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SPRING 2012 PRESIDENT’S MESSAGE 

 
Greetings Members: 
 
 

Our March 27th evening conference was very well attended and we all greatly enjoyed the new 

location at the Lighthouse International for meeting friends and catching up with colleagues at 

the cocktail hour and dinner.  The presentation of a mock trial by the Jury Impact focus group 

was very interesting and thought-provoking.  We thank all our sponsors for the very generous 

support for this event. 

 

We are excited to tell you about the upcoming June 8, 2012 Annual Conference at the 

Lighthouse, 8am-4pm.  Alvin Safran and the Education Committee have put together a very 

topical annual conference which will include Honored Guest Speaker, Honorable Ann Pfau, NYS 

Supreme Court, Kings County Civil Term and Statewide Coordinating Judge, UCS Medical 

Malpractice Matters addressing the early resolution of claims as well as Tracy Miller, Esq., an 

attorney from Cadwalader, Wickersham & Taft LLP discussing The Family Health Care Decisions 

Act: Two Years Later. Steve Pelletier, Vice President of Sales and Marketing at Elm Exchange, 

Inc. and Kevin Bingham, Deloitte Consulting will be speaking about Managing Clinical Risk 

through On-line Education in the Changing World of Healthcare and our afternoon Keynote 

address will be by Toby Merrill, Vice President, ACE Professional Risk and Richard Santalesa, 

Esq., Senior Counsel, InfoLawGroup LLP who will discuss important issues in the Social Media 

frontier.  There will also be other exciting speakers who will address more hot issues about 

healthcare and risk management today.  In addition, for the first time breakout sessions will be 

offered to attendees as well.  We expect this to be a very enlightening program.  We had 2 

successful webinars this year and plan on more in the future. 

 

Our Public Relations Committee has been very active this winter and has made great advances on 

our website and continues to promote AHRMNY on Linked-In and in Crain’s Health Plus. Our website 

now has a “Members Only” section, and photos from each of our live conferences, so check out our 

website @ www.ahrmny.com and www.linkedin.com as well.   

 

Through the tireless efforts of Mike Midgley, Chair of the Membership Committee we have 

helped push forward to greatly expand our membership.  We are proud to announce that our 

membership is at an all-time high of 310 active members.  

  

The Nominations Committee worked hard as well, vetting and preparing a dynamic slate of 

candidates for the expiring and open positions on the Board.  We hope you all took the time to 

vote.   The election results will be announced at the June 8th conference.  We will be sorry to 

see Carol Gulinello, Monica Santoro, Phyllis Dembo and Marcia Levinson retire from the Board 

of Directors.  They have all dedicated much time and effort to AHRMNY over the years and they 

will be greatly missed on the Board. 

 

Our other committees Finance, Fundraising, and Bylaws, have also been hard at work through 

the year helping AHRMNY to run smoothly and effectively.  We encourage members as they 

renew their membership to think about the areas that interest them and to join a committee.  

We always welcome new members and new ideas. 

 

Finally, our fine Publications Committee has continued to put together an outstanding Risk 

Management Quarterly full of interesting articles and timely columns.  We welcome topical 

submissions and any members willing to assist on this wonderful publication.   

 

 

Jon 

TTTThe RRRRiskMMMManagementQQQQuarterly 
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EDITOR’S CORNER 

The Risk Management Quarterly (RMQ), the official journal of 
the Association for Healthcare Risk Management of New York, 
Inc. is published four times a year. 
 
RMQ’s Mission Statement: To enhance the quality of healthcare 
delivery through education, research, professional practice, and 
analysis specific to risk management issues. 
 
This journal contains articles on a wide variety of subjects related 
to risk management, patient safety, insurance, quality improvement, 
medicine, healthcare law, government regulations, as well as other 
relevant information of interest to risk managers.  The articles are 
usually written by AHRMNY members, so the journal serves as an 
opportunity for members to showcase their writing talents. 
 

For the official RMQ Author Guidelines visit our website 
http://www.ahrmny.com 
 
Reminder: 

Maximum article length 3,500 words 

Photo requirements:  (high resolution JPEGs – at least 300 dpi) 

AHRMNY will not publish those articles promoting products 

or services 

Publications Committee: 
Judith Block 

Dylan Braverman 
Linda Foy 

Jose L. Guzman 
Marcia Levinson 
Robert Marshall 
Robert D. Martin 

Pamela Monastero 
Ruth Nayko 
Ana Shields 

Francine Thomas 
 

The information presented in 

 THE RISK MANAGEMENT QUARTERLY  

is for educational purposes only 

 

AHRMNY is celebrating 30 years of 

providing committed service to 

Healthcare Risk Management and 

Patient Safety in New York! 

 

Our custom made banner will be displayed 

at all of our upcoming programs in 2012. 

 

 

WE WANT TO HEAR FROM YOU FOR THE  

SUMMER AND FALL EDITIONS 

We are asking our readers to submit articles for the summer 
and fall editions of the RMQ that focus on patient safety, 
environmental safety, current legal and insurance issues and 
other relevant topics. 
 
RMQ is published four times a year with a distribution of 
approximately 300 copies per quarter.  Please forward any 
ideas or submissions for publication in the RMQ to “Editors”, 
via email with attachments to: ahrm@optimum.net 
 
The deadline for submission and consideration for the next 
journal is July 11, 2012. 
 

 

AHRMNY was founded in 1982 and became 

officially incorporated on March 5, 1985. 
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As you may recall, AHRMNY's December 2011 conference at Lenox Hill Hospital was a very popular one.  One of the speakers, Daniel 
Vulkelich, presented a comprehensive overview of the history and current status of reprocessing of single use devices.  Pursuant to the extensive 
question and answer session following Mr. Vulkelich's presentation, we requested a follow-up article incorporating some of the legal aspects of 
informed consent and reprocessed devices.  The Schiavetti firm, who was one of the sponsors of the event, volunteered to write this follow-up 
piece.  We hope the information contained in their article answers some of the questions posed.  
 

REPROCESSING OF SINGLE USE MEDICAL DEVICES: 

LEGAL RISKS? 

Introduction 

 
We live in a time of soaring medical costs for consumers, 
medical professionals, and hospitals.  The patient paying 
for medical services out of pocket, the doctor paying for 
ballooning medical malpractice insurance, and the 
hospital providing treatment to patients unable to pay 
can all agree that no aspect of the healthcare sector is 
immune.  There is no other conclusion: healthcare is 
expensive.  Thus, it is no surprise that businesses have 
begun exploring ways to reduce the crippling level of 
expense in the healthcare industry.  It is also no surprise 

that these businesses have been welcomed by many and 
criticized by others. 
 
This article focuses on one such line of business, 
reprocessing of “single use medical devices” (SUDs), that 
has grown over the past decade in response to legislation 
passed by Congress and increased oversight and 
regulation by the U.S. Food and Drug Administration 
(FDA).  Researchers at Johns Hopkins University have 
concluded that reprocessing “offers health care institutions 
a solution to reduce waste and to reduce costs; as such it 
should be explored.”1  To bolster this assertion, the article 

refers to one leading reprocessing service that claimed it 
had created an annual cost savings of $138,142,000 and a 
reduction of 2,150 tons of medical waste for its clients.2  
Such cost savings and waste reduction appear hard to 
argue with at first glance.  Yet, further utilization of SUD 
reprocessing needs to be tempered with an evaluation of 
the equally pressing interests of legal risk and patient 
safety.  This article aims to address two such concerns 
with respect to reprocessing of SUDs:  products liability 
and patient informed consent. 
   

What is the reprocessing of “single use medical devices?” 
 
The American Society of Healthcare Service Professionals 
has characterized reprocessing as a procedure by which 
a provider renders a SUD to be patient-ready or which 
allows an unused product that has been opened to be 
made patient-ready.3  The FDA has called a reprocessed 
SUD an original device that has previously been used on 
a patient and has been subjected to additional processing 
and manufacturing for the purpose of additional use on a 
patient.4  These definitions presuppose the answer to 
another question, however, namely “why are some 

medical products labeled as single use and why are 
others not?”  The answer to that question depends on 
who you ask. 
 
According to the device manufacturers, products that are 
labeled as “single use” are not designed to hold up to 
harsh chemicals and processes employed by reprocessors.5 
 
  

They contend that even when devices are sterilized, 

blood, tissue or other bodily fluids trapped in porous 
surfaces and in small crevices could allow for the 
transmission of viral and bacterial infections.6  They 
believe that SUDs present an increased safety risk for use 
in additional patients, and are designed for optimal 
performance and safety in a single patient.7  In contrast, 
reprocessors contend that FDA-approved reprocessing 
results in only a one-in-a-million chance of a contaminant 
surviving the process,8 and note that the label of “single 
use device” is imposed by the device manufacturer rather 
than the FDA.9  Reprocessors argue that the concept of a 

“single use medical device” is a relatively new one; a 
response to the spread of infectious diseases, like AIDS, 
in the 1980s.10  They further argue that during the shift 
to SUDs, device labels were changed from “reusable” to 
“single use” without any significant design, performance 
or material changes to the devices that would preclude 
safe reuse.11  Ultimately, the reprocessors see the label of 
SUD as a business decision by manufacturing companies 
that want to increase sales in new products rather than 
allow reprocessors to offer safe, cost-effective reuse of 
medical devices.  Despite this difference of opinions 
between interest groups with powerful incentives to see 

the problem in a way favorable to their bottom line, the 
FDA has been granted authority by Congress to regulate 
the reprocessing of SUDs and has promulgated important 
guidelines to reprocessors and their consumers. 

 
FDA Regulation 
 
The FDA’s authority to regulate medical devices is 

extensive and for the most part, unchallenged.12  The 

devices it regulates range from simple and run-of-the-mill 

adhesive bandages to complex implantable defibrillators 

and cardiac stents.13  To help categorize the medical 

devices it is charged with regulating, the FDA divides the 

vast array of products into three groups according to their 

degree of risk:  Class I encompasses low risk devices, 

Class II encompasses intermediate risk, and Class III 

encompasses high risk.14  Generally, the FDA will assign 

products to one of these three categories after the 

manufacturer has provided them with a section 510(k) 

premarket notification.15  A 510(k) is a premarketing 

submission made to the FDA to demonstrate that the 

device to be marketed is safe and effective, and is 

substantially equivalent to a legally marketed device that 

is not subject to premarket approval (PMA).16  510(k) 

premarket notification to the FDA is required at least 90 

days before marketing unless the device is exempt from 

510(k) requirements.17  Premarket Approval (PMA), like a 

510(k) notification, requires a device manufacturer to 

submit an application to the FDA but in contrast, the PMA 

entails a much more searching review. 
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PMA determinations look to whether there is sufficient and 
valid scientific evidence to provide reasonable assurance 
to the FDA that the particular device is safe and effective 
for its intended use or uses.18  Thus, before a 
manufacturer brings a medical device to market, the FDA 
must determine that the product is either substantially 
equivalent to an existing product, or, if not, determine 
through the PMA process whether the device is 
scientifically proven to be safe.  Regardless, after the FDA 
has reviewed the product and reached a decision, the 
product is either rejected or labeled Class I, II, or III, and 
is added to a database administered by the FDA and 

available for public use.   
 
Despite this extensive regulatory regime for the 
manufacturers of medical devices, the FDA did not apply 
as much attention to the reprocessors of medical devices.  
Well into the 1990s, the FDA declined to impose the same 
strict regulations for reprocessing.  That changed in 2000, 
when the FDA increased its oversight of SUDs and 
essentially imposed all of the regulatory requirements 
applicable to manufacturers, including the 510(k) 
premarket submission requirement, on to reprocessors.19  
Additionally, in 2002, Congress passed the Medical Device 

User Fee and Modernization Act (MDUFMA)20, which 
required that reprocessors provide 510(k) premarket 
review and validation data even if the device in question 
had previously been 510(k) exempt.  The MDUFMA also 
required the FDA to modify the MedWatch mandatory and 
voluntary reporting forms to increase reporting of adverse 
events involving SUDs.21  In 2008, the U.S. Government 
Accountability Office (GAO) released a report that outlined 
many of the steps taken by the FDA and Congress 
mentioned above, and more importantly concluded that 
although FDA data fail to allow for rigorous in-depth 

comparison, reprocessed SUDs do not present an 
increased health risk when compared with new, non-
reprocessed devices.22  In the report, the GAO noted that 
between 2003 and 2006, 434 reprocessed SUD adverse 
events were reported to the FDA, but only 65 actually 
involved a reprocessed device, and of those adverse 
events, the problems were similar to those reported for 
new devices.23 
 

Besides the passage of MDUFMA and the promulgation of 
FDA regulations in the past 10 year or so, there has been 
a somewhat muted legal response by state legislatures, 
via statute, and private citizens, via litigation. This 
phenomenon can be explained both by the apparent 
infrequency of SUD-related adverse events and the 
deference afforded to FDA regulation and expertise.  Yet, 
there are two areas of legal interest that are worth 
exploring.  The first is products liability for reprocessors 
and the effect reprocessing has on the liability of the 

original manufacturers.  The second is informed consent 
for patients who are treated with reprocessed SUDs. 
 

Reprocessed SUD Products-Liability 
 
As noted above, the legal community’s response to the 
reprocessing of SUDs has been limited.  Yet, questions 
remain about whether the original manufacturer or the 

reprocessor would be liable if a patient was injured due to 
a defect in the reprocessed SUD.  There are two legal 
sources that provide some guidance as to how a court 
would potentially view such a claim and both would place 
liability on the reprocessor for a product defect and not on 
the original manufacturer. 
 

The first is a Utah statute that was enacted in 2005.  This 
statute shifts liability from the original manufacturer to 
the reprocessor.  § 78B-4-505 (2) of the Utah code holds 
that “[a] reprocessor who reconditions or reprocesses a 
critical single-use medical device assumes the liability” of 
either a) “the original manufacturer” and for b) “the 
safety and effectiveness of the reconditioned or 
reprocessed critical single-use medical device.”24  The 
statute defines an “original manufacturer” as any person 
or entity who is responsible for creating an SUD “which is 
new and has not been used in a previous medical 
procedure.”25  A reprocessor is defined as a person or 

entity “who performs the function of contract sterilization, 
installation, relabeling, remanufacturing, repacking, or 
specification development” of a SUD.26  Thus, at least in 
Utah, which is alone among states to have enacted such 
legislation, a reprocessor assumes all liability for the 
product once they reprocess it, even, theoretically, for a 
defect that was inherent in the product before it was 
reprocessed. 

 
A recent case from a federal district court in Minnesota 
also supports such a view.  Kapps v. Biosense Webster, 
Inc.27 is one of the first cases to address the topic of 
reprocessor products liability.28  The plaintiff, Kapps, 

suffered from atrial fibrillation, and as part of a medical 
procedure at the Mayo Clinic in June of 2005, doctors 
planned to measure the conductivity of tissues in his 
heart.  To this end, a “mapping” catheter was inserted 
into the heart.  During the procedure, part of the catheter 
became caught on the mitral valve leading to the 
plaintiff’s left ventricle.  The doctors tried to remove the 
catheter but part of the catheter snapped off and became 
entangled in the mitral valve.  The doctors were forced to 
do emergency open heart surgery and had to replace the 
damaged valve with a prosthesis.  Upon examining the 

broken catheter it became clear that the polyurethane 
that held the catheter together appeared compromised, 
that it had been smeared along the body of the catheter, 
and that it had failed completely, allowing the part of the 
catheter that had become stuck in the plaintiff’s heart to 
be entirely removed.  
 
The plaintiff alleged that these failures were enough proof 
to sustain several claims against both Biosense, the 
original manufacturer, and Ascent, the reprocessor.  
Although decided by a federal court, the plaintiff, Kapps, 
primarily sought relief for state common law torts such as 

manufacturing defect, warning defect, design defect, 
breach of warranty, and negligence.  It is worth noting 
that this case was decided on a motion for summary 
judgment, so the judge was deciding whether the 
plaintiff’s claims presented a genuine question of material 
fact for the jury, and was looking at the evidence in a 
light most favorable to the plaintiff.   
  
For the manufacturing defect, the court held that under 
Minnesota state law, the legal doctrine of res ipsa loquitor 
applied to products liability cases.29  This theory holds 
that the plaintiff may reach the jury, “without direct proof 

of the specific injury-causing object or substance” if the 
plaintiff can prove by reasonable inference certain factors 
that relate to the lack of any intervening cause between 
the defendant’s manufacturing of the product and the 
plaintiff’s harm.  The court held that in this case there were 
two possible material changes that could have severed 
the line of causation between Biosense and Kapps; 1) the 
reprocessing by Ascent and 2) the use of the reprocessed 
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device in a second patient, in this case Kapps.30  Thus, 

the court held that the plaintiff could not rely on res ispa 
loquitor for the manufacturing claim against Biosense.31  
Conversely, the court did apply res ispa loquitor to the 
reprocessor, Ascent.  Ascent argued, unsuccessfully, that 
it was not a manufacturer in the meaning of the 
Minnesota state law, and thus could not face liability for a 
manufacturing defect.  The court, however, in part relying 
on the FDA’s decision to treat reprocessors as 
manufacturers, disagreed, and argued that the 
manufacturing defect claim, relying on res ipsa loquitor, 
could apply to Ascent.    

 
For the failure to warn and design defect claims, the court 
granted summary judgment in favor of Biosense.  As to 
failure to warn, the plaintiff argued that Biosense was 
liable for failing to warn the doctors of the risk of the 
catheter failing and for also failing to provide instructions 
for removal in the even of such an emergency.  As a 
defense, Biosense argued that its warnings had been 
removed by Ascent during the reprocessing, but also, 
prior to removal, the warning noted that the catheter was 
a SUD and should not have been reprocessed.  The 
plaintiff argued that Biosense should have sent out letters 

to individual doctors as an additional warning.  The court 
disagreed, and held that the manufacturer had provided a 
warning that the device was an SUD, and that this was 
enough.32 As to the plaintiff’s duty to warn claim against 
Ascent, the court held that Ascent’s theory that it did not 
have a duty to warn because it was not a manufacturer 
was unpersuasive, for the same reasons as mentioned 
above.  Yet, the court did believe that unless Kapps could 
prove that the failure to warn caused the injury, the claim 
would likely result in a directed verdict for Ascent.33  As 
for the design defect claim against Biosense, the court 

held that the plaintiff’s expert testimony was insufficient 
to allow the claim to proceed to trial, and granted 
summary judgment.34 
 
Kapps also brought a claim for negligence per se, arguing 
that Ascent violated FDA regulations and that this 
provided a basis for liability.  An expert for Kapps argued 
that by choosing to rely upon a line extension, rather than 
applying for a new, independent 510(k) approval for this 
particular catheter, Ascent violated FDA regulations.  
Ascent had previously applied for 510(k) approval for 68 
different “mapping” catheters and argued that this model 

of catheter was sufficiently similar to those listed in its 
application, and could rely on a “line extension” of the 
approved devices rather than seeking individual, separate 
510(k) approval.  The court did not have to decide the 
issue, however, because Supreme Court precedent 
controlled on the issue.35  In Buckman Co. v. Plaintiff’s 
Legal Committee,36 the Court held that unless state law 
paralleled federal regulations, claims based on state law 
were impliedly preempted.  Thus, the Court in Kapps 
decided that federal law impliedly preempted the 
plaintiff’s negligence per se claims because the violations 
it alleged would not have given rise to liability under 

Minnesota state law, independent of any liability imposed 
by federal law.  
 
While the court in Kapps placed much of the liability at 
Ascent’s doorstep, it did however, provide some relief to 
the reprocessing community when it came to damages.  
Kapps sought punitive damages for Ascent’s choice to 
ignore the “single use” label and to reprocess the device. 
The court held that the FDA’s approval of reprocessing and 

Ascent’s choice to not file a new 510(k) application were 

not clear and convincing evidence that Ascent acted with 
“deliberate disregard for the rights or safety of others.”37  
This holding is of critical importance for future 
reprocessing cases.  Had the court allowed the plaintiff 
the opportunity to seek punitive damages by merely 
proving that Ascent chose to reprocess a SUD, rather than 
proving that ascent reprocessed the SUD in a reckless 
manner, this case would have been daunting and damaging 
precedent for any future reprocessor going to trial. 

 
Overall, Kapps provides a thorough analysis of state law 
claims that will serve useful for other courts that are 

tasked with evaluating the liability of reprocessors in civil 
liability matters.  Further, if Kapps and § 78B-4-505 (2) of 
the Utah code are any indication, the future legal trend 
may be that legislatures and courts will look to absolve 
original manufacturers of SUDs of many of the duties they 
have been traditionally charged with, and instead impose 
those duties on the reprocessors who has reintroduced 
the sterilized device back into the stream of commerce. 

 
Informed Consent 
 

Unlike products liability, where there is some actual law 

on the books that articulates the responsibilities of SUD 

reprocessors, any proposals to change the tort of lack of 

informed consent have been contemplated but have 

remained dormant.  The claim of failure to provide 

informed consent varies across states, but generally, a 

doctor is under an affirmative duty to make reasonable 

disclosures to his or her patient of the reasonably 

foreseeable risks and benefits involved in a proposed 

treatment, and of the available choices.38  Further, using 

New York law as an example, pursuant to article 9 of the 

State Mental Hygiene Law and 14 NYCRR Part 527, Rights 

of Patients, the patient is entitled to and a hospital is 

required to provide information necessary for a patient to 

provide informed consent prior to the start of any 

nonemergency procedure or treatment or both.39  While 

this is straightforward enough, often liability will turn on 

the question of what is a reasonably foreseeable risk?  In 

the SUD context, the question would probably be framed 

like “whether complications from the use of a reprocessed 

SUD could be a reasonably foreseeable risk?”  The FDA, 

supported by the GAO report, would likely argue that the 

use of reprocessed SUDs does not pose any additional risk 

and, as such, a doctor would not have an affirmative duty 

to acquire the patient’s consent.  Yet, reasonable minds 

could, and already have, differed on this legal issue. 

 
Several states, including, New Jersey, Massachusetts, 
Virginia,40 and Utah41 have considered bills in their 

legislatures that would have created an affirmative duty 
to seek informed consent for the use of SUDs in 
treatment, with all of the bills failing to be enacted.  A 
good example of one of these bills is the one that was re-
introduced in the New Jersey State Senate on January 
23rd, 2012.42  This bill would require that a “health care 
facility or health care professional” to “not use a 
reprocessed device in the treatment or care of a patient 
without first having obtained the patient’s informed 
consent”43 in a manner approved by the proposed 
amendment to the statute.  The bill would further require 
that when a patient is admitted or registered for medical 

treatment, representatives of a health care facility, or a 
 



 

 

 

 

 

 

 
 

 

healthcare provider outside of a facility, must provide 
each patient with a written notice and later verbal 
explanations administered by a physician that describe 
the facilities’ policies as to use of reprocessed SUDs and 
the potential risks that can accompany them.  Hospital 
representatives must also “make every reasonable effort 

to ensure that the patient understands the informed 
consent form.”44 
 
This bill, and its siblings in other states, would place a 
heavy burden on hospitals.  These new regimes would 
impose duties on third parties for the utilization, not the 
actual creation, of reprocessed SUDs.  Reprocessors view 
these bills as attempts by the original manufacturers to 
protect their bottom line.  With the apparent support of 
the FDA, which advocates for the use of reprocessed 
SUDs and has found little statistical evidence that 
reprocessing imbues SUDs with additional risk, there may 

be some truth to that claim.  Yet, there are likely many 
people who feel uncomfortable with the idea of a product 
being used in his or her medical treatment that has been 
previously used in another person’s medical treatment.  
Beyond the initial, visceral reaction a person may 
experience, the fact that there could be increased risks, 
despite the relative lack of evidence to prove that claim, 
would turn many patients away from the use of 
reprocessed SUDs.  If a large-scale movement embracing 
patient knowledge and a patient’s right to refuse the 
cheaper reprocessed SUD gained traction, it could strip 
reprocessing of some of its economic viability.  Given the 

obvious economic and sustainability benefits of 
reprocessing, legislatures and courts will have to work a 
delicate balance between the aggregate welfare of the 
medical industry and the individual’s right to control his or 
her medical treatment.  Despite these concerns, until there 
is research that can show reprocessed SUDs indeed carry 
an increased risk, as many original manufacturers would 
have people believe, and until states decide that they 
wish to impose an affirmative duty on health care providers 
to inform patients of the alleged risks of reprocessed 
SUDs, it seems likely that informed consent will remain on 

the back burner in the reprocessed SUD debate. 
 
Conclusion 
 
The legal future of the reprocessing of SUDs is unclear.  
At this point, much of this law is still in its infancy, and 
waits for conclusive evidence that will prove the possible 
risk of reprocessed SUDs.  If that evidence materializes, 
there is no question that the plaintiff’s bar will latch onto 
the claims of products liability and informed consent 
discussed in this article.  When they do, we should expect 
to have more guidance and resolution as to the legal 

questions that remain undetermined. 
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AHRMNY MEMBERSHIP ANALYSIS 2012 

 

The Association for Healthcare Risk Management of New 
York, Inc. (AHRMNY) is the NY Chapter of the American 
Society for Healthcare Risk Management (ASHRM), a 
personal membership group of the American Hospital 
Association (AHA). AHRMNY is a non-profit, 501(c)(3) 
educational organization incorporated in NY and governed 
by its elected officers and directors. 
 
AHRMNY membership is currently the highest it has been 
since forming in 1982 with 310 active members during the 
2011-2012 membership year.  This represents 10% 
growth in membership over the 282 active members in 

2010-2011. The membership is comprised of those 
individuals who are either regularly involved in or who are 
interested in the risk management and/or patient safety 
areas of a healthcare organization. Our members include 
persons with interest in healthcare risk management from 
many areas, including: Hospitals, Long Term Care 
Facilities, Law Firms, Insurance Companies, Third Party 
Administrators, Brokerage Firms, Consulting 
Organizations, and other health care settings. This 
diversity makes a variety of viewpoints available to 
members and contributes to the vitality of the 
organization. 

 

General Membership by Occupation 

Based upon self report during the 2011-2012 membership year application process to join AHRMNY or reinstate membership 
we analyzed the occupations of our membership.   

 

AHRMNY 2011-2012 Board of Directors Analysis  24 total  

   

   Self Identified Job # Directors % BOD 

Hospital Based Risk Managers/Claims Managers 9 38.0% 

Defense Counsel 5 21.0% 

Insurance Company Professionals 5 21.0% 

Insurance Brokers 2 8.0% 

Hospital Based Patient Safety, Quality Improvement, Performance Improvement 1 4.0% 

Physician Office Practice Risk Managers 1 4.0% 

Corporate Compliance Officers 1 4.0% 

 

Based upon AHRMNY Board of Directors self report during the 2011-2012 membership year we analyzed the occupations 
of our Board. 

 

AHRMNY 2011-2012 Membership Analysis by Occupation   310 total  

   

   Self Identified Job # Members % Membership 

Hospital Based Risk Managers/Claims Managers 86 27.75% 

Defense Counsel 78 25% 

Insurance Company Professionals 60 19.50% 

Claims Third Party Administrator (TPA) Professionals 13 4.20% 

Hospital Based Safety, Quality Improvement, Performance Improvement 10 3.25% 

Insurance Brokers 8 2.60% 

Hospital/Health System Legal Counsel 7 2.25% 

Other (training specialist, Privacy Officer, VP Operations, RM/Quality Intern, 

Patient Advocacy, Clinical Documentation Professional 
7 2.25% 

Vendor of Technology/Products 7 2.25% 

Not Specified 6 2% 

Structured Settlement Professionals 5 1.60% 

Business Development and Financial Services Professionals 4 1.30% 

Case Management Professionals 4 1.30% 

Clinical Services Director, Medical Director, Nursing Director 4 1.30% 

Healthcare Consultant 4 1.30% 
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AHRMNY Membership by Geography 

Based upon self report during the 2011-2012 membership year application process to join AHRMNY or reinstate 

membership we analyzed the address/geographical location listed by our membership.  84% of our members listed an 
address in one of the following counties:  New York, Nassau, Westchester, Kings, Suffolk, Queens, Bronx. 137 members 
(44%) of our AHRMNY members report an address in New York county. 43 members (14%) of our members report an 
address in Nassau county.  
 
Several AHRMNY members report living/working in the following New York counties: Fulton, Onondaga, Putnam, Richmond, 
Rockland, Albany, Erie, Orange.    We also have several members from outside of New York.  These members represent 
Connecticut, New Jersey, Ohio, Massachusetts, Indiana and Montana.   
 

AHRMNY endeavors to grow the membership to include more professionals beyond downstate New York.  We also have 
initiated an academic (student) membership to grow beyond professionals already in the industry.  If you have an 
interest in assisting us with growth opportunities please contact the Membership Committee at (973) 641-5311 or 
ahrm@optimum.net. 

 

 

 



 

 

 

 By:  Jason D. Turken, Partner 
 Michael D. Levine, RN, BSN, JD Candidate & Legal Extern 

 Garson DeCorato & Cohen, LLP 

 
 

9 

PRE-HOSPITAL ELECTRONIC HEALTH RECORDS 

 

Use of the electronic healthcare record (EHR) in pre-
hospital care has grown quickly, as evidenced by a 

2011 survey of 200 cities by The Journal of 

Emergency Medical Services, which revealed that 
86% of respondents were using electronic patient 
care records.1 In its 2011-2013 Strategic Plan, the 
New York City Fire Department (FDNY) expressed a 
present intent to develop an electronic pre-hospital 
care report (“ePCR,” as it is referred to in the plan) to 

be used by ambulance crews in its Bureau of 
Emergency Medical Services (EMS), who will generate 
the reports on handheld devices.2 The wording of the 
plan suggests that, initially, the ePCR data would be 
able to be transmitted in real time to EMS Command 
and FDNY’s Office of Medical Affairs.3 “Ultimately,” 
according to the plan, “this pre-hospital medical data 

will be transmitted to the receiving hospitals before 
EMS units arrive.”4 Emergency department and risk 
management professionals may anticipate challenges 
during transition to this method of reporting. The 
Strategic Plan is silent as to how the transmission to 
hospitals is anticipated to occur (i.e., there is no overt 

reference to linking the electronic PCRs to the various 
hospitals’ EHRs, which vary and are largely 
commercial, proprietary systems). Also not directly 
addressed in the plan is any potential mandate 
requiring voluntary ambulances under EMS dispatch 
to employ the electronic system ultimately 
developed.5 The ePCR, according to the plan, would 

also link to a master patient tracking system for use 
during mass casualty incidents.6 The department 
currently uses a scannable report which can be 
transmitted electronically from EMS and fire stations 
to FDNY headquarters at the end of a shift.7 
 

Paramedics and emergency medical technicians in 

New York are required to author a Pre-Hospital Care 
Report (PCR) for every patient they encounter.8 
Manual entry of patient data has become increasingly 
laborious as medical progress has made the provision 
of more advanced care possible outside the confines 
of the hospital. Electronic means of conveying medical 
information was initially used in the hospital setting. 

The movement toward electronic healthcare records 
was spurred on by the passage of the Health 
Insurance Portability and Accountability Act of 1996 
(HIPAA). Under the “Administrative Simplification” 
provisions of the Act, covered entities (such as 
hospitals and medical practices) are required to use 

HIPAA-standardized code sets and electronic 
transactions for healthcare billing purposes.9 From 
there, use of electronic records expanded to more 
clinically-oriented areas, such as medical orders and 
lab results. EHRs have now grown to include nearly 
every aspect of hospital service. In 2009, President 
Obama signed the American Recovery and 

Reinvestment Act that included the Health Information     

Technology for Economic and Clinical Health Act 
(HITECH Act).10 Its objective is to further promote the 

adoption of health information technology to improve 
decision-making and patient clinical outcomes. The 
federal government has provided incentives to use 
EHRs, and disincentives not to. For example, 
providers not meaningfully using EHRs by 2018 will 
lose five percent of Medicare reimbursement. 
Particularly in the hospital context, EHRs are fast 

becoming standard. Now, pre-hospital emergency 
medical providers in the U.S and around the world 
have also begun recording and relaying medical data 
from the field in various electronic formats. The 
market for the electronic pre-hospital care record 
(PCR) has been born. 
 

Identifiable literature and data specifically oriented 
toward electronic reporting systems in use by pre-
hospital providers is scant at best. Most of the formal 
research is proprietary, and, as the authors 
discovered, software vendors are unwilling to share it. 
Articles in periodicals are generally anecdotal, most 
lacking true scientific process to quantify or qualify 

the use of electronic PCRs by ambulance personnel. 
An early exception is a small study conducted in 
Singapore in 2001,11 in which three ambulances were 
outfitted with mobile reporting systems and a wireless 
link to the busiest ED in the area. The manually-
entered PCR and diagnostic data, such as EKGs and 

vital signs, were transmitted to the hospital from the 
field. The study concluded that the time to complete 
the report was reduced from an average of seven 
minutes and seven seconds (for the old, handwritten 
report) to ninety-four seconds for the electronic 
report. (The article reporting the study provides no 
qualitative comparison between the data entered in 

handwritten reports with that provided in the 
electronic reports.) Paramedics’ time spent in the ED 
reportedly decreased from fifteen to eight minutes, 
and wait time for critical care patients to be seen in 
the ED decreased from thirty-five to seventeen 
minutes when delivered by these specially-equipped 
ambulances. Clearly, if that degree of quality 

improvement were anticipated in New York and 
elsewhere, there would be little room for debate. 
 

As current users of hospital EHRs may already have 
observed, many of the programs now in use present 
certain drawbacks to handwritten records. Drop-down 
menus, check boxes, and auto-population of patient 

data encourage the user to electronically select or 
“click on” items that do not properly or precisely 
convey the treatment rendered or conditions noted. 
Some of the software is programmed to prevent the 
user from proceeding to a subsequent documentation 
screen without first entering data that may not be 

appropriate to the patient’s gender, age, condition, or  



treatment rendered. Perhaps not surprisingly in the 

context of electronic reporting of pre-hospital care, 
the remarkably favorable Singapore experience may 
not be universal, as comments and reports from other 
regions employing electronic PCRs seem to be more 
mixed. For example, paramedics in Australia 
specifically complained that they were forced to select 
inapplicable choices from a pre-formatted menu in 

order to proceed with the rest of the PCR.12 A study in 
Canada revealed that the use of electronic ambulance 
reports resulted in more clerical errors, including in 
the entry of patient treatment data, as compared with 
handwritten reports.13 Auto-population, in which the 
portable device retrieves and automatically fills in 

certain patient-specific data collected during a prior 
encounter (such as name, address, past medical 
history, allergies, medications, surgical history, 
advanced directives, private physician, etc.), may not 
always be the efficient tool intended. If information 
about a patient has changed, it is incumbent upon the 
pre-hospital provider to elicit the updated information 

and affirmatively change it in the record. If he or she 
simply sees the data-point as conveniently auto-
populated, the impetus to confirm potentially 
important information at each encounter may be 
reduced. In an observation that may aptly transfer to 
potential errors in the medical context, a SWAT 
officer/Paramedic interviewed for this article noted 

that he would hate to kick down a door to serve a 
warrant, only to find out that the “address” field that 
auto-populated into his handheld device had not been 
properly updated.14 
 
The authors of this article solicited information and 

opinions from paramedics and emergency department 
physicians in the U.S., but outside the New York 
metropolitan area, who are already working with 
electronic PCRs, and also from software vendors 
whose market may include New York (and could even 
include FDNY/EMS). Physicians were asked how they 
receive electronic PCRs, and in what timeframe. 

Paramedics were asked which software they use, 
what options they have for providing reports to the 
emergency department staffs, and in what timeframe 
they must provide the reports. Vendors were asked 
about features and functions offered in their products, 
studies conducted in the formation of the products, 
and feedback from the market. 
 

Physicians responded that they still often received 
verbal reports, either directly from the paramedics or, 
third hand, from triage nurses. Many said that they 
did welcome information from the paramedics in 
whatever form, but did not rely on it to guide their 
evaluation and care of the patients.15,16,17,18 Some 

physicians cited inconsistency in the receipt of any 
report, at all, despite the transition to electronic 
reports, as the PCR systems were still not linked to 
the hospitals’ EHRs. The general consensus among ED 
physicians seemed to be that the move to electronic 
ambulance reports was not making a difference to 
them. Some physicians noted that they still rarely 

received a printed report during the treatment period, 
as the electronic reports often remained unavailable 
until after the patient had left the department. 
 

Paramedics are using various platforms to record 

patient data, including laptops and tablets. Almost all 
use a “ruggedized” form of hardware (such as the 
Panasonic Toughbook®) to withstand the rigors of 
field exposure, some even complying with a military 
specification. There is no industry standard. In some 
cases, pre-hospital providers have used personal data 
assistants (PDAs), but they are generally reported to 

be inadequate, as much of the documentation 
requires a larger display, more powerful processor, 
and either a keyboard or easily-accessed touch 
screen. Without feedback from every ambulance 
service using electronic reporting programs, it is not 
possible to determine which software is the most 

popular, and an inquiry of that scale is outside the 
scope of this article. 
 

The paramedics interviewed who currently generate 
their PCRs electronically reported that they are not 
linked to the hospitals’ EHR networks, but they make 

best efforts to leave a copy of the completed PCR 
with the ED staff before departing. They indicate that 
they are sometimes unable to do so in light of 
subsequent emergency calls to which they must 
respond prior to completing the report.19 Official 
policy in many ambulance services strongly 
encourages the crews to provide the completed PCR 

to the ED before leaving, but does not mandate it, or 
provides exceptions. Some services have created a 
truncated form of electronic report that the crew may 
complete and submit quickly, relating the most vital 
information, until they are able to furnish the 
complete report.20 The most common modes of 
delivery of the electronic PCRs to the EDs are 1) by 

connection of the paramedic’s portable device directly 
to a printer in the ED, or 2) faxing the report to the 
ED at some later time. One EMS service in New York 
State indicated that it allows its staff to deliver the 
printed PCR by the end of their twenty-four hour 
shift.21 One supervisor described an electronic 

tracking system in place that identifies, from 
headquarters, all incomplete PCRs and their authors 
so that pressure can be applied to enforce swift 
production of the belated reports.22 An EMS medical 
director outside New York noted that he encourages 
crews to provide timely electronic PCRs, but that 
enforcement is difficult,23 as punishment for lateness 

in generating reports may cause further delays if 
discipline affects staffing levels. 
 

Software vendors advertise their systems as the 
solution to illegible documentation, delayed PCR 
delivery, billing and coding difficulties, audit 
compliance, regulatory compliance, quality assurance 

assessments, and convenient storage and sharing of 
files.24 One variable over which the vendor has no 
control is the end user. According to some vendors, 
the benefits described depend on the proper use of 
the software to its fullest potential. Software features 
do not appear to vary greatly. Most provide similar 
functions. Nearly every vendor contacted indicated 

that their software development did not rely upon 
scientific studies of human nature, user interfaces, 
learning curves, or other standard product 
development approaches. Rather, they suggested that 
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they received input and advice from end-users (EMS 

personnel) about what they wanted, and molded their 

software to deliver what the users sought, and in the 
way the users expected the device to accomplish the 

task. Two of the vendors advised that they do 

possess proprietary data gleaned from studies they 
conducted, but were unwilling to discuss any of it. 

Most of the vendors confirmed that the two most 

common ways of submitting electronic PCRs to 
hospitals was by fax and by connecting to a hospital 

printer in the ED. Both methods were noted to enable 

delivery of the reports within moments of the 
patient’s arrival at the ED. Some vendors reported 

that their products had the capability to transmit 

patient data to hospitals while the ambulances were 
en route, as long as reliable wireless data networks 

were available. However, this requires the receiving 

hospitals to possess the relevant software link for 
their EHR networks to receive the data, which 

apparently is not common. Most of the vendors 

indicated that PCR wireless “network crashes” do not 
present a significant threat, as their systems will 

always function off-line until a wireless source or 

docking station is located, thus the providers will 
never be prevented from entering their 

documentation. 

 
One method of conveying the PCR to the hospital 

involves transmitting the individual data points so 

that they appear directly in the hospital’s EHR, but 
achieving that capability is complicated. The majority 

of hospital EHRs use a communications protocol 

called Health Level Seven (HL7™).25 However, as HL7 
is adapted in different ways for use by the different 

proprietary software systems to which various 

healthcare systems subscribe, one hospital’s EHR 
generally cannot communicate effectively with 

another. Some electronic PCR vendors offer the 

customer the opportunity to “build a bridge” between 
the electronic PCR system and the hospital-based 

EHR, enabling the importation of specific data points. 

This capability is in its infancy and, according to some 
vendors, is still difficult and expensive. 
 

As with all methods of sharing protected healthcare 

information, the advent of electronic PCRs implicates 

HIPAA and state law confidentiality requirements. 

Data has to be encrypted and access restricted and 

tracked. Use of a wireless infrastructure to transmit 

pre-hospital care information (such as that seemingly 

anticipated by FDNY as part of its Strategic Plan to 

develop ePCRs that “ultimately” will communicate 

with the hospitals) seems to require universality in 

the ability of hospitals to read encrypted information 

transmitted by EMS (which may require hospitals to 

maintain separate data networks to receive ePCRs, or 

otherwise build the necessary bridges to their existing 

EHR networks). 

 
Vendors indicate that electronic PCR software is more 

compatible with current coding requirements for 

billing than handwritten PCRs, which generally 

necessitate manual review and data entry by medical 

coders after the fact. The various types and the categories 

of pre-hospital care and procedures, and the 
corresponding standardized codes, are built into the 

software programs, such that the data required for 
efficient billing and successful reimbursement are 
easily identified. 
 
Other advantages mentioned by vendors are in the 
areas of auditing and quality assurance. Electronic 
PCRs provide the benefit of rapid retrieval of records 

with common elements, such as injuries, medical 
problems, or treatment provided. EMS providers can 
review records to determine whether care is being 
provided consistently to patients with similar clinical 
issues. Hospitals may provide clinical feedback to EMS 
and/or ambulance crews via electronic communication 
so that lessons can be learned and outcomes 

improved. Auditors may also ensure that EMS staff is 
adhering to protocols governing patient care and 
transportation. 
 
Conclusion  
 

Electronically-generated PCRs are more legible and, if 
wirelessly linked to receiving hospitals, can convey 
vital information before the patient arrives. All of the 
advantages are contingent upon a seamless network 
of electronic communication and proper 
implementation of the systems by all users. The 
majority of available electronic PCR products, 

however, are not seamless in current practice, as 
impediments presented in the interface with the wide 
variety of hospital-based EHR systems prevent them 
from working to their apparent potential. For now, 
from the hospitals’ perspective, the major distinction 
is that electronic PCRs are printed, rather than 
handwritten, and may provide helpful standardized 

codes not found in written reports. The future seems 
bright in the realm of electronic pre-hospital care 
reporting, but without industry-wide agreements on 
communication conventions and best practices to 
maximize their efficacy, the ultimate goal of 
seamless, advance communication of pre-hospital 

patient data from ambulance crews to EDs may be 
difficult to achieve. 
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Emergency Medical Services, and was a finisher in the 2008 Lake 
Placid Ironman competition. He looks forward to membership in AHRMNY. 
 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 

 

 

 
June 18-22 is Healthcare Risk Management Week.  This 
year’s theme, “Getting to Zero™ through the Power of 
One” raises awareness about the critical role risk 
management and patient safety professionals play in 
helping to eliminate preventable serious safety events.  

 
Please be sure to visit the American Society for 
Healthcare Risk Management’s website 
http://www.ashrm.org where you can download a copy 
of the complimentary toolkit: “5 Steps to Safe and 
Trusted Healthcare”, order HRM professional gifts, join 
a new eGroup and attend webinar to learn how one 
children’s hospital reduced serious events by nearly 80% 
and how you can too. 
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R i s k y  B u s i n e s s  

 

“When Common Sense is Uncommon” 

   By: Pamela Monastero, MBA 

Dear Risk Manager: 

 

This column, which will appear regularly in AHRMNY’s Quarterly Journal, is designed to support both the novice and 

seasoned risk manager by presenting brief pearls of wisdom based on the experiences of our colleagues.  This column 

is based on the contributions of our constituent members, to whom we are grateful for sharing their experiences.  We 

continue to encourage our members to submit their experiences anonymously for inclusion in this column.  Please e-

mail any suggestions to Pamela.monastero@nychhc.org or mail to AHRMNY utilizing the RISKY BUSINESS form which 

can be found on our website at AHRMNY.org.  The form permits confidentiality. 

 

This quarter’s column provides an overview of several innovative approaches to risk reduction and patient safety.  
It is widely reported that, when it comes to implementing patient safety measures, the majority of healthcare 
facilities rely on education and re-education of staff as well as the implementation of checklists and visual or audio 
reminders which are not fail-safe in terms of preventing serious adverse events and medical errors.  This list is a 

small representation of safety measures that many U.S. hospital’s already have in place: 
 

• We use time-out forms and checklists in operating rooms as reminders for staff to check patient 

identification and laterality, for equipment set ups and instrument checks, and to ensure that the 

appropriate medical record/radiologic studies are available for the correct patient and correct visit date.    

• We sometimes add written reminders to checklists to encourage staff to communicate and huddle to 

discuss the patients.   

• We implement visual reminders such as ID bands for patient identification purposes or to alert staff to a 

patient’s fall risk or allergy status or DNR designation, etc.   

• We post signage to remind staff to use two patient identifiers, to practice safe hand hygiene, or attach 

labels to equipment as visual reminders to staff of when to change medication or catheters or tubing.   

• We utilize signage and safety checklists in radiology MRI safety or to reduce the risk of radiation 

exposure to female patients who may be pregnant.   

• We establish hand-off processes and use whiteboards to improve communication and to reduce the risk 

of failing to communicate vital information during shift changes or transfers to other care areas.   

• We engage in executive walkarounds to review quality, risk and safety issues with frontline staff and to 

identify work-arounds and other areas of vulnerability.   

• We use technology such as computerized physician order entry, bar coding, electronic medical records, 

pharmacy and operating room robots and electronic medication pumps.   

 
Discussion and literature regarding the efficacy of checklists is limitless.  Some of the literature reviewed utilizes 
safety checklists in conjunction with other tools and frameworks to bolster patient safety.  The studies outlined 
below describe innovative approaches that have been reported to reduce risk in the respective facility(s). 
 

Before embarking on any review of patient safety, it is important to first understand quality indicators (QIs).  QIs 
are evidence based and can be used to identify variations in quality of care in both the inpatient and outpatient 
settings.  They are developed and maintained by the Agency for Healthcare Research and Quality (AHRQ).  AHRQ 
lists four QI modules:  Prevention QIs (PQIs), Inpatient QIs (IQIs), Patient Safety Indicators (PSIs) and Pediatric 
QIs (PDIs). Measuring performance is central to improving the quality of health care.  For the purposes of this 
column, we will focus on PSIs, of which there are 27.  PSIs identify problems patients experience that are “likely 
amenable to prevention by implementing system level changes.  The problems identified are referred to as 

complications or adverse events.”  The PSIs include several post-operative complications including respiratory 
failure, sepsis, pulmonary embolus or deep vein thrombosis, retained foreign bodies, obstetric trauma, among 
others.  “Clinical process interventions present strong evidence for reducing the risk of adverse events related to a 
patient’s exposure to hospital care.   Some potential actions, after an in-depth analysis of the system and process 
of care, include the following:  (1) review and synthesize the evidence base and best practices from scientific  
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literature; (2) work with multiple disciplines and departments involved in care of surgical patients to redesign care 
based on best practices with an emphasis on coordination and collaboration; (3) evaluate information technology 

solutions; and (4) implement performance measurements for improvement and accountability.”  Hospitals may use 
data from AHRQ QIs to evaluate the quality of clinical services by identifying indicators with higher-than-expected 
rates to flag potential quality and patient safety concerns.1 

 
We previously touched on the subject of safety checklists.  One example of a checklist that was demonstrated to 
reduce risk was used in the ICU in the Michigan Health and Hospital Association Keystone Center for Patient Safety 
and Quality Keystone ICU Project (Keystone). The Keystone project participants consisted initially of 108 intensive 

care units (ultimately 103 participated in the study) and catheter-related bloodstream infections were measured 
before, during and up to 18 months after implementation of the study intervention.  The results of the intervention 
were a large and sustained reduction (up to 66%) in rates of catheter-related bloodstream infections throughout 
the 18 month study.  The project included:  (a) implementation of a daily goals sheet to improve clinician-to-
clinician communication in the ICU; (b) the intervention to reduce catheter-related bloodstream infections (this was 
also used to reduce the incidence of ventilator-associated pneumonia) which included five evidence-based 
procedures recommended by the Center for Disease Control (CDC) which had the lowest barriers to 

implementation and these were hand washing, use of full-barrier precautions during the insertion of central venous 
catheters, cleaning the skin with chlorhexidine, avoiding the femoral site if possible and removing unnecessary 
catheters; (c) rollout of a comprehensive unit-based safety program to improve the safety culture; and (d) 
designation of a nurse and physician team leader for each ICU.  The team leaders were instructed in the science of 
safety and in the interventions and then disseminated this information among their colleagues. Staff education was 
done regarding practices to control infection and harm resulting from catheter-related bloodstream infections, a 

central-line cart with necessary supplies was created, a checklist was used to ensure adherence to infection-control 
practices, providers were stopped (in non-emergency situations) if these practices were not followed, catheter 
removal was discussed at daily rounds and feedback was provided to the team on the number and rates of 
catheter-related bloodstream infections at regular meetings.2 
 

A variation on the Keystone project was the roll-out of “The Comprehensive Unit Based Safety Program” (CUSP) at 

John Hopkins Hospital in a non-ICU setting.  The CUSP is designed to improve the various elements that describe 
safety culture within a unit.  The study reports that because culture varies by unit, the care is organized and 
delivered at the unit level and therefore it is important to intervene at this level.  The program is designed to 
provide a knowledge base about the science of safety so that frontline staff can recognize safety hazards and 
design the appropriate interventions to mitigate or eliminate these hazards.  The program emphasizes:  (a) the 
importance of effective teams; (b)  partners units with senior hospital executives to help in their safety efforts; (c) 
provides  training for staff on the tool used to investigate and learn from defects; (d) and provides tools to improve 

teamwork and communication.  CUSP was implemented on a surgical inpatient unit which admits three to six 
patients per day from up to eight different clinical services.  Interventions implemented were as follows:  (a) 
surgical patients admitted to one clinical service were cohorted on this unit to increase physician presence; (b) a 
team-based goals sheet was implemented to improve communication and coordination of daily goals of care; and 
(c) nurses were included on rounds to form an interdisciplinary team. The team-based daily goal sheet focused 
staff communication by identifying barriers to discharge and stressing short-term goals. The program description 
illustrates 5 tables outlining the CUSP program process, time line of activities, safety issues identified and action 

plan, interventions implemented to mitigate risk/lessons learned and pre and post implementation scores.3,4 

 
Another innovative approach to tackling patient safety is creating “Patient Safety Professionals”5  (PSPs) who 
function as clinical soldiers in the war against hospital acquired conditions and complications such as nosocomial 
infections, falls and venous thrombosis.  They envision PSPs as being advanced practice registered nurses.  The 
authors acknowledge that prevention remains challenging, with checklists, reminders and vigilance having limited 

value in the time pressured healthcare setting.  In addition, frontline caregivers (physicians, nurses, etc.) do not 
necessarily possess the requisite set of competencies that promote quality and patient safety nor do they have the 
time to focus on ensuring that preventive measures are always implemented.  The authors propose the creation of 
clinical PSPs who would be “assigned to assess specific patients, working in conjunction with frontline caregivers, to 
reduce the prevalence of nosocomial conditions by following explicit protocols relevant to a short list of safety 
targets.  They would prioritize identified complications based on morbidity, mortality, costs and develop and 
implement plans to decreased these complications.”   
 

The authors’ facility rolled out a PSP program wherein the PSP was responsible to “ensure that each patient 
received individualized prevention strategies to minimize the hazards of hospitalization by daily monitoring of 
patients and using evidence based recommendations to prevent adverse events. “  For instance, for contrast-
induced nephropathy, the PSP would ensure that patients who receive intravenous radiographic contrast receive 
adequate and appropriate intravenous fluids and N-acetylcysteine; that there would be removal of unnecessary 

urethral catheters to reduce catheter-related urinary tract infections, etc.”  These are examples of issues that a 
PSP should address and in which the locus of control is within the PSP’s job description (ie, standing orders could 
allow the PSP to address the issue directly).  The article outlines several vignettes describing PSP responsibility and 
plan implementation. 
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Another suggestion for improving patient safety is human factors and ergonomics (HFE).6  “Human factors and 
ergonomic specialists view individuals as an integral part of healthcare systems and believe their abilities and 
limitations must be accounted for when optimizing the overall system’s performance (e.g. safety of care).  These 
specialists study the interactions between people and elements of the system in which they work (physical 
environment, tasks, tools/technologies and organizational conditions) and redesign systems while systematically 
considering all of these interactions with the goal of joint optimization of social and technical elements of a 

system.”  HFE specialists study and design an integrated whole (eg the entire hospital vs. a segment such as the 
emergency room or ICU) to maximize overall performance (inclusive of patient safety), efficiency and quality of 
working life.  The HFE field consists of three domains:  (1) physical ergonomics (physical strengths and limitations 
of humans, eg design patient rooms to reduce falls, strategic placement of sinks to increase compliance with hand 
hygiene, appropriate lighting in medication storage/dispensing areas); (2) cognitive ergonomics (considers the 
cognitive abilities and limitations of users, eg development of education and training programs, usability testing of 

smart IV pumps, development of decision support tools to reduce diagnostic errors); and (3) macro ergonomics 
(design of overall work system—interactions and fit between components, eg reduce admissions through improved 
discharge planning and coordination, study of impact of technology on work system, processes and outcomes).  As 
a practical example, a medical device designed using HFE principles and methods (by examining the interaction 
between medical devices and healthcare providers) would likely result in a reduction in device-related errors. 
 
Researchers and patient safety experts recommend the use of HFE principles, theories, tools and methods to 

improve patient safety.7  The question that remains is why health care is so slow to incorporate HFE?  Health care 
is a high risk industry in which “operators (physicians, nurses and sometimes administrators and lawyers) 
investigate adverse events and develop solutions without the experts who understand people, systems and how 
they interact to impact safety.” 6  Other industries, including nuclear power and the National Transportation Safety 
Board, includes HFE specialists in their systems reviews.  The Keystone ICU project at John Hopkins2 used HFE 
principles and methods to reduce central line associated bloodstream infections.  The John Hopkins staff reports 
that they simplified the central line cart and created daily goals sheets to improve the process.  “The CUSP3 

emphasized the importance of safety culture in achieving sustainable patient safety improvements” by focusing on 
improving culture at the local unit because frontline caregivers have critical knowledge concerning safety risks.  
The article explores several ways to integrate HFE in patient safety improvement efforts including HFE training 
programs and workshops for staff. 
 
In another study of quality and patient safety, seven leading hospitals in Europe underwent an in-depth, multi-

level case study.  The research found that high-performing hospitals were able to achieve, and then sustain, high 
levels of quality because they recognized and had been extremely successful in addressing, on an ongoing basis, 
six common challenges:  (1)  structural-- organizing, planning and coordinating quality efforts (2) political--
addressing and dealing with the politics of change surrounding quality improvement efforts; (3) cultural---giving 
‘quality’ a shared, collective meaning, value and significance within the organization; (4) educational—creating a 
learning process that supports improvement (5)  emotional—engaging and mobilizing people by linking quality 
improvement efforts to inner sentiments and deeper commitments and beliefs; (6) physical and technological—the 

designing of physical systems and technological infrastructure that supports and sustains quality efforts.8 
 

In conclusion, this is a sample synopsis of patient safety literature that offers some concrete processes for moving 
forward.  Needless to say, much work needs to be done in order for the health care industry to reduce the 
incidence of preventable serious adverse events and medical errors.   
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By: Robert B. Gibson and Jesse D. Capell 

 
 

SOCIAL MEDIA AND JURY TRIALS 

 

The proliferation of social media and mobile-based 
communications has profoundly impacted jury trials of 
medical malpractice lawsuits.  Websites, such as 
Facebook and Twitter, provide trial attorneys with 
immediate access to a treasure trove of information, 
including the personality traits, employment history, and 

political philosophies of prospective jurors.  Even a 
simple inquiry on Google can yield valuable background 
information about members of the jury pool.  The major 
stakeholders in the defense of medical malpractice 
lawsuits – hospital risk managers, defense attorneys, and 
insurance carriers – must be cognizant of how social 
media1 can be used to their advantage.   
 
In addition to understanding the upside of social media, 
the risk management industry must also be aware of how 
jurors can misuse social media to undermine the 
integrity of the trial process.  Examples of jurors who 

have improperly used the internet to conduct their own 
independent research abound.  Through social media, 
jurors can easily access extrajudicial information, 
including inadmissible, prejudicial evidence.   

 
This article is divided into two parts.  In the first section, 
we describe the implications of using social media 
websites to conduct background searches on prospective 
members of the jury.  We also explain how social media 
background searches can identify jurors who are opposed 
to corporations, physicians or insurance companies.  In 
the second section, we delineate the various ways in 

which jurors can abuse social media and taint the 
process.  
 
I. SOCIAL MEDIA RESEARCH OF PROSPECTIVE 

JURORS DURING JURY SELECTION 
 
Trial lawyers across the nation are increasingly relying on 
websites like Google, Facebook, MySpace and Twitter to 
investigate prospective jurors.2  With the assistance of an 
associate or a paralegal, litigators can conduct real-time 
background searches on members of the jury pool. 

Based on publicly available electronic profiles, trial 
lawyers can use the voir dire process3 to weed out jurors 
who may be adverse to their clients.4,5 
 
It is important to be aware of the ethical implications of 
this practice. Rule 3.5(a)(4) of  the New York Rules of 
Professional Conduct (“NYRPC”) provides that “a lawyer 
shall not communicate or cause another to communicate 
with a member of the jury venire from which the jury will 
be selected for the trial of a case.” On May 18, 2011, the 
New York County Lawyers’ Association Committee on 
Professional Ethics issued an interpretation of Rule 

3.5(a)(4).6  The Committee determined that it is ethical 
and proper under Rule 3.5(a)(4) for an attorney to: 
“undertake a pretrial search of a prospective juror’s 
social networking site, provided that there is no contact 
or communication with the prospective juror and the 
lawyer does not seek to ‘friend’ jurors, subscribe to their 
 

Twitter accounts, send Tweets to jurors or otherwise 
contact them.”7  In other words, as long as the attorney 
does not interact with a prospective juror, and accesses 
only what the prospective juror has already exposed to 
the general public, pre-trial social media background 
searches are permissible.8 

 
The benefits of this practice can be substantial.9  
Historically, trial lawyers have depended on confidential 
juror questionnaires to obtain background information 
about prospective jurors.10 But lawyers have criticized 
juror questionnaires for providing only basic information, 
such as education levels and employment information.11 
   
Now, through social media, trial attorneys can obtain 
helpful information about prospective jurors that would 
otherwise not be disclosed during voir dire, such as the 
candidate the prospective juror voted for in the last 

election and the names of political organizations that the 
juror belongs to.12 For example, a trial consultant in a 
products liability case learned that a potential juror had 
posted on Facebook “that one of her heroes was Erin 
Brokovich, the crusading paralegal known for her work 
for plaintiffs in environmental cases.”13  In another 
products liability trial, internet research revealed that a 
would-be juror held eye-opening opinions on a variety of 
issues, and dispensed unsolicited medical advice.14  In a 
more eccentric example, a potential juror in a personal 
injury case was rejected because she had blogged about 
her extensive attempts to contact extraterrestrials.15    

 
Because trial attorneys do not generally receive 
significant advance access to lists of prospective jurors, 
social media research typically takes place in real time.16  
Attorneys inside a courtroom can email the names of 
prospective jurors to associates or paralegals, who can 
then plug these names into various search engines or 
social media websites.17  Electronic data on social media 
websites can be retrieved within seconds, and the trial 
lawyer can receive the background information before 
making a decision about whether to strike the 

prospective juror.  This process can reduce the risk that 
a rogue juror will slip through the cracks.18 
 
The purpose of conducting social media background 
searches is to increase a trial attorney’s ability to 
exercise peremptory challenges effectively.  In the past, 
trial lawyers have primarily relied on instinct and the 
candor of jurors’ responses to questions before asserting 
a peremptory challenge.  But with the advent of social 
media background searches, the instances in which an 
attorney will have to depend on gut alone will diminish.19   
 

Social media websites may also be used by attorneys to 
verify the accuracy of statements made by prospective 
jurors during voir dire.  Depending on the jurisdiction, 
voir dire can be a frenetic process, and it may not be 
possible to scrutinize the background information of each 
juror.  But there is no rule – provided that the attorney does 
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not communicate (or cause another person to 
communicate) with the juror – preventing trial attorneys 
from continuing with social media background searches 
after the trial has commenced. 
    
In Johnson v. McCullough,20 a medical malpractice 
lawsuit, the Supreme Court of Missouri held that by 
intentionally withholding information about her litigation 
history during voir dire, a prospective juror’s conduct 

warranted a new trial.  In Johnson, after a defense 
verdict was entered, plaintiff’s counsel investigated Juror 
Mims’ civil litigation history using an internet search 
provider, and learned that Juror Mims had failed to 
disclose that she had been involved in a prior personal 
injury case.  On appeal, the Supreme Court of Missouri 
observed that a “member of the venire has a duty during 
voir dire examination to give full, fair, and truthful 
answers to all questions asked of him or her specifically, 
as well as those asked of the panel generally, so that his 
or her qualifications may be determined and challenges 
may be posed.”21 The Court held that Juror Mims’ failure 

to disclose her extensive litigation history was intentional, 
and that bias and prejudice were presumed.22 
 
While the use of social media by trial attorneys during 
jury selection can be a strategic advantage, the use of 
social media by jurors once the trial has begun poses a 
host of potential problems.23   
 
II. EMPANELLED JURORS’ USE OF SOCIAL MEDIA 

AND OTHER INTERNET SITES DURING TRIAL 
 

As smart phones and tablet computers have permeated 
modern society, jurors have increasingly violated well-
established rules prohibiting outside research and 
communication during the trial.24  Despite being 
admonished to limit their contact with the outside world, 
many jurors are unable to resist the urge to become 
“adventuring Google detectives and Facebook informants.”25  
We have identified three categories of improper use of 
social media by jurors during a trial: (1) uncovering facts 
about the case or researching legal principals; (2) 
publishing information about a trial on Twitter or 
Facebook; and (3) contacting or sending “friend” 

requests to parties, witnesses, or members of the Court.26   
 
In Re MTBE Products Liability Litigation,27 a trial Court in 
the Southern District of New York confronted a juror who 
had conducted extrajudicial research during the course 
of the trial.  In this case – in which the City of New York 
sued various gasoline manufacturers for groundwater 
contamination – shortly after the jury had been charged, 
the jury foreman informed the Court that Juror No. 8 had 
admitted to the other jurors that he had conducted his 
own internet research, and that his research had 
strengthened his views about the case.28 Judge Shira A. 

Scheindlin promptly examined Juror No. 8, who admitted 
that he had researched the following: (1) prior jury 
verdicts; (2) a prior opinion from the Court describing a 
theory of causation; and (3) information about one of 
the plaintiff’s lawyers. Juror No. 8 initially maintained 
that he was not the only juror that engaged in outside 
research; he remarked that “everybody” was doing it.29 
Upon further questioning, however, Juror No. 8 retracted 
his blanket assertion.  Judge Scheindlin excused Juror 
No. 8 from the jury and the jury awarded the City 
approximately one hundred and four million dollars in 

damages.30 The defendant then made a post-trial motion 
for a new trial, in part, due to Juror No. 8’s misconduct.   
 

In determining whether Juror No. 8’s behavior warranted 

a mistrial, Judge Scheindlin observed that the Court 

must apply an objective test, which focuses on two 

factors: (1) the nature of the information or contact at 

issue, and (2) its probable effect on a hypothetical 

average jury.31  In denying the defendant’s application 

for a mistrial, Judge Scheindlin ruled that:  

 

Juror No. 8, who clearly obtained improper 

information during Phase III deliberations was 

immediately excused after the Court learned of his 

misconduct. The jury brought this fact to my 

attention soon after they became aware of it and 

the remaining jurors appeared candid and 

forthcoming in answering my questions about the 

information they had learned. Although Juror No. 8 

initially painted a picture of a jury that was 

engaging in rampant outside research, his 

assertion that 'everybody was doing it' was 

nothing more than the defensive tactic of a juror 

looking for cover after he had been caught with his 

hand in the proverbial cookie jar. When he and the 

other jurors were questioned further, it became 

apparent that the limited information Juror No. 8 

had communicated to them was decidedly vague.32 

 

Jurors have also misused social media during trials by 
publishing information to the outside world through the 
internet.33  Recent research indicates that – despite 
being instructed not to discuss the case in public – jurors 
are continuing to “tweet”34 or “blog” about developments 
related to the trial.  Apparently, many jurors do not 
consider blogging,35 tweeting, or posting to be acts of 
communication that fit within traditional juror 

admonitions.36 
 

An illustration of this type of behavior occurred in a 

recent California criminal trial.37  In this case, the 

offending juror was not a typical lay juror; the culprit 

was actually a licensed attorney! Although the trial judge 

admonished the jurors orally and in writing not to 

discuss the case with anyone, the instigating attorney-

juror could not help but blog about the progression of 

the trial.  At one point, he wrote: "Nowhere do I recall 

the jury instructions mandating I can't post comments in 

my blog about the trial. (Ha. Sorry. will do)." The juror 

continued to post updates about the trial during 

deliberations.  Unfortunately for the juror’s professional 

aspirations, when his improprieties were ultimately 

revealed, The California Court of Appeals vacated the 

judgment, and the California State Bar suspended his 

license for 45 days.38 

 

Further instances of this type of reckless behavior are 

surfacing throughout the Country.39  During a personal 

injury case in Arkansas, one brazen juror “tweeted”: “I 

just gave away TWELVE MILLION DOLLARS of 

somebody else's money.”40  Although the juror’s 

misconduct was subsequently disclosed to the Court, a 

mistrial was not declared because Arkansas law did not 

prohibit jurors from leaking information to the outside 

world.41  The Court further ruled that the juror’s “tweets” 

did not demonstrate evidence of bias.42 After the appeal 

proceedings, the juror remarked, “the courts are just 

going to have to catch up with the technology.”43  
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Finally, jurors can abuse social media by electronically 

contacting the parties or witnesses.  In People v. Rios,44  

an arson trial that was held in the Bronx County 

Supreme Court in 2010, the jury convicted several of the 

defendants of criminally negligent homicide.  After the 

verdict, one of the jurors admitted that, shortly after the 

deliberations began, she sent a Facebook “friend 

request” to one of the firefighter witnesses who had 

testified during the trial.45 Although she did not receive a 

response to her initial “friend request”, the juror (not to 

be deterred) re-sent the “friend request” to the same 

firefighter after the jury had rendered its verdict.  The 

firefighter witness eventually accepted the juror’s 

invitation, and the two began an email correspondence.46 

After the juror’s misconduct was revealed to the Court, a 

post-trial hearing was held to determine whether a 

mistrial was warranted.  

 

The Court ultimately held that there was no evidence 

that the defendants had been substantially prejudiced by 

this misconduct.  The Court specifically found that the 

defendants failed to prove that the juror’s feelings for the 

firefighter impacted the jury’s deliberations.  Accordingly, 

the Court resolved that a mistrial was not warranted.47 

 

One major lesson to draw from these cases: Courts will 

not automatically declare a mistrial the moment that 

juror misconduct is revealed.  Trial attorneys must be 

able to articulate to the Court exactly how jurors’ 

improper behavior adversely impacted their clients’ 

position.  And a Court must find that juror misconduct 

undermined the integrity of the jury’s verdict. 

   

To protect against juror misconduct, trial attorneys must 

be prepared to provide Judges with up-to-date jury 

instructions regarding the prohibition of using social 

media during the trial.  The 2012 edition of the New York 

State Pattern Jury Instructions (“PJI”) is extremely 

thorough on this point: it identifies the most recent 

technological devices and social media portals and it48 

explains to jurors that that they may not perform any 

independent research about any of the facts adduced 

during the trial, including any “internet search of any kind.”49 

 

In addition, in December 2009, the Judicial Conference 

Committee on Court Administration and Case 

Management (“JCC”) issued its own proposed 

instructions.50  The JCC suggested that Judges warn 

jurors about using social media at the outset of the trial, 

and again before deliberations.  Furthermore, the 

proposed instructions explain that jurors may not use:  
 

any electronic device or media, such as a 

telephone, cell phone, smart phone, iPhone, 

Blackberry or computer; the internet, any internet 

service, or any text or instant messaging service; 

or any internet chat room, blog or website such as 

Facebook, My Space, Linked In, YouTube or 

Twitter, to communicate to anyone any 

information about this case or to conduct any 

research about this case until I accept your verdict.51 

The expansive scope of the categories of prohibited 

behavior is an indication of how pervasive social media 

and mobile based communications have become.  As the 

technology industry continues to manufacture sophisticated 

portable electronic devices, jury instructions must be 

continuously updated to reflect the latest products.  And 

jury instructions must be lucid and comprehensible by 
the average citizen; we must not leave any room for 
doubt or misinterpretation.   
  
CONCLUSION  
 
The unremitting development and progression of new 
methods of communication presents both opportunities 
and challenges for those involved with the jury trial 
system.  The realities of these new media must be 
recognized and appropriately taken into account by the 

Courts as well as the major stakeholders in the medical 
malpractice system.  The failure to appreciate the 
implications of new media will work to the detriment of 
all those involved.   

    
1 Social Media is defined as “Web sites and other online means of 

communication that are used by large groups of people to share information 

and to develop social and professional contacts: Many businesses are 

utilizing social media to generate sales.”  See Dictionary.com. 

http://dictionary.reference.com/browse/social+media?s=t. March 5, 2012 
2 Grow, Brian. Internet v. Courts: Googling for the perfect juror. NY Times. 

Feb. 17, 2011.   
3 Potential jurors are generally selected to a system of examination, known 

as voir dire, during which attorneys for each party can object to a juror.  
4 Id. (Plaintiff’s attorney learned that a potential juror was politically 

conservative and potentially weary of lawsuits against large corporations).   
5 Peremptory challenges are the limited objections that a lawyer may use 

even if the prospective juror gives assurances that he or she can be impartial 

to both sides.    
6 NYCLA Committee on Professional Ethics, Formal Opinion 743 (May 18, 

2011) (emphasis added).   
7 Id.  
8 Indeed, although The New York Appellate Division has not directly 

addressed this question, a New Jersey Appellate Division decision is 

consistent with the New York County Lawyers’ Association’s position.  In 

Carino v. Muenzen, 2010 N.J. Super. Unpub. LEXIS 2154 (Sup. Ct. of New 

Jersey, App. Div., August 30, 2010), a medical malpractice case, the trial 

court ruled that a plaintiff’s attorney could not use the internet to obtain 

information about prospective jurors during jury selection because the 

plaintiff’s attorney had failed to give advance notice to defense counsel that 

he would be conducting such research.  Id. at *10. The jury ultimately 

awarded the defendant a defense verdict, and the plaintiff appealed.  On 

appeal, the Appellate Division determined that trial judge acted 

unreasonably.  Id. at *26. The Appellate Division explained that: 

In making his ruling, the trial judge cited no authority for his 
requirement that trial counsel must notify an adversary and the 
court in advance of using internet access during jury selection or 
any other part of the trial.  The issue is not addressed in the 
Rules of Court.   

Id. The Appellate Division, however, determined that plaintiff did not 

demonstrate that he suffered any prejudice as a result of the trial court’s 

error, and the defense verdict was affirmed.  Id. at *27. 
9  See Beth Germano, Social Media Changing the Way Juries Are Picked, 

CBS BOS., Nov. 15, 2010, http://boston.cbslocal.com/2010/11/15/social-

media-changing-the-way-juries-are-picked (medical malpractice attorney in 

Boston claims that social media research of prospective jurors has been 

revolutionary).  
10 Implementing New York’s Civil Voir Dire Rules (Appendix B Juror 

Questionnaire), at p.19.   
11 See Beth Germano, Social Media Changing the Way Juries Are Picked, 

CBS BOS., Nov. 15, 2010, http://boston.cbslocal.com/2010/11/15/social-

media-changing-the-way-juries-are-picked. 
12 See Thaddeus Hoffmeister, Applying Rules of Discovery to Information 

Uncovered About Jurors, 59 UCLA L. Rev. Disc. 28 (2011), at p.32-33.  
13 Grow, Brian. Internet v. Courts: Googling for the perfect juror. Reuters. 

Feb. 17, 2011.   
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14 Ana Campoy and Ashby Jones, Searching for Details Online, Lawyers 
Facebook the Jury: Attorneys Seek Cues on Potential Jurors in Networking 
Sites, WSJ Online, February 22, 2011. 
15 Id.  
16 See Beth Germano, Social Media Changing the Way Juries Are Picked, 
CBS BOS., Nov. 15, 2010. 
17 Id. 
18 See Thaddeus Hoffmeister, Applying Rules of Discovery to Information 
Uncovered About Jurors, 59 UCLA L. Rev. Disc. 28 (2011), at p.33-34. 
19 Id. at p.34-35. 
20 306 S.W.3d 551, 558-559 (Mo. 2010). 
21 306 S.W.3d at 555.   
22 Id. at 558. 
23 Strutin, Ken.  Social Media Misbehavior By Jurors Afflicts the Trial 
Process.  Mar. 15, 2011.   
24 Id.  
25 Id.  
26 Id. 
27 739 F. Supp. 2d 576 (S.D.N.Y. 2010).   
28 Id. at 591.  
29 Id. 
30 Id. at 584.  It appears that the defendant appealed the verdict to the Court 
of Appeals.  But at the time of publication, the Court of Appeals had yet to 
rule on this case.   
31 Id. at 611. 
32 Id. 
33 Twitter/Facebook Postings By Jurors – See Greene and Speath, “Feature:  
Are Tweeters or Googlers in Your Jury Box?”  State Bar Of Arizona 
(February 2010). 
34 Twitter enables members to send and read 140-character text messages 
known as "tweets." The service publishes an author's tweet in real time on an 
individual Twitter profile page or the author's blog, and it notifies other 
members who follow the author's tweet feed. Users can send and read tweets 
using the Twitter web site, mobile phone text messages and software 
applications, or other third-party applications. Thus, members can instantly 
publish their thoughts, observations, or whereabouts to a multitude of 
followers. See Ebony Nicolas, Note And Recent Development:  A Practical 
Framework For Preventing "Mistrial By Twitter." 28 Cardozo Arts & Ent LJ 
385 (2010). 
35 Twitter/Facebook Postings By Jurors – See Greene and Speath, “Feature:  
Are Tweeters or Googlers in Your Jury Box?”  State Bar Of Arizona 
(February 2010), at p.39 
36 Twitter/Facebook Postings By Jurors – See Greene and Speath, “Feature:  
Are Tweeters or Googlers in Your Jury Box?”  State Bar Of Arizona 
(February 2010). 
37 Id. at p.39 
38 Id. 
39 See Ebony Nicolas, Note And Recent Development:  A Practical 
Framework For Preventing "Mistrial By Twitter." 28 Cardozo Arts & Ent LJ 
385 (2010). 
40Id.  at p.392 (emphasis added).  
41 Id. 
42 Id. 
43 Id. 
44 Index No. 1200/06 (Bronx Cty. Supreme Ct., February 23, 2010). 
45 Id.   
46 Id.  
47 Id.  
48 The PJI provides that:  

All electronic devices, including any Cell Phones, 
Blackberries, iPhones, laptops or any other personal 
electronic devices will be turned off while you are in the 
Courtroom and while you are deliberating after I have given you 
the law applicable to this case.  It is important to remember that 
you may not use any internet services, such as Google, 
Facebook, Twitter or any others to individually or 
collectively research topics concerning the law, information 
about any of the issues in contention, the parties, the 
lawyers, or the Court. 

Id. (emphasis added).  
49 Id. 
50 The Judicial Conference Committee on Court Administration and Case 
Management - The Use of Electronic Technology to Conduct Research on or 
Communicate About a Case.  December 2009. 
51 Id. 
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Column 
 
In the past we’ve covered technological advances in 
medicine that have already been introduced into clinical 

practice. However, worldwide physicians and researchers 
are teeming with an abundance of potential therapies, 
approaches and advances that tempt clinicians without 
almost miraculous treatment and preventative potential. 
Risk Management stands at the razor’s edge of this tidal 
wave, and sometimes is forced into the position of 
gatekeeper between advancing medical technology and the 
patients that so desperately need it. Of course, this job can 
end up more juggling act that benign gatekeeper. 
Consideration must be given to when it is appropriate to 
allow attending physicians to employ novel medical 
treatment that tempts with promise, but poses often 

unknown risk. 
    
This balancing act cuts to the very heart of Risk 
Management. The mission to provide the best and most 
comprehensive care to patients serves as the “ying” to the 
“yang” of ensuring that the patients are not exposed to 
more harm than good from that same treatment. 

 
Leukemia Case Study 
 
Leukemia has long baffled the medical community. Of all 

cancers, this one seemed to be the most incurable. Of 
course, it appeared impossible to separate white blood cells 
from the body.  
 
Ironically, it may be leukemia that holds the key to future 
advancement in cancer treatment. A recent study 
published in The New England Journal of Medicine1 and 
Science Translational Medicine2, may indicate a turning 
point in the struggle to develop effective gene therapies 
against cancer. While tested on leukemia patients, other 
cancers may also be susceptible to this novel approach. 
   

Based on the concept of doctoring T-cells genetically, first 
developed in the 1980s by Dr. Zelig Eshhar at the 
Weizmann Institute of Science in Rechovot, Israel, it 
involves having a patient’s own cells kill cancer cells. The 
researchers at the University of Pennsylvania, led by Dr. 
Carl June, were able to engineer T-cells to fight and kill 
leukemia cells, have them multiply when inside the body, 
and then diminish and leave a set of memory T-cells to 
multiply again and kill leukemia cells if they show up later.3  

 
The researchers extracted T-cells, a type of immune cell, 
from the patient and supplied them with a gene that 
creates something called a chimeric antigen receptor, or 
CAR, on the surface of T-cells. This new receptor, CAR, is 
supposed to recognize and kill B-lymphocytes, which grow 
out of control in a chronic form of adult leukemia.4 

 
The first human trial of the therapy involved three patients 
with advanced chronic lymphocytic leukemia.  Usually, the only 
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hope for a remission in such cases is a bone-marrow 
transplant, but these patients were not candidates for it. 
The results- two are now cancer-free, and the third is in 
remission. This amazing outcome stunned even the 

researchers involved, whose original intentions were only to 
test the therapy's safety.5 
  
As the cells killed the cancer cells, the patients experienced 
the fevers and aches and pains that one would expect when 
the body is fighting off an infection, but beyond that the 
side effects were very minimal.6 
 
The remarkable part of this study is that researchers used a 
disarmed HIV, the virus that causes AIDS, to deliver these 
cancer-fighting genes into the patient's T-cells. Although the 
thought of injecting HIV may be a bit unnerving to most 

people, according to the researchers, this disarmed virus 
isn’t harmful and does not multiply in the body.7 The choice 
to use the HIV virus actually makes sense because the virus 
naturally evolves to target and invade T-cells.8 
 
Although many other experts in the field said the results 
were a major advance and very promising, still the 
technique used has been known to pose a certain level of 
risk to patients. In fact, engineered T-cells have even 
attacked healthy tissue in patients at other centers. A report 
in the journal Molecular Therapy stated that such a reaction 
killed a 39-year-old woman with advanced colon cancer 

involved in a study at the National Cancer Institute.9 The 
same journal also published a report about a death of 
patient in a T-cell trial at the researchers at Memorial Sloan 
Kettering Cancer in New York.10  
 
Apparently, protein targets on the tumor cells can 
sometimes be found on membranes that line other areas of 
the body. Therefore, T-cell attacks, in addition to killing off 
the target cells, can also cause serious inflammation in 
those other areas of the body. That is what happened in the 
above studies.11  

 
Further, Dr. June himself has pointed to other risks as well. 
He says that the proteins they release could cause a 
“cytokine storm”— high fevers, swelling, inflammation and 
dangerously low blood pressure — which can be fatal. 
Additionally, if the treatment rapidly kills billions of cancer 
cells, the debris can damage the kidney and cause other 
problems.12 
 
Dr. June said his team hopes to use T-cells against solid 
tumors, including some that are very hard to treat, like 
mesothelioma and ovarian and pancreatic cancer.13 However, 

the next step is to do this study in a larger set of patients 
with randomization, and to show the same effects. 
 
Application to Clinical Practice at Your Hospital 
 
As you know, patients are becoming more adept at researching 
their own illnesses, and illnesses of family members.  For better 
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or worse, the Internet is clogged with information – both 
good and bad. This information has troubled clinical 
practice, as patients are instructed by television 
commercials to demand pharmaceuticals, while at the 
same time read pseudo-science attestations from Internet 
quacks involved with an ever growing cottage industry of 

“alternative medicine.” 
 
Of course, not all of the alternative medicine is a sham, 
and it is conceivable that a pharmaceutical commercial 
could turn a patient on to a needed therapy. That does not 
provide a balm for the overworked Risk Manager who must 
determine the hospital protocols for an ever-growing panoply 
of illnesses and treatments.  
  
Add to this list serious advancement in medical science, 
such as genetic cancer treatment. This development has 
been covered by numerous serious news sources, and has 

a large footprint on the Internet. It is a very real possibility 
that a patient will demand this treatment, or at least 
question why it was not considered. 
 
This poses problems from a Risk Management standpoint. 
There is potential exposure to the claim that this treatment 
should have been performed. In terms of gene therapy, 

the defense is inherent in the fact the treatment is not 
being employed to the population at large and is far from 
the standard of care. However, there are other emerging 
medical treatments where this problem may be more 
acute. When does a treatment become the standard of 
care? New York courts are silent on this matter, seemingly 
throwing the issue back to the medical community. Thus, it 
is conceivable that there will be a time when plaintiffs bring 
lawsuits supported by “experts” claiming that this gene 
therapy was within the standard of care.   
 
The other complicated issue is the opposite claim – that 
hospitals allowed this therapy and it turned out to be 
unsafe. This issue occurs regularly. Indeed, as set forth in 
prior columns, just recently total hip replacements utilizing 
metal hip prosthetics have given rise to an ever exploding 
amount of malpractice and products liability litigation, even 
though it was once thought to be the safest practice.  
 
This leaves Risk Management on a tight rope between 
allowing these advancements, and waiting for them to be 
further assessed for safety. While the large metropolitan 
medical centers grapple with the avant garde, the smaller 
community hospitals have decisions to make as well. At 
community hospitals, the decision to employ new advances 

in medical science must follow the same processes and 
encompass the same risk/benefit analyses that take place 
at the larger teaching or research medical centers, 
factoring in a few extra layers of caution. Before 
introducing new medical devices, procedures or 
pharmacological agents, each facility must conduct its own 
review of medical literature to ensure that the evidence 
supports both efficacy and safety. This would include 
review of FDA testing and other literature on clinical trials.   
Such review must take into account the severity and 
incidence of known side effects and/or complications, 
consideration of possible off-label uses of medications, and 

must also take into account the ability of the facility to 
respond quickly and appropriately to complications if and 
when they occur.  
 
Hospital committees charged with the oversight for 

implementation of new drugs or other therapies should 

always be mindful of the fact that clinical trials are quite limited 

in scope.  One important consideration is whether the new 

medication or treatment modality consists of a life-saving 

technology, providing benefits that simply are not available 

in the existing medical marketplace. Such advances should 

be given priority attention. However,   according to the Ihab 

Ibrahim, Vice President of Patient Safety and Clinical 

Program Development at St. Joseph Hospital, if a drug or 

device with a high risk profile is not significantly different 

from therapies currently available, it may be more prudent 

to take a wait and see approach. There are many examples 

of drugs which were much heralded on FDA approval, but 

failed the ultimate test of safety or efficacy after successful 

launch into the public arena.   

 
The Vioxx/ Xigris Conundrum 
   
Two examples include the medications Vioxx and Xigris. 
Merck introduced Vioxx into the market in 1999. Vioxx was 
a new type of anti-inflammatory agent, a Cox-2 inhibitor. It 
provided the anti-inflammatory properties that the older 
NSAIDs provided, but without the same adverse gastric side 
effects. Several years later, research demonstrated that 
long-term use could increase the risk of heart attack and 
stroke. St. Joseph Hospital, a community hospital in Long 
Island reacted. Their Pharmacy and Therapeutics 

Committee deleted Vioxx and other Cox-2 inhibitors, like 
Celebrex, from their formulary. In September 2004, Merck 
withdrew Vioxx from the market.    
 
St. Joseph continued to monitor the literature relative to 
Cox-2 inhibitors.  Additional studies provided evidence 
establishing that patients with moderate to severe post-
operative pain, who received a single dose of Celebrex, 
experienced good pain relief with a relatively long duration 
of action and had significantly reduced usage of narcotic 
rescue drugs. Based on this new evidence of safety, 
reduced narcotic usage, and better patient outcomes, 

Celebrex was reinstated on the formulary.    
 
Xigris is another case in point. Xigris was introduced by 
about 10 years ago and was thought to be a life-saving 
modality for high risk patients with serious sepsis. Risks of 
serious complications, mainly bleeding, were well known. 
After many years in the marketplace, a clinical study 
conducted in Europe raised questions about the efficacy of 
Xigris.  Interestingly, the same study suggested that the 
risk for severe bleeding events was also overstated.  Eli Lily 
voluntarily withdrew Xigris from the worldwide market in 

October, 2011.    
 
On the other hand, some therapies which appear to be new 
- are really just variations on tried and true practices. For 
example, in 2010, St. Joseph introduced the Arctic Sun 
device for use in our emergency department. The Arctic 
Sun is a temperature management system that is used to 
lower the body’s core temperature to 91 degrees, slowing 
metabolism and preventing dangerous brain swelling in the 
presence of prolonged cardiac arrest. Cooling by means of 
application of temperature controlled gel pads to the upper 
torso was new, but evidence of the efficacy of lowering the 

body temperature to preserve brain function is plentiful. 
Body cooling to preserve organ function, whether through 
the administration of iced saline or through the use of 
cardio-pulmonary bypass, has been accepted medical 
practice for over 20 years. In this instance, the hospital’s 
investigation of safety and efficacy did not give rise to any 
medical controversy, and the Arctic Sun device and cooling 
protocol was quickly incorporated into our clinical practice, 
with life-saving effect.    
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Patient Population Should be Considered 
 
Analysis of profile of the patient population served by the 
hospital will also influence decisions about implementation 
of new technology.   A hospital with a specialty in 
advanced cardiac care or advanced orthopedic care will 
naturally be closely following developments within the 
confines of those specialties, and will likely have superior 
capability to evaluate the risks and benefits of new 
modalities in those fields.  Small community hospitals 
may not have the same ability to evaluate new products 
or to provide the ancillary services or follow-up that may 
be needed to fully serve the affected patient base. In 
these cases, risk is best mitigated by a “go slow” 
approach, watching and monitoring developments, before 
making decisions about in-house implementation.   
 
St. Joseph Hospital has a robust hyperbaric and wound 
healing center which is in the forefront of wound healing 
technologies.  In 2010, David J. Sands, DPM proposed the 
introduction of maggot therapy at St. Joseph for wound 
debridement. The therapy is most effective for patients 
with multiple co-morbidities, poor circulation, or patients 
requiring deep debridement of necrotic areas close to 
bone.  The proposal merited prompt evaluation because of 
the potential to enhance the services we could provide to 
our wound care patients.  The FDA approved the therapy 
in 2004 and by 2008 there were some 50,000 treatments 
being administered worldwide.  If truth be told, maggot 
therapy is actually a revival of a very old form of wound 
debridement that went out of favor with the advent of 
penicillin.  However clinical trials have shown that maggot 
therapy can be used successfully to treat chronic, long-
standing, infected wounds, which have previously failed to 
respond to conventional treatment. The therapy involves 
the introduction of sterile maggots into wound beds that 
are difficult to adequately debride with a scalpel.  The 
larvae provide, not only debridement, but also have anti-
bacterial properties.  Secretions from the larvae have 
anesthetic properties as well. 

 
Of course patients have to be comfortable with the 
“creepy-crawly” aspect of the therapy as well.    The 
Program Director for Hyperbaric and Wound Care, Kelliann 
Callihan, described the presentation of the clinical 
evidence to the Pharmacy and Therapeutics Committee.   
There were of course the expected qualms about the 
unusual nature of the therapy, and more than a few 

eyebrows were raised.  Questions were asked and 
answered.  Techniques and barriers to assure the 
confinement of the maggots and proper disposal 
techniques needed to be vetted.   At the end of a 
thorough review of efficacy and safety, this therapy was 
introduced at St. Joseph’s facility in 2010, with very 
satisfactory clinical results. 

 
Education and Training Rule the Day 
 
Education and training are key elements in the successful 
introduction of new therapies.   When introducing a new 
surgical technique, a stringent privileging policy may be 
needed to ensure that the privileged surgeons have 
received all of the required education, and practical 
hands-on training via simulation and proctored 
procedures. The first few cases should always closely 
monitored and evaluated.  In the case of new 
medications, institutions may also reduce risk by limiting 
authorized prescribers to specially trained and specifically 
credentialed practitioners.  For example, at St. Joseph 
Hospital, over 25% of the antibiotics on our formulary are 
limited to proscribed lists of physicians.    

 

 

The process of informed consent is critical in mitigating 
risk in the event of an adverse outcome.   As part of 
informed consent, physicians must disclose expected risks 
and benefits, alternatives, risks and benefits of alternatives 
(including no treatment) and should also disclose that the 
treatment is new or relatively new, as applicable.  Risk 
managers can play a role in ensuring that appropriate and 
informed consents are being obtained and that risk/benefit 
discussions are well documented.   
 

Once a new treatment or medication has passed the 
facility’s approval test, the process is not over.  Initial 
implementation must be closely monitored, results 

evaluated and reevaluated in light of new developments, 
new evidence of unanticipated adverse events and new 
clinical studies. Even when new technologies become old 
hat, meeting the standard of care requires constant 
vigilance, monitoring and reevaluation.    
  
Conclusion 
 
The end result is a similar refrain in Risk Management. 
Education of the clinical and patient is key. However, in 
this instance, the onus is on Risk Management to weigh 

the factors cited above before making any decisions.  
    
1 David L. Porter, M.D., Bruce L. Levine, Ph.D., et al. Chimeric Antigen Receptor–

Modified T Cells in Chronic Lymphoid Leukemia, N Engl J Med. 2011 
2 David L. Porter, M.D., Bruce L. Levine, Ph.D., et al. Chimeric Antigen Receptor–

Modified T Cells in Chronic Lymphoid Leukemia, Sci Transl Med. (3-95) 2011 
3 See id.  
4 See id. 
5 Denise Grady, An Immune System Trained to Kill Cancer, The New York Times, 

September 12, 2011 
6 See Porter at N Engl J Med. 
7 See http://www.reporternews.com/news/2012/feb/27/armed-against-cancer/. 
8 See Grady supra.  
9 Richard A Morgan, James C Yang, et al., Case Report of a Serious Adverse Event 

Following the Administration of T Cells Transduced With a Chimeric Antigen 

Receptor Recognizing ERBB, Molecular Therapy 2010 
10 Renier Brentjens, Raymond Yeh, Treatment of Chronic Lymphocytic Leukemia 

With Genetically Targeted Autologous T Cells: Case Report of an Unforeseen 

Adverse Event in a Phase I Clinical Trial, Molecular Therapy 2010 
11 See id.  
12 See Grady supra.  
13 Id.  
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EVENING CONFERENCE SUMMARY 

MOCK TRIAL: THE USE OF FOCUS GROUPS-AN IMPORTANT TOOL TO IMPROVE TRIAL OUTCOMES 

MARCH 27, 2012-LIGHTHOUSE INTERNATIONAL 
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On March 27, 2012, AHRMNY hosted the educational/networking event: Mock Trial; The use of Focus 
Groups-An Important Tool to Improve Trial Outcomes. Once again this educational/networking event 

was a huge success. The evening event at the Lighthouse International began with cocktails and 
networking, followed by a champagne buffet dinner. The event was sponsored by Bower, Monte & 
Greene, PC, Kaufman, Borgeest & Ryan, LLP and PMA Management Corporation of New England.   
 

Jury Impact, a national jury consulting firm, conducted the evening program that proved the company’s 
litigation philosophy, “winning a trial is not about arguing facts, it’s about telling the right story.” 
 

The stage for the event included a selected jury, who were sequestered in a room near the attendees. 
Jury deliberations were monitored by the event attendees via live video. The moderator’s initial query 
of the jury identified the impact of the portrayal of healthcare in the media. The initial questions posed 
the jurors included: the juror’s perception of the healthcare system; where would each individual juror 

seek health care, electively and/or urgently and identify the catalyst(s) for each juror’s choice of facility 
for health care.  
 

For the event, the jury deliberated about the facts and arguments related to an obstetrical case. The 
jury was presented with case facts from actual medical record documentation, and arguments from 
both the defense and plaintiff perspectives. The facts or points of interest by individual jurors were 
posed to the group and voted on systematically. Among the topics clarified for the jury included the 

standard of practice in the medical management of obstetrical scenarios; the ‘normal range’ of 
medication regimens and ‘acceptable’ time frames for the performance of medical intervention in the 
process.   
 

Juror interaction and reaction were witnessed by the attendees when credible information defined the 
standards of care, consensus by the moderator was sought and the jurors were able to draw from 
direct or indirect experiences related to obstetrical care. Frustration and disappointment appeared to 

surface from those jurors who lacked the life-time experience and relied solely on the understanding of 
the standards of practice to guide the interactions among the group.  Soon after the initial query, event 
attendees were able to identify the role of the jurors during deliberation. The group dynamics amongst 
the jurors included the leaders, the followers and the procrastinators. These dynamics shaped the story 

of the case and the discussion of the jury as facts were highlighted and perceptions were clarified.  
 
The program provided an opportunity for its attendees to gain insight as to the impact of the jury, jury 

deliberations and how core juror beliefs are reinforced with life experiences. This program highlighted 
the jurors’ perceptions of the case, including themes, and predispositions in jury pools were discovered 
with this program.  Overall, the AHRMNY networking/ education event was well attended and well 
received by the attendees.    
 
 

MOCK TRIAL DVD 
 
If you were unable to attend the March 27, 2012 AHRMNY evening conference (Jury 
Impact Focus Group mock trial), videos of the proceedings are available for a fee of $35.  
Those who attended the program can obtain a copy of the video for $10.  All proceeds will 
go to AHRMNY. 
 
To order your copy, please send check or money order to: 
  

AHRMNY – PO BOX 4200 – Grand Central Station – New York, NY 10163 
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