HEALTH LAW AND INDUSTRY REGULATION: FINAL EXAM
Professor Lucy C. Hodder, Spring 2021

I. General Instructions: PLEASE READ ALL INSTRUCTIONS!!!

PLEASE TYPE YOUR EXAM ## ON THE TOP OF EVERY PAGE!!

This is a 3-hour open-book open computer exam, worth 35% of your grade [35 points total]. You have 4 hours for your exam.  Please only take 3 hours! 

While you can review your own documents, review sheets and consult your text book, Canvas and the internet for research, please follow the following rules:
 
1) NO DISCUSSIONS OR COMMUNICATIONS WITH HUMANS – you are prohibited from speaking to, consulting or corresponding with people electronically or otherwise about the exam during the exam.
2) You consult and rely on any legitimate sources such as regulations, legal analysis, case law, Furrow book, 8th Edition, but please reference them in your exam answer if you rely on them in your answer.

Your exam responses, which can be typed in Word using this document, should be dropped off (or sent electronically) when due to the registrar’s office at the designated time. Please do NOT submit to Professor Hodder. Use your exam number for identification. 

Pick-up/E-Mailed – 10 am  
Due back to registrar by 2 pm!
Suggested work time: 10:30-1:30 

Identification:  Use only your assigned Exam Number for this exam. Please include your Exam Number as a header so it appears on each page. 

Template: Please include your answer after the question using this exam template so I can read the question followed by your answer. 

Observe word limits. I will give you word number maximums for all answers (as well as page number estimates). For the long answers, you can simply use a heading that includes the question number at the top. For the short answers you will write your answer after the questions. Your submission of this exam is certification that you have observed the word count.  

Type: Please use Times New Roman, 12 pt, type. Please double space your lines.  You should use the “Normal” template format and include page numbers on each page. Please also indent your paragraphs. 

No Collaboration: Please do not collaborate with each other.  Your submission of this exam certifies that you have met the honor code, have worked independently and have not collaborated with any classmates or third persons.  

EXAM: This exam consists of three different sections. 

	Part I: 10 short answer questions, 20 points.  Each question is worth 2 points.  I recommend you take no more than 70 minutes to complete this section of the exam.  Word limit: 150 words each (approximately 4 sentences).

[bookmark: _Hlk39129274]	Part II:  1 fact pattern with two questions, 10 points total.  I recommend you take no more than 70 minutes to complete this section of the exam. Word limits referenced.
	
	Part III:  1 short-answer question, 5 points.  I recommend you take no more than 40 minutes to complete this section of the exam.  Word limit: 750 words (about two pages).

Citations and References: I have attached references for Part II below.  Please incorporate appropriate regulatory standards and provide references to regulation or statute sections. Do not simply restate the regulation if doing so uses up precious words, but do summarize standards, reference and incorporate as necessary in your response, and provide the appropriate citations.  I do not care about blue book perfection, but do want citations where appropriate. 

On this exam I will be looking for your ability to: 
· Identify the legal issue(s) raised by the specific facts; 
· Show your knowledge of legal principles and "rules” and apply to facts;
· Present your responses in a concise, precise, and organized way. 
· Be clear in your reasoning
· Follow the directions in the prompt to each section carefully.
· Don’t wander down rabbit holes. While I am acutely aware that you have learned a lot by studying everything, I value what you have learned in and of itself. I am not asking you to tell me everything you know. I am asking you to answer the questions asked and apply your regulatory analysis and understanding to the answers.



Part I: 
	10 short answer questions, 20 points.  Each question is worth 2 points.  I recommend you take no more than 70 minutes (an hour and 10 minutes) to complete this section of the exam.  Please answer the questions using at least one complete sentence! Word limit: 150 words each in aggregate (approximately 4 sentences) even if there is an (a) and (b). 

1) [bookmark: _Hlk71660357]Antitrust doctrine has been developed around interpretive principled analyses. Traditionally, judicial analysis of conduct under the Sherman Act has employed two approaches to testing the “reasonableness” of restraints. One of these approaches is the “rule of reason.”  Please describe the what defendants accused of anti-trust have to prove to escape liability under this “rule of reason” approach.  (Furrow at 1005). 

2) The advantage to the insurance company of a “community rating” system can be described as follows: “…community rating has the advantage of allowing an insurer to apply a single rate or set of rates to a large number of people, thus simplifying the process of determining premiums.” (Furrow at 488-89).  

a. How does “experience rating” differ from “community rating”? 

b. Briefly explain the advantage of “experience rating” to the insurance company. 

3) The Court in Jacobson v. Massachusetts opined on whether Massachusetts could impose public health restrictions on willing or unwilling citizens in the face of small pox. (Jacobson v. Massachusetts, 197 US 11 (1905)). The Court looked to the authority of the State under its “police power” to protect the public’s health and safety. (Furrow at 1532)

a. In 2022, the State of Marshmallow Fluff seeks to pass a law compelling adults to be vaccinated against COVID-19. Please offer one to two sentences from the Court’s decision that arguably support the State of Marshmallow Fluff’s authority to enforce such a law. 

b. The Jacobson Court also carved out an exception for when court interference to prevent vaccination of an adult would be justified.  What is that exception?



4) I am a single adult in 2020 who is unemployed but makes approximately $12,000 a year from odd jobs, which is under 138% of the Federal Poverty Level. I am 38 years old. Am I more likely to be eligible for health insurance coverage through my state’s Medicaid program or the federal Medicare program?  Why?

5) In OIG Advisory Opinion No 03-5, the OIG states that “… in recognition that some physician-owned Ambulatory Surgery Center ventures may be beneficial to the federal programs and their beneficiaries, the Department issued a narrow safe harbor for physician-owned ASCs that meet criteria carefully tailored to mitigate the risks for fraud and abuse. ….” (Furrow at 957)

a. What type of investment does the ASC safe harbor at 42 CFR Section 1001.952(r)(4) protect?

b. What reasons did the OIG give in Advisory Opinion 03-5 for finding that the Proposed Arrangement could potentially generate prohibited remuneration under the Anti-Kickback statute? 

6) Anthem approaches Lemon Cake Hospital and suggests they discuss an alternative payment arrangement whereby Anthem pays Lemon Cake Hospital an aggregate annual payment based on the total health care expenditures spent by Anthem for the 100,000 patients the Hospital treats through its primary care practices. Anthem assumes that each primary care patient will cost on average $5,000 in medical expenses a year and offers the hospital $500,000,000 in aggregate to provide inpatient and outpatient medical care to these patients. 

a.  In this arrangement does Lemon Cake Hospital take on more or less risk than in a fee-for-service arrangement? 

b. Explain why?

7) In Arizona v. Maricopa County Medical Society (USDC 1982) (Furrow, beginning on p. 1031) the court determined that “the agreements at issue” can not “escape per se condemnation.” 

a. What were the ‘agreements at issue” between the doctors and the insurance companies?

b. Why did the court reach this conclusion? 

8) [bookmark: _Hlk71454923]Toblerone Hospital is exempt from federal income taxation and must conduct a “community health needs assessment (CHNA)”. Please answer the following questions about the CHNA: 

a. What law or regulation requires the CHNA be completed by Toblerone Hospital? 

b. 	Please set forth the Toblerone Hospital’s Population Health Director at least three (3) requirements of the CHNA process. (Furrow at 837)

9) In Revenue Ruling 98-15 (Furrow AT 857), the IRS examined two situations (Situation 1 and Situation 2) where a non-profit organization formed a joint venture with a private company, noting that “if a private party is allowed to control or use the non-profit organizations activities or assets for the benefit of the private party, and the benefit is not incidental to the accomplishment of exempt purposes, the organization will fail to be organized and operated exclusively for exempt purposes.” The IRS noted material differences in the selection of officers, directors and key employees for the resulting joint venture which helped persuade the IRS that in Situation 1, the non-profit organization was furthering its charitable purposes while in Situation 2, it was not.  What were those material differences? 

10) The Governor of the State of Hershey has declared a state of emergency due to COVID-19 ordering that people stay home and social distance.  In addition, and simultaneously, the President of the United States has declared a federal public health emergency. Both the President and the Governor issued separate executive actions about health insurance coverage during the public health emergency, telling all patients that telehealth services would be covered during the public health emergency in the same manner as “in-person” services, and that the telehealth could be provided by any type of telephone or video service. Both Orders noted that patients would not have to pay any co-pays, deductibles or other cost-sharing amounts associated with telehealth services provided by physicians during the COVID-19 crisis. Sixteen months later, the Governor of the State of Hershey summarily ends the state of public health emergency and declares it’s ‘business as usual.’  

The President of Hershey’s Medical Society calls her legal counsel (you) to ask whether the Governor of Hershey’s Executive Order impacts coverage of telehealth services under the Medicare program or all commercial insurance. Specifically, she wants to know: 

a. 	Whether the Governor’s Order lifting the state of emergency impacts a Hershey physician’s ability to bill and be paid by Medicare for telehealth services? Why or why not?
b. 	Whether the Governor’s Order lifting the state of emergency impacts a Hershey physician’s ability to bill and be paid by private commercial carriers, like Anthem, United or Cigna, for telehealth services? Why or why not? 


[PROCEED TO NEXT PAGE AND SECTION II]





II. FACT PATTERN – ESSAY TYPE QUESTION

Part II:  1 fact pattern, 3 questions, 14 points total.  I recommend you take no more than 75 minutes per question to complete this section of the exam. Word limit: 1,500 word (about 5 pages)

Answer all questions! Be clear and concise.  Summarize facts, outline the law, apply the law to the facts, and provide advice as directed by each question. I strongly urge you to use the references provided.  Please focus on the specific questions and the references provided, and don’t wander off down rabbit holes. This question is asking you to apply the regulations to the specific facts based on what you have learned. 

Facts: 

Flourless Cake Hospital is a State of Hershey charitable organization recognized as a 501(c)(3) operating a operating a community hospital in Sour Doughberg, New Hampshire. The Hospital provides a full range of in-patient and out-patient hospital services to the community. The community in general has higher rates of poverty amongst its year-round residents than the rest of the state, although the area also hosts an influx of seasonal sports enthusiasts to the mountains for skiing and hiking.  As a result, the Hospital depends upon revenue from its inpatient and outpatient orthopedic surgery to offset its primary care services.  The community has higher rates of Substance Use Disorder and mental health than other communities in the state as well. 

There is a professional association that includes three orthopaedic surgeons located in Sour Doughberg, called Ortho-Pudding.  The Ortho-Pudding physicians primarily rely on and refer to the Hospital services for their patients, including labs, surgery, MRI, etc.  Maria Sugarhead, MD, one of the practices most productive surgeons, is on the Board of Trustees for the Hospital.  The Hospital’s By-Laws require contracts with physcians to be approved by the Board. With increasing summer and winter activity in the area, in 2019, the Hospital and the Ortho-Pudding surgeons began discussing how to ensure better call-coverage for the active emergency room in order to compensate the physicians for responding to the emergency orthopaedic needs of the Hospital.  The Ortho-Pudding surgeons provide “on-call” emergency room coverage which means at least one of the surgeons is available for calls and in-person care 24-hours a day to respond to emergency orthopaedic needs, including the emergency room, attending to admitted orthopaedic patients and performing surgery.   

The Hospital engages the assistance of a third-party consultant to develop a fair market value analysis supporting a professional services contract compensating Ortho-Pudding on a per-diem basis for each 24-hour period of on call-coverage by one of its surgeons.  The third-party consultant concluded the FMV range was $800-$1,200/day. The Hospital and Ortho-Pudding entered into a written 3-year contract arrangement paying Ortho-Pudding $1000 a day to cover emergency room trauma cases.  

Maria Sugarhead, MD, is looking forward to the Board of Trustee meeting when the agreement will be discussed and voted on. 

QUESTION II-A:  You represent the Hospital.  In no more than approximately 300 words, what advice do you give the CEO, Richard Paella about Dr. Sugarhead’s participation in the meeting approving the agreement in 2019 and what’s the basis for your advice? 
(Suggested Resources: Furrow at 801-806)

QUESTION II-B: You represent the Hospital.  You secured a third-party experienced health law firm to review the joint venture arrangement for call-coverage. You have 5 minutes during the meeting to explain to the Board of Trustees why the Anti-Kickback Statute and the Stark Law apply to this joint venture arrangement for call-coverage and why the third-party legal consultant opined that the arrangement would not be prosecuted. In no more than approximately 600 words, please summarize your statement made to the Board of Trustees herein. 
(Suggested Resources: Furrow at 951, 977-78)

[continued facts]

Throughout 2020, the COVID-19 pandemic raised many challenges for the Hospital and its medical staff.  Tourism fell dramatically, and unemployment rose. Primary care practices were hearing from an increasing number of patients with substance use disorders who were not succeeding in recovery and others who were experiencing exacerbated depression and anxiety.  

There is a workforce shortage of substance use disorder professionals in Sour Doughberg and Mr. Paella wants to explore the use of graduate student interns to provide billable behavioral health services after hours and on weekends for the primary care practices when no other staff are available or on-call. The State of Hershey regulations require that an intern be directly supervised by a licensed professional when providing billable services. “Directly supervised” is defined as “available in the same office space.” Mr. Paella believes that the interns are sufficiently experienced and the community needs the services. 

QUESTION II-C: In no more than approximately 300 words, please explain to Mr. Paella the potential risks or consequences of proceeding as he intends, citing relevant case law. 
(Suggested Resources: Furrow, pp 920-929) 

[CONTINUE TO NEXT PAGE]

Part III:  1 short-answer question, 5 points.  I recommend you take no more than 40 minutes to complete this section of the exam.  Word limit: 750 words (about two - three pages). There is no right answer. Please offer your reasonable opinion based on what you have learned this semester. 

The “costs” associated with health care include expenses associated with health care needs, but also certain costs “not typically categorized as ‘health care costs’ including: uncompensated caregiving by family or friends; equipment; supports and services necessary to maintain function and independent living when possible; residential supports such as assisted living and transportation to and from health care offices and facilities.”  Payment for some “atypical” services not typically considered health care have been proven to lower the ultimate cost of care over time more than some typical health care services. Yet services cost money and if covered, it is difficult to control utilization and cost. 

How should a publicly funded health insurance program determine whether, how and/or when services should be covered as a “health services” by the health insurance program? 

Think creatively about your standards and processes. Please use examples to demonstrate your point. 

7 
HLIR 2021

