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Retinopathy of Prematurity:  Creating a Safety Net

OMIC ROP Task Force 
OMIC has devoted considerable time and effort to improving patient safety and reducing the liability of ROP care, and is grateful to the ophthalmologists on our Board and Committees for their expertise.This document reflects the input of the following Board, Committee, and staff members: Anne M. Menke, RN, PhD; Richard L.  Abbott, MD; Arthur W. (Mike) Allen, MD; Betsy Kelley, Denise Chamblee, MD; Susan Day, MD; Robert S. Gold, MD; John W. Shore, MD; James B. Sprague, MD; Trexler M. Topping, MD; Paul Weber, JD; Robert Wiggins, Jr.,  MD; and George Williams, MD.

RISK MANAGEMENT RECOMMENDATIONS AND UNDERWRITING REQUIREMENTS 
OMIC regularly analyzes its claims experience to determine loss prevention measures that our insured ophthalmologists can take to reduce the likelihood of professional liability lawsuits. OMIC policyholders are generally not required to implement risk management recommendations. Rather, physicians use their professional judgment in determining the applicability of a given recommendation to their particular patients and practice situation. Some of the risk management recommendations about ROP, however, have become underwriting requirements; these are detailed in the ROP Questionnaire that OMIC policyholders who provide ROP care are asked to complete. Please contact your underwriting representative for more information.
These loss prevention documents may refer to clinical care guidelines such as the American Academy of Ophthalmology’s Preferred Practice Patterns, peer-reviewed articles, or to federal or state laws and regulations. However, our risk management recommendations and underwriting requirements do not constitute the standard of care nor do they provide legal advice. If legal advice is desired or needed, an attorney should be consulted. Information contained here is not intended to be a modification of the terms and conditions of the OMIC professional and limited office premises liability insurance policy. Please refer to the OMIC policy for these terms and conditions.
Revised 5/7/13  to reflect 2013 Policy Statement
Screening and treating premature infants for retinopathy of prematurity (ROP) is an important aspect of pediatric ophthalmic care that provides a valuable service to not only the individual baby but also to society as a whole.  Although claims for mismanagement of ROP are relatively infrequent, indemnity payments for these claims can be high due to the young age of the plaintiffs and the significant loss of vision that can result even with treatment. Concerned about their liability exposure, numerous screening and treating ophthalmologists have called OMIC to request sample protocols to help standardize care at the hospitals where they provide ROP care. 

OMIC first developed and distributed sample ROP protocols in 2006. Our experience in helping ophthalmologists implement these patient safety measures has convinced us that the liability for ROP care can only be decreased—and blindness prevented—if ophthalmologists work closely with neonatologists, nurses in Neonatal Intensive Care Units (NICUs), hospitals, and parents. To that end, we have revised and expanded our sample protocols, which we now call our “toolkit,” for both office- and hospital-based care. Moreover, our Underwriting Committee determined that some aspects of the “Safety Net” must be implemented in order for ophthalmologists to be covered for ROP care. These include ROP-related CME, hospital and office tracking, parent education, etc. This document, “Retinopathy of Prematurity: Creating a Safety Net,” will present the obstacles to safe ROP care, our claims experience, and our risk management recommendations. Toolkits that detail every step in the care process are available from our website at http://www.omic.com/rop-creating-a-safety-net/.
I. WHY IS THE ROP PROCESS OF CARE PROBLEMATIC?

Difficulties in Providing Vision-Preserving Care to Premature Infants

There are three aspects of ROP care that put premature infants and the entire healthcare team at risk. First, premature infants face a host of severe medical problems; some are life-threatening, ROP is sight-threatening. The neonatologist and nurses in the neonatal intensive care unit spend considerable amounts of time coordinating and orchestrating consultations and care. The ophthalmologist is just one of a number of consultants who care for these patients.
As a general rule, eye physicians come to the hospital at periodic intervals, usually one day each week, to evaluate those infants whom the neonatologist has identified as meeting the ROP screening criteria. The ophthalmologist notes the ROP status and indicates a follow-up interval in the hospital record. Babies who are still in the hospital at the conclusion of the interval are added to a list of babies for the ophthalmologist to examine on that day.  

Problems arise when babies are discharged or transferred before the follow-up date, or are unavailable at the time of the ophthalmologist’s visit (e.g., are undergoing surgical procedures, or are too ill). Many times, the ophthalmologists who comprise the ROP screening and treating panel are not notified of the location and status of the baby. Indeed, malpractice lawsuits have been filed, and successfully litigated, against ophthalmologists who have had no prior contact with the baby, who saw the baby once and properly screened him but were not asked or given the opportunity to see the baby again in the hospital, or who did not contact parents who failed to schedule an outpatient ophthalmology appointment as directed by the baby’s neonatologist or pediatrician.  
Second, parents of premature infants tend to feel overwhelmed. Some parents of premature infants are young women with little prenatal care or family support, and their infants may end up being cared for by other family members or foster parents (whom we call “caregivers,” by which we mean whoever has current custody of the baby and is responsible for making medical decisions on the baby’s behalf). It is often hard for physicians to communicate effectively when so many people are involved in caring for the baby. Other parents of premature infants require assistance to conceive, and give birth to multiple infants at once. Our claims experience has taught us that these overwhelmed parents/caregivers cannot be relied up to schedule appointments, and may require significant follow-up efforts to ensure that screening and treatment occur at the appropriate intervals.
Third, while all conditions need timely follow up, the treatment window for ROP is exceedingly short: once the need for intervention has been identified by the screening ophthalmologist, treatment must be provided within 48 to 72 hours. Some screening ophthalmologists do not treat, which means the NICU must find a treating ophthalmologist and anesthesia provider and arrange for laser surgery within the treatment window. If the hospital does not have an ophthalmologist on staff to provide the laser surgery, a transfer of a very sick child to a hospital that can provide such care must be accomplished in time for the transfer and treatment to take place before the treatment window runs out. The entire team—ophthalmologists, neonatologists, pediatricians, nurses, and hospital—become targets of litigation when ROP care protocols break down. More importantly, a baby loses sight. 

II. WHAT CAUSES ROP LAWSUITS?

ROP Claims Experience
Since its inception in 1987, OMIC-insured physicians and their practices have been sued for medical malpractice on behalf of 17 infants with retinopathy of prematurity (ROP). ROP claims are thus low frequency events (0.6% of total claims). Plaintiffs often sue more than one defendant. If OMIC insures both defendants, or if the physician and his/her practice (with separate limits) are sued, more than one claim per infant may result. These seventeen cases have thus resulted in 21 claims/suits.
While infrequent, ROP claims are the highest severity events in OMIC’s claims experience; that is, they require the most money to settle, since ROP often leads to bilateral blindness or severe visual loss. Indeed, as of November, 2010, ROP claims account for 6.3% of paid OMIC claims and 10.4% of reserved claims (i.e., claims still in litigation). ROP claims close with an indemnity payment more than twice as often as overall claims (47% versus 21%), and have a higher mean ($842,335 vs. $151,540) and median ($487,500 vs. $75,000) payment than overall claims. OMIC indemnity payments for ROP have ranged from $26,666 to our highest ever payment of $3,375,000. Non-OMIC ROP claims have had reported verdicts of $20,000,000 against an ophthalmologist, neonatologist, and hospital in Pennsylvania (the hospital and its insured neonatologist were responsible for 95% of the verdict, the ophthalmologist for 5%), and $38,000,000 against another non-OMIC insured ophthalmologist.

ROP Causation Analysis

It is important to remember that poor outcomes cannot always be prevented. In the case of ROP, some infants who are screened and treated per clinical guidelines still end up bilaterally blind. We examined our cases to determine what led to the poor outcome and whether anything could be done to prevent future occurrences. We classified causes of poor outcomes into four categories, and determined the primary and secondary causes. 

	
	CLINICAL
	SYSTEMS
	PHYSICIAN
	PARENT/PATIENT

	Primary
	2
	11
	4
	0

	Secondary
	2
	0
	2
	6

	Total
	4
	11
	6
	6


CLINICAL
This category describes situations in which the clinical guidelines needed to prevent the outcome were nonexistent, evolving, or controversial (e.g., no treatment existed when the disease was known as “retrolental fibroplasia”). In the absence of available treatment or a standard of care, physicians should not be held liable for poor outcomes. We noted that in some lawsuits, plaintiff experts tried to apply a later standard of care. We based our analysis on what was accepted as the standard at the time treatment was rendered.
· EXAMPLES

· One was prior to the publication of the results of the CRYO-ROP clinical trial, which showed cryotherapy as an effective treatment  
· One was due to uncertainty about the extent of laser needed to treat ROP
SYSTEMS
This category generally refers to a breakdown in a process of care, as the outcome could not be attributed to a single individual. The most common systems issue was follow-up (e.g., the physician noted in the medical record that the infant needed to be seen again in two weeks, consistent with the clinical guidelines, but the infant did not get the exam at the correct time for any number of reasons). 
· LOCATION OF PROBLEM
· Hospital only: 6

· Hospital-office coordination: 4

· Office only: 1

· EXAMPLES OF PREVENTABLE BREAKDOWN IN PROCESS OF CARE
· We believe that these 11 cases could have been prevented by our ROP Safety Net toolkit
· Failure to schedule a ROP exam 

· Examples include lack of request for an ROP screening in the hospital; the baby being discharged without an initial examination or follow up outpatient appointment; and the baby being transferred without arrangements having been made for an ophthalmology consult at the new facility
· Failure to follow up on missed appointments
· The hospital scheduled an outpatient appointment at an incorrect interval
· The hospital inadvertently dropped the infant from the re-examination list
· PREVENTION
· Create and maintain a tracking system
· Our Safety Net calls for three people to track the infant: the ophthalmologist, a staff member at the ophthalmologist’s office (office-ROP coordinator or ROPC), and the hospital ROP coordinator. When all three individuals track the appointments and confirm the intervals, they create safety for the infant. Babies need to be tracked until they meet end-of-screening/treatment criteria. 

· Conduct an ROP exam prior to discharge
· It is harder to ensure that infants are screened and treated at appropriate intervals after discharge, so we recommend that each infant be screened at least once before discharge

· Notify the ophthalmologist before the baby is discharged or transferred. 
· This ensures that infants who need an examination or treatment receive it before they leave the hospital 
· Coordinate the discharge and initial outpatient appointment
· The Hospital-ROPC should contact the Office-ROPC to schedule the outpatient appointment and send necessary records and contact information
· If the baby will be screened for ROP after discharge by a different ophthalmologist, then the Hospital-ROPC should contact both the inpatient and outpatient screening ophthalmologists.
· Inform the parents/caregivers in writing of the appointment date and the risks of not getting care when needed. 
PHYSICIAN 
Lack of physician knowledge or competency was the primary problem in 4 cases. Most cases involved a lack of familiarity with established clinical guidelines.
· EXAMPLES 
· Baby born at 27 weeks, seen at 31 weeks, 6 week follow-up recommended instead of 2 weeks
· Baby born at 26 weeks, seen at 32 weeks, 6 month follow-up recommended instead of 2 weeks 
· Baby born at 24 weeks, seen at 33 weeks, 4 week follow-up recommended instead of 2 weeks
· PREVENTION
· Regular training of ophthalmologists and staff in ROP screening and treatment 
· Inclusion of clinical guidelines in hospital and office protocols

· Physician order for office and hospital ROP coordinators to compare interval ordered by ophthalmologist with that recommended in the clinical guidelines

PARENT/CAREGIVER
Parent/caregiver noncompliance was never the primary cause, but was a secondary issue in 6 cases. 
· EXAMPLES

· Parents who were instructed to make an outpatient appointment did not do so in the time frame required. Others didn’t keep appointments when their infants were sick or having other problems/appointments.
· PREVENTION

· Parent education, starting at the time of the initial screening, and repeated when the ROP status changes, the patient needs treatment, at the time of hospital discharge, and at the initial outpatient appointment

· Office and hospital ROP coordinators schedule all appointments. The parents cannot be relied upon to schedule them.
· Office and hospital ROP coordinators contact Child Protective Services if needed in order to force compliance with appointments at appropriate intervals
III. RISK MANAGEMENT RECOMMENDATIONS

Protocol Development Process and Goals

To produce the initial protocols in 2006, we conducted a detailed analysis of OMIC ROP cases and of data from the Physician Insurer’s Association of America (PIAA), Jury Verdict Reports, and IDEX (an expert witness database).  In addition, we performed a Failure Mode and Effects Analysis (FMEA), which is designed to identify vulnerable points in the care process. The resulting recommendations were reviewed by pediatric ophthalmologists, retina specialists, risk managers, and attorneys. The protocols were field tested for four years, at which point we conducted another analysis, revised the protocols, and submitted them for further review.
Our goal in continuing to revise and offer these sample protocols is first of all to help prevent blindness from ROP. In addition to promoting patient safety, we aim to minimize the liability exposures related to ROP care, and improve the defensibility of care if it is called into question.  We cannot stress enough that risk management recommendations do not establish a standard of care. Rather, they serve as suggestions on how the healthcare team—the ophthalmologist, neonatologist/pediatrician, NICU nurses, hospital, and parents/caregivers—can create a safety net for these at-risk infants. 
These suggested risk management practices are designed to complement clinical recommendations found in published studies and summarized in “Screening Examination of Premature Infants for Retinopathy of Prematurity,” the Policy Statement issued by the American Academy of Pediatrics (AAP) Section on Ophthalmology, the American Association of Pediatric Ophthalmology and Strabismus (AAPOS), and the American Academy of Ophthalmology (AAO).  Originally issued in 1997 and updated in 2001, 2005, and 2006, the Policy Statement is published in Pediatrics (Volume 131, Number 1, 2013, http://pediatrics.aappublications.org/content/131/1/189. References to this article are cited in this toolkits as “Policy Statement,” with the # indicating specific, numbered recommendations within the document.

Clarification of Roles and Standardization of Care Are the Key Components of Safety Net

The ROP toolkits assign responsibility for each task in the ROP care process, both in the hospital (or other healthcare facility) and during outpatient care so that there is no confusion about who is responsible for decision making and follow-up. The tooklits are available at http://www.omic.com/rop-creating-a-safety-net/. 
To create a safety net for these at-risk children, the entire team needs to be involved at critical junctures in the ROP care process. These points are tracking, the ongoing education of the parents/caregivers, and coordinating transfer of care to ophthalmologists at another hospital or in an outpatient setting. 

To evaluate weak spots in the “safety net,” conduct a risk analysis of your current process of care, and identify any steps in the toolkit protocols for which responsibility has not been assigned, or where care is not being provided according to current clinical guidelines (e.g., the “Policy Statement” or other published studies).
OMIC’s Risk Management Department can be an important source of information and support for policyholders engaged in these evaluations and discussions.  Please call OMIC Risk Manager Anne M. Menke, RN, PhD, at 1.800.562-6642, extension 651, or email her at amenke@omic.com any questions about ROP. She is also happy to answer questions about our protocols from non-policyholders.
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