFSMC program is not to draw patients away 
from the area’s existing transplant Centers, but rather to provide more Maryland residents in need of liver 
transplantation with the opportunity to have this life-saving procedure. 
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MedStar Health has existing patients who can benefit from the MFSMC program. MGTI currently provides 
an unparalleled quality of care for liver transplant services, but its distance from Baltimore is a 
geographical challenge for many. MGTI currently has 69 patients wait-listed for liver transplant from 
Maryland counties that orient to Baltimore (i.e., excluding Montgomery County). Those transplant 
operations could take place at MFSMC, within their home state, Maryland, and closer to their local 
community. 
 
The table below details liver transplant volume for the area’s two current transplant centers in the CY17-
CY21 period. As the data indicate, the volume of liver transplants at both centers far exceeds the 
minimum transplant volume requirement per COMAR 10.24.15. 
 
 

Figure 16 
Liver Transplants  

University of Maryland/Johns Hopkins 
Actual Adult Volume to Minimum Annual Case Volume Standard 

 
 

Minimum 

UMMS 
CY17 CY18 CY19 CY20

 CY21 

JHH 
CY17 CY18 CY19 CY20

 CY21 Metric Vo
lu

me 

Liver 12 16
1 

11
2 

94 87 97 99 115 113 104 134 

Variance from 
Min. 

- 14
9 

10
0 

82 75 85 87 103 101 92 122 

% Variance 
from Min. 

- 12
41
% 

83
3
% 

68
3
% 

62
5
% 

70
8
% 

725
% 

858
% 

842
% 

766
% 

101
6% 

Source: https://optn.transplant.hrsa.gov/data/view-data-reports/state-data/ 
 
 
The addition of a third program at MFSMC clearly will not impact the ability of the current  programs to 
meet threshold volume requirements, and are in fact expected to result in very modest volume shifts from 
the two transplant centers that serve Maryland residents. MedStar Health believes that its center at 
MFSMC will improve utilization and allocation overall by augmenting service offerings in the region, with 
choices not currently available, as well as encourage exploration of more advances in the field through 
clinical research. 
 
MFSMC has estimated the shift in volume from the current centers based on the number of MedStar 
patients referred either to JHH or UMMS for advanced liver disease evaluation. These referrals to JHH 
and UMMS are estimates since referrals outside the MedStar System for these procedures were not part 
of the data maintained by MFSMC. 
 
In summary, bringing the clinical expertise of MedStar Health’s MGTI, a nationally recognized organ 
transplant provider, to MFSMC will provide an additional option for liver transplantation to Central 
Maryland residents , helping to reduce demand and increase the supply of livers for those in need. As 
described above, MGTI will bring expert medical management, and expanded community outreach 
opportunities such as free screenings and at-risk patient identification programs to help reduce demand. 
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It will also focus greater attention on organ donation at MedStar’s Baltimore-area hospitals and in the 
identification and retrieval of more organs. MFSMC will be participating in more clinical research as well 
as the surgical innovations such as expanded donor criteria, partial and split liver and living donor 
transplants. These approaches will directly impact the patients seeking liver transplant who are located 
in the Central Maryland region. Providing this choice to Maryland residents also importantly also provides 
a lower cost alternative to payers, as described elsewhere.  
 
 

 
 
 

Response: 
 
The minimum volume requirement for liver transplantation is twelve per year. The gastroenterologists 
associated with the MedStar Health Baltimore hospitals (MFSMC, MedStar Good Samaritan Hospital, 
MedStar Harbor Hospital and MedStar Union Memorial Hospital) as well as community 
gastroenterologists, maintain large and diverse medical practices and this fact, together with the amount 
of liver disease in the MedStar network – and broader patient population - prompted MGTI to establish 
an Advanced Liver Disease Center at MFSMC in July 2015. In FY2022, the Advanced Liver Disease 
center saw 912 confirmed patient visits, a 4.5% increase over the previous year. Growing demand for 
this service at MFSMC resulted in MedStar expanding clinic hours to a current frequency of four days 
weekly. Overall, clinical volume by July 2023 is anticipated at an 89% growth since clinic inception. An 
inpatient consultation service for liver diseases is active, increasing the level of care for high acuity liver 
patients in the hospital. This service is staffed by a full-time hepatologist with advanced practice clinician 
support. 
 
Volume at MedStar’s other centers for advanced liver disease has been growing steadily as shown below 
in Figure 17. MGTI’s Frederick site has shown year-over year growth of 92% in patients seen with 
advanced liver disease. MGTI also has sites in Annapolis and Ellicott City. 

 
  

generate the minimum annual case volume required by this Chapter within the first three years of 

operation and will likely maintain at least the minimum annual case volume in subsequent years. 

An applicant shall acknowledge that, if its application for a Certificate of Need is 

approved, any approval is conditioned on the applicant’s agreement to close its organ transplant service 

under the following circumstances: 

A service that meets the minimal annual case volume required for a new service 

is unable to sustain the minimum annual case volume for any two consecutive years, and is unable: 

to provide an explanation acceptable to the Commission as to why it failed to 

maintain the minimum annual case volume; and 

to develop a credible plan for achieving the minimum annual threshold case 

volume that is approved by the Commission; or 

The program fails to achieve the minimum annual case volume by a deadline 

established by the Commission as a result of the program’s failure to achieve the minimum annual case 

volume requirements. 

An applicant shall demonstrate that a proposed organ transplantation service can (a) 

Minimum Volume Requirements (2) 
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Figure 17 Advanced Liver Disease Clinic Volume Trend at MFSMC 

FY 2016 FY 2017 FY 2018 FY 2019 FY 2020 FY 2021 FY 2022 
FY 2023 
(annualized)   

118 228 422 748 767 873 912 1086  
         

 

 
 

 
Since Frederick, Annapolis and the Ellicott City locations lie roughly equidistant from Baltimore and 
Washington, D.C., MedStar patients identified as candidates for liver transplant will have the option to 
have the procedure at MGTI in Washington, D.C. or MFSMC in Baltimore, through dual listing in both 
Donation Service Areas (DSA). 

    
Innovation in medical management of liver disease and surgical approaches as described earlier, 
combined with the ongoing collaboration between MedStar hospitals’ donation committees and the OPO, 
position MFSMC for an increase the supply of transplantable organs available for patients in Baltimore 
region. Together with the opening of four MedStar Advanced Liver Disease clinics, , MFSMC is confident 
in the assumption that it will easily exceed the 12-case minimum annual case volume requirements of 
COMAR 10.24.15B(2) in both year 2 (FY20) and year 3 (FY21) of the program and will grow beyond that 
volume thereafter. 
 
Summary 
 
MedStar Health is committed to caring for patients with advanced liver disease - particularly those 
populations that it serves directly - across the continuum of care from diagnosis through long-term follow 
up and for patients from birth through advanced age. Building on the advanced liver disease center that 
was initiated two years ago at MFSMC, the addition of on-site transplantation services is a natural – and 
needed – extension of services to the community based on the following facts: 
 

• Individual candidates for transplantation that have been listed with MGTI  will be offered the 



MedStar Franklin Square Medical Center Liver Transplant Service 

40 

 

 

advantage of dual listing with two DSAs. 

• Patients are being served currently through the variety of Advanced Liver Disease Centers and other 
sites of care, medical and ancillary providers and services, tele-health communication and community 
resources. 

• The provision of additional services and resources closer to patients’ homes and families advantages 
them greatly. 

• MFSMC will offer the same level of innovative medical management, pharmacotherapy and advanced 
surgical techniques that have extended organ access to patients transplanted at MGTI. 

• MFSMC is a lower cost environment than an academic medical center, advantageous financially to 
state and federal budgets. 

• The advantages of managing MedStar Health’s own population’s health through quality, continuity 
and efficiency cannot be understated. MedStar should be able to offer its patients full access, closer 
to home, for all their health care needs, including transplantation. 
 

MedStar is committed to serving its Maryland population in the most comprehensive, clinically effective, 
and cost-efficient manner possible over the long term. 
 
 

 
 
 

Response: 
 
Regarding part (a), MFSMC’s proposed program complies with this element of the Standard. 
 
Regarding part (b), this item is not applicable because MFSMC is not seeking to justify the need for an 
additional transplant program based on barriers to access.  
 
Regarding part (c), see response to COMAR 10.24.15.04B: Organ Transplant Services, Project Review 
Standard, (1) Need. 

way drive time for at least 95 percent of Maryland residents. 

An applicant that seeks to justify the need for additional organ transplantation services on 

the basis of barriers to access shall: 

Present evidence to demonstrate that barriers to access exist, based on studies or 

validated sources of information, and 

Present a credible plan to address those barriers. The credibility of the applicant’s 

plan will be evaluated on whether research studies or empirical evidence from comparable projects 

support the proposed plan as a mechanism for addressing each barrier identified, whether the plan is 

feasible, and whether members of the communities affected by the project support the plan. 

Closure of an existing service, in and of itself, is not sufficient to demonstrate an access 

issue or the need to establish a new or replacement organ transplantation service. 

Travel to an organ transplant center located in a health planning region other than where 

the organ transplant recipient resides is not, in and of itself, considered a barrier to access, if the drive time 

in less than three hours one-way. 

Access 

(a) Each type of organ transplant service should be accessible within a three-hour one- 
(3) 
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Response: 
 

(a) As discussed in the Comprehensive Project Description, above, MedStar Health’s 
innovative surgical approaches offer additional options to patients. In addition, MedStar has 
demonstrated the ability to serve a much greater percentage of minority patients than either of the 
existing programs in Baltimore. 
 

(b) In both the Comprehensive Program Description and the Need section, COMAR 
10.24.15.04(B)(1) of this application MFSMC has demonstrated the added benefit that its proposed 
transplant program will bring to Maryland residents. 
 

(c) See the Attachment 1 to original application, Table H, Revenues & Expenses, Inflated.1 As 
already noted, MFSMC is a community teaching hospital. MFSMC has a lower cost structure and 
charge per case than the area’s two academic medical centers which currently provide transplant 
services. By integrating with the existing MGTI infrastructure, MFSMC can deliver the service in a 
highly cost-effective manner. 
 

  

 
1 MedStar Health incorporates by reference the attachments to its August 2017 application. 

An applicant shall demonstrate that the proposed establishment or relocation of an organ transplant 

service is cost-effective by providing: 

A demonstration that analyzes why existing programs cannot meet the need for the organ 

transplant service for the proposed population to be served. 

An analysis of how the establishment or relocation of the proposed organ transplant 

service will benefit the population to be served, quantifying these benefits to the extent feasible and 

documenting the projected annual costs of the proposed service over a period of at least five years. 

Estimates of the costs to the health care system as a whole and the benefits of the proposed 

program, quantifying the benefits to the extent feasible over a period of five years. 

Cost Effectiveness (4) 
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Figure 8 

Average Charge per ECMAD Comparison 
 

Provider Charge Per  % Higher Than 

ECMAD MFSMC

UMMS  $20,526 21.4%

Johns Hopkins  $18,598 10.0%

State Average  $18,499 9.4%

MFSMC  $16,909 -- 

Source: HSCRC Abstract Tapes for FY 2021, excluding Oncology Drugs  
 

 
 
MFSMC can provide the following pricing differential  as shown below: 
 
 

Figure 9 
Average Charge per Case Comparison 

 

Provider
Average Charge per 

Liver Transplant

% Higher Than 

MFSMC

Johns Hopkins   $                       260,867 33.3%

UMMS   $                       304,089 55.4%

MFSMC Projected  $                       195,650 -- 

Source: HSCRC case mix data FY 21   

 
 
From this perspective, performing liver transplant procedures at MFSMC will bring greater cost 
efficiency to the Maryland health care system. The overall savings to the health care system can be 
quantified by multiplying the projected number of liver transplant procedures by the cost savings per 
case as compared to JHH and UMMS. 
 
Although transplant surgery is a clinically resource-intensive, high-cost process, patients with 
advanced liver disease who do not receive transplants will require intense medical management 
including periodic intervention. Processes of care may involve ED visits, multiple hospital admissions 
inclusive of ICU days, and repeated diagnostic and therapeutic procedures. These alternative costs 
must be considered in the assessment of the cost effectiveness of the MFSMC transplant program 
initiation.  
 
Considering all these factors, MedStar Health has shown that its proposed program will result in a net 
reduction in health care expenditures for patients with advanced liver disease. 
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(5) Impact 

(a) A new organ transplant service or relocation of an organ transplant service 

shall not interfere with the ability of existing transplant services of the same organ type to maintain 

at least the three-year average annual threshold case volumes required by this Chapter, as measured 

by the most recent data available through UNOS; and 

(b) A new organ transplant service shall not have an unwarranted adverse impact 

on the financial viability of another hospital’s organ transplant service of the same type; and 

(c) A new organ transplant service shall not have an unwarranted adverse impact 

on patient access to the same type of organ transplant services at another hospital, the quality of 

services provided, or patient outcomes following organ transplantation. 

(d) An applicant shall provide documentation and analysis that supports: 

(i) Its estimate of the impact of the proposed organ transplant service on 

patient volume at other organ transplant services of the same type in the same health planning 

region and in other health planning regions that may be impacted. The applicant shall quantify the 

shifts in case volume for each location; and 

(ii) Describe the anticipated impact on access to transplant services for the 

population residing within a three-hour drive time of the proposed location, including financial and 

geographic access; and 

(iii) Describe the anticipated impact on the quality of care for the population 

residing within a three-hour drive time of the proposed location. 

(e) If a transplant service of the same organ type has been designated as a member 

not in good standing by the Organ Transplant and Procurement Network, then the potential adverse 

impacts of the proposed new or relocated organ transplant service on such a program may be 

disregarded, at the discretion of the Commission. 

 
 
Response: 
 
(a-d) MedStar Health has demonstrated in its response to COMAR 10.24.15B: Organ Transplant 
Services, Project Review Standards (1) and (2) above, that its proposed program will have no significant 
volume impact on the two current providers of transplant services in the Baltimore area.  Volume shifts 
were calculated based on MedStar’s estimate of its current number of patient referrals for liver transplant 
to these programs and equate only to approximately 3.3% of their total volume. As both current programs 
far exceed the three-year average annual liver transplant volume threshold of 20 transplants/year (see 
response to COMAR 10.24.15.04B: Organ Transplant Services, Project Review Standard (1)(b) above), 
the volume shift projected from these programs will have no material effect on their volumes. 
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Response: 
 
MGTI has been a member in good standing with the United Network for Organ Sharing (UNOS) since 
1986 and the original program at MedStar Washington Hospital Center became CMS-certified in 1974; 
the combined program through MGTI has had no interruption in certification nor any sanctions imposed 
over the full term. With this expertise readily available, MedStar Health is confident that the new program 
at MFSMC will be UNOS certified within the first year of operation. MFSMC is accredited by The Joint 
Commission (TJC). 
 
 

 
 

Response: 
 
MedStar has five transplant outreach clinics focused on the clinical management of advanced liver 
disease, across the Baltimore-Washington, D.C. area. Viral hepatitis screening is ongoing in the D.C. 
area and will soon be expanded to the Baltimore region. Please refer to discussion of outreach and 
screening above in the Comprehensive Project Description and in response to transplant 
standard.15.04B (1). 

service shall be certified by United Network for Organ Sharing within the first year of operation. 

A general hospital awarded a Certificate of Need to establish a hematopoietic stem cell 

transplant program shall meet accreditation requirements of the Foundation for the Accreditation of 

Cellular Therapy (FACT) within the first two years of operation. An applicant shall apply and be FACT-

accredited within 12 months of becoming eligible to apply for accreditation and shall maintain its 

accreditation thereafter. 

A general hospital seeking to establish an organ transplant service must be accredited by 

the Joint Commission. 

A general hospital awarded a Certificate of Need to establish an organ transplant (a) 

Certification and Accreditation (6) 

An organ transplant program shall actively and continuously engage in health promotion and disease 

prevention activities aimed at reducing the prevalence of end stage organ disease and increasing the 

availability of donor organs. An applicant must describe the relevant preventive services designed to 

address those at greatest risk for end stage organ failure. 

Health Promotion and Disease Prevention (7) 
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Response: Not applicable. 
 
 

10.24.01.08G (3) (b). Need. 

 

The Commission shall consider the applicable need analysis in the State Health Plan. If no State 
Health Plan need analysis is applicable, the Commission shall consider whether the applicant has 
demonstrated unmet needs of the population to be served and established that the proposed 
project meets those needs. 

 
RESPONSE: 
 
As discussed in detail earlier, MedStar Health demonstrates the need for another transplant center 
located at MFSMC on the following bases: 
 

• The introduction of a new program that offers additional innovation in clinical care, medical therapy, 
surgical approaches, and clinical research  for residents of the state of Maryland needing a transplant. 

• MedStar Health’s successful record in transplanting minority populations at MGTI and its payor mix 
at the liver disease clinic at MFSMC provides evidence that this population will have open access to 
the program.  

• By integrating the services at MFSMC with MGTI, and providing transplant services at MFSMC, a 
lower cost community teaching hospital, MedStar can minimize program overhead and streamline 
care based on evidence-based best *practices. This approach will result in a high-quality, lower-cost 
program that benefits the system and ultimately the State of Maryland. 

• MedStar Health has a “population health” focus that involves caring for its patients through the 
continuum – from prevention through diagnosis, treatment, and aftercare. MedStar manages 

In a comparative review of applications to establish a transplant service for the same type of organ in 

which all applicants have met all policies and standards, the Commission will give preference to the 

applicant that: 

Has established effective community education and outreach programs that focus on 

prevention, early detection, and treatment of diseases and conditions that may lead to end- stage organ 

disease, such as diabetes, coronary artery disease, alcohol and substance abuse, and hypertension, 

with particular outreach to minority and indigent patients in the hospital’s regional service area; and 

That is most likely to establish a proposed organ transplant service that will reach 

minority and indigent patients, as demonstrated by: 

The applicant's record of serving minority and indigent patients; and 

The applicant's record of establishing programs for outreach to the minority 

and indigent populations; and 

That shows improved outcomes or improved health status of the populations that it 

serves based on an evaluation of the effectiveness and efficiency of the applicant’s disease prevention 

and intervention programs. 

Comparative Reviews (8) 
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approximately 175,000 covered lives, the majority of which are Maryland residents. Ensuring that 
needed transplant services and programs are a part of the system of care, convenient to patients’ 
homes and families is integral to the successful management of the population’s health. 

 
See also State Health Plan Review Standards .05B (1) and B (2) for details regarding need analysis and 
assumptions for the utilization projections are described in the financial viability section below. See 
Attachment 1 to initial application for Statistical Projections, Tables F and I. 
 
 

10.24.01.08 G (3) (c). Availability of More Cost-Effective Alternatives. 
 

The Commission shall compare the cost effectiveness of the proposed project with the cost 
effectiveness of providing the service through alternative existing facilities, or through an 
alternative facility that has submitted a competitive application as part of a comparative review. 

 

Response: 
 
Planning Process, Goals and Objectives 
 
As noted above in the Comprehensive Project Description, MedStar Health has developed, and continues 
to develop, a substantial Distributed Care Delivery Network (DCDN) to expand access to its health care 
services in the communities it serves (see map of below showing current active sites). The goals of 
MedStar’s approach to the delivery of health care services are to provide the appropriate level of care 
close to the patients’ homes, as cost effectively as possible. 
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Figure 16 
Map of MedStar Health/MGTI Liver Transplant Evaluation and Follow Up Clinics 
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 Source: Internal MGTI Data 

 

 
Note that since the advanced liver disease clinic opened in 2016, it will have experienced an 
almost 90% growth in (billed) volume by July 2023. MedStar Health leadership meets regularly 
to evaluate the effectiveness of its existing DCDN and to identify clinical and geographic gaps in 
the network. Through this process, gaps in access to innovative, timely liver transplant services 
(in particular, better organ utilization, advanced techniques in surgery and community outreach) 
have been identified. 
 

Alternative Approaches 
 
MedStar Health evaluated three alternative approaches to meeting the needs for high quality 
liver transplant services for MedStar Health patients in Central Maryland.  
 
These approaches are detailed below. 
 

(1) Utilize the two existing programs in Baltimore to provide these services 
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Although MedStar Health offers a sophisticated transplant enterprise in Washington, D.C., some patients 
historically have elected to undergo these procedures at one of the two existing Baltimore transplant 
centers. As MedStar Health has matured and refined its population health strategy, built upon a platform 
of continuity of care, the importance of providing a full continuum of services has become increasingly 
obvious. When the continuum of care is broken by referring patients outside the MedStar Health System, 
critical components in the delivery of high-quality care are compromised or lost altogether,  compromising 
the continuum of care - and increasing the costs of care -  as a result. For these reasons, MedStar Health 
rejected this approach. 
 
Again, it should be observed that the costs of care are higher at the currently available  academic medical 
Centers, which are known to operate within a higher cost structure. MedStar wishes to introduce a more 
efficient care model at MFSMC in the region, through a community hospital that offers an equivalently 
sophisticated level of services at lower cost.  
 
(2)  Refer patients to MGTI in Washington D.C. 
 
MGTI currently provides an unparalleled quality of care for liver and liver transplant services;  patients 
are referred there preferentially to maintain the continuum of care for MedStar’s Central Maryland 
transplant patients. MGTI’s location in Washington, D.C. creates a geographic challenge that can have 
an impact on the continuity of  care for many MedStar Health transplant patients who live in the Baltimore 
area. Moreover, this alternative is not an optimal strategy for achieving MedStar Health’s goal of providing 
care to its patients in their own communities and in the lowest cost environment whenever possible. For 
these reasons, this alternative was also rejected. 
 
(3)  Establish a program at MFSMC 
 
The third alternative, establishing organ transplant services at MFSMC is the ideal solution. The program 
will be fully integrated with the nationally recognized MGTI, and will achieve MedStar Health’s strategic 
goals and objectives in the following ways: 
 

a) It maintains the continuity of care that supports the highest quality outcomes by providing 
patients with this important service within the MedStar Health System. 

 
b) It locates this much needed service in a convenient and accessible location for MedStar 

Health’s Central Maryland patients (MFSMC is in the center of this region and is conveniently 
accessed via Interstate 95 and Interstate 695). 

 
Over the past two years, MGTI has laid the groundwork to provide the full range of transplantation-related 
services to MedStar’s Central Maryland population. To date, in anticipation of expanded services, MGTI 
has extended all services required for referral, triage, evaluation, and listing of transplant candidates to 
MFSMC (and three other outreach sites in Central Maryland). MGTI has also extended follow up services 
required for the long-term maintenance of patient and organ health after transplantation. The 
establishment of these services creates easy access to the full continuum of transplant care for all 
MedStar Health Central Maryland transplant patients and locates the program at a community teaching 
hospital, which has a lower cost structure and a lower average charge per case. The cost savings 
achieved through this alternative benefit the state health care system overall. 
 
Integrating the established MGTI program with MFSMC offers a clear cost advantage in that the fixed 
costs already associated with core services in Washington can be spread across a larger case volume, 
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while variable start-up costs accrue in line with service growth and expansion. Surgical services will be 
provided initially by existing experienced MGTI surgeons, eliminating the need for a long, costly 
recruitment process or extended program ramp-up. No construction or renovation costs are anticipated. 
 
Moreover, MFSMC is the favored site within MedStar Health to provide transplant services since it has a 
well-developed, busy digestive disease center and associated network of supportive gastroenterologists. 
Its 20-bed state-of-the-art critical care service is managed by a Hopkins-trained physician who is board-
certified in pulmonary critical care medicine. MFSMC opened new operating rooms in the summer of 
2020, a project that further enhances the environment of care and patient experience as had been noted 
earlier. 
 
For these reasons, establishing a liver transplant program fully integrated with MGTI, achieves  the 
objectives associated with meeting the transplant needs of MedStar Health – and other patients residing 
in Central Maryland. 
 
Population Health Initiatives 
 
MedStar Health continues to build upon its existing network of a full range of physician and facility 
services to care for the populations that it serves.  
 
MedStar Family Choice, and the MedStar Select product for MedStar Health Associates continue to grow 
its population health management capabilities and to invest in quality and safety initiatives. 
 
Managing these populations involves strict attention to the social and physical environments of care as 
well as to elements of individual behavior that affect preference, access, and compliance. Health risk 
assessment through guided data analysis and comprehensive care coordination are central to MedStar’s 
mission. The provision of a geographically distributed, high quality provider network in partnership with 
MedStar’s provider entities promotes the best of all patient/member outcomes through a fully integrated 
system of care, a “Distributed Care Delivery Network.” It is a fact that this approach obviates duplication 
of services, redundant hospital admissions and reduces costs. 
 
MedStar’s outpatient rehabilitation network has 60 sites located within communities across the Baltimore-
Washington corridor; 27 of these are in the Baltimore area. MedStar Health owns 33 urgent care sites 
with two more under development. Many of these are co-located with MedStar Medical Group primary 
care physicians. Tele- medicine is available at sites that are not co-located. MedStar also has seven 
multi- specialty outpatient ambulatory centers located in Maryland and the District of Columbia. 
 
 

10.24.01.08 G (3) (d). Viability of the Proposal. 
 

The Commission shall consider the availability of financial and nonfinancial resources, including 
community support, necessary to implement the project within the time frames set forth in the 
Commission's performance requirements, as well as the availability of resources necessary to 
sustain the project. 
 

Response 
 
Please note that financial and work force schedules reflect a liver transplant program at MFSMC that is 
fully integrated with clinical and administrative systems at the well-established and experienced MGTI. 
The integration described permits program variable costs to align with program growth while limiting 
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allocation of fixed overhead costs as appropriate to the size of the operation. This rational approach means 
that the new MFSMC program will provide liver transplant services to Marylanders at a lower cost than the 
other transplant programs in Maryland in a context of maintaining excellence in clinical care and patient 
outcomes. 
 
Revenue & Expense (Tables G, H, J and K), and the Work Force information (Table L) are included in 
Attachment 1 to the initial application. 
 
See Attachment B for MedStar Health FY21-FY22 Audited Financial Statements. 
 
  
Volume Assumptions 
 

A. Liver transplant volumes were based on the current experience of the MGTI clinic at MFSMC 
and in discussions with community gastroenterologists  

 

B. Volumes are lower in the initial years recognizing that MFSMC will not receive CMS 
certification until year two and the Centers of Excellence designation until year three. 

 

C. Volumes  also assume that a large proportion of patients in MedStar Health’s Managed Care 
Programs (e.g., MedStar Family Choice) would undergo transplantation at MFSMC. 

 

Financial Projection Assumptions 
 
MedStar Franklin Square Facility Assumptions 
 
FY17-21 are based on the expected performance for the Fiscal Years Ended June 30, 2017-2021.  

A. In addition to annual inflation adjustments for facility and professional service charges, the 
revenue projections assume incremental facility revenue to cover capital costs (depreciation 
and interest) related to a recently issued certificate of need for a surgical facility modernization 
project. 

B. Contractual, bad debt, and charity care relatively constant as a % of gross revenues. 
C. Other operating revenue: FY18-FY19 includes a reduction of 6.4% in FY18 and a reduction 

of 2.9% in FY19 due to the decline in meaningful use revenue. 
D. Expense growth based on varying levels of expense inflation with management initiatives 

meant to ensure MFSMC is ability to maintain a level of profitability. 
  

Transplant Program 
 

A. Volume Assumptions: 
 

Liver transplant volumes were based on the current experience of the MedStar Georgetown 
Transplant Clinic at MFSMC  

 
B. Transplant Program Revenues:  
 Beginning in FY19, liver revenue projections assume $148,848 Per Liver Transplant.  
 
C. Ancillary Transplant Program Revenues:  
 Ancillary outpatient volumes are based on patient activity expected to occur in MFSMC as a 
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direct result of the transplant programs and are derived from MGTI experience and procedural 
pre- and post operation testing. 

D. Professional Fee Transplant Program Revenues:  
 Professional fee revenue driven off the expectation of employed physician and actual MGTI 

experience for the entire transplant program to arrive at a per transplant estimate of 
professional revenues. 

 
Expenses 
 

A. FTE Requirements are based primarily on variable FTE requirements related to volume.  
Fixed FTE expenses are attributed to MGTI. 

B. Transplant project variable expenses relate to organ acquisition, supplies, purchased 
services, drugs, and variable salary and wages based on current experience at MGTI. 

 
Staffing Assumptions 
 

A. Variable staffing is modeled on MGTI staff to case volume ratios in the context of a new, start-
up operation, with attention to ensuring coverage by medical and surgical physician specialists 
and patient safety. Support personnel are allocated based on initial volume projections with 
capacity to expand with volume growth. See Comprehensive Project Description for more 
information. 

B. In general, fixed staffing will be maintained through MGTI including quality/data management, 
regulatory compliance, and senior level oversight functions. 

 
Recruitment 
 
MedStar recruits through various means. Physician recruitment is generally accomplished through 
placing notices in professional journals, word of mouth and recommendations from faculty at other 
transplant training programs in addition to on-line venues. Other staff is recruited through human 
resources (HR) activities at each hospital that are customized to the type of staff being recruited. HR 
uses various on-line recruitment tools as well as advertising venues. All positions are posted on-line. 
Word of mouth is also an important tool, and promotional opportunities from within our own institutions 
are important for recruitment, i.e., staff has opportunities to seek employment at any location in the 
MedStar Health system. 
 

10.24.01.08G (3) (e). Compliance with Conditions of Previous Certificates of Need. 
 

An applicant shall demonstrate compliance with all terms and conditions of each previous 
Certificate of Need granted to the applicant, and with all commitments made that earned 
preferences in obtaining each previous Certificate of Need or provide the Commission with a 
written notice and explanation as to why the conditions or commitments were not met. 

 
Response: 
 
MFSMC has applied for two CONs since 2000. Docket No. 05-03-2173 was approved on July 26, 2006. 
A modification to the CON was filed by letter on January 26, 2007. This project was implemented in 
compliance with the terms and conditions of the CON. 
 
The second CON, Docket No. 16-03-2380, was approved on June 15, 2017. This project was completed, 
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with opening in 2020. 
 

10.24.01.08 G (3) (f). Impact on Existing Providers and the Health Care Delivery System. 
 

An applicant shall provide information and analysis with respect to the impact of the proposed 
project on existing health care providers in the health planning region, including the impact on 
geographic and demographic access to services, on occupancy, on costs and charges of other 
providers, and on costs to the health care delivery system. 

 
Response: 
 

 

Regarding part (a), see response to Project Review Standard.15.04B (1) b, Need 

 
The primary goal of the program is to increase the total number of Marylanders who receive liver 
transplant. By making transplant evaluation more convenient for the widely dispersed population, 
consolidating their continuity of care, and obviating the prohibitive expenses of travel, more 
patients will be afforded geographic and financial access. These issues are particularly important 
for disadvantaged and minority populations. 

 
Secondly, it has postulated that minorities receive transplants at lower rates than non-minorities. 
MGTI’s successful experience with transplanting minority populations is expected to translate 
positively at MFSMC, expanding the rate of liver transplant to this vulnerable population of 
Marylanders. 
 

Finally, the proposed MFSMC program will complete the continuum of care for MedStar Health 
patients in their local community. Importantly, MedStar Health patients can remain engaged in 
their own system and the resources provided through its distributed care delivery network. 

  
Regarding part (c), as a community teaching hospital, MFSMC has a lower cost structure and 
charge per case than the area’s two existing academic medical centers. MFSMC’s average 
charge per case will be significantly lower than the charge per case of either Hopkins or Maryland 
(see Figure 8, supra). From this perspective, performing transplant procedures at MFSMC will 
bring greater cost efficiency to local and state health care systems. 
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ATTACHMENT A 



No
. 

Category GUPass 
ID 

IRB # AWD GR PI Trial Title OnCore 
Name 

Funding source 
(Funded, 

Unfunded, 
Close-out) 

Date 
Opened 

(IRB 
Approval 

Date) 

IRB 
Expirati

on 

Servi
ce 

Status 

1 Active   Pro0000434 
AWD-

4360637 
GR409741 Fishbein 

A Phase II Randomized Multicenter Placebo-Controlled Blinded 
Study of Sorafebin Adjuvant Therapy in High Risk Orthotopic 
Liver Transplant (OLT) Recipients with Hepatocellular 
Carcinoma (HCC) 

SORAFENIB-
NCT01624285 

UCLA (Bayer 
Pharma) 

UNK 

Expired - 
acknowle
dged RNI 
3/25/22. 

Liver Closing 

2 Active   
STUDY000009
87 (2018-
0222) 

AWD-
7773034 GR412774 He 

A phase I single-arm, multi-center pilot study aimed at 
validating γ-OHPdG as a biomarker and testing the effects of 
Polyphenon E on its levels in patients with cirrhosis 

POLYPHENON-
NCT03278925 NCI through NU 6/27/2019 

12/1/202
2 Liver 

Open to 
enrollmen

t 

3 Active   STUDY000040
13 

AWD-
7775076 GR414706 Hsu Impact of Recent Immigration on Delays of Care Delivery 

Among Foreign-Born with Chronic Hepatitis B Infection HBVFB 
(USC) Gilead 
Sciences, Inc. 6/29/2021 N/A Liver 

Open to 
enrollmen

t 

4 Active   STUDY000036
36 

AWD-
7774723 

GR424715 Hsu 
A Randomized, Double-blind, Placebo-controlled, Phase 2b 
study to Evaluate Safety and Efficacy and DUR-938 in Subjects 
with Alcoholic Hepatitis 

DURECTAH 
Durect 

Corporation 
6/10/2021 6/9/2022 Liver 

Open to 
enrollmen

t 

5 Active   STUDY000041
57   GR425040 Satoskar Molecular Assessment and Profiling of Liver Transplant 

Recipients 
MAPLE-
NCT04793360 CareDx. 9/9/2021 9/8/2022 Liver 

Open to 
enrollmen

t 

6 Active   Not 
submitted     Satoskar Effect of Twin Precision Treatment (TPT) in patients with 

NAFLD- proof of concept study Not in Oncore Twin Health N/A   Liver Start-up 

7 Active   STUDY000040
79 

AWD-
7774990 

GR414928 Rangnekar Noninvasive Assessment of Esophageal Varices in Patients with 
Unresectable Hepatocellular Carcinoma Not in OnCore 

University of 
Michigan 

7/23/2021 NA Liver 
Active 
(data 
only) 

8 Active   STUDY000000
64 

AWD-
7773833 

GR411645 Smith  C. Smith - HOPE in Action: A clinical trial of HIV-to-HIV liver 
transplant 

HIALIVER-
NCT03734393 

JHU (National 
Institute of 
Allergy and 
Infectious 
Diseases) 

3/14/2019 
12/13/20

22 Liver 
Open to 

enrollmen
t 

9 Active   
STUDY000008
82 (2018-
0773) 

AWD-
7773503 

GR411587 Smith C. Smith - Statin Therapy to Reduce Disease Progression from 
Liver Cirrhosis to Cancer 

STATINLIVER-
NCT02968810 

Northwestern 
(National Cancer 

Institute) 
12/1/2020 9/22/202

2 
Liver 

Closed to 
enrollmen

t 

10 Active   2017-0198 
AWD-

7772713 
GR412481 

Smith, 
Coleman 
61543 

A 5-year longitudinal observational study of patients with 
nonalcoholic fatty liver (NAFL) or nonalcoholic steatohepatitis 
(NASH) 

TARGET-NASH-
NCT02815891 

TARGET 
PharmaSolutions

, Inc 
3/7/2017 1/8/2023 Liver 

Open to 
enrollmen

t 

11 Active   2018-1168 
AWD-

7773487 
GR413518 

Smith, 
Coleman 
61543 

An Observational Study of Patients Undergoing Therapy for 
Chronic Hepatitis B (HBV) Infection 

TARGETHBV-
NCT03692897 

TARGET 
PharmaSolutions

, Inc 
6/27/2022 

6/26/202
3 Liver 

Open to 
enrollmen

t 

12 Active   2017-0147 
AWD-

7772715 
GR412483 

Smith, 
Coleman 
61543 

A 5-year Longitudinal Observational Study of the Natural 
History and Management of Patients with Hepatocellular 
Carcinoma 

TARGET-HCC-
NCT02954094 

TARGET 
PharmaSolutions

, Inc 
1/26/2018 1/8/2023 Liver 

Open to 
enrollmen

t 



13 Active   STUDY000036
13 

AWD-
7774960 

GR424961 
Smith, 
Coleman 
61543 

A Phase 1, Double Blind, Randomised, Placebo-controlled, 
Multi-centre, Multiple Ascending Dose Study to Assess the 
Safety, Tolerability, Pharmacokinetics and Pharmacodynamics 
of AZD2693 in Patients with Non-alcoholic Steatohepatitis 
(NASH) with Fibrosis Stage 0-3 and Homozygous for the 
PNPLA3 148M Risk Allele 

ASTRAZENECA-
NCT04483947 

Astra Zeneca 
Pharmaceuticals, 

Inc 
9/9/2021 

Closed 
effective 
2/22/22 

Liver Closed 

14 Active   STUDY000002
64 

AWD-7773969 GR413951 
Smith, 
Coleman 
61543 

A Phase 3, Randomized, Double-Blind, Placebo- Controlled 
Study Evaluating the Safety, Tolerability, and Efficacy of GS-
9674 in Non-Cirrhotic Subjects with Primary Sclerosing 
Cholangitis 

GILEAD-PSC-
NCT03890120 

Gilead Sciences, Inc. 12/12/2019 10/10/2022 Liver Closed to 
enrollment 

15 Start-Up         Smith VLX-601 Vantage   Mirum     Liver Start-up 

16 Start-Up       TRANSFO
RM 

Smith 
TRANSFORM: A 52-week, Randomized, Placebo-controlled, 
Double-blind, Adaptive Phase 2b/3 Trial of Setanaxib with a 52-
week Extension Phase in Patients with Primary Biliary 
Cholangitis (PBC) and Elevated Liver Stiffness 

  Genkyotex Suisse 
SA 

    Liver Start-up 

17 Start-Up       Gilead 
6075 

Smith 

A Phase 2, Randomized, Double-Blind, Double-Dummy, 
Placebo-Controlled Study Evaluating the Safety and Efficacy of 
Semaglutide, and the Fixed-Dose Combination of Cilofexor and 
Firsocostat, Alone and in Combination, in Subjects with 
Compensated Cirrhosis (F4) due to Nonalcoholic 
Steatohepatitis (NASH) 

  Gilead Sciences, 
Inc. 

    Liver Start-up 

18 Start-Up       
RED-C 

RNLC3131 
Salix 

Smith 

A RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, 
MULTICENTER STUDY TO ASSESS THE EFFICACY AND SAFETY 
OF RIFAXIMIN SOLUBLE SOLID DISPERSION (SSD) TABLETS FOR 
THE DELAY OF ENCEPHALOPATHY DECOMPENSATION IN 
CIRRHOSIS (RED-C 

  Salix Pharma     Liver Start-up 

19 Start-Up       NATiv3 Smith 

A randomised, double-blind, placebo-controlled, multicentre, 
Phase 3 study evaluating long-term efficacy and safety of 
lanifibranor in adult patients with non-cirrhotic non-alcoholic 
steatohepatitis (NASH) and fibrosis 2 (F2)/fibrosis 3 (F3) stage 
of liver fibrosis 

  Inventiva SA     Liver Start-up 



20 Start-Up       
ASCEND-

NASH Smith 
A Phase 2B, Randomized, Multicenter, Double-Blind, Placebo-
Controlled Study to Evaluate the Efficacy and Safety of CRV431 
in Adult Subjects with NonAlcoholic Steatohepatitis and 
Advanced Liver Fibrosis 

  Hepion Pharma     Liver Start-up 

21 Start-Up       VISTAS Smith 
A Randomized Double-Blind Placebo-Controlled Study to 
Evaluate the Efficacy and Safety of Volixibat in the Treatment 
of Cholestatic Pruritus in Patients with Primary Sclerosing 
Cholangitis (VISTAS) - Phase 2 

  Mirum     Liver Start-up 

22 Start-Up         
Hawksw
orth 

International, Multicenter, Prospective, 
Non-competitive, Observational study to 
Validate and Optimize prediction models 

of 90-day and 1-year allograft failure after 
liver transplantation:  The Improvement 

study 

Improvement UCLA     Liver Start-up 
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