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October 24, 2012 

VIA ELECTRONIC MAIL 1 kwiktaz Q 090 761 a41 

AND HAND DELIVERY 
Amha Selassie, Director, 
State Health Planning and Development Agency 
899 North Capitol Street, NE 
2nd Floor 
Washington, DC 20002 

Re: MedStar Health, Inc. 0/b/0 
MedStar Georgetown University Hospital 
Certificate of Need Application 
Registration #12-3-9 

Dear Mr. Selassie: 

Enclosed for filing, please find the original and three copies of the Certificate of Need 
application of MedStar Health, Inc. 0/b/0 MedStar Georgetown University Hospital 
(“MGUH”)/Lombardi Comprehensive Cancer Center (“LCCC"). We submit this application for 
review in the November review cycle for radiation therapy services. 

As part of the application, MGUH is also submitting an Exhibit Notebook and a Proton 
Beam Therapy Articles Booklet. We trust that these supplemental materials will assist you in 
your review of our CON application. 

All at MedStar are excited about the prospect of introducing this cutting edge technology 
at MGUH/LCCC. We look forward to working with you and SHPDA Staff throughout the course 
of your review of this project. Please do not hesitate to call me if you have any questions about 
this application. 

Sincerely, 

léztvle ltbb» 
Kathleen M. Stratton 
Counsel for MedStar Health, Inc. 
o/b/o MedStar Georgetown 
University Hospital/Lombardi 
Comprehensive Cancer Center 

cc: Kenneth A. Samet 
Joy Drass, M.D. 
Eric Wagner 
Richard M. Goldberg, M.D. 
Oliver Johnson 
Kerry M._ Richard 
Linda Winger OCT 2 4 2012 
Regina Knox Woods 
Clarence Brewton _____________ _ _ 

Crowell &Moring LLP n www.cr0well.com - Washington, DC I New York - San Francisco I Los Angeles I Orange County - Anchorage - London Iii Brussels
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

DISTRICT OF COLUMBIA 
DEPARTMENT OF HEALTH 

STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
899 North Capitol Street, NE t 

WASHINGTON, DC 20002 
(202) 442-5875 
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APPLICATION FOR CERTIFICATE OF NEED 
Registration No.12-3-9 

APPLICANT'S SUMMARY INFORMATION 
PART ONE--QUANTITATIVE INFORMATION 

1. Project Title: Establishment of a Proton Therapy Sen/ice at MedStar Georgetown 
University Hospital (MGUH) / Lombardi Comprehensive Cancer Center (LCCC) 

2. Brief Projection Description: This proiect involves the acquisition and installation 
of a Mevion Proton Clinical System and construction of a vault and related spaces for 
the proton beam therapy system. 

3. Applicant's Name and Mailing Address: MedStar Health. Inc. on behalf of MedStar 
Georgetown University Hospital; 5565 Sterrett Place. Columbia, MD 21044 

4. Name of Facility Operator (if different than #3) MedStar Georgetown University 
Hospital, 1 Main, Hospital Administration, 3800 Reservoir Rd. NW, Washington, DC. 
20007 

5. Address of Facility(s) where service is to be provided (if different than #3): 
. 3800 Reservoir Road, NW. Washington. DC, 20007 

6. Applicant's Chief Executive Officer or Administrator: Kenneth A. Samet, CEO. MedStar Health / 

Richard M. Goldberg M.D., President, MedStar Georgetown University Hospital. 

7. Project Representative: Person to whom questions should be addressed (not the 
person identified in response to question six unless that person prepared the 
application): 

Kathleen M. Stratton 
Crowell & Moring LLP 
1001 Pennsylvania Avenue 
Washington D.C. 20008 
202-624-2723
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

8. Facility's Medicare Provider Number: 090004 

9. Facility's Medicaid Provider Number: 0100040 

10. Category of Submission (check as applicable) 

A. Qualifying Capital Expenditures and Acquisitions: 

l(_ (a) Capital expenditures over $2,500,000; @ ,MW 
Other acquisitions (by lease donation, etc.) of value over $2,500,000; 
Capital expenditure for major medical equipment over $1,500,000; 
Other acquisitions (by lease, donation, etc.) of major medical equipment that 
has a fair market of value over $ 1,500,000; - 

B. Capital expenditure in any amount to: 

@M@ @@W 

Increase beds (as regulated by law); 
Decrease beds (as regulated by law); 
Relocate beds (as regulated by law); 
Redistribute beds among categories; 
Provide a new service; or 
Terminate a service. 

C. Acquisition by individual provider or group practice of major medical 
equipment.

D New institutional health service: 

@M@
@@ 

New health care facility; 
New home health service; 1 

Other service not offered by the applicant on a regular basis within 12 months 
of the proposed offering date;

7 

Increase, decrease or relocation of renal dialysis stations; or 
Acquisition of facility or equipment previously acquired under HMO 
exemption. 

11. Type of facility (check most appropriate) 

JL 

Hospital (applying for inpatient services) (Specify license type) 

Ipmmoom 

(1.) General license 
(2.)Special license (specify type) 

Hospital (applying for outpatient services) 
Skilled Nursing Facility 
HMO 
Other Ambulatory Health Facility (free-standing) 
Home Health Agency (free standing) 
Ambulatory Surgical Facility 
Other, specify:

2



Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

12. Ownership of Facility: 

A. All Proposals: 

L (a) Non-Profit 
(b) Profit 
(c) Government 

B. HMO Proposals: (Complete this application only if the project is not exempt. 
Consult with SHPDA staff for details.) 

C. Type of Ownership: 
(a) Public 

(b) Individual Owner 
(c) Partnership (attach certified copy of partnership agreement) L (d) Corporation (attach certified copy of corporate charter and articles of 

incorporation; if affiliated with other corporations, explain relationship in an 
Exhibit.) See Exhibit #1, MGUH Incorporation Documents. 

13. Do you claim eligibility for: 

Expedited Review - No 

BASIS OF SUBMISSION 
CAPITAL EXPENDITURES 

14. Cost for Pre-development (includes site acquisition cost, site preparation cost, architect 
and engineering fees, cost of permits, etc.) $1,205,000 

15. Project Financing Costs and Other Cash Requirements? NIA 

. Loan Placement Fees 

. Bond Discount 
. Legal Fees, Printing, etc. 
. Consultant Fees 
. Liquidation of Existing Debt 
Debt Sen/ice Reserve Fund 
Principal Amortization Resen/e Fund 

. Capitalized Construction Interest (Net) 
Other (Specify) 

lllllllll 

** MedStar generally funds major capital projects with a combination of operating cash, 
new debt, and philanthropy. MedStar currently holds approximately $1.3 billion in 
unrestricted cash and investable assets, which would be used to fund the project. The 
organization could at a future date refinance these capital costs. MedStar has an A2 
credit rating from Moody's Investors Sen/ice. At this rating level, it can be expected that 
there will be sufficient investor interest in a tax-exempt debt financing for this project 
should we choose to refinance the project in the future. 

TOTAL ................................................................................ .. $0
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

16. Physical Plant Costs (Estimate) 

muomp 

GOGBQQQQ 

Construction of New Facility 
. Expansion of Facility 

, , 

. Renovation of Facility 1,000,000 

. Replacement of Facility 
. Lease of Existing Facility 

(a) Fair Market Value if Purchased $ 
(b) Annual Lease Cost* $ 
(c) Number of Years: $ 

*Do not include in the total for Question 16. 

F. Other Acquisition of Existing Facility 

(a) Fair Market Value of Facility $ 
(b) How acquired? 

(i) Simple purchase; 
(ii) Stock transfer; 
(iii) Donation; 
(iv) Other (specify) 

L_______ G. Closure of facility 

H. Other (specify) Furniture, computers $ 460,000 

6 580 000 

The construction costs associated with this project are for the addition of a vault to 
house the proton system and renovation of an existing area within Lombardi 
Comprehensive Cancer Center for patient treatment. 

TOTAL ...................... ............................................. .. $ 8,040,000 

17. Equipment Costs (check all that are applicable) 

A. Type of Acquisition 

L (a) New 
(b) Replacement 
(c) Addition to Current Equipment of Same Type 

B. How Acquired 

A (a) Purchased: Total Purchase Cost 
(b) Leased (through a management sen/ice contract) 

(i) lf leased, enter Fair Market Value $ 
(ii) Lease Cost* $ 
(iii) Number of Years 

*Do not include in the total for Question 17. 

(c) Donated (if donated, give fair market value) $ 

TOTAL .................................................................................... . .

4 

$22,000,000 

$22,000,000



Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

18. Costs Related to Change in Service Including Required Staff Training and Related 
Travel, etc. 

A. Type of Change in Service 

(a) New Service $_i__i 
(b) Expansion $iii_ 
(c) Reduction $_g___ 
(d) Termination Lg 
(e) Consolidation $l,i___ 
(e) Relocation $ii__ 
(9) Other (specify) $ 89,000 

Explain Costs Briefly: 

Proton beam therapy will be a new technology at MGUH. Existing as well as new clinical 
and technical staff will require education and training on how to operate this complex 
equipment. This number reflects the anticipated cost of these education and training 
services. 

TOTAL .......................................................................................... ..§ 89,000 

19. Contingency Costs 

Due to the potential complexity of the site utilities requiring relocation, and the relatively limited 
construction experience presented by the Mevion Proton Therapy technology, the construction 
contingency was set at approximately 10% of the anticipated construction cost. 

§ 755,000 

20. TOTAL CAPITAL EXPENDITURE ................................................. .. 5 32,089,000 
(Add Totals of Questions 14, 15, 16, 17, 18 and 19)
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Certificate of Need Application #12-3-9 Proton Therapy System at MedSlar Georgetown University Hospital 

21. Beds and Changes in Beds 

Category of Beds 
A. 

# of Beds 
Two Years 
Before . 

B. C. D. E 
Current # # of Beds Net Ne 
of Beds at Change Change 

Completion B to C A to C 
Med/Surg 339 339 339 

ICU/Coronary Care 74y 74 74 

OB/GYN (GYN) 62 62 62 

OB/GYN Swing O 0 O 

Normal and lnterm Neonatal 24 24 24 

NICU 50 50 50 

Pediatrics 46 46 46 

Psychiatric 14 14 14 

Alcohol/Chemical Dependency 

Rehabilitation 

Extended Acute Care 

Med/Surg-Skilled Nursing Sw ing 
SNF 
Intermediate Care 
TOTAL Number of Licensed 
Beds 609 609 609

6



Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

22. Geographic Area to be Served 

See Exhibit #2, Service Area Map. 

lt is estimated that ninety percent of the patients treated will come from the Washington 
metropolitan area. Our current cancer patients reflect a majority of our patients coming from 
the District of Columbia, Princes Georges County, Montgomery County, and Fairfax County. 

23. Location of the Project and Site Ownership: 

xfiw? 
Describe Site: 
ls the Site Properly Zoned: 
(a) Yes 
(b) No. If no, attach statement of zoning status. 

D. (a) Site Title Held By Applicant: 
(i) Yes. If yes, state date acquired. 

Site Address: 3800 Reservoir Road, NW, Washington, D.C. 

If acquired after February 28, 1978, value when acquired* NA ' 

(ii) No. 

(b) Option to Purchase Held by Applicant: 
(i) Yes. If yes, state date acquired 

(aa) Date Option Expires 
(bb) Terms of Option (attach additional sheets if necessary) 

(ii) No. 

E. Leasehold Interest for Q Years. (On July 1, 2000, MedStar acquired from 
Georgetown University, a 98-year leasehold interest covering the building 
and ground surrounding the LCCC.) 

F. R ewable Lease: Renewable Every Years. en 

G. Other (specify) 

*lf site was acquired between February 28, 1978 and September 28, 1982 and the site value 
was more than $150,000 when acquired or if the site was acquired on or after September 29, 
1982 and the value was more than $600,000 when acquired, attach a statement regarding 
whether a Certificate of Need was issued for the site acquisition. 

24. Project Target Dates (may be expressed in terms of months following issuance of a 
Certificate of Need) 

Financing Commitment 

B. Bid Advertising 

C. Contract Award 

D. Beginning Construction 

E. Complete Construction 

F. Project Completion

7 

N/A 

January 2013 

March 2013 

March 2013 

March 2014 

12 Months Following CON Approval



Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

25. Anticipated Types of Funding (check all that apply) 

A. Non-Federal 
(a) Tax-Exempt Bonds 

1 (b) Other Non-Federal Funds 

A. Federal (specify source)_ 
26. Source of Funds for Proposed Project 

Indicate the source of funds for the proposed project (grant, loan, savings, securities, 
etc.). Attach confirmation of loans, grants, etc. received. Attach discussion of 
contingency plans if grants, loans, etc., applied for are not received 

C. D. A B 
Total Amount Funds In Funds Funds 

of Funds Hand Assured Proposed or 
‘ $°l"'°e °f Funds (Cols. B+C+D) But Not In Requested 

Hand Only 
A. Cash (Retained Earnings) $32,089,000 $32,089,000 

B. Income from Future 
Operations $ $ 

c. Pledges $ $ 
D. Less Allowance For 

Uncollectible Funds ($ l 

E. Gifts and Bequests $ $ 0 

F. Interest Income $ $ 0 

G. Bonds (See Question 28) $ $ $ $ 
H. Mortgage (See Question 28) $ $ $ $ 
I. Loans (See Question 28) $ $ 

J. Grants and Appropriations 

(a) Federal $ $ $ $ 

(b) D.C. Government $ $ $ $ 

(c) Other (see explanation $ $ $ $ 
below) 

(d) Other (specify) $ $ $ $ 

TOTAL $02,000,000 $32,089,000 $ $

8



Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

27. Complete the following for all borrowings (See Question 27 G, H and l). N/A 

Lender/Bond Amount Rate of Annual Maturity Date 
Issue Interest Payment

A 
B. 

C. $ % $ 

D. 
A 

$ % $ 

E. $ % $ 

F. $ % $ 

Attach a statement specifying any condition(s) imposed or to be imposed by the lender, if any.

9
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown Un|vers|ty Hospital 

30. Total facility patient mix by payment type (base these percentages on number of 
patients, not of percent of revenues): 

A. Medicare Patients 31.1 31.1 

B. Medicaid Patients 6.9 6.9 

C. Blue Cross Patients 28.3 28.3 

D. Other Insurance Patients 1.3 1.3 

E. HMO Patients* 28.6 28.6 

F. Self-Pay Patients .3 .3 

G. Free Care Patients .9 .9 

H. Other Patients 2.0 2.0 

I. W0rker’s Compensation 0.6 0.6 

TOTAL (A through H) 100% 100% 

31. Revenue Sources (total facility) r 

PERCENTAGE OF REVENUES 
Most Recent Audited First Year of Project 

Year Operation 
FY 2012 FY 2014 

A. Patient Service Revenue 94% 94% 
B. Other Revenues 6% 6% 
TOTAL A + B equals 100% 100% 

*Specify date of end of fiscal year. 

Fiscal year end is June 30. 

12 

_ 
% of Patients, Projected 

MQ$t ReC6fi'[ Audlted Year First Year of Operat|On E2 FY 2014
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

OPERATING PROJECTIONS RELATED SPECIFICALLY TO THIS PROJECT 
39. Project-Related Utilization and Financial Information (Attach an explanation of your 

future year’s projection methodology) 

Most Recent Fiscal Year Ended Estimated Current Fiscal Year Ending 
June 30, 2012 June 30, 2013 

Unit of Actu I 

Average E t. t d Average 
Service Capacity . . Q Charge Per Capacity S. lma.e Charge 
Den‘/ery,, Utilization 

Unit Utilization Per Unit 

O O O
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

40. Project-Related Utilization and Financial lnformation** (Continued) 

Estimated First Year After Project Estimated Second Year After Project 
Completion Fiscal Year Ending Completion Fiscal Year Ending 

June 30, 2014 (6 months) June 30, 2015 (12 months) 

Unit of Average Average 
. . ,. Estimated . Estimated Charge 

Service Capacity .. . Charge Per Capacity .. . . 

. Utilization . Utilization Per Unit 
Delivery Unit (net) (net) 

A. 
Treatments 10,500 4,320 Y $1,723 10,500 8,640 $1,752 

B. 

C. 

D. 

E. 

F. 

G. 

H. 

Project 7,443,360 15,137,280 
Related 
Total Net 
Revenue 

The projected revenue reflects a projected number of treatments based on the current cancer 
types treated. For each cancer type a different number of treatments is needed to successfully 
treat the tumor. Total capacity is based on 3 patients/hour (@20 minutes/treatment) X 14 
hours/dayX 5 days/week X 50 weeks/year = 10,500 treatments/year.
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

41. Project-Service Related Revenues (Continued) (Audited financial reports may be 
attached in lieu of completing columns for the three most recent fiscal years if all 

requested information is supplied for the service under consideration. Also, attach an 
explanation of your future year’s projection methodology). 

Three Most Recent Current 
Fiscal Years Ended*** Year 

June 30 June 30 

First Two Years After 
Project Completion 

2010 2011 2012 2014 2015 

Inpatient Services
y

0 0 

Outpatient Services 
16,544,351 35,074,025 

Total Patient 
Services Revenue 
(C=A+B) 

16,544,351 35,074,025 

Allowance for Bad 
Debts* 190,841 388,091 

Contractual 
Allowances 8,840,019 19,399,974 

Provision for Free or 
Reduced Cost 
Care** 

70,131 148,680 

Net Patient Service 
Revenue 
(G=C-D-E-F) 

7,443,360 15,137,280 

Other Revenue***
0 0 

Total Net 
Revenue**** 7,443,360 15,137,280 

* Do not include provisions for free or reduced cost care. Free or reduced cost care is 

reported on line F. ' 

** lnclude free and reduced cost care for the indigent and professional or administrative 
courtesy. 

*** Attached explanation 

**** Include month, day and year.
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Certificate of Need Application #12-3-9 Proton Therapy System at MedStar Georgetown University Hospital 

42. Project-Service Related Expenses (Audited financial reports may be attached in 
lieu of completing columns for the three most recent fiscal years if all requested 
information is supplied for the service under consideration. Also attach an explanation 
of your future years projection methodology.) 

Three Most Recent Current 
Fiscal Years Ended*** Year 

First Two Years After 
Project Completion 

June 30 June 30 

2010 2011 2012 2014 2015 

Salaries, Wages 
and Professional 
fees 

687,988 1,134,432 

Interest on Debt 

Project Depreciation 
924,188 1,848,375 

Project Amortization 
0 0 

Corporate Income 
Taxes 0 0 

Supplies and Other 
Expenses 593,664 2,709,404 

Total Project 
Operating Expenses 
G=A+B+C+D+E+F) 

2,205,840 5,692,211 

Net Operating 
Income or (Loss) 
from Project 
(42.H=41.1-42.G) 

5,237,520 9,445,069 

Project Related 
Non-Operating 
Income 

0 0 

Total Project 
Related Surplus or 
(Deficit) 
(J=H+1) 

5,237,520 9,445,069 

2014 and 2015 include full-year additional salaries, 2014 and 2015 supplies and, other 
operating expenses; 2015 includes a service contract for the system that would begin at the 
end of the system’s one-year warranty period
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43. Provide a list of the type and number of full-time equivalents (FTEs) and 
estimated annual salary of all personnel required to staff the new or expand 
facility or service and identify the sources from which you intend to obtain the 
required personnel. Include current staff and volunteers if applicable. 

Personnel Category FTES Estimated
. FTEs Estimated Source of 

Department 
_ 

Job Title Yea“ Annual 
Salary 
Year 1 

Year 2 Annua| Personnel* 
Salary 
Year 2 

Radiation 
Medicine $76,875 Therapist 3 $75,000 4 
Radiation 
Medicine 3 $70,875 New Dosimetrist 2 $75,000 
Radiation 
Medicine 

Employees 
Physicist 1 $200,000 2 $205000 

Ffinge 
Benefits 

TOTALS 6 687.988 9 $1,134,432 

* Currently on staff, new hire, contract personnel, etc. 

44. Describe the methodology (including the definition of FTE) used to determine 
the above staffing and cite any pertinent studies of programs upon which the 
staffing was based. 

FTEs are based on a total of 2,080 hours worked per year (40 hours x 52 weeks). The 
staffing identified is based on MedStar Georgetown’s actual experience in hiring and 
retaining dosimetrists, physicists, and other professional personnel. 

The staffing needs for proton therapy were based on the MGUH experience with 
CyberKnife, experience with treatment planning, and the workload of physicists, 
dosimetrists, and therapists. 

Describe the sources available for recruiting additional personnel. Do you 
anticipate any difficulty in recruiting needed personnel? Why or why not? 
MedStar Georgetown University Hospital maintains a full-time Human Resources 
Department as well as a Nurse Recruitment Department for specialized nurse 
recruitment. We will use these resources to attract and hire appropriate personnel. 
MedStar Georgetown University Hospital is the first hospital in Washington, DC to 
receive Magnet Recognition by the American Nurses Credentialing Center, a 
prestigious award that places our nursing team among the top 2% in the nation. ln 

addition, our nurses participate in a mentoring program designed to develop and 
enhance the professional knowledge and skills of all our nursing staff.
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We offer competitive compensation and generous benefits, including wellness 
resources, a concierge service to assist with finding child and elder care, and legal and 
financial resources at discounted rates. 

We will advertise in technical publications, and also draw on our training programs for 
recruits. 

We believe we will be able to readily fill these positions. The Mevion® Proton system is 
state-of-the-art and attracts highly qualified personnel, as does the nationally- 
recognized Lombardi Cancer Center. 

See Exhibit #3, MGUH Magnet Certification by the American Nurses 
Credentialing Center.

' 

See Exhibit #4, Mentoring Program. 
See Exhibit #5, Georgetown Excellence in Nursing Science and Practice 

Scholarship. 
See Exhibit #6, 2013 Benefits Guide. 

List of Major Equipment (Fixed or Moveable)* 

Description Addition or Purchase, Fair Market Annual Lease 
Replacement Lease or Value Cost (if 

? Donation? leased)** 

25,000,000 Mevion Proton System Addition Purchase $ 
N/A 

Treatment planning 
computers $3OO’OOO N/A
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46. Current Major Equipment to be Used in New Service in Facility* 
' Not Applicable 

(if leased)** 

I 

Qty. Description Annual Lease Cost

’ 

* Applicant may substitute his own list instead of completing this chart if all information requested in 
Question 45 is provided. 

** Attach terms of lease (length and cost) 

47. Provide a general description and statement of the total value of any equipment 
not specified above in Questions 45 and 46. 

Furniture for patient waiting areas ................................................... ..$160,000
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PART TWO — PROJECT NARRATIVE 

Question 48: Detailed Description of the Facility, Service(§)_, and Equipment. 
I. DESCRIPTION OF THE APPLICANT 

A. MedStar Health 

MedStar Health is a not-for-profit healthcare organization. It operates more than 80 entities, 
including nine hospitals in the Maryland and Washington, D.C., region of the United States. As 
the area's largest health system, it is also one of its largest employers, with more than 27,000 
associates and 5,600 affiliated physicians. MedStar Health associates serve more than 1.5 
million patients annually. MedStar contributes approximately $109 million in payroll tax to the 
District of Columbia, Maryland and Virginia each year. Additionally, MedStar Health provides more than $283 million in charity care and community benefit on an annual basis. 

MedStar Health's areas of clinical activity include oncology, cardiology, cardiac surgery, 
rehabilitation, neurosciences, orthopedic surgery, women's services, and emergency and 
trauma services. MedStar has comprehensive sen/ices including primary, urgent and sub- 
acute care, medical education and research. Other health-related services include home 
health and long-term care. MedStar also operate nursing homes, senior housing, adult day 
care, rehabilitation and ambulatory centers, as well as MedStar Physician Partners, a 
comprehensive physician network in Maryland and the Washington, D.C. region. 

B. MedStar Georgetown University Hospital ‘ 

MedStar Georgetown University Hospital (“MedStar Georgetown" or “MGUH") is a duly 
licensed and accredited, not-for-profit, acute-care teaching and research hospital with 609 
beds, located on Resen/oir Road in Northwest Washington. The Georgetown University sold MGUH to the MedStar Health System in 2000. MedStar continues to operate MGUH, the 
national capital area's oldest and most recognized academic teaching hospital. Since its 
founding in 1898, the hospital has been dedicated to promoting health through education, 
research and patient care. This mission is shaped by and reflects Georgetown's Catholic, 
Jesuit identity, and is founded in the Jesuit principle of cura persona/is— caring for the whole 
person. 

MedStar Georgetown is committed to offering a variety of innovative diagnostic and treatment 
options within a trusting and compassionate environment. MedStar Georgetown's Centers of 
Excellence include cancer, neurosciences, gastroenterology, transplant and vascular 
diseases. Along with stellar nurses, internationally recognized physicians, advanced research and leading technologies, MedStar Georgetown's healthcare professionals have earned a 
reputation of medical excellence and leadership. The Hospital's Radiology Department has 
received the American College of Radiology accreditation as a leading provider of MRI, CT, PET, Nuclear Medicine and Mammography services, as well as being designated by the ACR as a Breast Imaging Center of Excellence. 

Over the past century, the hospital has grown to include a community physician practice, the 
NCI-designated Lombardi Comprehensive Cancer Center (see below) and scores of clinical 
departments and divisions. Through its 100-year relationship with Georgetown University, the 
hospital collaborates in training students from both the school of medicine (almost 500 
residents and fellows annually) and the school of nursing. Additionally, MedStar Georgetown 
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works closely with the university's research enterprise to help bring innovative therapies from 
the scientific laboratory to the patient bedside. 

With a 609-licensed bed hospital and primary care providers at eleven sites in Washington, 
D.C., Maryland and Virginia, MedStar Georgetown University Hospital's clinical services 
represent one of the largest, most geographically diverse and fully integrated healthcare 
delivery networks in the area. 

C. MedStar Health Cancer Network 

The MedStar Health Cancer Network combines the strengths of clinical care, research, and academics in order to provide patients greater and more convenient access to world-class 
comprehensive cancer care and clinical trials throughout the Washington, D.C., metropolitan 
area. The Network is comprised of four MedStar Health hospitals: 

- MedStar Georgetown University Hospital's Lombardi Comprehensive Cancer Center, 
the area's only center to earn the National Cancer lnstitute's (NCI) distinction as a "comprehensive cancer center" 

- MedStar Montgomery Medical Center 
- MedStar St. Mary's Hospital 
- MedStar Washington Hospital Center 

The goals of the MedStar Health Cancer Network are to coordinate cancer services for 
patients at MedStar's Washington-region hospitals, to significantly expand and support the 
important research and clinical trials embedded within Georgetown's Lombardi 
Comprehensive Center, as well as to extend the magnitude and reach of our oncologic 
sen/ices. 

As a result of the formation of this Network all residents in the region have access to top- 
quality, research-informed cancer care that is the hallmark of NCI-designated comprehensive cancer centers. MedStar Health's multi-disciplinary approach to cancer care and research 
provides the highest level of care for patients and results in better outcomes. 

D. Lombardi Comprehensive Cancer Center 

In 1970, Georgetown University authorized the establishment of a cancer center in the 
hospital. The cancer center was named in honor of Vincent T. Lombardi, former coach of the Green Bay Packers and the Washington Redskins, who was treated for cancer at Georgetown 
University Hospital. The Lombardi Comprehensive Cancer Center (“Lombardi Cancer Center" 
or “LCCC") was established with funds from the University, federal government and private 
sources. John F. Potter, MD was the founding director. In 1974, in conjunction with Howard 
University, Lombardi became the 16th National Cancer Institute-designated Comprehensive Cancer Center. The designation was renewed in 1990 under the direction of director Dr. Marc Lippman, and again in 2003 under Dr. Richard Pestell. Lombardi is led today by Dr. Louis M. Weiner. The Lombardi Comprehensive Cancer Center is one of only 41 NCI-designated 
comprehensive centers in the country and it is the only center in the Washington Metropolitan 
area to hold this designation. The Lombardi Cancer Center continues to demonstrate 
significant growth in clinical and research faculty membership. Likewise, peer-reviewed 
funding for cancer research, treatment, education and community outreach activities continues 
to increase.

.
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The primary objective of the Lombardi Cancer Center is - and always has been - to provide the 
most advanced treatments available to Lombardi patients and, ultimately, to find a cure for this 
devastating disease. To this end, the Georgetown University leadership aggressively ' 

encourages and supports multi-programmatic and multidisciplinary research, while MGUH, 
through the Lombardi Cancer Center, maintains a commitment to the highest quality patient 
care. The partnership between Lombardi and MGUH ensures that patients have access to 
cutting -edge cancer care, provided by dedicated cancer professionals in a supportive and 
caring setting. With the approval of this application, the Lombardi Cancer Center will further its 
commitment to providing innovative, cutting-edge cancer treatment to its patients. 

ll. DESCRIPTION OF THE PROJECT 
A. Project Overview 

MedStar Georgetown and the Lombardi Cancer Center propose to expand our current 
Radiation Medicine program to incorporate a proton beam therapy system. The system 
proposed is the Mevion S-250 Proton Radiation Beam Therapy System. The Mevion S-250 is 
an FDA-approved low cost, one-room integrated device designed to administer proton 
radiation treatments to patients. The system is a completely integrated system incorporating all 
functionality necessary to efficiently treat patients with proton beams. Additional information 
regarding this technology is set forth in several sections of this application. 

MGUH will purchase the Mevion S-250 for a negotiated, reduced price of $22,000,000. 
Installation of the technology will not require significant renovation or expansion of the 
Lombardi Cancer Center. As such, construction costs are estimated to be approximately 
$10,000,000, bringing the entire capital expenditure for this project to total $32,089,000, 
including certain ancillary costs. We anticipate completion of the project within one year of CON approval. 
See Exhibit #7, Mevion System Build Agreement. 

The principal objectives of this project are to: 

o Increase the clinical service capabilities of the Department of Radiation Medicine and 
the Lombardi Comprehensive Cancer Center by providing access for Washington 
metropolitan area residents to advanced cancer therapies; 

o Improve and build on MGUH’s existing expertise in stereotactic radiosurgery and 
maximize the synergies and efficiencies of existing programs and clinical infrastructure; 

o Advance knowledge about proton therapy through research and provide for the training 
of future physicians, nurses, physicists, and technical students in these lifesaving 
procedures; 

o Educate the local medical community and residents of the availability and benefits of 
proton therapy as a treatment option and to provide access to this lifesaving procedure 
at Lombardi Comprehensive Cancer Center - nationally recognized for its expertise in 
radiation and stereotactic radiosurgery therapies. 

MGUH’s experienced medical team is in place and highly skilled in stereotactic radiosurgery 
therapy. Our team will be able to incorporate the proton system as a therapy for patients 
within the Lombardi Comprehensive Cancer Center with minimal start-up time and costs. 
Equally important, given our highly skilled clinicians and technicians, MGUH will not be 
hindered by a significant learning cun/e which a newly assembled team would likely face. We
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believe this will ultimately have a positive impact on patient outcomes. MGUH physicians 
anticipate that a portion of our patients currently being treated with CyberKnife, will be 
appropriate candidates for proton beam therapy once it becomes available. 

Project Components
_ 

1. Building the Proton Vault 

The proton system requires a three-stony concrete lined building with a treatment room and 
walkway above and below the treatment room for accessing the proton arm for sen/icing. In 
addition to the treatment vault, construction includes a room to house the equipment controls, 
a patient staging area, and a computer console area at which physicists, physicians, and 
technicians monitor the patient treatment through visualization and by computer monitors. 

A separate generator for back-up power will be included in the project to insure uninterrupted 
power for treatment continuity and to cool the cyclotron. 

See Exhibit 8, Architectural Drawings of Proposed Facility 

2. /nsta//inq the Mevion S-250 Proton Clinical Svstem 

The Mevion S-250 clinical environment has been designed to operate similar to conventional 
radiation devices as a fully integrated system with high precision patient positioning and 
imaging. All systems are controlled by a modern, three-tiered control architecture that includes 
complete integration with oncology information systems (including the Aria oncology medical 
record) to support scheduling, verification and recording of the treatments. A 6-degree robotic 
couch moves the target to its treatment position with sub-millimeter accuracy. The 2D/3D 
radiographic imaging system is used to accurately confirm patient position and apply final 
alignment corrections. Once the patient is in position, the dedicated TriNiobium Core power 
source delivers the beam on demand with no waiting for beam access. With Mevion’s patient 
management technology, clinicians can deliver high accuracy image-guided treatments, safely 
and efficiently. 

3. Related Renovation 

The project will also include renovation to the front entrance of the lobby to the Lombardi 
Comprehensive Cancer Center to include a new covered entrance for patients arriving for 
treatment. Additional office space will be added adjacent to the vault. 

B. Justification for the Introduction of Proton Beam Therapy 
The Lombardi Comprehensive Cancer Center is the only NCI-designated cancer center in the 
D.C. Metropolitan area. MGUH has one of the highest stereotactic radiosurgery procedure 
(CyberKnife) volume of any center in the country. MGUH's radiation oncologists, 
pulmonologists, urologists, and breast surgeons led the way in developing treatments for 
certain prostate, breast, and lung cancers - cancers better treated with CyberKnife. MedStar 
has continued to invest in MGUH’s Radiation Medicine program with the addition of a second 
CyberKnife to serve the Washington metropolitan area patient population. The addition of 
proton therapy to MGUH’s radiation service will continue to build on our existing platform of 
advanced therapies for the treatment of complex cancers.
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MGUH is also the only academic medical center and research institution in the Metropolitan 
area that operates a dedicated cancer treatment center. MGUH is committed to training its 
clinicians on the most current, state-of-the-art technology available. The hospital prides itself on offering the most innovative modalities for the treatment of its patients, the education of its 
students, and the ongoing training of its clinical staff. ln that regard, the introduction of proton beam therapy at this time is the next logical step in MGUH’s ongoing efforts to enhance and upgrade to the latest, most innovative radiation therapy technology. 

In furtherjustifying the approval of this project at Georgetown, MGUH’s unique status as the 
only cancer treatment provider that sen/es both the pediatric and adult populations in 
Washington, D.C. should be given great weight. Proton beam therapy is particularly effective 
for children. The treatment of pediatric tumors with proton therapy provides an opportunity to 
significantly reduce the acute and long-term complications associated with conventional 
radiation therapy in children. The pediatric population is sensitive to the effects of radiation 
therapy, and many of its long-term effects, such as growth abnormalities, second 
malignancies, neurologic complications, cardiac and pulmonaw toxicities, and infertility may all be reduced with the use of proton therapy. 

Given the clinical and technological expertise involved, it is critical to have the appropriate 
institution in place to implement this advanced therapy. The MGUH Lombardi Comprehensive Cancer Center is clearly the institution that has all of the necessary resources to support and ensure quality care for cancer patients who need proton therapy. MGUH has the track record and expertise in the multiple available cancer treatment modalities and clinical training to assure that the proposed proton therapy sen/ice will enhance the best outcomes available, and that proton therapy will be properly integrated within a cancer patient's treatment plan at 
the direction of each patient’s full-time on-site clinical team. 

Introducing proton therapy at MedStar Georgetown Lombardi Comprehensive Cancer Center would provide the residents of the District of Columbia and the metropolitan Washington area access to advanced, state-of-the-art treatment options for tumors, performed by a nationally 
recognized team of experts and academicians in radiation medicine. 

Question 49: Consistency With the State Health Plan 

Overall, the project is consistent with the District State Health Plan standards for availability, 
accessibility,»quality, acceptability, continuity and cost. The following demonstrates how the MGUH, in general, and this project, in particular, meets the criteria and standards set forth in 
the State Health Plan: ‘ 

A vailabilitz Criterion 
The District of Columbia should have available adequate but not excessive services to be geographically located for ease of access by District residents. Additionally, 
availability of health services and health resources in the District should be based on the demonstrated health care needs of the population, not on economic demand or personal desire for potentially unnecessary or inappropriate care.
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CON applicants for a Certificate of Need who propose to locate their services in undersen/ed 
areas of the District should be given prioritv over other applicants. 

Response: 

Proton beam therapy is not currently available in the District of Columbia or the Washington 
Metropolitan region. While MGUH is not located in an underserved area of D.C., our sen/ices 
are accessible to the entire metropolitan Washington area. MGUH is a referral site for 
oncology patients seeking advanced treatment modalities throughout the city and the region. 
This will be the case with the proton beam cancer treatment as well. MGUH is a referral site 
for oncology patients seeking advanced treatment modalities throughout the city and the 
region. See also, response to the Accessibility criterion standards below. 

CON applicants seeking to establish a new sen/ice must demonstrate an unmet need among 
the proposed target population. 

ElDescribe the target population to be served. 
Elldentifv the needs of the target population. 
ElExplain whv current providers cannot meet the proposed need for service. 
|1Explain how the proposed sen/ice plans to meet the identified need. 

Response: 

See Response to Question #51. 

CON applicants requesting expansion of services should demonstrate that existing utilization 
of such services system-wide meets or exceeds minimum volume standards and that there is 
a need for additional capacity within the immediate sen/ice area. 

Response: 

Not Applicable. This proposal is not for an expansion of existing sen/ices for which there is 
existing capacity. - 

CON applicants must demonstrate the impact of proposed services on existinq_providers and 
the health care deliverv svstem. An applicantshall provide information and analvsis with 
respect to the impact on geographic and demographic access to services, on occupancy, 
gualitv, on costs and charges of other providers, and on costs to the health care delivery 
system. 

Response: 

Proton beam therapy services are not offered by any other provider in the region. lf approved 
this will be the first proton beam program offering access to PROTON BEAM THERAPY in the 
region. Patients currently in need of this treatment regimen must leave the area for care. 

Moreover, MGUH anticipates that approximately 90% of the patients who will utilize the proton 
beam therapy service, will be drawn from our own patient population, and referred by our own 
MGUH-affiliated physicians. -Thus, the introduction of proton beam therapy at MGUH will have 
no impact on other cancer treatment providers in the District.
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CON applicants are encouraged bv the SHPDA to develop a consortia approach or other 
resource sharing arrangements in the provision of costlv new services. 

Response: 

MGUH carefully considered the option of investing in a larger (3-4 room) proton beam system 
with another D.C. provider. Upon consideration of the project costs for such a joint venture, in 
addition to the possibility that the center might not be located on the Lombardi campus, the 
site of MGUH’s education and research activities, it was determined that such a collaboration 
was not feasible, nor was it in the best interests of our patients, students, or clinicians. 

MGUH, however, is integrally involved with other area providers, particularly with regard to our 
academic affiliations. First, through a major program affiliation with MedStar Washington 
Hospital Center ("MWHC"), physicians from MWHC serve both on MWHC's medical staff as 
well as on the faculty at MGUH for radiation therapy services. In addition to our affiliations 
with our sister facilities, MWHC and MedStar National Rehabilitation Network, MGUH is 
currentlyiengaged in GME affiliations with the following D.C. hospitals: Children's National 
Medical Center for neurology residents; Howard University Hospital for internal medicine and 
oral surgery rotations; and Providence Hospital for family medicine. ln addition, MGUH also 
shares GME affiliations with: Walter Reed for gastro-intestinal residents; the Veterans Affairs 
Medical Center, and the National Institutes of Health for several specialties, including a major 
rotation in oncology; and lnova Fairfax for podiatry and pediatrics. 

lnaddition to the numerous area providers who utilize programs at MGUH for various 
purposes, MGUH also extends its resources to other providers. For example, there are - 

currently two members of the MGUH medical staff— a pediatric surgeon and a transplant 
surgeon — who provide services on-site at Children’s National Medical Center. 

CON applicants 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 SHPDA with a 
written notice and explanation as to whv the conditions or commitments were not met. 

Response: 

MedStar Health is in compliance with the terms and conditions of all previously awarded 
certificates of need. 

MGUH meets the State Health Plan Availability Criterion. 
Accessibility Criterion 

CON applicants should not deny servicesbecause of age, sex, race, creed, religion, 
sexual orientation, color, national origin, socioeconomic status, legal status, disability, 
prior hospitalization, diagnosis, prognosis, organizational affiliation, ability to pay or 
payer source.
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Financial eliqibilitv requirements should not be a barrier to services for persons who are 
uninsured or underinsured. 

Response: 

MedStar Georgetown University Hospital does not deny services based on any protected 
status, including age race, ethnicity, color, religion, creed, culture, language, physical or 
mental disability, sex, sexual preference or orientation, national origin, legal status, prior
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hospitalization, diagnosis, prognosis, disability, gender identity or expression or socioeconomic 
status or payer source. ' 

MGUH is committed to ensuring that uninsured patients within its service area who lack 
financial resources have access to medically necessary hospital services. If patients are 
unable to pay for medical care, have no other insurance options or sources of payment, 
including Medical Assistance, litigation or third-party liability, such patients qualify for free or 
reduced cost medically necessary care. ' 

MGUH meets or exceeds the legal requirements by providing financial assistance to those 
individuals in households below 200% of the federal poverty level and reduced cost-care up to 400% of the federal poverty level. 

See Exhibit #9, Patient Rights and Responsibilities. 
See Exhibit #10, MGUH Policy on Patient Rights and Responsibilities. 
See Exhibit #11, MGUH Community Health Assessment. 
CON applicants should meet Medicaid and Medicare standards for services that are 
reimbursable and secure and maintain Medicaid certification. 

Response: 

MGUH is certified as having met the conditions for participation in the Medicaid and Medicare 
programs. 

CON applicants should have written policies qovernin_q_provision of sen/ices without charge for 
indiqent patients in accordance with the uncompensated care obligation under D. C. Official 
Code§ 44-405 (al. ' 

Response: 

MGUH works with uninsured patients to gain an understanding of each patient's financial 
resources and then assists them with obtaining coverage for their care: 

I MGUH provides millions of dollars in free care every year. ($5,371,925 in 
uncompensated care and $56,648,214 in total community benefits in CY 2011. This 
does not include the $11,957,084 in bad debt that MGUH experienced in CY 2011.) 

- MGUH provides assistance with enrollment in publicly-funded entitlement programs 
(e.g. Medicaid) or other funding that may be available from other charitable 
organizations. . 

- Patients that do not qualify for medical assistance may be eligible for an extended 
payment plan to pay for medical bills.
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I ‘Patients who believe they have been wrongfully referred to a collection agency, have 
the right to contact the hospital to request assistance. 

- Under D.C. law, MGUH has an obligation to make its services available to all people in 
the community. We do not discriminate against a patient or applicant for services 
because of age, race, color, religion, creed, culture, language, physical or mental 
disability, sex, sexual preference or orientation, national origin, legal status, prior 
hospitalization, diagnosis, prognosis, disability, gender identity or expression or 
socioeconomic status or payer source. We are also obligated to provide a reasonable 
volume of services without charge or at a reduced charge to persons unable to pay. 
Patients that believe they have been improperly denied services are encouraged to 
contact the hospital's Admissions Department or Business Office, or the District State 
Health Planning and Development Agency. 

CON applicants may establish slidinq fee scales based on ability topay and establish special payment plans for individuals unable to make lump sum payments for sen/ices rendered. 
Response: 

See response to previous standard above. 

CON applicants should have available information about alternative sources of financial 
assistance and refer patients, as appropriate, to such resources. 

Response: 

See response to previous standard above. 

Facilities must be architecturally desiqned to meet the needs of persons with disabilities. 
Services should be geographically decentralized and available in neighborhoods throuqhout 
the District and should establish hours of operations that are convenient to the tarqeted 
population. 

Response: 

MGUH has made a number of provisions to help our patients with disabilities. The proton beam therapy center will be fully accessible and ADA-compliant. 

With regard to transportation, MGUH facilities are also easily accessible. For our visitors and 
patients using DC Metro, Georgetown provides free shuttle sen/ice for patients, visitors and 
families to and from the Dupont Circle (Massachusetts Avenue and 20th Street) and Rosslyn 
Metro stations. All of our shuttle buses are ADA accessible and operate from Monday to 
Friday. The D6 bus stops right in front of the hospital. Finally, all vehicles with a disability tag 
are provided valet parking services at no additional cost beyond the standard parking rates. 

For our hearing-impaired patients requiring an inpatient stay or a visit to one of_0ur many 
clinics: 

o We provide in-person sign language interpreters for our inpatients during their 
physician's rounds and all clinic visits. 

~ Video sign language interpretative services are available in many areas of the hospital 
and can be used when acceptable to patients.
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o All inpatient rooms and waiting areas are equipped with closed captioned TVs. 
o Several other communication assistance devices are available upon request such as 

TTY/TTD devices, amplified telephone handsets, assistive listening devices and call 
bells. 

As regards MGUH’s hours of operation, MGUH is a 24/7 operation with services available to 
patients in a timely manner as medically necessaly. lt is our intention, however, to operate the 
proton beam therapy center for fourteen (14) hours per dayl five (5) days per week. 

See Exhibit 12, Americans with Disabilities Act (“ADA”) Policy 

CON applicants must provide evidence that it has adequatelipplanned for any temporary move 
or relocationof any facility or service which may be necessary durinq any_proposed 
construction period, and evidence that the applicant has planned adequately to assure patient 
protection from noise, dust, etc. and to the extent possible, continuation of services durinq any 
proposed construction period. 

Response: 

The project as designed does not impact existing patient care services in a manner that would 
require relocation. 
CON applicants must provide access to services free from all barriers. No barriers 
(architectural, communication, transportation,_procedural, or financial) to the delivery of . 

services shall exist. 

Response: 

The project, as required by District and Federal licensure andl or certification and building 
codes, will meet physical accessibility requirements. As noted above financial policies and 
requirements are in place to ensure that all patients get the care that they need without regard 
to financial consideration. The Metro system is very accessible and user friendly. Shuttle 
buses are available at the Dupont and Roslyn Metro stations. The D6 bus stops directly in 
front of the hospital. MGUH provides adequate parking for automobiles and bikes and a 
supportive environment for pedestrians accessing the campus. 

CON applicants must describe arranqements to be developed to maximize accessibilitL(e._c1p, 
hours of operation,_parkinq facilities, and transportation for related sen/ices, and 
reimbursement by Medicaid and other third partippayers). 

Response: 

See previous responses above. 

CON applicants should have translation. siqn lanquaqe interpretation, and/or interpreter 
capabilities for the maior lanquaqes of non-Enqlish-speakinq_patient populations and ensure 
staff is aware of the cultural mores of the population. 

Response: 

Interpreter services for both American Sign Language (ASL) and over 175 spoken languages 
is available 24/7 to all patients and families for appointments, procedures and hospital stays. 
Interpretation is provided by video and phone through the MedStar Interpreter Network 
(MlN)—an on-demand spoken and sign language interpretation system which provides
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immediate access to qualified medical interpreters. There is no cost to patients or families for 
interpretation at the hospital. 

All interpretation on the MIN system is provided remotely by MGUH and other hospital-based 
medical interpreters on a closed and secure network. MIN interpretation is not broadcast or 
recorded. 

Video interpretation is also available in Spanish and 10 other languages on the MedStar 
Interpreter Network at MGUH. The network also provides qualified medical interpretation by 
phone at no cost to patients and families in over 175 languages throughout the hospital for all 
appointments, procedures and hospital stays. 

MGUH interpreters or language services advocates provide MIN and in-person interpretation, 
and also assist patients and families with any cultural or special needs. Language Sen/ices 
Advocates are available Monday through Friday, 8 a.m. to 5:30 p.m. and Interpretive sen/ices 
are available 24/7. 

CON applicants should provide health services in a time/v manner. 
Response: 

MGUH is a 24/7 operation with services available to patients in a timely manner as medically 
necessary. Proton beam therapy services are not provided on an emergency basis and all 
appointments will be scheduled at a time most convenient to the patient, whenever possible. 

CON applicants should ensure program desiqn and administrative procedures should not 
discourage individuals in need from seeking and obtaining care 

Response:
V 

Admission policies and patient selection criteria for proton beam therapy will be based solely 
on clinical considerations. All potential Proton beam therapy patients meeting clinical selection 
criteria will be provided social and financial assistance and support to remove any barriers to 
obtaining Proton beam therapy services. 

In terms of financial accessibility, MGUH complies with District of Columbia uncompensated 
care requirements including adherence to the requirements to provide free care, to provide 
notice of free care availability and to maintain records regarding the provision of free care. In 
calendar year 2011, MGUH provided a total of $5,363,781 in uncompensated care services 
and total community benefits of $56,648,214, not including bad debt in the amount of 
$11,957,084. 

Financial counseling and social services support is provided to assist patients with identifying 
resources for financing their health care costs. MGUH provides assistance for patients 
enrolling in public assistance programs. Interpreters are provided when needed for non- 
English speaking patients. 

MGUH meets the State Health Plan Accessibility Criterion. 
See Exhibit #13, MGUH Financial Statement on Charitable Care.
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Quality Criterion - See also, Response to Question 71. 

CON applicants should have an individualized care plan for all patients that is reviewed and 
revised on a reqular basis by all providers of care. 

Response: 

MGUH complies with this standard evidenced by meeting/exceeding licensure and 
accreditation standards which require individualized care plans. Lombardi has a 
multidisciplinary approach to ensure that each patient’s plan of care is individualized and 
meets the needs of the patient/family. 

See Exhibit #14, MGUH Certificate of Accreditation by The Joint Commission. 
See Exhibit #15, MGUH D. C. Department of Health License. 

CON applicants should develop individualized care plans consistent with required licensure 
and certification to ensure the provision of an entire ranqe of sen/ices, includinq services 
required after discharge from an inpatient facilitip 

Response: 

MGUH complies with this standard as evidenced by meeting/exceeding licensure and 
accreditation standards. Lombardi works with District Partners to ensure the continuity of care 
across the continuum. 

See Exhibits #14 and #15. 

CON applicants shall provide or formally arranqe for any service deemed as a necessary 
component of the individualized care plan. 

Response: 

MGUH complies with this standard as evidenced by meeting/exceeding licensure and 
accreditation standards. 

See Exhibits #14 and #15. 

CON applicants should have a written policipprovidinq for medical supervision of patients and 
the prescription of a planned reqimen for total patient care. A medical director must oversee 
and coordinate the provision of medical care in the facility or service. 

Response: 

MGUH complies with this standard as evidenced by meeting/exceeding licensure and 
accreditation standards. 

See Exhibit #16, Rules and Regulations of the Professional Staff.. 
See Exhibit #17, MGUH Policy on the Documentation of Licensure, Certification and 

Registration of Professional Staff.
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CON applicants should demonstrate development of a c/ualitv improvement plan that clearly 
indicates responsibilities and accountabilitv and defines a process for ongoing evaluation and 
assessment. 

MGUH complies with this standard as evidenced by meetinglexceeding licensure and 
accreditation standards. 

See Exhibit #18, MGUH Quality and Patient Safety Improvement Plan FY 2013 with 
Methodology (p. 10). 

See Exhibit# 19, Overview of Center for Patient Safety. 

CON applicants should implement a Continuous Qualitv Improvement (CQI) process into their 
organizational structure and sen/ice deliverv system as follows: 

1. Establish a qualitv improvement plan and staff to coordinate and implement the CQI 
process. 

2. Involve interdisciplinary teams of treatment staff and management to monitor 
administrative and patient records to ensure compliance with kev qualitv indicators of 
care and provide appropriate training of all personnel. 

3. Monitor utilization of services and treatment outcomes. 
4. Document all findings and corrective actions. 

Response: 

Performance Improvement is ultimately overseen by the Board of Directors Quality Safety and 
Professional Affairs Committee (SPAC). Two committees reporting to the SPAC — the Quality 
and Safety Executive Committee and the Medical Executive Committee — serve as the 
leadership for the following:

_ 

The Quality and Safety Executive Committee sen/es as the leadership for activities associated 
with achieving measured, reliable, system-wide quality performance across all dimensions of 
care and service. The committee promotes a culture of organizational improvement and 
patient safety and oversees the evaluation and implementation of system changes designed to 
achieve excellence in patient care and sen/ices. The responsibilities include: ' 

o Prioritize organizational improvement activities to be aligned with strategic initiatives 
and focused on improving organizational performance and patient safety. 

o Oversee improvement activities through review of reports and approval of 
recommendations from efforts focused on departmental performance improvement; 
patient physician and employee satisfaction; patient, employee and environmental 
safety; and regulatory compliance.

. 

o Provide the resources and systems support necessary to assure success in the 
implementation of improvement strategies as well as efforts towards risk reduction and 
risk prevention. 

o Review results, action plans and follow up of Performance Improvement activities and 
the findings of all Root Cause and Failure Mode and Effects Analyses to assure the 
processes have been thorough, that the appropriate process owners have been 
assigned accountability for action items, and that any barriers to successful 
implementation have been addressed. 

~ Review of suits and claims to determine whether the care provided met the standards 
of care and if the case identifies any system issues related to either a clinical service or 
the Hospital as a whole. '
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0 Annual review of the Quality and Patient Safety improvement Plan, Sentinel Event 
follow-up, and Environment of Care Management Plans to assure that the processes 
are meeting the objectives and are in compliance with the most recent standards of 

_ 

external accrediting or licensure agencies. 

In the event of a significant adverse event/near miss, as declared by the President or VPMA or 
CNO, an ad hoc group of members of the committee will meet to: 

~ Cond_uct a thorough and credible root cause analysis under the auspices of peer 
review and/or systems review per the Sentinel Event Policy. 

- Report an accurate timeline of events and recommendations to decrease the likelihood 
that a similar event would occur. 

The Medical Executive Committee (MEC) will meet monthly and at the call of the chair when a 
significant event has occurred which requires immediate review and intervention. 

The MEC is responsible for creating, implementing and overseeing several activities and peer 
review committees. Reports include comprehensive reports from each of the clinical services 
which address case review, quality indicators and performance improvement activities in the 
department; committee reports from infection Prevention, Pharmacy and Therapeutics, Pain 
and Sedation, Blood Utilization Review Committee, Clinical Ethics, Cancer Committee, Center 
for Patient Safety, Compliance, CPR, Emergency Preparedness, Medical Records, Organ 
Donation, OR Safety, and Radiation Safety and approval of Hospital policies and procedures, 
clinical standard practices and clinical guidelines. 

Responsibilities: 

o To review clinical departments’ performance improvement / practice committee 
activities and trends with respect to clinical outcomes, quality improvement, risk 
management, and utilization management. 

- Ensure standards of care for all patients through promotion of the use of evidenced 
based practice. 

o To review and recommend changes to hospital standard practices, policies and 
procedures which impact clinical care on behalf of the Medical Staff. 

o Review the activities of Hospital and Medical Staff Standing Committees, as they relate 
to clinical practice, to assure coordination, implementation, and communication of 
activities related to those required functions which cross multiple disciplines and patient 
types. 

~ To function as the approval body for any medical staff for recommendations from the 
following committees: Infection Prevention, Pharmacy and Therapeutics, Pain and 
Sedation, Blood Utilization Review Committee, Clinical Ethics, Cancer Committee, 
Center for Patient Safety, Compliance, CPR, Emergency Preparedness, Medical 
Records, Organ Donation, OR Safety, and Radiation Safety. 

o Oversee a program of concurrent review of admissions and continued stay in 
accordance with applicable criteria, standards and regulations;
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0 Monitor the effectiveness of patient flow l discharge planning activities to assure an 
appropriate and timely level of care across the continuum. 

CON applicants should provide documentation of management efforts includinqprob/em 
identification, analvsis, action plan, implementation, and re-evaluation. 

See previous response. 

CON applicants should be in compliance with all federal and District health and safety 
regulations, applicable Joint Commission on Accreditation of Healthcare Organizations {JCAHO) and other appropriate national accrediting organization standards, and applicable 
local certification standards. 

Response: 

MGUH is accredited by The Joint Commission, the American College of Surgeons, The 
National Committee for Quality Assurance, and the Accreditation Council on Graduate Medical 
Education. MGUH is licensed by the D.C. Department of Health. The hospital is a member of 
the American Hospital Association and the Council of Teaching Hospitals, a division of the 
Association of American Medical Colleges. The Lombardi Comprehensive Cancer Center is 
designated a comprehensive Cancer center by the National Cancer Institute of the National 
Institutes of Health, one of only 41 such centers so designated in the country. 

See Exhibits #14 and #15. 

Sen/ices should be delivered bipprofessionals and paraprofessionals certified bv the 
gppropriate licensing authorities or professional bodies. 

Response: 

MGUH complies with this standard as evidenced by meeting/exceeding licensure and 
accreditation standards. The Hospital conducts primary source verification of all licensure and 
certification upon hire, appointment, and prior to the time of renewal. 

See Exhibits #14, #15 and #17. 

CON applicants must demonstrate and provide assurances that adequate qualified personnel 
are available at all times to meet the needs of patients. 

Response:
. 

MGUH complies with this standard as evidenced by meeting/exceeding licensure and 
accreditation standards. Staffing plans provide appropriate qualified personnel to meet or exceed patient needs. Annual and ongoing competency reviews ensure that safe patient care 
is continuously provided. 

See Exhibits #14 and #15.
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CON applicants should develop and maintain training and continuing education programs for 
stafi and volunteers. 

Response: 

MGUH has a robust Learning Network which oversees mandatory annual training 
requirements and ongoing courses to ensure that staff are equipped with the knowledge to 
safely care for patients. A parallel system has been established to train volunteers to be 
effective and productive members of the health care team. The standards for nursing 
education are high at MGUH and a clinical ladder has been developed with educational 
milestones. The Hospital is ACCME accredited and offers a myriad of continuing medical 
education offerings. 

Qualifications for practice should be continuouslv updated to keeppace with advancements in 
health care knowledge and techniques. Care should be consistent with recognized standards 
of care. 

Response: 

MGUH complies with this standard as evidenced by meetinglexceeding licensure and 
accreditation standards. As an academic medical center, evidence based care undergirds all 
approaches to patient care. Many of the MGUH physicians and nursing leaders sit on national 
and international organizations that establish and modify clinical standards. As a teaching 
institution, all clinicians met the challenge of ensuring that care provided and taught is state-of- 
the-art. 

See Exhibits #14 and #15. 

CON applicants shall have malpractice insurance consistent with industrv standards. An 
application from an existing facility or services should identifv anv outstanding health care 
licensure deficiencies, citations or accreditation problems as mav have been cited bv the 
appropriate authority. 

Response: 

MGUH is self-insured for malpractice coverage. The plan is fully-funded, actuarially sound, 
and meets industry standards. There are no outstanding licensure or accreditation issues 
pending at MGUH. 

MGUH meets the State Health Plan Accessibility Criterion.
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Acceptability Criterion 

Upon admission, the patient and familylcaregiver will be provided information 
necessary for an informed medical and financial consent. 

CON applicants shall demonstrate how patients and familv/careqivers are informed about the 
nature of their condition, the benefits and risks of available treatment, and the expected 
outcomes; thev should be provided the opportunitv to ask questions and discuss their medical 
record. 

Response: 

There are Patient Navigators in Lombardi to facilitate the patient experience from the initial 
encounter through discharge. 

See Exhibit #20, MGUH Patient Handbook - Patient Rights and Advocacy Information. 
See Exhibit #21, MedStar Health Code of Conduct -Treatment of People and Patient 

Care. 
See Exhibit #22, MGUH Policy on Communication Between Caregivers. 
CON applicants shall demonstrate how patients and familv/caregivers should be provided with 
simple understandable information about fees. billinq_procedures, scheduling of appointments, 
contactinq the unit after hours, and grievance procedures. 

Response: 

See Exhibits #9, #20 and #21. 
See also, Exhibit #23, MGUH Policy on Patient Complaint and Grievance Procedures. 
CON applicants should have an adopted Patient’s Bill of Riqhts. and should make these riqhts 
known to the patient and familv/caregiver as part of an informed consent policv and procedure. 

Response: 

See Exhibits #9, #10, #20 and #21. 

CON applicants should make available to the patient and familv/caregiver an individual copy of 
the Patient’s Bill of Rights which should also be posted in a visible location. 

Response: 

Copies of the patient Rights and Responsibilities are posted in all patientlclinic areas and are 
written in English and Spanish. Other languages are available as well 

See Exhibits #9, #10, #20, and #21.
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CON applicants should have writtenppublicized grievance procedures for patients, careqivers 
and staff that permit expression of concerns without fear of reprisal. 

Response: 

The Hospital Patient Complaint policy outlines the grievance process for patients and 
caregivers and is outlined in the patient handbook. With the culture of safety at MGUH, all 
staff are encouraged to bring issues fonivard without fear of reprisal. 

See Exhibits #20, #21, and #23. 

CON applicants should monitor the grievance procedure in order to maintain or improve its 
effectiveness and to ensure timely resolution of qrievances. 

Response: 

The Hospital Patient Complaint policy outlines the grievance process for patients and 
caregivers and is outlined in the patient handbook. With the culture of safety at MGUH, all 
staff are encouraged to bring issues fonivard without fear of reprisal. 

Patient complaints and compliment correspondence are to be answered within a prescribed 
timeline as outlined in the Hospital policy. Monitoring is done to ensure appropriate adherence 
to the timelines. 

See Exhibits #20, #21, and #23. 

CON applicants should demonstrate that services and facilities enhance the personal privacy 
and dignity of clients. 

Response: 

MGUH has a Privacy Officer and a Patient Advocacy Office that ensures patient privacy and 
dignity. All concerns are swiftly and thoroughly reviewed. 

See Exhibits #20 and #21. 

CON applicants should demonstrate that they have procedures to ensure patient 
confidentiality. ‘ 

Response: 

All employees are instructed annually on the importance of patient confidentiality and are 
required to sign a patient confidentiality agreement, in accordance with MGUH privacy 
policies. 

See Exhibits #20 and #21. 
See also, Exhibit #24, MGUH Policy on Confidential Patient Information and Patient 

Privacy. 
Exhibit #25, MGUH Confidentiality Statement. 
Exhibit #26, MGUH Confidentiality Statement for Students and Visitors.
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CON applicants should demonstrate that all patients and family/caregivers have the option to 
participate in care planning, review and evaluation of services. 

Response: 

Patients and families are encouraged to participate in the development of the individualized 
plan of care. 

See Exhibits #20 and #21. 

CON applicants should demonstrate that the selection of treatment and the availability of 
support services should be conducive to patient cooperation and participation. 

Response: 

See Exhibits #20 and #21. 

CON applicants, to the extent possible, should accommodate the cultural and/or religious 
needs of each patient and family/caregiver. 

Response: 

MGUH has an International Services program and Pastoral Care program that ensures that 
patients and families of all cultures and religions may integrate their beliefs and cultural needs 
into the plan of care. 

See Exhibit #21. 

CON applicants should demonstrate efforts to encourage communitpparticipation including 
informing the Advisory Neighborhood Commissions in their service area. 

Response: 

See Exhibit #27, Advisory Neighborhood Commission 2E Letter of Support. 
-CON applicants should establish procedures for the periodic assessment of their sen/ice 
acceptability as viewed by consumers, the community, and the health care industry and other 
health providers. 

Response: 

MGUH periodically assesses its services to the consumers and the community as described 
below. MGUH periodically conducts a community needs assessment as required by IRS Community Benefits regulations using a community advisory group. 

The community benefit priorities for the hospital are recommended by an Advisory Task Force, 
which consisted of Ward 2 residents, ANC commissioners for Ward 2, public health 
professionals, hospital personnel, and representatives from the Department of Health and 
Department of Aging. 

The Advisory Task Force reviews local secondary data, coupled with District and federal 
community health goals. Task Force members also review the hospitals operating plan, the 
outcomes of prior community health assessments (if applicable), as well as current community
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benefit programs and services. The team develops and helps disseminate a community health assessment tool around four key areas: 1) access to care/sen/ices; 2) key health issues; 3) wellness and prevention; and 4) quality of life. 

In addition to quantitative and qualitative findings, the Task Force considers the hospital’s 
strengths as well as local and regional health goals. Based on their findings, the team makes a recommendation on the priorities. The priorities are approved by the hospital’s President, endorsed by the hospital Board of Directors, and approved by the MedStar Health Board of 
Directors. 

CON applicants should demonstrate they have internal mechanisms to assess the 
acceptability of the services provided to the patient. 

Response: 

MedStar Georgetown University Hospital and MedStar Health strive to ensure high satisfaction 
with sen/ices offered by the hospital, through comprehensive, qualitative and quantitative 
assessments of physician, employee and consumer perceptions of their experiences with the 
care and services they received. Satisfaction data are reviewed by senior management and 
the Board of Directors to identify opportunities for improving and enhancing sen/ices offered. 
Detailed action plans are implemented and monitored to ensure that the patient experience is 
consistently maintained at high levels. The following assessments tools are utilized: 

o Performance/Experience Surveys: 

o Patient Satisfaction Survey 
o Physician Satisfaction Survey 
o Employee Satisfaction Sun/ey 

MGUH also participates in the following activities and has received the following recognitions 
evidencing the acceptability of the sen/ices provided to our patients: 

~ Participation and Posting of Patient Experience Rating from Center for 
Medicare and Medicaid’ Hospital Consumer Assessment of Healthcare 
Providers and Systems (HCAHPS) survey, a national, standardized survey of 
hospital patients about their experiences during a recent inpatient hospital stay. 
This information is posted on the MedStar Health website for all MedStar 
hospitals. 

~ Participation in third-party reviews and consumer report cards that evaluate the 
hospital’s clinical and patient experience from the perspective of various 
consumers and provider organizations. MedStar Georgetown University 
Hospital has received recognition from the following: 

o U.S. News & World Report - Ranked as “high performing hospital for 
cancer, diabetes and endocrinology; geriatrics, gynecology, nephrology 
and neurosurgery; orthopedics; pulmonology; and urology (2012) 
National Cancer Institute-Designated Comprehensive Cancer Center 
American College of Radiology Designated Breast Center of Excellence 
National Parkinson Foundation Center of Excellence 
American College of Radiology Accredited for CT, Mammography, PET, 
Nuclear Medicine 

OOOO
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o American Heart Association/American Stroke Association’s Get with the 
Guidelines Stroke Silver Plus Quality Achievement Award 

MGUH meets the State Health Plan Acceptability criterion. 
Continuity Criterion 

CON applicants should have formal referral agreements to ensure continuity of care and 
coordination of sen/ices with hospitals and other service providers in order to provide a full 
array of sen/ices necessary to give the-most appropriate level and scope of health care 
sen/ices for the patient. 

Response: 

MGUH is a part of the MedStar Health System, an integrated health care delivery system with 
a comprehensive array of health care facilities in the D.C. Metropolitan area, including primary 
secondary and tertiary level services in multiple settings across the continuum of care. 
Protocols are in place to refer patients to the most appropriate site for care as is medically 
necessary. 

CON applicants should be able to demonstrate staffing_patterns consistent with the 
Department of Health or national standards that ensure continuity of care for all patients at 
optimal levels. 

Response: 

MGUH complies with this standard as evidenced by meeting/exceeding licensure and 
accreditation standards. 

See Exhibits #14 and #15. 

Continuity of care should not be obstructed because of the source of care or method of 
payment. Referral agreements should include a range of provisions covering_primary, 
secondary, and tertiary levels of care. Services included may be: emergency, special 
diagnostic, medical surgical inpatient care, social services, home care, and other support 
S6I'VlC8S. - 

Response: 

MGUH does not deny services because of age, sex, race, creed, religion, sexual orientation, 
color, national origin, socioeconomic status, legal status, disability, prior hospitalization, 
diagnosis, prognosis, organizational affiliation, ability to pay or payer source. The hospital is 
committed to ensuring that uninsured patients within its sen/ice area who lack financial 
resources have access to medically necessary hospital services. If patients are unable to pay 
for medical care, have no other insurance options or sources of payment including Medical 
Assistance, litigation or third-party liability, patients may qualify for free or reduced cost 
medically necessary care. 

MGUH meets or exceeds the legal requirements by providing financial assistance to those 
individuals in households below 200% of the federal poverty level and reduced cost-care up to 
400% of the federal poverty level.
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CON applicants should have written policies and procedures for internal communication and 
sen/ice coordination. 

Response: 

See Exhibit #28, MGUH Division of Nursing, Standard of Care Policy on Transfer of 
Nursing Care.

_ See Exhibit #29, MGUH Policy and Procedure for the Admission, Transfer, and 
Discharge of a Patient. 

See Exhibit #30, MGUH Policy on Nurse-to-Physician Communication. 
Health sen/ices should be coordinated and interlinked with other human sen/ice delivery 
systems in the community,_particularIy the social sen/ices delivery system, to promote holistic 
care of the individual.

, 

Response: 

MGUH Department of Case Management maintains linkages with various metropolitan 
Washington human services agencies and community resources for referral and support 
sen/ices for discharged patients. 

See Exhibit 31, MGUH Policy on Patient Referral and Transfer to Other Facilities or 
Agencies 

Hospitals should develop formal agreements with providers who see uninsured patients so 
that they have admittinq_privileqes to hospitals. 

Response: 

MGUH ensures access to clinical care for uninsured patients through its emergency 
department and outpatient clinics. Hospital-employed physicians are also available to see 
patients without insurance. c 

CON applicants in referrin,q_patients.. should include patient records to ensure that continuity 
of care is maintained. Records should include, at minimum, written summaries of care 
rendered as well as current patient care data. 

See Exhibit #28. 

The medical records and information system should enable ready transfer of health 
information. either physically or electronically, from one service provider to another. 

Response: 

MGUH complies with this standard as evidenced by meetinglexceeding licensure and 
accreditation standards. 

See also, Exhibits #14 and #15.
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CON applicants must demonstrate that they have adequate resources and procedures to 
provide for the monitoring of patient progress and as necessary, the abilitv to provide follow up medical and surgical services. 

Response: 

MGUH complies with this standard as evidenced by meeting/exceeding licensure and 
accreditation standards. 

See also, Exhibits #14 and #15. 

CON applicants should have written policies and procedures regarding discharge planning and 
follow-up care. 

Response: 

MGUH complies with the above continuity standard at all levels of care as required and evidenced by current licensure by the DC Department of Health, accreditation by the Joint Commission on the Accreditation of Health Care Facilities, certification by the Centers for Medicare and Medicaid Services for participation in the Medicare and Medicaid programs. The Hospital's policy on Discharge planning outlines the discharge process. 
All patients discharged are provided post discharge information and instructions for continuing care and where necessary, appropriate continuity of care referrals to home health and other 
institutional and community-based services. MGUH has access to the region’s most comprehensive array of health care services-- owned and operated by its parent, MedStar 
Health-- including primary; secondary and tertiary care; and post-acute care services. 

See Exhibit #32, MGUH Policy on Patient and Family Education. 
See Exhibit #33, MGUH Policy on Discharge Planning. 
See Exhibit #34, MGUH Discharge of Patient Procedures. 
See Exhibit #35, MGUH Discharge Orders for Adult Homecare Form. 
Patients and families should be educated prior to discharge regarding the practices to be 
followed for patients at home. 

Response: 

See above response regarding discharge planning. 

CON applicants should have an individualized care plan for all patients, which should include 
the diagnosis and assessment of the client's phvsical and mental health, and a determination 
of an appropriate treatment. 

Response: 

MGUH complies with the above continuity standard at all levels of care as required and 
evidenced by current licensure by the DC Department of Health, accreditation by the Joint Commission on the Accreditation of Health Care Facilities, certification by the Centers for Medicare and Medicaid Services for participation in the Medicare and Medicaid programs. 

All patients discharged are provided post discharge information and instructions for continuing 
care and where necessary, appropriate continuity of care referrals to home health and other
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institutional and community-based sen/ices. MGUH has access to the region’s most 
comprehensive array of health care sen/ices-- owned and operated by its parent, MedStar 
Health-- including primary; secondary and tertiary care; and post-acute care services. 

The MGUH proposal is consistent with the State Health Plan Continuity Criterion. 

Cost Criterion 

CON applicants should provide information on the financial viabilitv of proposals. 
Response: 

See application responses to Questions # 40, #41 and #42. Under any circumstance, the 
introduction of proton beam therapy is a costly proposition. The technology is complex and 
the manufacturing of the equipment is correspondingly expensive. Providers seeking to 
establish proton centers are faced with clear choices. They can either pursue a multi-vault 
system which can cost between $100-200,000,000, require major construction, and take years 
to implement. Alternatively, they choose the latest FDA-Approved technology which involves a 
single-vault system costing significantly less, requiring minimal construction, and which can 
be implemented within a year’s time. MGUH chose the latter, more cost effective, financially 
viable approach. The financial viability of MGUH’s proposal is well-supported. Moreover, it is 
important to note that MGUH’s motivation for bringing proton beam therapy to its radiation 
medicine program is not financial. Rather, MGUH is motivated by its desire to take its cancer 
treatment programs and technology to the next level, for the benefit of its physicians, its 
students, and most importantly, its patients. 

CON applicants should demonstrate that less costlv alternatives are not feasible or 
gppropriate for the tarqet population. 

Response: 

See application response to Question #57. MGUH has chosen the least costly alternative to 
implementing a proton beam therapy sen/ice. 

The costs of construction. equipment, expansion, or renovation of a facilitv should 
demonstrate an active intent to contain costs and should be consistent with costs for similar 
facilities and patient units in the Washington, D. C. metropolitan area. In considering 
applications batched for review, the SHPDA mav qive favorable consideration to whichever of 
the applicants historicallv has provided the higher annual percentaqe of uncompensatedcare 
and the hiqher annual percentage of services to Medicare and Medicaid. 

Response: 

MGUH gave careful consideration to all proton beam therapy modalities in determining the 
most cost effective manner for adding this expensive technology to its platform of advanced 
radiation therapy services. After much research regarding the various modalities available, the 
respective costs of each, and the likely demand for this innovative service in D.C., MGUH 
made the conscious decision to take the more conservative approach and proceed with the 
single vault model. MGUH concluded that this model was equal in quality to the more 
traditional multi-vault systems, and could be introduced at Lombardi at a significantly reduced 
cost than the larger, exceedingly more expensive systems costing hundreds of millions of 
dollars.
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CON applicants shall demonstrate the availability of funds for capital expenditures and 
pperating needs as we/l as the immediate and /ong-term financial proiections of the costs of 
and charges for providing health sen/ices. 

Response: 

See Exhibit #36, MedStar Health Audited Financial Statement. 

MedStar Health has ready access to the resources necessaiy to fund this project, absent any 
outside financing, which will relieve MGUH of any burdensome financing costs. l 

CON applicants must demonstrate the sources and amounts of funding for proposed proiects 
including borrowing details; audited financial statements, lease and purchase arrangementsL 
and other such financial indicators as may be requested by the SHPDA. 

Response: 

See response to the above standard. 

See Exhibit #7. 

CON applicants must provide a written commitment that sen/ices for uncompensated care will 
be offered at a standard that meets or exceeds the District requirements. 

Response: 

MGUH posts its obligation for the provision of uncompensated care on its website and at each 
patient registration site. 

CON applicants must provide a written commitment to participate in the Medicare and 
Medicaid programs. 

Response: 

Not applicable. MGUH is already an existing participant in the Medicare and Medicaid 
programs. - - 

Applicants should submit a pro/ected manpower budget specifying the personnel reguired for 
the staffing of the proposed proiect and a plan for the recruitment and training of personnel. 

Response: 

See application response to Question #43. 

CON applicants shall provide full disclosure of all entities, subsidiaries, or persons within a 
legal chain of control and such other relevant information as may be deemed necessary by the 
SHPDA for full disclosure. y 

See disclosure of entities involved in this project noted in application response to Question 
#48.
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Question 50: Facility Long Range Plan 

The addition of proton therapy to the Lombardi Cancer Center and the Radiation Medicine 
service is consistent with MGUH’s adopted Strategic Plan that calls for building on the 
reputation and strengths of its existing clinical programs. The Plan objectives include the 
continued development of treatment options, collaboration with other academic medical 
centers using advanced treatment therapies and technology for patient care, and development 
of appropriate training programs for physicians, nurses, physicists, and other clinical 
specialties to assure availability of medical professionals to meet future needs across the 
United States. The addition of proton therapy will provide needed capacity and access to 
state-of-the-art therapy for District residents and will provide opportunities for real-time training 
and research under approved IRB protocols for new treatment therapies. The addition of the 
proposed proton system advances the above objectives and capitalizes on the significant 
clinical infrastructure developed in the past several years. 

This unique opportunity to enhance a nationally recognized training and research center will 
benefit the citizens of D.C. through the advancement of science and medicine and provide its 
citizens with cutting edge treatment for tumors. Georgetown University has developed an 
experienced radiation medicine team of national prominence. MGUH has an established 
patient referral base that will bring additional patient volume that will enhance the efficiency of 
the existing radiation therapies and service infrastructure and add to the clinical expertise that 
will benefit all programs. 

Relationship to MedStar Mission 

The strategic goal for the MedStar Cancer Network in the Washington region is the continued 
development of cancer therapies and implementation of a distributed care delivery network 
that connects research and clinical care at sites that are easily accessible to patients and 
provide an enhanced patient experience. This is consistent with MedStar's Mission to sen/e 
our patients and our communities, as well as enhance our service,_patient-first, and innovation 
values. 

The Georgetown University/MedStar Health cancer programs have received accreditation, 
certification and/or recognition from the following organizations: 

0 in 1974, the Lombardi Comprehensive Cancer Center became the 16"‘ NCl-designated 
Comprehensive Cancer Center in the country, and is one of only 41 designated centers 
in the country today. 

~ MedStar Washington Hospital Center (MWHC) has one of the first oncology programs 
in-the nation to be recognized by the Quality Oncology Practice Institute (QOPI) 
Certification Program meeting the ASCO standards for high-quality cancer care. 

0 MWHC Center for Breast Health is one of only two breast centers in the District and 
among 385 nationwide to earn the National Accreditation Program for Breast Centers 
(NAPBC) designation. 

~ Both MGUH and MWHC have received the Breast Imaging Center of Excellence by the 
American College of Radiology (ACR). 

MGUH’s partnership with Georgetown University and the Lombardi Comprehensive Cancer 
Center facilitates and enhances patient access to internationally known clinical and research 
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expertise. The size and breadth of the MedStar system, the availability of cutting-edge 
technology at MGUH and MWHC, and existing community outreach programs will offer 
tremendous benefits and access to the citizens of the District of Columbia. 

The stereotactic radiosurgery and proton therapies are provided under the leadership of 
Anatoly Dritschilo, MD, Chairman of the Department of Radiation Medicine. Dr. Dritschilo is 
currently Professor and Chairman of the Department of Radiation Medicine at Georgetown 
University School of Medicine in Washington, D.C., a title he has held since 2010. He also 
served as Chairman of the Department of Radiation Medicine from 1980 to 2005. Dr. 
Dritschilo graduated from medical school in 1973 and completed his residency in radiation 
therapy at Han/ard Medical School. He joined the Georgetown faculty in 1979 as an Associate 
Professor in the Department of Radiology and has served on the Georgetown faculty since 
that time. Dr. Dritschilo has published nearly 200 articles on radiation therapy and was named a Fellow of the American College of Radiology in 1992. He is a member of over a dozen 
professional societies and sen/es as a reviewer for many professional radiation medicine 
journals. Dr. Dritschilo also holds seven patents. Dr. Dritschilo’s credentials are beyond 
reproach. See Exhibit #37, Anatoly Dritschilo, M.D. Curriculum Vitae. 

Finally, and importantly, given the benefits of proton beam therapy for children in particular, MGUH has three highly-skilled, nationally recognized pediatric oncologists on its medical staff. These clinicians will not only be likely referral sources to the proton beam service, their 
experience and expertise in childhood cancers, and in caring for children with cancer, will 
sen/e as a tremendous resource to the proton beam team as this new technology is introduced 
for the treatment of children at MGUH. See Exhibit #38, Curriculum Vitae for Pediatric 
Oncologists. 

MedStar Georgetown’s experienced medical team is internationally recognized as leaders in tumor treatment, and stand ready to introduce proton beam therapy to cancer patients and 
providers in the District of Columbia. See Exhibit #39, Curriculum Vitae for Radiation 
Therapy Clinicians. 

Question 51: Discuss the need of the population to be served has for the services to be offered or expanded. Explain how you reached the conclusion that there is unmet need. Include an analysis of the area and population to be served, the present and 
future utilization patterns of the proposed facility and service(s), and the impact of the 
proposal, if implemented, on the utilization of existing facilities and services(s) in the 
area. Use the methodology (if any) specified in the Comprehensive Health Plan. 
Demonstration of an unmet need is essential to agproval of an agplication for a CON. 
Response: 

Proton therapy is an established and proven treatment that is currently being implemented to 
improve the prognosis of individuals being treated for a wide variety of cancers. At the present 
time, no proton therapy facilities exist in the greater Washington Metropolitan Area, including 
the District of Columbia, the State of Maryland and Northern Virginia to provide this essential 
care. Given the documented evidence of cancer in all threejurisdictions, and the number of 
cancer patients who will benefit from this therapy based on conservative and expert clinical 
judgment, there is a compelling need now for this innovative treatment modality at MGUH/LCCC. -
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Given the clinical and technological expertise involved, it is critical to have the right institution 
in place to implement this advanced therapy. The MGUH/LCCC is clearly the institution that has all of the necessary resources that best insures quality care for cancer patients who need proton therapy. MGUH has the track record and expertise in the multiple available cancer treatment modalities and clinical training to assure that the proposed proton therapy service 
will offer the best experience available, and that proton therapy will be properly integrated 
within a cancer patient’s treatment plan at the direction of each patient’s full-time on-site 
clinical team. 

As_is the case for other treatment modalities for cancer, proton therapy will be provided on an outpatient basis to patients referred to MGUH/LCCC for advanced radiation oncology sen/ices 
A. Sen/ice Area Analysis 

MGUH/LCCC provides comprehensive treatment sen/ices to cancer patients residing in the Metropolitan Washington area and beyond. Among those sen/ices are the advanced radiation oncology services. 

In order to determine the likely sen/ice area and population to be served by the proposed proton therapy sen/ice, we examined the data on the 1,641 cases of radiation oncology services provided to patients at MGUH/LCCC on an outpatient basis for the 12 month period ending September, 2012. This sample of patients was selected because it represents the population of potential patients most eligible to need proton therapy. In the most recent period, patients referred for advanced radiation oncology services received either conventional 
(photon) radiation therapy services or CyberKnife services at MGUH/LCCC. The proposed proton therapy sen/ice will provide a third treatment option for this patient population. 

As shown below, on TABLE 1, of the 1,641 cancer patients who were treated at MGUH/LCCC 
for advanced radiation oncology sen/ices on an outpatient basis, 402 (24%) were residents of the District of Columbia, 708 (43%) were residents of the State of Maryland, 403 (24%) were residents of the Commonwealth of Virginia, and 128 (9%) were residents of other areas.
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bylurisdiction of Patient Residence 
Radiation 
Therapy Cyberknife Total 

Jurisdiction Patients Patients Outpatients 
DC 272 130 402 
Prince George's 121 145 266 
Montgomery 178 ' 

135 313 
Cha rles 21 34 55 
Howard 2 3 5 
St. Mary's 4 15 19 
Calvert 7 21 28 
Anne Arundel 7 15 22 
Alexandria City 22 8 7 30 
Arlington 32 16 48 
Manassas City 2 3 5 
Fairfax City 1 3 4 
Falls Church City 2 4 6 
Fairfax 131 81 212 
Loudoun 24 17 41 
Fa uquier 6 4 10 
Prince William 27 20 47 
All Other Locations 73 55 128 
TOTAL 932 709 1,641 
Source: MGUH 

The demographic characteristics of these patients is shown on TABLE 2. 697 (42%) were women, 944 (58%) were men,’ 875 (53%) were white, 452 (28%) were African-American, and 316 (19%) were Other/Unknown race. » 

TABLE 2. Patient Statistics, Radiation 
Oncology 

Outpatient Cases 
by Race and Gender 

Demographics Number % 
African American 451 23% 
Declined/Unknown 316 19% 
White 874 53% 
TOTAL 1,641 100% 

Male 944 58% 
Female 

' 

696 42% 
TOTAL 1,640 100% 

Source: MGUH. 

1 The gender of one patient was not recorded.
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The principle geographic source of patients for the proposed proton therapy program will likely 
reflect the existing geographic areas of patients currently referred for advanced radiation 
therapy outpatient services at MGUH/LCCC. Based on the historic utilization of MGUH/LCCC 
for advanced radiation oncology services, we consider the entire Metropolitan Washington Region to be included in the service area for the proposed proton therapy service. A map of 
the proposed service area is shown below and at Exhibit #2. 
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B. Incidence of Cancer Among Service Area Residents 
Cancer is the second-leading cause of death in the United States. Based on National Cancer 
Institute data, the incidence rate for all cancers in the Metropolitan Washington region is 419.7 
per 100,000. This rate yields an estimate of approximately 25,000 new cancer cases in 2011, as shown below.
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?§sr1/199.Ar?if9_r..!\£'_§9..t!lL§E...?_r9.t9!1_Ih.9.£9_9x.§.9rY.i.29 ?????????? 

: Jurisdiction 
2011 

Population All Rate
§ 

Estimated
. 

Cancer
1 

Incidence
I 

bc 571,822 447.5 2,559 
Prince George's 871,233 408.1 3,556 
Montgomery 989,794 . 406.7 4,025 
Charles 149,130 431.5 643 
Howard 293,142 432.5 1,268 
St. Mary's ' 107,484 466.5 501 
Calvert 89,256 474 423 
Anna Arundel 544,403 483.5 2,632 
Alexandria City 144,301 344.7 497 
Arlingto n 216,004 372.8 805 
Manassas City 39,300 385.7 152 
Fairfax City 22,549 385.9 87 
Falls Church City 12,751 391.9 50 
Fairfax 1,100,692 402.5 4,430 
Loudoun 325,405 408.9 1,331 
Fauquier 66,071 420.6 278 
Prince William 419,006 426.7 1,788 
TOTAL 5,962,343 25,026 
Source: National Cancer institute; US Census, 2011 Estimates. 

Among residents of the expected service area for the proposed proton therapy services, will 
be those cancer patients who will be referred to the MGUH/LCCC radiation oncology program 
for evaluation and treatment. 

C. Radiotherapy as a Cancer Treatment Alternative 

The treatment of cancer is built on three cornerstones: surgery, medication and irradiation. 
Cancer patients will receive multiple treatment modalities throughout the course of their 
treatment. However, not all tumor types, or all stages of a specific tumor can be treated with 
each of the three modalities. 

ln the United States, 50 — 60% of cancer patients receive radiation as part of their cancer 
care.2 Throughout the past 20 years, radiation oncology has grown not only in the number of 
providers and facilities that deliver radiation, but also with respect to its clinical applications 
and scientific understanding. Radiation therapy has been credited with improvements in the 
treatment of cancers in the primary, adjuvant, and metastatic settings. Outlined below are the 
facts which demonstrate that radiotherapy as a treatment modality has been and will continue 
to be, an important component of cancer treatment going fon/vard. 

- Nearly two-thirds of all cancer patients will receive radiation therapy during their illness 
- The number of radiation oncologists in the U.S. has been growing steadily. There were 

1,169 radiation oncologists in 1975, 2,272 in 1985 and 3,630 in 1995. 
- In 2004, nearly one million patients were treated with radiation therapy. 

2 http://www.radiologyinfo.org/en/info.cfm?pg=intr0_onco
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- Sixty percent of the patients treated in 2004, or 574,930 individuals, had not previously 
received radiation therapy. * 

o In 2004, patients made about 23.4 million radiation therapy treatment visits to 2,010 
hospitals and freestanding radiation therapy centers. 

- Three cancers — breast cancer, prostate cancer and lung cancer — make up more than 
half (56 percent) of all patients receiving radiation therapy. 

- For most cancer types treated with radiation therapy, at least 75 percent of the patients 
are treated with the intent to cure the cancer, rather than control the growth or relieve 
symptoms like pain. For lung and brain cancers, that number is somewhat lower, with 
59 percent of lung cancer patients and 50 percent of brain cancer patients being 
treated with the goal of curing the cancer. 

- An average linear accelerator is used for 4,500 to 6,500 treatments per year. - The 
average patient receiving external beam radiation therapy receives 29 treatments. 

- In 2004, 11 percent of patients receiving radiation were treated with more than one 
type of radiation therapy. 

- The average radiation oncologist sees between 200 and 300 patients annually. 
- ln 2004, linear accelerators comprised 88 percent of treatment courses. More 

specialized radiation treatments such as Gamma Knife and brachytherapy make up the 
remaining 12 percent. 

Sources: Physician Characteristics and Distribution in the U.S., 2010 Edition, 2004 IMV Medical Information 
Division, 2003 SROA Benchmarking Survey. 

Proton Theragy Utilization 

Proton therapy is one of the most precise and sophisticated forms of external beam 
radiation therapy available. The advantage of proton radiation therapy over X-rays is its 
ability to deliver higher doses of shaped beams of radiation directly into the tumor while 
minimizing the dose to normal tissues. This feature of proton therapy leads to reduced side 
effects and improved survival rates. 

While proton therapy is seen as a valuable treatment option by the leadership of 
MGUH/LCCC, its main drawbacks are seen in terms of costs and availability. On the cost 
side, until recently, implementing a proton therapy program required a capital investment 
well in excess of $100,000,000. As discussed in other sections of this application, the cost 
of implementing the proposed program at MGUH/LCCC is considerably less costly. 
Second, the availability of proton therapy has been limited to only a very few locations in 
the United States. In order to improve access to the full range of radiation oncology 
technologies, we propose on behalf of the six million residents of the Metropolitan 
Washington Region, that Washington, D.C. should now be one of those locations. 

On a clinical level, proton therapy is anticipated to provide the same if not better benefits 
than photon-based therapy, considering the limited clinical data available for certain tumor 
types. The main advantage of proton therapy is its potential for greater accuracy. 

In the United States, there were 10 proton facilities in operation at the end of 2011 that 
report data to the public. These data are shown below:
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at the end of 2011, United States 
Year of Average 
First Total Annual 

Location Name Patient Patients Patients 

# of 
Treatment 
Rooms 

Average 
Annual 

Pts./Room 
California UCSF-CNL ' 

1994 1,391 82 N/A N/A 
California Loma Linda 1990 16,000 762 U'I 152 
Indiana IU Health 2004 1,431 204 J> 51 
Massachusetts Boston NPTC 2001 5,562 556 UJ 185 
Texas MD Anderson 2006 3,400 680 -l> 170 
Florida UFPTI 2006 3,461 692 -l> 173 
Oklahoma ProCure PTI 2009 623 312 Ch 52 
Pennsylvania Upenn 2010 433 433 U1 87 
Illinois CDH 2010 367 367 LU 122 
Virginia HU PTI 2010 N/A N/A U'l N/A 
Missouri Siteman Cancer Cntr. * 2012 N/A N/A l—\ N/A *Opened in May, 2012. 
See Exhibit #40, Siteman Cancer Center Newspaper Articles. 
Source: Proton Therapy Co-Operative Group; MGUH. 

Among these ten facilities, the closest location to the Metropolitan Washington Region is 
the facility located in Hampton, Virginia, nearly 200 miles away from most locations. Local access to proton therapy would benefit patients by allowing them a reasonable daily commute as opposed to long drives or having to stay away from home during their typical 
six to eight week treatment regimens. 

Proton therapy has been used in the treatment of the following types of cancers:
1 . Prostate 

. Lung 

. Uveal Melanoma 
Optic Pathway Gliomas 

. Sarcoma of the Skull Base 

. Sarcoma of Cervical Spine 
Astrocytomas 

. Non-resectable rectal 
9. Liver 
10.Thyroid 
11.Pediatric Cancers 
12.Benign Meningioma 
13. Esphogeal 
14.Head and Neck 
15. Bladder 
16. Brain Tumors 
17. Lymphoma 
18. Kidney/Renal 
19. GYN/Ovary 
20. Uterus 
21 . Cervix 

oo_\|o>o1_4>.ooi\a
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Many of these tumors are located near sensitive tissue and/or other critical bodily structures. As such, proton therapy represents an appealing treatment option in light of its ability to 
precisely target the tumor leaving minimal peripheral tissue damage. From among the current 
applications for proton therapy, the radiation oncology leadership of MGUH/LCCC confirms 
that the current tumor focus for the proposed proton therapy program is to be for spine, 
prostate, brain, lung, head and neck and gynecology cancers, as well as pancreas, liver, 
kidney, and colon cancers. 

The actual number of patients treated by the attending radiation oncologists at MGUH/LCCC is shown below: 

~ TAB.L€.5.-ofiatisfit.59ti?-$_iééBa.°!i9£i9!,9".¢Q!95Y. 

by Attending Physician and Treatment Type 
Radiation 
Therapy Cyberknife Total 

Physician Patients Patients Outpatients 
Collier 58 O 58 
Collins, Brian 164 213 377 
Collins, Sean 191 254 445 
Dritschilo 80 7 87 
Ha rter 252 144 396 
Madu 17 2 19 
Nata rajan 1 O 1 
Satinsky 3 6 9 
Unger 166 81 247 
Unassigned 0 2 2 
TOTAL 932 709 1,641 
Source: MGUH. 

Shown below on TABLE 6. are the estimated number of proton therapy cases and treatments 
that are considered most amenable among the cancer patients who have been treated at MGUH/LCCC for advanced radiation oncology, including CyberKnife. The 1,641 advanced 
radiation oncology cases treated on an outpatient basis at MGUH/LCCC for the tvvelve-month 
period ending September 30, 2012 were reviewed by a clinically experienced radiation 
oncologist: Anatoly Dritschilo, MD, FACR. See Exhibit #36. He determined first that 1,253 
radiation oncology cases at MGUH/LCCC included nine tumor site categories for which proton 
therapy is a potentially beneficial therapy. 

Second, based on Dr. Dritshilo's expert clinical judgment, 308 proton therapy cases were 
selected out of those 1,253 cases. The resulting distribution of proton therapy cases and 
estimates of needed proton therapy treatments for the proposed MGUH/LCCC proton therapy 
service for each of the nine categories are shown below on TABLE 6. 
The potential clinical benefits of proton therapy are attributed to the ability to spare healthy 
tissues from radiation injury. The application of proton therapy to patients at MGUH/LCCC will 
include disease sites such as the head and neck, lung, spine, the central nervous system and 
prostate, sites that have been advanced as amenable to treatment with currently available 
proton technology using conventional fractionation and numbers of treatments.
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Other sites, such as pancreas, liver, kidney, colon and gynecological cancers are suitable for 
developing effective treatment protocols and fractionation schemes. As hypo-fractionation is 
explored and becomes accepted as the standard of care for some tumors, proton therapy 
applications are anticipated to expand and are included in Dr. Dritshilo’s estimates shown 
below. 

Prostate patients require approximately 40 treatments for a full course of conventionally 
fractionated radiation therapy. Brain and lung cancer patients typically require 30 treatments 
per course of treatment. The benefit of proton therapy for these disease sites is in the reduce dose to healthy tissues. 

Pancreas, liver, kidney and colon were estimated to require 15 treatments per course, 
consistent with hypo-fractionation strategies for the treatment of these relatively resistant 
tumors, in combinations with chemotherapy. 

Gynecology malignancy treatments using 20 fractions is based on conventional fractionation 
estimates. 

Spine treatment estimates of 20 proton therapy treatments represents an approximation, 
averaging 30 treatments of primary tumors and metastases requiring only 10 treatments. 

Head and neck cases will likely require boost treatments for dose escalation, in combination 
with conventional radiation therapy using IMRT technology.

l 

AdvancedRadiat!9nl.'1sr§.Px£§§_¢s...l2.,m.¢§,s'1dl!1s.§sPt.smbsr 39; 2.912,.-- V V 

by Tumor Type at MGUH/LCC 
' 

Average 
Radiation Estimate of Number of Estimated 
Oncology Proton Proton Proton 
Patients Therapy Treatments/ Therapy 

Tumor Type by Tumor Patients Patient Treatments 
65 45 20 900 

346 110 40 4,400 
127 36 30 1,080 
149 30 30 900 
346 35 15 525 , 

7O 13 15 195 
49 13 15 195 
48 14 15 210 
53 12 20 240 

Spine 
Prostate 
Brain 
Lung 
Head & Neck 
Pancreas 
Liver/Kidney 
Colon 
Gyn 
TOTAL 253 308 8, 645 
Source: MGUH. 

1, 
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As shown on TABLE 4 above, the most recently implemented proton therapy programs have 
reported actual average utilization of fewer than 700 patients/year for a 3-6 room facility. The 
projected estimate of utilization at the proposed MGUH/LCCC proton therapy program is 
consistent with the actual patient volumes reported at existing programs. 

During the same 12-month period ending September, 2012, 12 pediatrica cancer patients 
received advanced outpatient radiation oncology services at MGUH/LCC, of whom 5 are 
considered by Dr. Dritschilo to be clinically suitable for proton therapy. These patients are not, 
however, included in the Table 6 estimates. 

The estimates shown above should be considered highly conservative, because they do not 
include any cancer patients referred to MGUH/LCCC in the 12-month period ending 
September, 2012 who were subsequently referred to proton therapy programs located in 
Pennsylvania, Massachusetts, Virginia and Florida. The leadership of MGUH/LCCC 
anticipates a reduction of these referrals to these distant facilities following the initiation of the 
proposed program. 

ln summary, the projected utilization of the proposed MGUH/LCCC proton therapy program assumes that had its program been in operation during the most recent twelve month period, 
approximately 308 radiation oncology patients treated on an outpatient basis, including those 
treated in the MGUH/LCCC CyberKnife program, would have been treated by proton therapy. As shown on the charts above, the patient estimates and treatment rates are related to 
specific tumor types identified by Dr. Anatoly Dritschilo, a clinically experienced radiation 
oncologist. 

The actual number of proton therapy treatments provided at MGUH/LCCC would of course 
depend specifically on the individual needs of each patient. Moreover, the rates of proton 
therapy eligibility and average number of treatments per case are likely to change over time 
given new clinical protocols being studied, and further evidence concerning the effectiveness 
of proton therapy in treating particular tumors. 

Today, multiple clinical protocols are being carried out in the United States assessing the 
benefits of proton therapy for particular patients with particular cancers. Such developing 
protocols will be part of the proposed MGUH/LCCC proton therapy program, together with the 
protocols for the highly utilized advanced radiation therapy modalities, including CyberKnife, 
currently available at MGUH/LCCC. Thus, current expected rates may be different from actual 
future rates. 

Er. Proton Therapy Capacity 

The capacity of the proposed proton therapy program at MGUH/LCCC is estimated to be 
10,500 treatments per year, based on the following: 

01,|>oo|\:A 

. 3 patients/hour 

. Twenty minutes/treatment 

. 14 hours of treatment time/day 
5 day/week operations 

. 50 weeks of operations/year (to account for holidays). 

Assuming that the estimate of 308 proton therapy patients requiring, on average, 28 

3 For purposes of this analysis, pediatric patients are defined as those patients age 18 and under.
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treatments, based on the expected mix of tumor types eligible for proton treatment, the 
MGUH/LCCC proton therapy program should be operating at 82% of its total capacity. This 
level of utilization will permit some additional growth in utilization should demand for this 
sen/ice increase above expected levels. 

F. Conclusion 

Our analysis concludes that approximately 19% (308/ 1,641) of the cancer patients now 
being treated on an outpatient basis for advanced radiation oncology, including CyberKnife 
technology, at MGUH/LCCC, are clinically eligible and suitable for proton therapy. The vast 
majorityof these patients will be residents of the Metropolitan Washington Region which 
currently does not have an accessible proton therapy program. Given that proton therapy 
is a precise form of radiotherapy, with the advantage over existing forms of radiotherapy to 
deliver high doses of radiation into the tumor while minimizing the dose to normal tissues, 
this alternative technology and the program to support it being proposed by MGUH/LCCC 
is needed. 

Question 52: Reduction/Elimination or Relocation of a Service 

Not applicable to this project. 

Question 53: Discuss the extent to which the medically underserved currently use your 
services A 

District residents make up 31% of MGUH's discharges. Fifty percent of District of Columbia 
resident discharges are from Wards 2 and 3. Medically underser\/ed Wards 7 and 8 account 
for approximately 15% of MGUH’s D.C. resident discharges. 
Approximately 23% of the patients seen at the MGUH are elderly (65 years of age and older). 
Racially, 55% of the patients discharged from MGUH are non-white. 
Please refer to application Question #30 for a breakdown of patients served at MGUH by

V 

financial class or payer. 

MGUH and the Lombardi Comprehensive Cancer Center provide patients with a number of 
programs that target underserved populations including: 

1. Capital Breast Care Center (CBCC) 

The Capital Breast Care Center (CBCC), located at 650 Pennsylvania Avenue SE, opened in 
April 2004 and is a major initiative to reduce breast cancer disparities in Washington, DC. The 
CBCC offers health education, genetic counseling and testing, clinical breast exams, and 
mammograms regardless of a woman's ability to pay. A health navigator is on staff to help 
women who receive a diagnosis of breast cancer. 

Georgetown Lombardi’s Capital Breast Care Center’s mission is to provide comprehensive, 
culturally appropriate breast cancer screening services and to promote health and wellness to 
women in the DC metropolitan area, regardless of their ability to pay. In eight years of 
operations, CBCC has screened more than 9,500 women. The annual screening rate at its 
current capacity is 1,700 per year or 15 women per day. Nearly 15% of women screened for 
breast cancer have an abnormal finding, requiring patient navigation for diagnostics and 
definitive procedures. CBCC has diagnosed more than 100 breast cancer patients to date, 
most in the early stages of the disease. This is twice the national average for abnormal 
screenings, emphasizing the need for sen/ices in the nation’s capital. Moreover, CBCC sees a 
diverse minority clientele, which include Black (47%), Hispanic (37%), non-specified (9.2%),
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White (4%), Asian (2.0%), Other (0.7%), and American Indian or Alaska Native (0.1%). As 
such, 24.7% of the women screened are uninsured, 26.7% are enrolled in Medicaid, 6.8% are 
enrolled in Medicare, and 16% have commercial insurance. 
Breast Cancer Disparities 

Early detection through the use of mammography plays an important role in reducing breast cancer mortality. This decline is not as dramatic in populations of racial and ethnic minority women. In the Washington, DC area Caucasian women have a higher incidence of breast cancer with lower rates of mortality. African-American women have a lower incidence of breast cancer but a higher mortality rate. Disparities in survival may also be related to differences that 
racial and ethnic minority women face beginning with detection and management of cancer, 
including screening, timeliness of diagnostic testing after abnormal screening, quality of care 
during breast cancer treatment and follow-up upon completion of breast cancer therapy. 
Services provided at Capital Breast Care Center eliminate most access barriers 
(socioeconomic, transportation, linguistic among others.). Thus, 95% of all cancer cases 
identified through the Center are in early stages when treatment outcomes are most optimal. 
Lombardi Comprehensive Cancer Center aims to increase mammography screening 
prevalence in the Washington DC area through improved access to screening and high- 
quality, follow-up treatment for medically undersen/ed women. CBCC is a model program in 
the community demonstrating that the demand for breast cancer screening presented in a 
culturally competent manner is important to women in the greater Washington, DC area. 
2. Celebramos la Vidal, translated as "Let's Celebrate Life" 

Celebramos Ia Vida! is a free clinic offered to Latina women 40 years and older who might not 
othen/vise obtain mammograms, pap smears, or related health education. The screening is 
provided one Saturday each month at Lombardi's Ourisman Breast Health Clinic. 

3. Pediatric KIDS Mobile Medical Clinic 

Since 1992, the KIDS Mobile Medical Clinic (KMMC) has provided more than 44,000 patient 
visits to children and adolescents living in the undersen/ed communities of the District of Columbia who are at risk and have poor access to comprehensive pediatric health care 
services 

During the last year, we provided more than 2,000 medical visits to 1,000+ children who 
live in some of the city's most impoverished neighborhoods. We have also provided more than 250 mental health and social service interventions. Our unique coordinated team approach to care is a best practice model. The clinic will continue to provide a medical home to children and their families for years to come. 
During the last 17 years, our mission has remained steadfast. The KIDS Mobile Medical Clinic was founded on the belief that every child, regardless of financial means, deserves high 
quality, community based and comprehensive care. We continue to surround each child with a “blanket of care" within the scope of the program's key areas and programs: 

Comprehensive Pediatric and Adolescent Health Care 
Child Advocacy and Mental Health 
Social Sen/ices 
Education and Outreach
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- Dental Care 
- DC Hoya Clinic 

Our comprehensive health care model offers children the following services: 

Schoollsports/summer camp physicals 
Well and sick visits 
immunizations 
Tuberculosis screenings 
Hearing/vision screenings 
Gynecologic sen/ices 
Referrals to specialists as needed 
Medical management for chronic illnesses such as asthma, diabetes and HIV/AIDS 

In the last year, we have accomplished much in these areas by expanding sites, increasing services at a family homeless shelter through the medical student driven HOYA Clinic and improving our efficiency and coordination using cutting edge electronic medical record system. We continually try to lead the way in reaching vulnerable populations with outstanding care. 
The KIDS Mobile Medical Clinic is proud to work in collaboration with the District of Columbia Department of Health, community leaders and various community organizations that serve children in Wards 7 and 8 in Anacostia. 
We also work in collaboration with the Ronald McDonald House Charities of Greater Washington, DC, which supports the Ronald McDonald Care Mobile Program. This unique network of mobile units provides worldwide partners from whom we draw expertise and to whom we offer our own considerable experience. This special vantage point allows us to help children around the world receive better care and promote MedStar Georgetown’s mission of “cura personalis"—caring for the whole person. During the last few years, our program has 
diversified and expanded our relationships. 

4. The Hoya Clinic
_ 

The HOYA Clinic, located in the former DC General Hospital in Southeast Washington, DC, is an after-hours clinic that provides free health care to the homeless, underserved, and uninsured populations. The clinic exists as a partnership of MedStar Georgetown University Hospital (MGUH), Lombardi Comprehensive Cancer Center, Georgetown University (GU), and the District of Columbia community. MGUH and GU faculty physicians and medical students volunteer their time to staff the clinic. Each member of our team is committed to providing accessible and quality health care to children, adults, and families in the DC community. 
The HOYA Clinic strives to create a respectful atmosphere in which providers and patients work together as partners to improve access to community-based care. Dr. Eileen Moore, Assistant Dean for Community Education and Advocacy at the Georgetown University School of Medicine and Medical Director of Adult Services for the clinic says, "the goal is to provide quality medical care to those with the greatest need while we foster volunteerism and compassion in our students as they learn about the challenges our patients face." 
The Hoya Clinic is part of The Georgetown Lombardi Health Disparities initiative. The Mission of the initiative is to facilitate, stimulate, and promote synergy in addressing the biological and environmental basis of cancer health disparities via research, training, communication, and education.
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5. Georgetown Lombardi Comprehensive Cancer Center - Office of Minority Health 
and Health Disparities Research in Southeast Washington, D.C. 

The Office of Minority Health and Health Disparities Research is a community-based anchor 
for the cancer-related research underway as part of a $ 6.1 million grant awarded in 2012 
Georgetown University Medical Center to establish a new Center for Excellence for Health 
Disparities in Our Nation’s capital. The onsite office includes faculty with expertise in cancer 
epidemiology, health communications, exercise physiology, and nutrition as well as a nurse 
practitioner, community health educator students-in-training and an administrative staff. All will 
complement Georgetown Lombardi researchers whose primary focus is on developing 
community-based interventions and studying barriers to proper diagnosis and follow-up care. 
The office features an exercise physiology lab, “Exergaming" rooms, and DEXA equipment for 
measuring body fat composition and bone density. 

The community site, located at 1000 New Jersey Ave, SE, demonstrates Georgetown’s 
commitment to engaging underserved and ethnic minority populations in the District of 
Columbia in research focused on reducing cancer disparities. 

The Office of Minority Health and Health Disparities Research is led by internationally 
renowned cancer epidemiologist, Lucile Adams-Campbell, Ph.D., associate director for 
Minority Health and Health Disparities Research at Georgetown Lombardi. 

Question 54: Free Care 

MGUH has met and gives assurances that it will continue to meet applicable community 
sen/ice requirements and free care requirements of the D.C. Certificate of Need Law. ln the 
fiscal year ending June 30, 2012, MGUH provided a total of $5,363,781 in uncompensated 
care and total community benefits valued at $56,648,214, not including bad ‘debt in the amount 
of $11,957,084. 

MGUH provides its sen/ices without regard to any protected status, including race, color, 
national origin or creed and makes its facilities accessible to the disabled. Currently, there are 
no civil rights access complaints pending against the Hospital. i 

See also, Response to Question 53. 

Question 55: Access to Services 

One can access the MGUH proton program through any one of the following ways: 
~ Upon the referrals from primary care physician and oncologists; 

o Self-directed referrals through the emergency department, outpatient clinics or through 
several outpatient satellites including the Pediatric Mobile Clinic. Patient ‘s without 
personal physicians or other medical home are assigned a hospital-based physician; 

o Referrals from third party payers; 

0 The MedStar Georgetown University Hospital’s Website; and/or 

o Community education conferences given by the Lombardi Cancer Center
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Once referred for evaluation, patient selection criteria for proton treatment will be based on the 
recommendations of the patient’s medical team. 

See also, the response to Question #49, addressing MHUH’s compliance with the State Health 
Plan Accessibility Criterion. T 

Question 56: Relationship to Existing or Related Services 

Currently there are only 10 proton centers in the United States. MGUH has the highest 
stereotactic radiosurgery procedure volume of any center in the United States. We have 
continued to invest in our radiation medicine program with the addition of a second CyberKnife 
to serve our patient population. We believe the addition of proton therapy to our existing 
radiation service is necessary to treat the volume of patients waiting for treatment with proton 
therapy and to insure access for the residents of the District of Columbia and the Washington 
metropolitan area to state-of-the-art therapies to treat tumors throughout the body, and provide 
an additional treatment option for our pediatric cancer population. 

Proton beam therapy services are not offered by any other provider in the region. lf approved 
this will be the first proton beam program in the region, offering access to proton beam therapy — a treatment regimen that currently requires patients to leave the area for care. 

Moreover, MGUH anticipates that approximately 90% of the patients who will utilize the proton 
beam therapy service, will be drawn from our own patient population, and referred by our own 
MGUH-affiliated physicians. Thus, the introduction of proton beam therapy at MGUH will have 
no impact on other cancer treatment providers in the District. 

Question 57: Alternative Considerations 

MGUH has been presented with the opportunity to add proton therapy as a treatment option. 
The medical team is in place and highly skilled in stereotactic radiosurgery therapy and will be 
able to incorporate the proton system as a therapy for patients within the Lombardi 
Comprehensive Cancer Center. 

Under any circumstance, the introduction of proton beam therapy is a costly proposition. The 
technology is complex and the manufacturing of the equipment is correspondingly expensive. 
Providers seeking to establish proton centers are faced with clear choices. They can either 
pursue a multi-vault system which can cost between $100-200,000,000, require major 
construction, and take years to implement. Alternatively, they choose the latest technology 
which involves a single-vault system costing significantly less, requiring minimal construction, 
and which can be implemented within a year’s time. MGUH chose the latter, more cost 
effective, financially viable approach. The financial viability of MGUH’s proposal is well- 
supported. Moreover, it is important to note that MGUH’s motivation for bringing proton beam 
therapy to its radiation medicine program is not financial. Rather, MGUH is motivated by its 
desire to take its cancer treatment programs and technology to the next level, for the benefit of 
its physicians, its students, and most importantly, its patients.
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Question 58: Relationship to Ancillary or Sup_port Services
_ 

MedStar Georgetown University Hospital has in place all the necessary support sen/ices for a 
successful oncology program. Lombardi Comprehensive Cancer Center is an NCI designated 
cancer center (1 of only 41 in the country) that provides support and ancillary sen/ices such as 
the following: ' 

Social services and case management 
Psychological support services 
Pharmacotherapy and laboratoiy services 
Physical therapy/Fitness consultation 
Nutrition and diet management 
Pastoral Care 
Palliative Care 
Pediatric Sen/ices 

Question 59: Special Needs and Circumstances of HMO’s 

With a limited number of programs in the country, the MGUH proton therapy program would 
serve the special needs of HMOs. It would be our goal to qualify as a center of excellence for HMOs to provide access to this sen/ice for their patients. 
Questions 60/61: Special Needs and Circumstances of Biomedical and Behavioral 
Research Proiects and Delivery of Health Services on Clinical Needs of Health 
Professional Training Programs - 

The establishment of a proton therapy program will greatly enhance the training of our fellows, 
residents, students, nurses, physicists, and technical trainees. MGUH and the Lombardi 
Cancer Center have developed a fellow training program for physicists to provide opportunities 
for professional development in radiation medicine. The establishment of this program will not 
only enhance the training of the physicists, but also enhance the training of physicians, nurses, 
and technical staff that benefit from the knowledge and specialized training these 
professionals provide. In addition, our physicist team will be training other physicians and 
physicists throughout the country who come to MedStar Georgetown University Hospital to be 
trained in the use of our specialized technology for stereotactic radiosurgery. We fully 
anticipate the same demand for such access to our proton beam therapy capabilities. This will 
enhance the image of Georgetown as well as establish Washington, D.C. as a city with cutting 
edge technology and healthcare. 

Question 62: Area Health Professional Schools Access to Proposed Services 

MGUH is integrally involved with other area providers, particularly with regard to our academic 
affiliations. First, through a major program affiliation with MedStar Washington Hospital Center 
(“MWHC”), physicians from MWHC serve both on MWHC’s medical staff as well as on the 
faculty at MGUH for radiation therapy services. In addition to our affiliations with our sister 
facilities, MWHC and MedStar National Rehabilitation Network, MGUH is currently engaged in GME affiliations with the following D.C. hospitals: Children's National Medical Center for 
neurology residents; Howard University Hospital for internal medicine and oral surgery 
rotations; and Providence Hospital for family medicine. In addition, MGUH also shares GME 
affiliations with: Walter Reed for gastro-intestinal residents; The Veterans Affairs Medical 
Center, and the National Institutes of Health for several specialties, including a major rotation 
in oncology; and lnova Fairfax for podiatry and pediatrics.
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Beyond our GME affiliations, Lombardi and the University of the District of Columbia (UDC) 
have joined forces to investigate ways of increasing cancer awareness and reducing cancer 
incidence among African Americans, who bear a disproportionately high burden of certain 
types of cancer. The partnership includes a UDC master's program in cancer biology, 
prevention, and control taught by Lombardi faculty, and outreach and education for the DC 
community. 

As noted above, area health professionals will be provided the opportunity to participate in 
training. We currently have a physics fellow and radiation medicine technician-training 
program with tuition benefits provided with employment after training. We continue to develop 
programs for technical staff to address the shortage of qualified personnel who are in great 
demand. 

Question 63: Impact of Non-Metropolitan Resident Patients on Special Needs and 
Circumstances 

It is estimated that 90% of the patients utilizing the sen/ice will likely be from the immediate 
metropolitan area from which we attract our current oncology patients. We anticipate that 10% 
of the patients will likely come from outside this immediate area and will be attracted to the 
program because of the medical team’s national reputation. A portion of new patients will be 
children, a population within the Washington metropolitan area that do not have access to this 
technology, which has proven to be a much safer treatment option for pediatric patients. We 
do not expect this project to have any measurable impact on non-metropolitan Washington 
residents. 

Question 64: Economic Impact 

The proposed service is expected to have a positive financial impact on the hospital, but more 
importantly proton therapy will be available to oncology patients in the Washington 
metropolitan area. For residents of the D.C. Metro area; the time and expense of traveling and 
residing in another area to receive proton therapy over an extended period can be avoided by 
allowing MGUH to provide this service as part of the Lombardi Cancer Center. 
Contrarily, to be denied the opportunity to introduce this cutting edge, state-of-the-art 
technology would have a stifling effect on MGUH’s ability to continue to enhance its teaching, 
research, and patient care capabilities. All of these activities, as well as innovative growth, are 
critical components of MGUH’s mission. To deny MGUH and the Lombardi Comprehensive 
Cancer Center the ability to pursue its strategic path toward technological prominence and 
excellence in the area of cancer research and treatment, would have a significant detrimental 
impact on the hospital and its patients, faculty, clinicians, and students. 

Question 65: Status of Other Governmental Agency Procedures for Implementation 

The Radiation Protection Division of the D.C. Department of Health will need to certify the safe 
operation of the energy source before treatment of patients begins. Inspection by the District of 
Columbia DCRA and certification by the Fire Marshall are also required before the facility can 
begin operations. Our Safety Officer will coordinate the process for approval. 

MGUH is committed to obtaining all required regulatory approvals before it begins operation of 
the proton beam therapy service.
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Question 66: Accessibility of Direct or Indirect Patient Services as a Result of Physical, 
Financial, or Cultural Barriers 

(a) MedStar Georgetown University Hospital is accessible by public transportation 
including WMATA bus routes, Georgetown University “GUTS" Bus System and van 
service to remote office and parking sites operated by the Hospital. Bus /van service is 
provided to the Dupont Circle and Rosslyn Metro stations. 

(b) Access to the Radiation Medicine sen/ice is usually coordinated through referring
i physicians, however, individuals may self-refer. We work with self-referred patients to 

organize a care team to review their medical history and provide recommendations for 
care. 

(c) The Hospital is in compliance with applicable regulations with respect to providing 
access for the handicapped and providing bilingual signs and interpreters for non- 
English speaking patients and the deaf. The Hospital provides uncompensated care in 
accordance with D.C. uncompensated care obligations and provides social services 
and financial counseling to assist patients in meeting their financial obligations. 

See also, the response to Question 49, compliance with the State health Plan Accessibility 
Criterion. 

Question 67: Potential for Reduction in Use of Inpatient Care 

Not applicable. MGUH does not anticipate a reduction in inpatient care as a result of the 
introduction of proton beam therapy to its radiation medicine program. 

Question 68: Mechanisms for Consumer Participation, Grievances and Rights 
It is the policy of MGUH to provide individuals the opportunity to express concerns about 
issues or questions (including those related to privacy and confidentiality), that may arise 
during their hospitalization or treatment and to assure that current or future access to care is 
not compromised by this expression. 

A patient care phone line for patients and visitors provide access to the Patient and Physician Advocacy staff and the Privacy Liaison. Information about this sen/ice is posted in patient 
rooms, exam rooms and waiting rooms and in the Patient Handbook. See, Exhibits #20 and 
#21. 

Detailedpolicies and procedures for handling complaints and grievances are provided to all MGUH staff. 
Question 69: Care Continuation Transfer and Coordination Agreements 

MGUH has obvious linkages with its sister facilities in the MedStar Health system. MGUH 
abides by transfer and coordination agreements with other health care providers. We have 
proper transfer mechanisms in place if it is determined that a patient would be more 
appropriately treated at another facility. In turn, MGUH accepts referrals of patients for 
consideration of radiation therapy treatment, which may include brachytherapy, IMRT, 
stereotactic radiosurgery with CyberKnife, and, in the future, proton beam therapy.
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We also assist patients in coordinating third party coverage for their medically necessary 
sen/ices. Georgetown provides information about a chosen therapy to third-party payers to 
secure coverage for our patients. In those instances where a payer has denied coverage we 
assist the patient by providing documentation to the payer to support treatment including 
letters of medical necessity. 

Question 70: Relationship to Existing System 

MGUH, the Lombardi Comprehensive, Cancer Center and Georgetown University, together 
with MedStar Health, are committed to advancing their academic partnership by enhancing the 
integration and collaboration of their clinical and research programs in oncology. This 
enhanced collaboration will enable community access to cutting-edge clinical care from 
MedStar physicians, and provide Georgetown University physician scientists’ access to a 
larger and more diverse patient population for recruitment to clinical trials that advance cancer 
treatment.

_ 

As one of only 41 National Cancer Institute (NCI)-designated Comprehensive Cancer Centers, 
and the only one in the metropolitan Washington region, Lombardi has thirty years of 
experience in conducting cutting-edge research and translating those findings into innovative 
clinical inten/entions that are designed to reduce the burden of human cancer. Lombardi’s 
scientists and physicians have made major contributions to the understanding and treatment 
of breast and gastrointestinal cancers, to the development of vaccines to prevent cancers, and 
to experimental therapeutics research that creates novel treatment options for cancer patients. 

MedStar Health, the major clinical partner with the Lombardi Comprehensive Cancer Center, 
is the region’s largest health care system. MedStar Health’s continued investment in its 
oncology service line is consistent with its strategic plan that calls for building on the existing 
strengths and expertise of our cancer program. 

The Georgetown University/MedStar oncology business plan lays out the strategy, objectives, 
and targets to attain the goal of advancing both partners’ national reputation in cancer care 
through the development and implementation of a distributed care delivery network that 
connects research and clinical care at sites that are easily accessible to patients and provide 
an enhanced patient experience. 

The proposed services fall within the diagnostic and therapeutic continuum of health sen/ices. 

Question 71: Quality of Care 

The quality of care provided at the MGUH Lombardi Comprehensive Cancer Center is second 
to none, and on this criterion alone, Lombardi should be the District's provider of choice to be 
the first to introduce proton beam therapy to its residents. As an academic medical center, MGUH offers patients with malignant or benign tumors access to a full range of experts, 
proven treatments, cutting-edge clinical trials and experimental therapies, all in one place. 
The addition of proton therapy advances therapy options for patients. MedStar Georgetown 
Lombardi physicians are known internationally for advancing the science and knowledge of 
tumor treatment and are one of the most experienced radiosurgery teams in the world. 

CyberKnife Experience at Georgetown 

Long a leader in pioneering innovative treatments and technologies, MGUH physicians are 
among the most experienced in stereotactic radiosurgery with CyberKnife. The CyberKnife 
has been in use at MGUH since 2002, providing more than 15,000 treatments on
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approximately 4,000 patients with tumors of the head and neck, spine, lungs, pancreas, liver, 
kidney, and the prostate. MGUH was the first hospital on the east coast to offer CyberKnife 
with Synchrony, the image guidance system that directs robotic movement in conjunction with 
tumor movement due to respiration or patient movement. » 

A high-powered computer with software similar to that found on cruise missiles, develops a 3- 
D image of the tumor to plot the exact size, margins, and location of the tumor. Aided by real- 
time imaging of the location of the tumor during treatment and a robotic arm that moves 
around the patient, the CyberKnife can read the images every 10 seconds and send 
messages to the robot to adjust its movement to move with the location of the tumor. This 
sophisticated technology allowing for treatment with higher doses of focused radiation with 
sub-millimeter accuracy in fewer sessions— usually five treatments in one week versus the 
standard 40 treatments over eight weeks with IMRT - without fear of harming surrounding 
tissue and critical structures. The treatment is painless and clinical results show that, in many 
cases, it carries fewer complications and lower risk than open surgery with comparable or 
better outcomes. 

Prostate Cancer Treatment 

Prostate cancer is the second most common cancer in men. The District of Columbia leads 
the United States in both the incidence of prostate cancer and its mortality rates. MGUH has 
been a leader in innovative treatments offering prostate cancer patients the most complete 
array of advanced therapies available anywhere in the Washington region. 

MedStar Georgetown Lombardi Comprehensive Cancer Center is one of only ten centers in 
the country conducting clinical trials on CyberKnife technology’s efficacy for select prostate 
tumors. Lombardi’s team of experts includes urologists and radiation oncologists working 
together with the patient from initial diagnosis throughout the treatment on a coordinated plan 
of care. Georgetown currently runs two clinical trials for prostate cancer. The first protocol 
combines traditional IMRT with follow-up CyberKnife treatment for high risk cancers, and the 
second study treating low-risk cancers with CyberKnife alone. CyberKnife's unique tracking 
system has advanced care for prostate cancer by tracking the tumor during respiration and 
adjusting the treatment area as the tumor moves. 

Advances in Lung Cancer Treatment 

Lung cancer remains the leading cause of cancer-related deaths in the United States, 
exceeding the number of breast, prostate, and colon cancer deaths combined. To address the 
need, MGUH has invested in its Lung Cancer Program over the past decade, recruiting expert 
staff and installing state-of-the-art technology. MGUH has established the Center for Thoracic 
Medical Oncology, known as "the Lung Cancer Clinic" as the core of a comprehensive, multi- 
disciplinary program to treat the disease, offering state-of-the-art technology, physician 
expertise, support services and the latest investigational drugs and therapies. Georgetown’s 
team was part of the National Lung Screening Trials, a study proving early detection with CT 
screening and treatment reduces the mortality rate from lung cancer over twenty percent. 

Each week newly diagnosed patients meet with a medical oncologist, radiation oncologist, 
thoracic surgeon, pulmonologist and radiologist, and a clinical nurse coordinator - all in one 
visit to give the patient the information. Their collective expertise and experience leads to the 
best possible, and most timely, treatment which can translate into improved outcomes. 

At the American College of Chest Physicians, Brian Collins, MD, Director of the CyberKnife 
Center and Eric Anderson, MD, Director of lnter\/entional Pulmonary, made a presentation on
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a study they conducted, highlighting the effectiveness of radical stereotactic radiosurgery on 
patients with early stage, non-small cell, inoperable lung cancer. The study was a semi-finalist 
for an Alfred Soffer Research Award, selected for “outstanding original scientific research”. Dr. 
Anderson's work with CyberKnife led to the development of the use of electromagnetic 
tracking for biopsies of small peripheral lung nodes, mediastinal lymph nodes in the center of 
the chest and the development of a method of implanting fiducials for CyberKnife tracking. 
Lombardi’s Drs. Collins and Anderson have performed more lung cancer treatments with 
CyberKnife than physicians at any other center. Their clinical outcomes have been published 
in the peer-reviewed journal Radiation Oncology. 

MGUH specialists are in the forefront of all aspects of lung care, including the use of laser, 
stents, and brachytherapy in addition to advanced thoracic oncology surgery and stereotactic 
surgery 

New Options for Pancreatic Cancer 
In the quest to improve the prognosis for patients with pancreatic cancer, MGUH's team of 
physicians and researchers are working together to design and test the most appropriate and 
promising new diagnostic techniques and treatment plans. MGUH has more experience than 
any other U.S. institution in using CyberKnife for soft-tissue lesions including pancreatic 
cancer. They are studying whether they can shrink unresectable pancreatic tumors enough to 
allow subsequent surgery, offering patients a new treatment option and new hope. 

These are merely a few examples of the excellence MGUH and its clinicians strive for every 
day. Given the myriad choices of cutting edge medicine available to MGUH physicians and 
their patients, MGUH has established a multidisciplinary review committee comprised of top 
cancer specialists. The mission of this committee is to hold weekly conferences to review 
each patient case, in order to determine which course of treatment is most appropriate for 
each patient. These decisions are especially critical when considering the use of newer and 
costlier technologies such as CyberKnife and proton beam therapy, and must be based upon 
well-reasoned protocols, developed by experts at the top of their field. 

In terms of quality of cancer treatment, there can be no question about the superiority of the 
care provided at the Lombardi Comprehensive Cancer Center. ' 

Question 72: Costs and Methods of Proposed Construction 

The area identified for construction resides essentially within the current Hospital footprint. 
To accommodate the new Mevion S-250 Proton Therapy System at MGUH, a 3-story, 2,000 
sq.ft. concrete vault addition will be added to the south side of the existing Lombardi Cancer 
Center Building. Along with this vault addition, interior renovations will include a 3,000 sq.ft. 
Proton Therapy Suite, added administration & clinical offices, new mechanical & electrical 
support services, an updated entrance lobby, and a new covered drop-off canopy. 

The cost of construction is relatively minimal, coming in at approximately $10,000,000, as 
compared to the $60-$70,000,000 construction costs associated with the larger, multi-vault 
systems. 

As regards the safety of the S-250, as reported to the FDA by Mevion, the S-250 system 
Hazard Analysis was performed to determine and evaluate all potential health and safety 
hazards associated with the treatment system’s use and operation. Mevion attested to the 
FDA as follows: “ All foreseeable system hazards, effects and causes have been evaluated to 
determine necessary and appropriate risk mitigations. Verification and validation, risk
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mitigation traceability, design review, and final reporting have been performed to ensure 
effective implementation of the stated risk mitigations. Risk analysis shall be evaluated 
incident to all product design and development changes. The design and development teams 
have determined that the product does not pose unreasonable health or safety risk to patients, 
users, other bystanders.” See Exhibit #41, Mevion Premarket Notification (510(k)) Summary. Based on these (and other) representations made by Mevion during the FDA 
review, the FDA granted approval to Mevion to market the S-250 proton beam therapy system. 
Question 73: Notification and Cooperative Effort with Affected ANC's 

MGUH regularly meets with its ANC and other community groups and the Georgetown 
University BZA Group to discuss covered projects and plans for the institution. Notification of 
this project has been provided to ANC 2E and the ANC is in full support. 
See Exhibit #27. 

Question 74: Documentation of Health Consumer Support 

MGUH continually receives letters of support and gratitude for the Radiation Medicine medical 
team from patients and their families for the care and state-of-the-art treatment they have 
received at Georgetown Lombardi Comprehensive Cancer Center, the Department of 
Radiation Medicine, and MedStar Georgetown University Hospital. We have already begun to 
receive letters of support for the proton beam therapy project and will provide these letters to SHPDA throughout the course of the CON review process.
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MG rvnzmcnn cr;1~m-zen, me 

'ro= DEPARTMENT or cowsuwrza AND REGULATORY mms 
BUSINESS REGULATION ADM]N1STRAT1'O_N . 

convorumows DIVISION 
941 NORTH ‘clamor. srruz1:'r,.N£. . 

W A51-nnorou, nc. 20002 

ant to the provisions ofthe District of Columbia 'n0n—pl'Ofit Corporation Ac-L, the Pu SU . 

‘

. 

umr;¢,5;gn¢d adopt; the following Articles ‘of Amendment to its Articles oflneorpomtion: 

The name ofthe Corporation in MG Medical Center, Inc. '- 

FIRST: 

SECOND: The following amendment of the Arficles oflnoorporation was adopted by 
the Corpo_ra1io_n in the manner prescribed by the District of Columbia 
Non-profit Corporation Act: 

The Corporation’: Articles of Incorporation are hereby-amended by 
DELETING Article FIRST of the Articles oflncorporntion and 
inserting thefollowing in lieu thereof: 

FIRST, The name oVf_the Corporation shall be 
' MedSt1r-Georgetown Medical Center, Inc. 

THIRD; The-amendment was adopted in the following manner: 
' 

The amendment was adopted by a consent in writing signed by all 
members entitled to vote with respect hereto. 

March ,2000 

MedS_(U.g-£Q[g§iOWn Medical Center, inc. 

Corporate nflm 

BY! 41- - -- A 

R5 pr >i or Vice President 

I“ Scam 
5/;gZL. 

Date:
'



ARTICLES OF INCORPORATION . F H LE \../ O . 

t 

F 
' * FEB"A £UL=L" 

- MG MEDICAL CENTER, INC 
To; 

' Department ofConsumer and Regulatory Affairs, Business Regulation 
Administration, Corporations Division,‘ 941 North Capital Street, N.E., 
~Washington, D.C. 20002

_ 

ive, the undersigned natural persons of the age of twenty"-one years or more, acting as 
incorpomlors ofa corporation under the NON-PROFIT CORPORATION ACT (D.C. 
Q'Qd¢, 1981 edition, Title 29, Chapter 5), adopt the following Articles of Incorporation: 

. I _ 

FIRST: NAJVIE, The name ofthe‘ corporation is MG Medical Center, Inc. (herein 
the “Co!‘p0l’31l°n”)- -

_ 

SECOND: PERIOD OF DURATION. . The period ofduration is perpetual. 

THIRD: PURPOSES. The Corporation is organized for the following purposes: 
"“ 

(3) ._'1'he Corporation is organized and shall be operated exclusively for charitable, 
' 

scientific and educational purposes within the meaning of Section 501(c)(3) 
ofthe lntemal Revenue-Code of198l6, as amended, or corresponding

p 

provisions of any sub-sequent federal tax laws (the “Code"_), including for 
such purposes, the maldng of distributions to organizations that qualify as 
exempt organizations under Section 501(c)(3) ofthe Code, or the 
corresponding section of any-fiiture tax code. More specifically, the purposes 
of the Corporation shall be to operate, manage, promote and support MSGU 
Hospital as a non-profit provider of hospital and health care services exempt 
from federal income taxation as organizationsclescribed in Section 501(c)(3) 
of the Code, as amended and as other than a private foundation within the l 

meaning ofSection 5Q9(a)(1) ofthe Code. The Corporation shall contract orl 
hire duly licensed individuals to provide any professional medical. services as 
needed. Consistent with the above purposes, the Corporation shall be a 
nonprofit corporation and shall have the power to engage in any lawful act or 
activity for which corporations may be organized under the District of 
Columbia Non-Profit Corporation Act. 

(5) The Corporation shall not engage in any activities or exercise any powers that 
p 

are not in fiirtherance ofits purposes and that are not permitted to be carried 
on by a corporation exemptfrom federal income tax as described in Sect-ion 
501(c)(3) of the Code. No part ofthe net earnings of the Corporation shall 
inure to the benefit of; or be distributable to, its directors, ofificers-, other 
private persons or organizations organized and operated for ea profit, except

l
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that the Corporation shall be authorized and empowered to pay reasonable 
compensation for services rendered and to make payments and distributions 
in furtherance of the purposes -set forth above. No substantial part of the 
activities ofthe Corporation shall be the carrying on of propaganda or 
otherwise attempting to influence 'l'eg__islation and the Corporation shall not 
part'ic_ipate in-or intervene in (including the publishing or distribution. of 
statements) any political campaign on behalf of or in opposition to any 
wndidate for public ofiice. The Corporation shall not cany on any activities 
not permitted‘ to be carried on by a corporation exempt fromtcderal income 
[ax and described in Section 501(c)(3) of the- Code or by a corporation - 

contributions to which are. deductible under Section 170(c)(2) of the Code. 

FOURTH: MIEMBERS. The Corporation shall have one (1) voting member. 

FIFTH: THE MIEMJBER. The sole voting Member of the Corporationtthe 
“Member") shall be a nonprofit corporation described in Section 501(c)(3) of 

the Code. The Member shall be designated in the bylaws of the Corporation and shall 
hold and exercise such powers, duties and responsibilities as are set forth in the 

laws of 

gm Di5t_ric1 of Columbia and the bylaws of this Corporation. _ 

SIX»,-B; ELECTION on A.PPOIN'T'MENT or DIRECTORS; The manner of‘ 
the election or appointment of the directors ofthe Corporation shall 

"be provided rn' the 

bylaws. '-
_ 

SEVENTH: INTERNAL AFFAIRS; DISSOLUTION. The Corporation may make 
any provisions for the arrangement or conduct of-the internal 

afl'airs of the Corporation; 

pmvidgd such provisions are not inconsistentwith these Articles of Incorporation nor 

comma» to the laws oifthe District of Clurnbia or the.U.nited States. 

Upon dissolution or liquidation of the Corporation, all remaining assets of the 
Cm-Po,-dflorn afier paying or making provision for the payment of all of the liabilities of 

the Corporation (except any assets held upon condition requiring return, transfer or 
other 

conycyancg: in the event of dissolution, which assets shall be returned, transferred or 

oonvcycd in accordance with such requirements), shall be distributed to MedStar Health, 

Inc. or its s_ucC€S50f, provided that it is then in existence and qualified as a tax-exempt
' 

organization described in Section 501(c)(3). ofthe Code-. In the event that MedStar 
I-Iqaltli, Inc. or its su_ccessor*is not so qualified, or is not then in existence, the 

Corporation 

shall dispose of the assets exclusively for the tax'»exempt purposes within the 
meaning of 

Seaion 501(c)(3) of the Code, to one or more hospital or health care_organizatio_ns 
orgzanizcd and operated exclusively for charitable, scientific, educational, religiousor 

msmry Pu;-poses and qualified as a tax-exempt organization or organizations described in 
Section 50’1'(c)(3) of the Code, as the Board of Directors shall determine. Any assets not 
so disposgd Qfshall be disposed ofby the court ofgeneral jurisdiction ofthe county in 

which ‘help,-incipal oflice ofthe Corporation is then located, exclusively for 
the purposes 

of [hc Q0;-pQra£lOt'1 in such manner, or to such tax-exempt organization 
or organization 

describad in Section 501(c)(3) ofthe Code, as the court shall determine. 

1 l

l 

l

l
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EIGHT: RIEGISTERJZD OFFICE; AGENT. The address, including street and 
numb“, of the Corporation’s initial registered officc is 1025 Vermont Avenue, N.W., 
Washington, D.C. 20005 and the name of its initial registered agent at such address‘ is 
CT Corporation System.‘ 

NINTH: INITIAL DIRECTORS. The number of directors constituting the initial 
board Qfdirectors is three and the-names and addresses, including street and number and 
zip code of the persons who are to serve as the initial directors until the first annual 
meeting or until their successors be elected and qualified are: 

“M 
Michael P. 0'B_<>y1= 
John P. 'McDan1¢l 
Kenneth A. Sim" 

TENTH: mconrorurons. 
of each in¢°1'P°"=‘i°r is: 

NAME 
Robert J. Ryan 
Brent L. HWTY 
Peter IF. Lowet 

fifl 2- +7650 
Date: ‘ _/ 

ADDRESS 

5565 Stenett Place-, 5“ Floor, Columbia, MD 21044 
sses Sterrett Place, 5"‘ Floor, Columbia, MD 21044 
sses Sterrett Place, 5”‘ Floor, Columbia, MD 21044 
The narne and address, including street and number, 

_ 
, 

' ADDRESS 
5565 Sterrett Place, Columbia, l\/ID 21044 
100 Irving Street, N.W., Washington, D.C. 20010 
5565 Sterrett Place, Columbia, MD 21044 

Robe ».~ 
B 'WtiI;..l-Icnryw

I 

Q»i»~'/ 25$- 
Peter F. Lowet 

Lncorporators

3
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a Notary P-ub1ic,_hercby certify that ' 

on the <13)’ Of 2000, personally appeared before me 
Robrm J. Ryan, B16111 I» HWY)’ and P {er F- Lowct, who boing first duly swom, 
declared that Lh¢_y Signfid lht foregoing document a; incorporators, and that the 
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GOVERNMENT OF THE DlSTRlCT'OF COLUMBIA 
_ DEPARTMENT or CONSUMER AND REGULATORY AFFAIRS -

V 

fir fik -it -2 
CERTIFICATE .- 

THIS IS TO CERTIFY that all applicable provisions of the District of Columbia 
Nonprofit Corporation Act have been complied with and accordingly, this 
CERTIFIC/5 rs OF INCORPORATION is hereby issued to: 
MG MEDICAL CENTER1 INC- ‘ 4 

[N V5/]TNESS WHEREOF I have hereunto set my hand and caused the seal of this 
office to be 8f“flX‘€d‘2S1 of_ the 4th day of Februar-y,2000 . 
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Lloyd J. Jordan. 
Director 

___;;_~" 17., _ 
Harold F‘. Nelson 

,;.é,"‘ -A Acting Administra 
' 

Business R '- A’nistration 

mg" J Fornafi 7 

Ac . Assistant Superintendent of Corporations 
Corporations Division
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GOVE:r1NMENT CF THE DISTRICT Or CQLUMB_lA' i 

_ 7 DEPARTMENT OF CONSUMER AND REGULATORY AFFAlFiS .
- 

***~ ump- nmU_ 
CERTIFICATE 

5 IS TO CERTIFY that all applicable provisionsof the District of Columbia‘ TH-1 » 

i - 

Jonprofit Corporation Act have been complied with and accordingly, this 
OFAMENDMENTis hereby issued to‘: '

- 

we MEDICAL. CENTER, 1N¢- -_ 
-- ' 

flame Q banged To 
OWN MEDICAL CENTER INC. MEDS-TAR-GEORGET . 

r,.,~<;I_-I-NE5S' VVHEREOFI have hereunto set myhand and caused the seal ofthis ofiice 
, __/affixed as of the 23rd day of March ,2000 . "

l 

Wt.’ J 

r A. Williams 

Lloyd J. Jordan 
Director 

Harold F. Nelson 
Actin drninistrator 
Busi ess Regulation Administr ' 

an‘ . 

~r 2Qii a_ 
Denise M. Edelin t 

Act- Assistant Superintendent of Corporations 
Corporations Division



GOVERNMENT OF THE DISTRICT OF C'OL‘UMBlA 
' DEPARTMENT OF CONSUMER AND REGULATORY AFFAIRS‘ 

‘A’ ~r< A 
cw a 
r 

-2 
CERTIFICATE 

THIS IS TO CERTIFY that there were received and accepted tor record in the 
Department oi Consumer and Regulatory Aflairs, Corporations Division, on the 
4th day of February , 200D Articles ollncorpoiation of: 

" MEDSTAR-GEORGETOWN MEDICAL CENTER, mc. ' 

The aboved named corporation is duly incorporated and existing pursuant to and by virtue of the 
Nonprofit Corporation Act oi the District oi Columbia and -authorized to conduct its affairs 
in the District oi Columbia as of the date mentioned above. " 

VVE FURTHER CERTIFY that the above-entitled corporation is at the time oi issuance 
O; this Certificate in Good Standin , according to the records oi the Corporations Division, 

qng med all reports required by the District of Columbia Nonprofit Corporation Act.
l 

' TESTIMONY VVHEREOF I have hereunto set my hand and caused the seal oi 
this ofiice to be afli>_<ed this 4th day of April , 2001 .

_ 

Carlynn M. Fuller ' 

Acting Director A 

Winnie R. Huston ' 

Administrator 
Business Regulation Administration 

Maxine M. Hinson 
Act. Assistant Superintendent oi Corporations 
Corporations Division 

Anthony A. Williams 
May-or
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MedStar Georgetown University Hospital FY11 Service Area Map
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MedStar Georgetown University Hospital Page 1 of 1_i 
MedStar Georgetown 
University Hospital 

A monumental first in the nation s capital. 
M A G N E T As the first in Washington, DC to receive Magnet status, this is a major R ECOG N ' Z E D 

announcement for the region's nursing community. But more importantly, it §> is an incredible honor for our own nurses. This prestigious award places our 
. 0 . . AMERICAN NURSES nursing team among the top 2 /0 in the nation. 

p,,.,._,,,._,,,,C,LWL, 

What is the Magnet Award? 
This award is the ultimate honor for nursing excellence. Presented by the American Nurses 
Credentialing Center (ANCC), it recognizes hospita|—based nursing teams that meet the nation's 
highest standards. In short, Magnet is a seal of approval for quality nursing care and an environment that is supportive of their nurses. 

MedStar Georgetown is the first hospital in Washington, D.C. to attain Magnet Recognition by the American Nurses Credentialing Center (ANCC). This prestigious award recognizes our nurses for excellence in nursing practice. 

Georgetown University Hospital 
I 
3800 Reservoir Road, NW 

| Washington, DC 20007 

l

l 

http ://Wvvw. georgetownuniversityho spital . org/ print. cfm 10/22/2012
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T be crzterzafbr mentors are as-fbllows: 
' Volunteers to participate in the program 
° Is a seasoned, experienced nurse, employed at GUH for at least two years 
Represents any of the roles in nursing: clinical practice, administration, 
education, research or informatics 
Has achieved an overall performance rating of Key Contributor or 
Role Model for past two years 

ectatzons oft/1e mentor are asfbllows: 
Participate in a 2-hour Mentor Training Program 
Meet with the mentee at least twice a month either face-to-face, 
by e-mail or by phone 
Assist the mentee with meeting his/ her development goals 

° Provide coaching, feedback and opportunities for development 
Commit to the program for 6 months 
Provide feedback on the Mentor Program, mid-program and at 
the end of the 6-month session 

[E>W 

Mentor is defined as a wise adviser, teacher or coach who works with someone who 
has less experience with the agreed-upon goal of assisting that person with their 
rowth and develo ment. This erson can be in an of the roles in nursin . g P Y g 

Has the approval from his/her manager to serve as a mentor 
' Is not the manager of the mentee 
Has effective interpersonal communication skills 
Maintains confidential information of the mentee as appropriate 
Demonstrates GUH's mission, vision and values

M \__; 
Georgetown 
University 
Hospital W 
MedStar Health



ia and Expectations of Mentees: 
The mentee is someone who is interested in enhancing their professional growth 
by partnering with a mentor. 

T7142 criteria fin‘ mmtees are asfbllows: 
' Volunteers to participate in the program 
' Employed by GUH a.nd works in the Nursing Division for 
at least one year 

° Has the approval from his/her manager to participate as a mentee 
' Has no disciplinary action within the last 6 months 
° Willing to learn and to be challenged, and has a desire to grow 
professionally 

T be expectations of the mentee: are asfbllows: 
' Attend a brief informational session to learn about the program 
and their role 

' Take charge of their development by identifying their needs 
' Initiate appointments with mentor 
° Meet with mentor at least twice a month either face-to-face, 
by e-mail or by phone 

' Keep the hiring manager informed of progress 
' Commit to the program for 6 months 
' Provide feedback on the Mentor Program at midpoint and 
at the end of the 6-month session 

1 1.‘?

P 

ations of the Mentees Manager ‘ 

° Understand the purpose of the Mentor Program, which is 
primarily focused on development of the mentee 

' Support the mentee and the mentor relationship by allowing 
the pair to meet for at least twice a month 

° Provide coachin and feedback re atdin the mentee’s erformance g g g P 
and continue to rovide o ortunities for develo ment P PP P 

1,. 

'\7 

__M 
Georgetown 
University ’ 

Hospital 

MedS tar Health
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