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Abstract: Background: Healthcare-associated infections are one of the most serious Public Health
concern, as they prolong the length of hospitalization, reduce the quality of life, and increase morbidity
and mortality. Despite they are not completely avoidable, the number of healthcare-associated infec-
tions related to negligence claims has risen over the last years, contributing to remarkable economic
and reputation losses of Healthcare System. .
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Methods: In this regard, several studies suggested a key role of medical records quality in determining
medical care process, risk management and preventing liability. Clinical documentation should be able
to demonstrate that clinicians met their duty of care and did not compromise patient’s safety.

Results: Therefore, it has a key role in assessing healthcare workers’ liability in malpractice litigation.
Our risk management experience has confirmed the role of medical records accuracy in preventing
hospital liability and improving the quality of medical care.

Conclusion: In the presented healthcare-associated infections cases, evidence-based and guidelines-
based practice, as well as a complete/incomplete medical record, have shown to significantly affect the
verdict of the judicial court and inclusion/exclusion of hospital liability in healthcare-associated infec-
tions related claims.
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1. INTRODUCTION

Healthcare-associated infections (HAIs) are one of the
most serious Public Health concern, as they prolong the
length of hospitalization, reduce the quality of life, and in-
crease morbidity and mortality [1, 2].

Despite they are not completely avoidable, the number of
HAIs-related negligence claims has risen over the last years,
contributing to remarkable economic and reputation losses of
Healthcare System (HS) [3-5].
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Prevention and surveillance programs showed to be help-
ful tools for infections control [6], having allowed to in-
crease patients’ safety and HS quality.

Quality of medical care is defined as the capacity of the
healthcare system to achieve several medical and non-
medical goals [7]. In this regard, several studies suggested
a key role of medical records quality in determining medi-
cal care process, risk management and preventing liability
[8-11].

The aim of this paper is to present some cases of HAIs
claims from our daily risk management activity performed in
a southern Italy Hospital and discuss the association between
medical records quality and HATs-related litigation.



2. CASE SERIES

Here, we present three significant HAIs-related cases in
which documentation accuracy had a crucial role in as-
sessing Hospital liability in our risk management activity in
the Regional Oncological Reference Center (CROB) Hospi-
tal, of Rionero, in Potenza District, Italy.

2.1. Case No. 1

A 43-year-old man with a history of lumbar disc herni-
ation was admitted to the emergency department for lumbar
pain radiating along the right lower limb. He underwent
magnetic resonance examination, and an L4-L5 disc herni-
ation with roots nerve compression has been diagnosed. He
was admitted to the Neurosurgery department and after all
routine exams, he underwent arthroscopic microdiscectomy.
Seven days after surgery, he was discharged. Three weeks
after surgery, he came back to the emergency department
with pain in the surgical site and loss of function. A methicil-
lin-resistant Staphylococcus Aureus (MRSA) spondylodisci-
tis was diagnosed. Medical records analysis showed no men-
tioning of perioperative antibiotics prophylaxis, as well as
operating room facilities sterilization. A malpractice lawsuit
was brought and the court established Hospital legal liability.

2.2. Case No. 2

A 78-year-old man with a history of senile osteoporosis,
spondyloarthropathy, spondylolisthesis, atrial fibrillation,
chronic renal failure and chronic obstructive pulmonary dis-
ease, was admitted to orthopedics department to undergo
spine stabilization surgery of T5-T6 and T10-T12 vertebrae

and L2 vertebroplasty in arthrodesis. Ten days after hospital -

discharge, he was admitted to the geriatric department due to
thoracic pain, coughing and fever. After a thorax X-ray and
laboratory tests, pneumonia was diagnosed. Tracheobron-
chial mucus analysis was positive for MRSA. Due to MRSA
pneumonia, length of Hospitalization was prolonged for 30
days. Patient Medical records review showed a correct and
well-documented antibiotic prophylaxis therapy, a complete
and accurate description of surgery and complete documen-
tation of sterilization of both operating room facilities and
surgical instruments. The malpractice claim was settled and
wasn’t brought to trial.

2.3. Case No. 3

A 40-year-old woman with multifactorial anemia, atrial
fibrillation and mitral valve prolapse, was admitted to Cardi-
ology ward in December 2011 for heart failure. In 22™ of
May 2012, she went to the emergency department for dysp-
nea and lower limb edema; then, she was admitted to cardi-
ology ward with right heart failure diagnosis. After seven
days, she underwent a blood cultural exam that was positive
for MRSA. After Echocardiography examination, mitral
valve endocarditis was diagnosed. She underwent mitral
valve replacement surgery due to moderate-severe mitral
insufficiency. The HAlIs-related malpractice claim against
the Hospital was brought to trial. Medical record and clinical
documentation were accurate and complete in all aspects of
medical care. Further, MRSA endocarditis is more frequently
acquired in a community, and heart failure (admittance diag-

nosis) is a frequent endocarditis consequence characterized
by low body temperature levels. Infection presence was as-
sessed after admission, and a nosocomial origin was exclud-
ed. Thus, the court verdict excluded any hospital liability.

3. DISCUSSION

HAIs issue has been widely debated in recent years. Sur-
gical site infections (SSIs) are frequent complications that
occur in 2-5% of patients who undergo surgery. More than
60% of SSIs have been estimated to be preventable by using
evidence-based guidelines [12, 13]. However, despite several
measures could be taken, such as improvement of operating
room facilities, administration of antibiotics as prophylaxis
against infection and improvement of surgical technique, it is
impossible to completely prevent SSIs, as well as SSIs relat-
ed litigation [14]. Moreover, as shown in two of the reported
cases and as it was reported by several studies, community-
acquired MRSA 1is frequently observed in elderly patients
who have -comorbidities [15, 16]. However, complete and
accurate documentation of SSIs surveillance and prevention
may be a helpful tool in SSIs-related litigation, by suggesting
an evidence-based practice for infection control.

HAISs area has seen a rising number of clinical negligence
claims [17, 18]. HATs are associated with significant costs to
society, related to the increased length of hospitalization,
laboratory tests, imaging studies and human resources [19-
22]. In this regard, according to Eber et al. [23], in the Unit-
ed States, there were 2.3 million patient hospitalization days,
$8.1 billion in-hospital costs, and 48 000 deaths as a conse-
quence of healthcare-associated sepsis and pneumonia in
2006. Moreover, litigation is a remarkable HATs-related cost,
accounting for considerable litigation payments that include
additional costs due to staff time involved in the investiga-
tion and management of claims [24]: in England, between
1996 and 2010, Clostridium Difficile or MRSA related
claims led to total litigation payments of £35.2 million [3]. A
recent study suggested how insufficient and/or lack of doc-
umentation is a frequent contributing factor in hospital mal-
practice cases [25], thereby leading to hypothesize a crucial
role of medical records quality in assessing HAIs hospital
liability.

Medical records documentation is crucial in patient med-
ical care. It was demonstrated that medical records quality
and evidence-based medicine are strictly connected with
patients’ outcomes [9]. Indeed, the quality of clinical docu-
mentation reflects a more organized HS [26]. Well-
Documented written guidance on patient movement and ac-
curate bed management is associated with a lower rate of
nosocomial infections [27]. Conversely, inaccurate clinical
documentation may contribute to patient safety impairment
and higher malpractice risk exposure [28]. Moreover,
Healthcare workers (HCWs) need to warn patients regarding
medical procedure risks, including HAIs, and such infor-
mation needs to be documented [29]. According to the
Westlaw United States, a legal database in 32.7% of medical
malpractice claims a lack of informed consent, is present
[30]. Moreover, several studies have established communica-
tion defects as a crucial factor linked to malpractice claims
[31-34]. Indeed, patient participation in medical decisions




Table 1. Key points that medical records should include in order to reduce HAIs-related litigation.
History All relevant information regarding infectious diseases.
) e A complete examination need to be performed and documented at patient admission and discharge in order
Physical examination . . .
to exclude infection-related findings presence.
Diagnosis In clear, readily understood terms. It should be clear how you got to this conclusion.

Information and Communication

Patient should be carefully informed about HATs risk and such information need to be documented. All
patient communications need to be demonstrated.

Admission/Discharge laboratory tests and
imaging studies

Infection control surveillance analysis after admission and before discharge in high-risk patients.

Therapy

An accurate account of antimicrobial treatment (dosage, timing), intervention and care planning.

Progress

Clear and complete antibiotic prophylaxis. Surgery room facilities and instruments sterilization. Detailed

and complete surgery description.

Follow-up

Clear and complete recommendations regarding discharge therapy.

Prevention and Surveillance

Access to HAIs surveillance and prevention hospital program should be provided.

HAls-related litigation data

Access to HAls-related malpractice claims data should be provided.

was demonstrated to reduce the number of HAIs malpractice
claims [35].

In 2007, the World Health Organization (WHO) promot-
ed guidelines for medical record and clinical documentation
[36]. Such recommendations highlight its role in improving
HS quality. According to WHO guidelines, medical records
need necessarily to be clear, concise, correct, comprehensive
and contemporary. Indeed, clinical documentation should be
able to demonstrate that clinicians met their duty of care and
did not compromise patients’ safety. Medical records and
clinical documentation should include all aspects of patient
care and his function is to record all direct HCWs
knowledge, observations, actions, decision and outcomes in
order to implement a tailored approach [37-39]. Therefore, it
has a key role in assessing HCWs liability in malpractice
litigation. Indeed, in a judicial trial, appropriateness of a
healthcare practice must be compared to accepted standards.
Courts often consider guidelines or best clinical practice to
determine legal standards of care, and Italian law (recent law
n. 24 of March 2017 “Gelli-Bianco”) encourages such orien-
tation. All HCWs in their daily practice need to be encour-
aged in performing evidence-based practice, including accu-
rate and guidelines-based medical records recording, both for
patient safety and liability prevention. In this regard, in HAIs
and suspected HAIs cases, in all elements of patient care,
accurate and complete documentation of infection control
and surveillance is mandatory in order to avoid HAIs-related
litigation. Table 1 shows the medical records key points [36,
40] to follow in order to prevent HAIs-related liability.

Our risk management experience has confirmed the role
of medical records accuracy in preventing hospital liability
and improving the quality of medical care [41]. In the pre-
sented HAIs cases, evidence-based and guidelines-based
practice, as well as a complete/incomplete medical record,
has shown to significantly affect the verdict of the judicial

court and inclusion/exclusion of hospital liability in HAIs-
related claims. ‘

According to the World Health Organization, HAIs “are
infections acquired during hospital care which are not pre-
sent or incubating at admission. Infections occurring more
than 48 hours after admission are usually considered noso-
comial” [42]. For common infections (surgical site infection,
urinary infection, respiratory infection, vascular catheter
infection, septicemia), simplified surveillance criteria for
infection presence have been established [38]. In this regard,
by performing a surveillance criteria analysis after admission
and before discharge, it is possible to exclude the nosocomial
origin of the infection with significant resiliencies on hospi-
tal liability in HAIs-related malpractice claims.

As we mentioned before, despite not all HAIs are pre-
ventable, their incidence may be largely reduced by preven-
tion activities [43]. HAIs prevention and surveillance con-
tribute to an improvement in patient safety and Healthcare
quality, as well as costs reduction. Moreover, accurate and
guidelines-based medical records filling was demonstrated to
reduce HAIs-related litigation, improve patient medical care
appraisal, therefore HS quality. The most frequent type of
infections, SSIs and isolate MRSA, is more likely to be seen
as preventable, and, in a judicial trial, medical records are the
only elements able to demonstrate standard care adhesion for
infection control.

CONCLUSION

HAIs prevention and surveillance are helpful tools to
improve HS quality and reduce HAls-related litigation. Evi-
dence-based clinical practice enhanced physician-patient
communication, and documentation accuracy may have a
relevant role in reducing hospital liability in HAIs malprac-
tice claims, leading to costs reduction and advances in stand-
ard of patient care. Medical records accuracy need to be en-
couraged and promoted to obtain better healthcare quality.
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