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 From The President:  
 
GSHRM 1985-2015 –  The Pearls Keep Coming… 

Such an apt name for the theme of the upcoming annual conference as we prepare to 

recognize and celebrate 30 years of Risk Management professionals who work with and 

support Georgia’s healthcare industry. I have had the privilege of membership and 

association in this esteemed group for the last 15 years and it is without a doubt one of the 

finest in the nation. One of the charter members as well as several early members remain 

actively involved today and members consistently present at the national level for the 

annual ASHRM conference; a rich resource indeed for new and upcoming professionals in 

this uniquely challenging and gratifying field.  

The conference agenda is replete with speakers and presentations to further develop, 

strengthen and encourage those who attend. As we prepare for the annual event this year, I 

would like to take this opportunity to express deep appreciation to each and every one for 

the contributions and support you provide to grow, nurture and maintain this very special 

group of exceptional individuals.  

Many many thanks to all and I look forward to seeing you in May!  

- Elisabeth 
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BIOETHICAL DILEMMAS IN RISK MANAGEMENT 
By 

Palma Young, RN, EJD, MPA, CPHRM, FASHRM 
Senior Director, Risk Management 

Piedmont Healthcare 
 

In bioethics, it is a false dichotomy to believe that 
end-of-life decision-making is mutually exclusive from 
good medical care.  The positive association between 
palliative care and dying expands the quality of medical 
care at the end of life.  State of the art palliative care 
should be the standard of care for treatment of suffering 
as patients near death.  Medical providers, as part of their 
commitment to best practices and their patients, often 
question the risk management ramifications of end-of-life 
decisions. 

 
The options for a predictable escape from 

suffering, if it becomes overwhelming or unbearable, is 
important to many patients.  The provision of treatment 
that may foreseeably hasten death is one of “double 
effect”.  The intent of treatment is to relieve pain and 
suffering, not to end the patient’s life, but the patient’s 
death is a foreseeable side effect of the treatment.  
Terminal sedation, sometimes utilized to relieve suffering 
that cannot otherwise be satisfactorily controlled, refers 
to the practice of sedating a terminally ill patient to the 
point of unconsciousness, then allowing the patient to die 
of her disease, starvation, or dehydration.  However, may 
question the risk and legal issues in permitting a physician 
to gradually increase the appropriate medication for a 
patient realizing that the medication may depress 
respiration and cause death. 

 
Discussions about life-ending acts by physicians 

often refer to the patient’s competence or decisional-
making capacity.  The principles of patient autonomy and 
the right of self-determination are also considered.  
Patients who possess decisional-making capacity have the 
opportunity to choose among medically prescribed 
treatments, and to refuse any unwanted treatment 
offered by their physicians.  These principles are not 
altered when the likely result of withholding or 
withdrawing a treatment hastens a patient’s death; a 
patient possessing decisional-making capacity must be 
the one who decides whether the relief of pain and 
suffering is worth the danger of hastening death.  
Treatment decisions often involve personal value 
judgments and preferences in addition to objective 
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The Top 20 Pearls of Wisdom 

1. Because I said so 

2. Wait and See 

3. If you were asked to jump off a cliff, would 

you do it? 

4. You’ll put someone’s eye out 

5. What did your last servant die of? 

6. Were you born in a barn? 

7. I’ve told you a thousand times 

8. There’s no such word as can’t 

9. Say ‘pardon’ not ‘what’ 

10. It’ll end in tears 

11. Who’s ‘she’, the cat’s mother? 

12. ‘I want’ never gets 

13. If you can’t finish your dinner, you’re too full 

for dessert 

14. That’s for me to know and you to find out 

15. Back in my day… 

16. Don’t sit too close to the TV or your eyes will 

cross 

17. Stop crying or I’ll give you something to cry 

about 

18. Eat carrots to see in the dark 

19. Ask your mother (or father) 

20. Do as I say, not as I do 



 

medical decisions. We demonstrate respect for human dignity 
when we acknowledge the freedom of individuals to make choices 
in accordance with their own values; the right of competent 
patients to forgo life-sustaining treatment has been upheld in the 
courts.   

 
Physician response to competent, terminally ill patients 

whose suffering (physical or mental) is not relieved by palliative 
care is variable.  If the patient is receiving life-prolonging 
interventions, the physician should consider discontinuing them in 
accordance with the patient’s wishes.  Some patients may 
voluntarily stop eating and drinking.  If the patient has unrelieved 
pain or other symptoms, the physician may legally administer or 
prescribe terminal sedation. The legalization of “physician-assisted 
death” remains a significant risk management, ethical and public 
policy issue.  The principle of justice implies a consideration for a 
common good and societal considerations.  It is morally important 
that people have access to appropriate healthcare, and this 
includes care at the end of their lives.  Risk management principles 
support the role of physicians as advocates of active, informed  
patient choice of treatment or non-treatment, and of a patient’s 
right to die with as much control and dignity and possible. 

 
Relying on withdrawing (discontinuing hydration and 

nutrition, whether voluntarily or according to a family’s wishes) or 
withholding treatment can be cruel.  Even with skilled palliative 
care, it requires that the patient who is dying from a terminal 
disease, must, in effect, wait to die until the absence of a certain 
treatment will cause death.  As observed by many healthcare 
providers and families, the absence of dignity and compassion in 
this type of death is startling. 

 
Another important consideration is “quality of life.”  At what point does life cease to have “quality” and 

who should decide how much “quality” a particular patient’s life has?  A related and valid question, which risk 
managers should consider, is whether the patient is always capable of judging the “quality” of his or her life, 
and, if the patient is incapable of doing so, who should make that judgment?  Considerations of quality of life are 
closely linked to a determination of what is in a patient’s best interest.  The challenge is to define what a 
patient’s best interests are and, again, identify who should be allowed to determine what those best interests 
are and whether they are met by withdrawing or administering a particular treatment.   

 
Policies governing the care of patients who wish to die must also be evaluated in terms of their practical 

consequences.  The ethical acceptability of a policy depends upon the benefits and costs that result from the 
policy.  In addition to the impact on individual cases, there are likely to be serious societal consequences from 
the policies regarding physicians’ responsibilities to dying patients.  Safeguards (to ensure the following 
conditions have been met:  palliative care has proved ineffective or unacceptable; informed consent has been 
given; diagnosis and prognosis are clear; an independent second opinion has been sought; accountability can be 
established) to protect vulnerable patients from the risk of error, abuse or coercion must be constructed.   These 
risks have been cited in debates regarding terminal sedation, voluntarily ceasing eating and drinking and for 
forgoing life-sustaining treatment.  A method for adequate risk management oversight of these safeguards and 
control of interventions should be established. 
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The right to quality palliative care is uniformly acknowledged by the public, the medical community and 

the US Supreme Court.  There are two principles with which everyone agrees: 
1) Physicians have an obligation to relieve pain and suffering and to promote the dignity of dying 

patients in their care. 
2) The principle of patient bodily integrity requires that physicians must respect patients’ 

competent decisions to forgo life-sustaining treatment. 
 
These bioethical dilemmas have prompted a renewed appreciation for improving palliative care, 

clarifying patient wishes through advance directives, bringing patient self-
determination to the forefront of end-of-life care, and consulting risk management 
professionals.  Physicians and other health care  providers are increasingly aware that 
an aging population, a growing incidence of cancer, and the technology that prolongs 
life create enormous medical and economic challenges, and that the quality of care for 
patients and families must be seen as a public health issue. The first step in working 
with patients who are nearing death is to ensure they have access to the best medical, 
spiritual and psychological care possible. 

 
As risk management professionals, we should ensure that the healthcare team 

understands that the decision to terminate specific forms of treatment or not to 
resuscitate does not imply the termination of care for the patient.  It is frequently 
noted that after a do-not-resuscitate (DNR) or allow natural death (AND) order is 
written, attention to the patient’s needs diminishes.  When the goals of curing are 
exhausted, the goals of caring must be reinforced.   

Quality end-of-life care requires a combination of the judgment of clinicians 
and the preferences of patients in three particular areas:  achieving appropriate 
control of pain and symptoms, avoiding inappropriate prolongation of dying, and 
enhancing the control of patients over their care.  Risk managers should assist 
hospitals in formulating policies defining appropriate care, and stating the methods 
whereby decisions in difficult cases should be made and reviewed.  It is often prudent 

to seek sound legal advice to supplement ethical deliberations. 
 
End-of-life care often involves choices that are ethically difficult and give rise to fears of potential 

liability. Withdrawal of life-sustaining treatment such as dialysis or a feeding tube and the need for large or 
escalating doses of opioids (which can lead to serious adverse effects or even be lethal) or sedatives are 
particularly troubling issues. It is unclear how Ethics Committees, risk management and hospital administrators, 
national practice guidelines, and governmental sponsored health care reform will interface with the highly 
complex individual patient.  Risk management professionals are often asked to provide guidance in response to 
these complex issues.  One of our most important roles is to advocate for the patient's wishes, as expressed in 
an advanced directive or an advance planning conversation or by the patient's chosen surrogate. 

 
Caring for dying patients and helping them and their families make appropriate treatment decisions are 

not easy tasks for clinicians. Many pressures, which include the uncertainty of clinical conditions, intensified 
interpersonal relationships, and perceptions of policy and legal limitations, add to the challenge and, not 
infrequently, compound the inherent difficulties of such cases. Although many risk managers currently play a 
limited, primarily reactive, role in clinical care of patients at the end of life, their participation could be expanded 
to include more opportunities for them to become involved, particularly in the education of clinical staff. 
Provided that their own knowledge of the legal and risk management aspects of end-of-life care is current and 
accurate, the risk management professionals’ authority and stature within the institutions would make them 
important collaborators in efforts to improve the quality of a hospital's end-of-life care delivery. 

 

“I can do no other 

than be reverent 

before everything 

that is called life. I 

can do no other than 

to have compassion 

for all that is called 

life. That is the 

beginning and the 

foundation of all 

ethics.” 

 

Albert Schweitzer 
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10 Funny Quotations to Brighten Your Day and Enlighten Your Life 

Mike Moore 

www.ezinearticles.com 

Some people reject quotations as inadequate or insufficient because they don't contain anything but a seed 

of truth and/or wisdom. That is true due to the fact that a quote is but one or two sentences and therefore 

can't contain anything but a seed of wisdom. Isn't a seed of wisdom and truth often enough? I am reminded 

of the old adage, "From a tiny seed a might oak does grow." But if that brief gem of wisdom prompts further 

thought or reflection isn't that worth something especially in an age where a lot of people never take time 

to indulge in the pleasure of thinking or analysis? 

I believe that quotations, when they strike a chord with the reader, can affirm or challenge their position or 

beliefs and result in further reflection. When they evoke the response, "Isn't that the truth?" or, "I never 

thought of that before!" or," That was funny." they have great value. 

There are two classifications of quotations, funny and serious. I love both but have a preference for the 

funny ones. They don't have to be rolling in the aisle funny but they have to be at least amusing to you the 

reader. 

Here are 10 of my favourites from my vast collection. Hope you enjoy their WIT (WISDOM, INSIGHT, and 

TRUTH)  

1. You wouldn't worry what people thought about you if you only knew how seldom they did.  

2. To expect life to treat you fairly because you're a good person is like expecting a bull not to charge 

you because you're a vegetarian.  

3. Worry is like a rocking chair; it will give you something to do, but won't get you anywhere.  

4. Pain and suffering are a lot like gas... they too shall pass.  

5. Always borrow money from a pessimist. They don't expect to be paid back.  

6. Anyone who says that swimming is good for the figure has never taken a real good look at a whale.  

7. A bore is always "ME" deep in conversation.  

8. Some people think their lives are full, when really they're just cluttered.  

9. If at first you don't succeed, try not to be amazed.  

10. A leader without a sense of humour is like a grass cutter at a cemetery. You have a lot of people 

under you paying absolutely no attention. 

George Bernard Shaw once said that if you find something funny search it for hidden truth. Here are few 

pearls of wisdom packaged in humour. Enjoy. 

Live Better... Laugh More 

Mike Moore is a popular speaker, humourist and author whose work has appeared in newspapers and magazines throughout the 

world. He is a recognized authority on the therapeutic power of humour in human wellness and relationships. His many speaking 

engagements throughout North America have convinced him that laughter forms a universal language that entertains, heals and 

unites us all. 
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 Top 15 Pearls of Wisdom 

Songs 

Whistle While You Work –            
Snow White and the 7 dwarfs 

Don’t Talk To Strangers –               
Rick Springfield 

Don’t Be Cruel – Elvis Presley 

Don’t Worry, Be Happy –             
Bobby McFerrin 

Every Rose Has It’s Thorns – 
Poison 

Smile – Uncle Kracker 

Be Good To Yourself – Journey 

Take It Easy – Eagles 

Don’t Give Me No Lines And Keep 
Your Hands To Yourself –         
Georgia Satellites 

Don’t Stop Believing – Journey 

I believe I can fly – R Kelly 

Never Surrender – Corey Hart 

I Will Survive – Gloria Gaynor 

You Get What You Give –                  
New Radicals 

That’s What Friends Are For –   
Dionne Warwick 

 

Fly Your Kight: No New Changes to Georgia’s Hospital Lien Law  
 

-- Alan J. Payne, Esq. – 
 

BENDIN SUMRALL & LADNER 
 

 Hospitals have long relied upon Georgia’s hospital lien lawi to ensure 
payment for services rendered to a patient who has a cause of action against some 
other person or entity for causing the patient’s injuries.  Of great import to hospitals 
is the extent to which their contracts with managed health care insurers affects, or 
even precludes, their ability to file a lien. The Georgia Supreme Court recently dealt 
with such a contract in Kight v. MCG Health, 2015 Ga. Lexis 154 (Ga. March 2, 2015) 
where it affirmed the Court of Appeals’ prior decision of 2013 that the hospital was 
not precluded from filing a lien given its contract with the patient’s insurer.  However, 
the larger impact of Kight is in what it does not address.  Specifically, the Supreme 
Court declined to reach or adopt the dicta in the Court of Appeals’ opinion that 
permits hospitals to practice “balance billing.”   

In short, balance billing is when a hospital that has already received payment 
from a patient’s insurance company for services (usually at a discounted rate) collects 
the difference between that amount and the full cost of their standard (sometimes 
called “customary”) rate from a third-party, usually a tortfeasor who caused the 
injury to the patient for which he sought medical services in the first place.ii  This can 
result in the hospital actually recovering more than it would under the contract 
alone, at a cost to the patient’s ultimate takeaway from any settlement or verdict.  

This new interpretation is just over a year old, so we do not yet have 
extensive discussion on balance billing from Georgia courts.iii  Yet, a review of the 
Court of Appeals and Supreme Court holdings can provide guidance on the critical 
wording in hospital-insurer contracts that may permit balance billing, and the 
amount that liens should be asserted to collect. 
 
The Holdings 

In Kight, the patient, a member of the Blue Cross/Blue Shield managed health care insurance plan, had 
been treated by MCG following an automobile accident.  Blue Cross and MCG had a contract whereby MCG 
agreed to discount its billed charges for covered hospital care provided to Blue Cross members and accept the 
discounted amount as payment in full. MCG agreed not to balance bill patients for the difference between 
MCG’s billed charges and the discounted amount due under the contract, although it was permitted to bill 
members directly for deductibles and co-pays.  Despite this language, MCG filed a lien on Kight’s personal injury 
claim stemming from the automobile accident for the standard charge of the medical services rather than the 
discounted rate under the contract.  Kight subsequently sought and obtained a ruling that the lien was invalid 
because, under the contract, there was no debt owed to the hospital once it accepted the discounted amount as 
payment in full.iv   

The Court of Appeals heldv that the trial court erred because a debt was actually owed to MCG at the 
time the lien was filed, specifically $261.10 in unpaid discounted payments due from Blue Cross and $186.48 in 
unpaid deductibles or co-pays due from Kight.  The Court went on to hold that MCG was entitled to file a lien for 
the unpaid portion of its charges, undiminished by insurance payments or “write-offs” under MCG’s contract 
with Blue Cross.  The Court reasoned that because Kight was entitled to recover from the tortfeasor his 
“reasonable and necessary” hospital charges, undiminished by insurance payments or “write-offs,” and the lien 
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law allowed the hospital to step into the shoes of Kight for the purposes of receiving payment from the 
tortfeasor for the charges, then nothing precluded MCG from seeking that amount, even if it exceeded the 
amount set forth in its contract with Blue Cross.   

The Georgia Supreme Court, in a short and unanimous decision, agreed with the Court of Appeals that a 
debt was owed to MCG at the time it filed its lien, so Kight’s argument that the lien was invalid because no debt 
was owed failed.  However, because the Supreme Court declined to reach or adopt the commentary from the 
Court of Appeals’ decision, it, in effect, left that decision and commentary on balance billing as good law. 
 
The Wording of Contracts with Insurance Companies 
 As with most legal documents, the exact wording of hospital-insurer contracts is crucial.  In Kight, the 
Court permitted MCG to practice balance billing despite clear language in MCG’s contract with Blue Cross that it 
would accept discounted rates as “payment in full” and would not balance-bill Kight for the difference.  The 
Court and the Supreme Court found this language to be undermined by another provision in the contract that 
explicitly reserved MCG’s right to collect deductibles and co-pays directly from Kight.   

In contrast, both courts pointed to cases where the contracts included “no recourse” provisions -- where 
the hospital agreed it would have no recourse whatsoever except against the patient’s insurer -- as examples of 
how a hospital could waive its lien rights, and by extension, its ability to balance bill.vi  Therefore, hospitals 
looking to preserve their ability to balance bill should ensure that their contracts do not contain “no recourse” 
provisions.  It is also helpful if the contracts explicitly reserve the hospital’s right to collect something, even if it is 
just deductibles and co-pays, from the patient directly, as this shows an intent to reserve the hospital’s right to 
collect debts directly from their patient. 
 
The Amount of the Lien 
 Under balance billing, a hospital may assert a lien for the unpaid portion of the “reasonable charges” for 
the patient’s care, even if that is over and above what the insurer pays.vii  In determining what constitutes 
“reasonable charges,” hospitals should look to the amount the patient is entitled to claim in a cause of action 
against a tortfeasor.  Notably, this amount will not be diminished by write-offs (under what is called the 
“collateral source” rule).   

Furthermore, a hospital’s lien does not have to be exact on the date it is filed to be valid. Hospitals are 
thus best served by filing liens for the full amount of the reasonable charges, as MCG did in Kight.       
 

Time will tell whether the Georgia Supreme Court returns to comment directly on the practice of 
balance billing.  In the meantime, hospitals should look at their lien-filing practices to ensure that they are 
collecting the full amount permitted under current Georgia law. 
_____________________________________ 
i O.C.G.A. § 44-14-470 et seq. 
ii This analysis only applies to private insurance companies.  The Medicaid Act prohibits balancing billing in cases where the medical care 
is paid for by state programs under Medicaid.  42 U.S.C. § 1396a(a)(25)(c); 42 C.F.R. § 447.15. 
iii So far there have only been three cases that cite the Court of Appeals decision, and each of them only tangentially touches on the issue 
of balance billing.  Med. Ctr., Inc. v. Bowden, 327 Ga. App. 714 (2014)(discovery issues); Kemper v. Brown, 325 Ga. App. 806 
(2014)(demand letters); MCG Health, Inc. v. Perry, 326 Ga. App. 833 (2014)(class actions). 
iv Ultimately the trial court also granted Kight’s motion for attorney fees and expenses in the amount of $44,326.60.  The Court of Appeals 
reversed and the Georgia Supreme Court affirmed the reversal. 
v MCG Health, Inc. v. Kight, 325 Ga. App. 349 (2013). 

vi See e.g. MCG Health, Inc. v. Owners Ins. Co., 288 Ga. 782 (2011), cited in the Supreme Court decision; Constantine v. MCG Health, 275 
Ga. App. 128 (2005), which the concurrence in the Court of Appeals decision noted “remains good law for the proposition that a hospital 
can contractually waive its right to collect on a hospital lien through a ‘no recourse’ provision in the hospital’s contract with a patient’s 
health insurer.”  MCG, 325 Ga. App. at 358 (Barnes, PJ concurring). 
vii “[T]he Hospital was entitled to assert a lien under O.C.G.A. § 44-14-470(b) for the unpaid portion of those billed charges as the 

reasonable charges for hospital care furnished to Kight.”  MCG Health, 325 Ga. App. at 354. 
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Social Media Risk Management: A Healthcare Provider’s 

Guide to Appropriate Use 

By Emily Hess 

From Compliance Today, a publication for HCCA members 

Facebook, Twitter, YouTube, and blogging can provide minute-by-minute updates about each person’s 

or entity’s day. By using social media, healthcare providers or corporations can almost instantly promote 

their services to friends and potential clientele. Although social media serves an important role in 

marketing and socializing, it also presents high risk when used inappropriately. Risks associated with 

Health Insurance Portability and Accountability Act (HIPAA) violations, malpractice suits, unlicensed 

practice of medicine, and destruction of your professional image can be reduced or avoided through 

appropriate social media use. 

HIPAA 

It has become common practice for a person to discuss the events of their day via social media, but for a 

healthcare provider, doing so may be illegal. If a healthcare provider discloses details that would allow a 

viewer to identify a patient via social media, this poses a HIPAA violation. Many providers believe that 

only the disclosure of “significant” patient identifiers poses a risk of a HIPAA violation, such as posting 

a patient’s name, address, or date of birth. However, even a seemingly vague description of a patient 

interaction may present a potential HIPAA violation, if there is a reasonable basis to believe that the 

information disclosed could allow for the identification of the patient. For example, if a provider posted 

that they treated a patient with certain injuries (e.g., exotic animal bites, uncommon weapon injuries), 

rare illnesses, or unusual diseases, then this post in combination with basic social media profile 

information about the healthcare provider’s place of employment and date of posting may allow for the 

identification of a patient. You cannot guarantee that your “friends” or “followers” don’t share some 

connection to your patients, which is why the safest practice for providers is to not post comments or 

pictures pertaining to patients and their care. 

Malpractice and unlicensed practice of medicine 

In an effort to save money through self-diagnosis, friends may post or tweet complaints about health 

ailments and ask for ideas on how to be cured. Although you may think you are helping a friend by 

providing advice on how to proceed, a simple response from a healthcare provider, such as “Try taking 

Excedrin, because it sounds like you have a migraine” may be interpreted as practicing medicine. 

Providing healthcare advice without examining a patient is risky. You may have thought you were 

innocently commenting on a friend’s tweet or post like any other social media participant, but because 

you are a healthcare provider, greater weight is given to your healthcare-related comments. If your 

advice goes wrong, the “friend” you were trying to help may sue you for malpractice. If that “friend” 

you advised lives in another state, and you do not have a license to practice medicine there, you may be 

accused of engaging in the unlicensed practice of medicine. 

Destruction of professional image 

http://complianceandethics.org/social-media-risk-management-a-healthcare-providers-guide-to-appropriate-use/
http://complianceandethics.org/social-media-risk-management-a-healthcare-providers-guide-to-appropriate-use/
http://www.hcca-info.org/Resources/NewsRoom/ComplianceToday.aspx
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Viruses and hackers are able to appropriate your account and use it for their own gain or entertainment. 

You may think your Facebook or Twitter account is sitting unused, when in reality a hacker or virus is 

using your account in an unprofessional manner, such as posting advertisements for male enhancement 

drugs or sending “I love you” messages to all of your friends/followers, including your patients and co-

workers. Be sure to manage each of your social media accounts by regularly checking them for 

appropriate use, and keep your personal social media outlets separate from your business social media 

outlets. 

So remember: 

 Do not provide information regarding patients through any social media outlet. This will 

eliminate your risk of violating HIPAA through social media use. You just never know if the 

patient you cared for earlier today liked you so much that they started following your tweets. 

 Do not respond to healthcare questions posed on social media. The small favor you think you 

are doing for a friend may come back to bite you in the form of a malpractice suit or an 

unlicensed-practice-of-medicine allegation. 

 Keep your personal social media accounts separate from your business social media 

accounts. This will also substantially reduce the risk that your patients and co-workers will have 

the opportunity to see that picture of you in college posted by your old roommate. 

 Regularly check your social media accounts. Viruses, hackers, and imposters pose a risk that 

you are unknowingly emitting an unfavorable image of yourself. 

 Retain strong privacy settings. This will help maintain the separation of your personal and 

business social media outlets. 

Social media poses additional risks to healthcare providers. By appropriately managing these risks, 

healthcare providers can enjoy the benefits of social media and avoid the pitfalls. 

Emily Hess (EHess@premierdocs.com) is Staff Attorney and Assistant Compliance Officer for Premier 

Physician Services, Inc. in Dayton, OH. 

This article, published in the December 2013 issue of Compliance Today, appears here with permission from 

the Health Care Compliance Association. Anyone seeking reprints or permission to make copies must contact 

the HCCA at 888-580-8373. 

 
 
 
 
 

mailto:EHess@premierdocs.com
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Fallout from NECC Continues 

Robert W. Stannard, Esq. and Jennifer Bellis 

Bendin Sumrall and Ladner, LLC 

In 2012, the New England Compounding Center (NECC) made headlines for distributing 
contaminated methylprednisolone used for epidural steroid injections. At the epicenter of the 
tragedy are dozens of patients who died from fungal meningitis and hundreds of others who 
continue to suffer from illness and infection from the adulterated drugs. Two years after this 
tragedy, its aftershocks continue to reverberate through state and federal governments, as well as 
the health systems, hospitals, and pharmacies they regulate. On December 17, 2014, 14 executives 
and former employees of NECC were arrested and charged with crimes ranging from fraud and 
conspiracy to second-degree murder relating to distribution of contaminated drugs.  

In the wake of political pressure for expanded federal oversight, Congress passed the Drug 

Quality and Security Act in November 2013. This Act remains in its implementation stages and ambiguity 

and confusion are more common than clarity when it comes to questions of compliance. States have 

been equally active in their legislative efforts in response to NECC. Last year, state lawmakers 

introduced 69 bills relating to oversight and regulation of 

compounded drugs in their respective states. This year, that 

number is over 70. State boards of pharmacy have also shown 

a renewed emphasis on enforcement and compliance, 

particularly with respect to compounding pharmacies. In 

Georgia, inspections and enforcement actions are on the rise 

and agents from the Georgia Drug and Narcotic Agency 

(GDNA) are undertaking thorough, purposeful inspections of 

pharmacies across the state. Inspectors have shut down some 

non-compliant pharmacies on the spot and have disciplined 

many others for infractions. Everyone – from legislators to 

field agents – is anxious to avoid another tragedy. 

In the wake of the NECC crisis, health systems, physician 

practices, drug suppliers, and compounding pharmacies are 

now wading through a changing regulatory landscape and 

increased scrutiny from the public and governmental agencies. 

Hospital pharmacies, compounding pharmacies, physician 

practices, and drug suppliers will all be impacted by these 

changes. 

Hospitals/Health Systems 

Hospital pharmacists face a dilemma. Their 

responsibility to procure drugs to accommodate patients’ 

needs presents a challenge in light of drug shortages or 

unavailability. The American Society of Health-System 

Pharmacists has identified more than 200 drugs currently 

 

 
 

“The single biggest problem in 

communication is the illusion 

that it has taken place.”  

Vince Lombardi 
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subject to national shortages. Even commonly used compounds like intravenous fluids can be difficult 

to find. 

Drug shortages compromise patient care and can contribute to medication errors. In the face 

of these concerns, health-system pharmacists must identify legitimate suppliers, obtain drugs in 

limited supply, and comply with tighter regulations governing the procurement process. This burden is 

substantial in light of the questionable, if not misleading, marketing tactics employed by suppliers 

such as NECC.  

NECC used the good reputation of its “sister pharmacy,” Ameridose, to develop relationships 

with hospitals and clinics across the country. NECC’s marketing materials described it as a state-of-

the-art sterile compounder subjected to rigorous licensure processes that allowed it to legally do 

business in all 50 states. However, NECC’s representations have not kept state boards of pharmacy 

from investigating pharmacists who ordered from NECC.  

In the current regulatory environment, health-system pharmacies must take affirmative steps 

to protect themselves and their patients from unscrupulous suppliers and to ensure compliance with 

state and federal laws. Hospital pharmacists must familiarize themselves with their state’s licensure 

requirements, particularly for nonresident suppliers. Such requirements often vary depending on 

whether an out-of-state supplier is considered a manufacturer, wholesaler, or compounding 

pharmacy. A supplier’s assurance that it is properly licensed is not enough. Pharmacists responsible 

for purchasing drugs should independently verify their suppliers’ licensure status at least annually , 

and should also take steps to verify that their suppliers have obtained the appropriate type of 

licensure. For further protection, pharmacists should insist on written assurance from their drug 

suppliers that they are licensed to sell drugs in Georgia and that they have obtained the appropriate 

license required for their business model, (i.e., manufacturer, wholesaler, or compounding pharmacy). 

This written verification should be signed and dated by a representative from the drug supplier. While 

obtaining written verification may not entirely shield a health system from disciplinary action by the 

Board of Pharmacy if the verification turns out to be false, taking these steps will help demonstrate 

diligence by the purchasing facility and may mitigate the adverse impact of an investigation. 

Compounding Pharmacies 

The recent changes in state and federal compounding laws have also had important 
implications for traditional compounding pharmacies. The FDA, the Georgia Board of Pharmacy, and 
the GDNA have each increased their scrutiny of compounding pharmacies in the wake of the NECC 
crisis. Pharmacies now face an increased likelihood of rigorous inspections. There are additional 
considerations regarding inspections by the FDA. Compounding pharmacies have histor ically been 
regulated by state boards of pharmacy. The FDA has inspection authority over compounding 
pharmacies, but that authority is limited. It is important to understand the permissible scope of an 
FDA inspection and how to properly assert the legal basis for preventing an inspector from 
overstepping his or her inspection authority. 

Additionally, since the NECC crisis, the FDA is paying close attention to the volume of drugs 
produced by individual compounding pharmacies. Under Section 503A of the Food, Drug, and Cosmetic 
Act (FDCA) ––the federal law setting the parameters for traditional compounding pharmacies––a 

compounding pharmacy may only prepare drugs for individually identified patients pursuant to a 
valid, patient-specific prescription, or in anticipation of receiving a valid, patient-specific 
prescription. Prior to the passage of the Drug Quality and Security Act in 2013, compounding 

pharmacies were also permitted to compound small quantities of drugs without a patient -specific 
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prescription for use in a practitioner’s office (“office-use compounding is not permissible at all for 
traditional compounding pharmacies”). However, the FDA now appears to hold the position that 

office-use compounding is not permissible at all. This is another area of uncertainty and ambiguity 
that has yet to be resolved. If the FDA determines that a compounding pharmacy is engaged in 
office-use compounding or is otherwise compounding drugs without a patient-specific 

prescription, then the FDA may decide to treat the compounder as a manufacturer, subjecting it 
to increased scrutiny during the inspection and requiring its compliance with the rigorous federal 
Current Good Manufacturing Practices (cGMPs). A facility that was operating as a compounding 

pharmacy, but which is declared to be a manufacturer by the FDA, will almost certainly fail a cGMP 
inspection and receive a Warning Letter and potential fines from the FDA. Therefore, being aware 
of the limits placed on traditional compounding pharmacies and then operating within those limits 

are critical to avoiding enforcement action by the FDA. Advance preparation for an inspection can 
help protect your business. Examples of best practices include: 

 Confirm that your facility has all required licenses and confirm they are current.  
 Ensure that only staff members who are authorized to compound by the Georgia Pharmacy 

Act and Board rules are performing compounding functions. 
 Ensure that staff members have completed all appropriate training and that this training is 
documented. 
 Confirm that beyond use dates for your compounds are accurate and documented. 
 Confirm you do not have products in your stock from unlicensed suppliers.  
 Ensure that your facility and compounding practices comply with all requirements for sterile 
compounding in USP 797. 
 Ensure that your facility performs all required record keeping.  
 Prepare an “inspection response protocol” for your facility and follow it in the event of an 
inspection. 

Understanding the areas where the GDNA and FDA have focused their attention in recent years can 

help ensure that your compounding pharmacy is in compliance and prepared for an inspection well in 

advance of the inspector’s knock at your door. Likewise, familiarity with the inspection process can 

help improve the outcome of the inspection for your facility. 

  

Upcoming Meetings: 

GSHRM 2015 Annual Meeting - May 13, 2015 6:30 PM to May 15, 2015 12:00 PM - The King and Prince Hotel –  

More information on page 14 

************************************************************************************************ 

ASHRM 2015 Annual - October 18 – 21, 2015 - Indianapolis, Indiana 

http://www.ashrm.org/ashrm/education/annual_conference2015/index.shtml for additional information 

http://www.ashrm.org/ashrm/education/annual_conference2015/index.shtml
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