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ABSTRACT

Background: Medical liability in obstetrics-gynecology is a phenomenon of great impact in professional liability disputes.

Methods: This article presents the results from analyzing medical professional liability claims from the obstetrics-gynecology
department in a Level I1I University Hospital in Italy filed between 01.01.2003 and 31.12.2019.

Results: Out of 130 total claims filed, 78 derive from the obstetrics department and 52 from gynecology. In obstetrics, 25 cases
pertain to vaginal delivery and 27 to cesarean sections. In gynecology, 37 cases pertained to the diagnosis or treatment of diseases
affecting the female genital system, 15 to omitted or missed prenatal diagnosis of fetal malformations, 11 to the pregnancy or postpartum
period, 12 to pregnancy termination, and 3 to artificial insemination. In the obstetrics-gynecology area, 40% of these compensation
claims were accepted. This is higher than the average overall percentage of claims documented in the medico-legal watchdog database
during the same time period, which was 33%. The acceptance rate for claims deriving from the obstetrics department was 25%, while
the acceptance rate for complaints filed in the gynecology department was 57%.

Discussion: Obstetrics and gynecology represent a high-risk sector for medico-legal litigation with a greater percentage
of accepted compensation claims than the general case study data. In the obstetrics field, there is a high frequency of claims for
damages incurred during cesarean sections, even though the injuries claimed are mainly connected to the overall surgical procedure.
The gynecological area also has a greater rate of compensation claims accepted by Medico-Legal Services, making this an area of
particular interest for prevention.

Conclusions: The implementation of a dedicated medico-legal watchdog on professional liability serves to prevent and lower
compensation rates through the analysis of claims from this high-risk area.
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Introduction this field crucial to medical knowledge and litera-

ture production?. Erroneous conduct on the part

Medical liability in the obstetrics-gynecology
area is a phenomenon of great impact in profession-
al liability disputes all over the world. Obstetricians
and gynecologists are involved in a specific biolog-
ical phase of human life in which the activities of
healthcare professionals impact the complexity of
the procreative process, starting from the conditions
for conception until and after birth. The entire sec-
tor manages a substantial number of cases making

of a professional in this particular area may result
in damages of great economic value, with potential
consequences for both the woman and the unborn
child, as well as the potential damages incurred by
other family members even though not directly af-
fected by the clinical situation.

Among the various medical specializations,
this particular sector is considered "high risk" for
compensation claims considering the particular and
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delicate nature of professional liability disputes.
Consequently, medico-legal specialists are the most
suited to performing such evaluations“®. In recent
decades, it has become clear that this field requires
analysis and management through proactive preven-
tion strategies and clinical risk management pro-
grams(6-9).

In 1999, a Medico-Legal Services Watchdog
was set up for professional liability cases in a Level
IIT University Hospital in Italy with the objective of
monitoring and analyzing these malpractice claims.
The purpose of the study is to present the data col-
lected from the obstetrics-gynecology area in order
to describe the main characteristics of the disputes
and highlight the situations of risk so as to improve
prevention processes.

Materials and methods

This article presents the results from analyzing
medical professional liability disputes filed between
01.01.2003 and 31.12.2019 in a Level III University
Hospital. By means of the Medico-Legal Services
archives, the study analyzed disputes relating to the
obstetrics-gynecology area only.

Results

There are a total of 1451 cases in the Medi-
co-Legal Services archives from the period in ques-
tion. 130 claims were received from obstetrics-gy-
necology area, representing 9% of the total number
of cases and the department with the third highest
number of claims after general surgery and orthope-
dics. 29% of the claims pertain to damages sustained
by infants or unborn children, the remaining 71%
pertaining to adult female patients. Of the damages
claimed, 43% were for permanent damages and 34%
for temporary; 9% of claims referred to the induction
of abortion, while 14% claimed due to patient death.

As regards the healthcare professionals in-
volved, 67% were consultant doctors, 19% resident
physicians and 14% healthcare professionals, espe-
cially midwives.

All claims for compensation in the obstet-
rics-gynecology area were categorized into more
specific classes. The obstetrics category covers all
activities concerning safeguarding the health of the
mother and child during pregnancy, childbirth and
postpartum, while the gynecology category covers
all activities for protecting women's health. 78 (60%)
claims pertain to obstetrics, 52 (40%) to gynecology.

We categorized the professional liability claims
into six classes:

e Birth

* Antenatal diagnosis

* Pregnancy and after birth period

* Treatment of gynecological diseases

* Voluntary Interruption of Pregnancy (VIP)

e Artificial fertilization or Intra Uterine Device
(IUD) positioning.

In obstetrics, there are 52 cases in which the
claim concerns liability for acts that occurred during
childbirth: 25 concern vaginal delivery and 27 cesar-
ean section. 15 claims contain references to omitted
or missed prenatal diagnosis of fetal malformations.
Finally, 11 cases concern the pregnancy or postpar-
tum period (Figure 1).

OBSTETRICS AREA

15;19%
25;32%
52;67%
27;35%

11;14%

Pregnancy or Afterbich  « Antenaial Diagnosis = Vaginal Delivery Binh - Cesarean Section Birth

Fig. 1: Presentation of the obstetric area.

In the gynecology area, there are 37 claims
pertaining to the diagnosis or treatment of diseases
affecting the female genital system, 12 to Voluntary
Interruption of Pregnancy (VIP), 3 to malpractice
during artificial insemination or during intra uterine
coil positioning (Intra Uterine Device) (Figure 2).

GYNECOLOGICAL AREA

3;6%

12;23% ‘

37;71%

= Diagnosis or of itholog s
¥ Interruption of Pregnancy

= Artificial Insemination or IUD Positioning

Fig. 2: Presentation of the gynecological area.

Through the classifications proposed before,
we analyzed data for each category as follows:

* Birth - Total of 52 claims (Table 1)

* Antenatal diagnosis - Total of 15 claims
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In the second area of classification, antenatal
diagnosis, two areas of liability were the cause of
claims: 12 due to the failure to diagnose fetal mal-
formation, during the ultrasound investigation, while
in 3 cases, claims were filed against the healthcare
professional due to a lack of information regarding
the diagnostic tests available for recognizing fetal
malformation.

OBSTETRICS AREA

Vaginal delivery related Cesarean section related

. . 27
claims claims
Anesthesiological com-
Neonatal death 6 L 5
plications
Neonatal infection 5 Infection 5

. Positioning-related injury
Shoulder dystocia 4 4
after surgery

Hypoxic-ischemic enceph- Retained foreign surgical
alopathy bodies

Hysterectomy due to post-

. 4 Bladder injuries 5
partum bleeding
Pathologies associated
. . Hysterectomy due to
with the third stage: Pla- 4 5

postpartum bleeding

centa delivery

Table 1: Contains data regarding liability claims filed in
the first area of classification: birth.

e Pregnancy and after the birth period - Total
of 11 claims

In the third area of classification, 3 claims were
filed contesting the death of the newborn due to a
failure to observe the mother after delivery, 5 claims
contesting diagnostic delay of infectious or internal
disease of the breast after delivery, 1 claim contest-
ing the diagnostic delay of De Quervain Syndrome
connected to childbirth, 1 claim contesting the death
of mother and child following a thromboembolic dis-
ease during pregnancy, 1 claim contesting diagnos-
tic/therapeutic delay of Wernicke's Encephalopathy
in a pregnant woman with prolonged hyperemesis.

Treatment of gynecological diseases - Total of
37 claims

In the fourth area of classification, we catego-
rized claims for technical errors that occurred during
the execution of a surgical operation. 34 claims per-
tained to neoplastic disease, 2 claims to the diagnos-
tic delay of infectious gynecological diseases, and
1 claim to organizational deficiencies on the part of
the facility for failure to supervise a patient hospital-
ized for acute abdomen with extrauterine pregnancy.
These 34 cases of surgery-related injuries incurred
professional liability for numerous reasons: dissem-

ination of neoplastic disease during surgery, perfora-
tion of the uterus, the permanence of a foreign body,
injuries to the nearby anatomical nervous structures,
excessive radicality of the surgery (total hysterecto-
my), urinary tract injuries, post-surgery bleeding and
anesthesiological complications.

Voluntary Interruption of Pregnancy (VIP) —
Total of 12 claims

In the fifth area of classification, Voluntary In-
terruption of Pregnancy (VIP), 4 claims were filed
due to failed interruption procedures, 4 claims due
to perforation of the uterus during the procedure,
and 4 claims of criminal liability due to the fact that
the operation had not been carried out in accordance
with current legislation, in particular regarding the
gestational age.

Artificial fertilization or Intra Uterine Device
(IUD) positioning - Total of 3 claims

In the sixth classification area, 1 claim was
filed due to a test tube mix-up between two couples
during medically assisted fertilization, and 2 claims
were filed due to a technical error during the posi-
tioning of an Intra Uterine Device (IUD), which led
to a perforation of the uterus.

On completion of a thorough analysis and
evaluation, medico-legal specialists were able to
determine whether these claims did indeed incur
professional liability and, if necessary, to suggest a
settlement without judicial proceedings. In the ob-
stetrics-gynecology area, 40% of the compensation
claims were accepted. This is higher than the aver-
age overall percentage of claims documented in the
medico-legal watchdog database during the same
time period, which was 33%. Our aim was also to
verify the acceptance rate in the two different areas:
in obstetrical disputes, 25% of claims were accepted,
while in gynecological disputes, 57% of claims were
accepted. As a result of the Chi-Square Test, these
percentages showed a statistically significant differ-
ence of p <0.0005.

Discussion

Regarding all data recorded in the Medico-le-
gal Services database, the obstetrics-gynecology
area accounts for 9% of all cases. This number ap-
pears slightly lower than reports from similar stud-
ies in the international scientific literature where the
percentage of obstetrics-gynecology involvement is
between 10% and 15%"*".
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This element appears to be due to the experi-
ence of Medico-legal Services accrued in the field
of professional liability claims!*'® and the contin-
ual application of risk management procedures and
proactive strategies for over 15 years in the hospital
facility. This is even more significant given the fact
that the hospital's obstetrics and gynecology clinic is
a leading regional hub and is structured to provide
high-level healthcare services. This attracts complex
patients on a national level and, consequently, in-
creases the percentage of challenging and high-risk
cases.

The acceptance rate of claims in the obstet-
rics-gynecology area (40%) is higher than the gen-
eral trend of cases recorded in the same period in
the Medico-legal Services Watchdog database. Ini-
tially, it was thought that the higher tendency to ac-
cept claims was due to obstetrics activities, general-
ly considered high-risk. However, on analyzing the
data of claims divided between the gynecology and
obstetrics areas, we noticed that the percentage of
compensation in the obstetrics area was significantly
lower than the general case study data. It is the gy-
necology area that alters the compensation rate for
the entire discipline, making it an area of particular
interest for clinical risk management and proactive
prevention activities. The majority of claims in this
area concerned gynecologic oncology surgery and
the most frequently disputed damages were due to
perforation of the uterus, intestine and other struc-
tures during surgery or invasive activities. This is
supported by studies and reports found in the rele-
vant literature!'’-?2.

Useful observations can also be made regard-
ing liability claims for alleged mismanagement of
births. This class of injuries has the highest number
of claims both in the obstetric area and the entire dis-
cipline. We noted a high frequency of claims filed
due to damages sustained during cesarean sections,
i.e. the whole operation (anesthesiological compli-
cations, retained foreign body, infection at the surgi-
cal site, positioning injuries), rather than the cesar-
ean section itself.

We noted that approximately one third of
claims filed in connection with childbirth were ac-
cepted, the same as the general acceptance rate of
compensation (33%). Therefore, childbirth should
not be considered a stage wherein medical error nec-
essarily occur more frequently, even though it may
appear so at first glance. Our final observation re-
garding the obstetrics area has to do with the missed
prenatal diagnosis of fetal malformations.

All disputes of this type were rejected. Where
extrajudicial proceedings were followed by judicial
proceedings, it was ruled that the healthcare profes-
sionals had incurred no liability please check this
syntax, it seems to be not so clear. This confirms the
awareness of the intrinsic limitations of ultrasound
testing 29,

Healthcare professionals in the obstetrics-gy-
necology field and the hospital facility should imple-
ment strategies and procedures to prevent the onset
of these particular events. The most effective ways
to achieve this are: adopting guidelines, protocols
and updated procedures, performing ongoing clini-
cal audits with subsequent feedback, implementing
clinical mnemonics, scheduling simulations and pro-
actively using incident reporting and closer collabo-
ration/dialogue between medical staff and other pro-
fessionals®. As already mentioned, medico-legal
expert consultancy and expertise are crucial for as-
certaining professional liability. In fact, Italian Law
No. 24 of 8 March 2017 on “the safety of care and
professional medical liability” indicates that cooper-
ation between a medico-legal specialist and a profes-
sional in the specialization in question is fundamen-
tal. In the obstetrics-gynecology field, medico-legal
specialists, due to their specific competence in med-
ical liability evaluations, can better understand the
real picture and the difficulties of the discipline,
particularly regarding the decision-making urgency
that characterizes often unexpected events that re-
quire swift decisions with little time for deliberation.
It is consequently of fundamental importance to
obtain an accurate assessment of the compensation
risk in view of a potential court case. Furthermore,
it is extremely important that Medico-legal Services
provide the hospital facility with the best and most
accurate evaluation on medical professional liability.
The medical-legal services database dedicated to the
analysis of claims for professional liability allows
the service to fully highlight the characteristics of all
claims, including the medico-legal evaluations, and
to compare the results with the relevant literature,
where the economic aspect is often included®¢2.

Conclusions

The obstetrics and gynecology area remain
a crucial sector for medical liability, characterized
by a higher risk of adverse events and a greater ac-
ceptance rate of compensation. The adoption of an
analytical approach to claims with the aid of a medi-
co-legal watchdog represents a practical methodolo-
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gy for defining the probability of compensation and
comparing cases with the specific literature in order
to detect errors swiftly. It is also of great importance
to establish a medico-legal watchdog database on
medical professional liability to enable Medico-legal
Services consultants to gain experience from these
case studies in order to provide the hospital facility
with the best evaluation.

References

1y

2)

3)

4)

5)

6)

7

8)

9)

10)

11)

Jasonni VM, Matonti G. Management of iatrogenic gy-
necologic injuries with urologic relevance. Causes and
prevention of complications: the gynecologist’s opinion.
Urologia 2013; 80 (2): 24-27.

Gawande AA, Zinner MJ, Studdert DM, Brennan TA.
Analysis of errors reported by surgeons at three teaching
hospitals. Surgery 2003; 133(6): 614-21.

Glaser LM, Alvi FA, Milad MP. Trends in malpractice
claims for obstetric and gynecologic procedures, 2005
through 2014. Am J Obstet Gynecol 2017; 217(3): 340.
el-e6.

Benciolini P. Il tema della responsabilita per colpa pro-
fessionale: “Ultima trincea” per la medicina legale? Riv
It Med Leg 2006; 2: 272.

Aprile A, Bolcato M, Fabbri LD, Rodriguez D. Proposal
for an indicator of quality in the assessment of medical
legal professional liability in healthcare. Riv It Med Leg
2014; 4: 1178-80.

Bolcato M, Fassina G, Rodriguez D, Russo M, Aprile A.
The contribution of legal medicine in clinical risk man-
agement. BMC Health Serv Res 2019; 19(1): 85.

Mann S, Pratt S. Role of clinician involvement in patient
safety in obstetrics and gynecology. Clin Obstet Gyne-
col 2010; 53(3): 559-75.

Bolcato M, Russo M, Rodriguez D, Aprile A. Patient
Blood Management implementation in light of new Ital-
ian laws on Patient’s Safety. Transfus Apher Sci 2020;
13: 102811. doi: 10.1016/j.transci.2020.102811. (Epub
ahead of print).

Bolcato M, Russo M, Trentino K, Isbister J, Rodriguez
D, Aprile A. Patient blood management: The best ap-
proach to transfusion medicine risk management. Trans-
fus Apher Sci 2020; 27: 102779. doi: 10.1016/j.trans-
¢i.2020.102779. (Epub ahead of print).

Jena AB, Seabury S, Lakdawalla D, Chandra A. Mal-
practice risk according to physician specialty. N Engl J
Med 2011; 365(7): 629-36.

Studdert DM, Mello MM, Gawande AA, Gandhi TK,
Kachalia A, Yoon C, Puopolo AL, Brennan TA. Claims,
errors, and compensation payments in medical malprac-
tice litigation. N Engl J Med 2006; 354(19): 2024-33.

12)

13)

14)

15)

16)

17)

18)

19)

20)

21)

22)

23)

24)

25)

26)

Jena AB, Chandra A, Lakdawalla D, Seabury S. Out-
comes of medical malpractice litigation against US phy-
sicians. Arch Intern Med 2012; 172(11): 892-94.

Tozzo P, Caenazzo L, Rodriguez D, Bolcato M. Delayed
diagnosis of Wernicke encephalopathy with irreversible
neural damage after subtotal gastrectomy for gastric
cancer: A case of medical liability? Int J Surg Case Rep
2017; 30: 76-80.

Bolcato M, Aprile A, Caenazzo L, Rodriguez D, Tozzo
P. An unusual case of chronic cough: Professional lia-
bility in dentistry? Respir Med Case Reports 2016; 19:
190-192.

Bolcato M, Russo M, Donadello D, Rodriguez D, Aprile
A. Disabling outcomes after peripheral vascular catheter
insertion in a newborn patient: A case of medical liabili-
ty? Am J Case Rep 2017; 18: 1126-29.

Russo M, Bolcato M, Sabadin V, Aprile A. The medi-
co-legal assessment of aesthetic damage. A correlation
analysis between experts and an operative proposal. Leg
Med 2019; 40: 47-53.

Kho KA, Chamsy DJ. Perforated Intraperitoneal Intrau-
terine Contraceptive Devices: Diagnosis, Management,
and Clinical Outcomes. J Minim Invasive Gynecol
2014; 21(4): 596-601.

Jasonni VM, Matonti G. Management of iatrogenic gy-
necologic injuries with urologic relevance. Causes and
prevention of complications: the gynecologist’s opinion.
Urologia 2013;80 Suppl 2: 24-27.

Newton J, McCormack J. Female sterilization: a review
of methods, morbidity, failure rates and medicolegal as-
pects. Contemp Rev Obstet Gynaecol 1990; 2(3): 176-82.
Ates S, Tulandi T. Malpractice claims and avoidance
of complications in endoscopic surgery. Best Pract Res
Clin Obstet Gynaecol 2013;27(3):349-61.

Findley AD, Solnik MJ. Prevention and management of
urologic injury during gynecologic laparoscopy. Curr
Opin Obstet Gynecol 2016; 28(4): 323-28.

Frati P, Fineschi V, Di Sanzo M, La Russa R, Scopetti
M, Severi FM, Turillazzi E. Preimplantation and prena-
tal diagnosis, wrongful birth and wrongful life: A global
view of bioethical and legal controversies. Hum Reprod
Update 2017; 23(3): 338-57.

Crino J, Finberg HJ, Frieden F, Kuller J, Odibo A, Ro-
bichaux A, Bohm-Velez M, Pretorius DH, Sheth S, An-
gtuaco TL, Hamper UM, Hertzberg BS, Scoutt L, Wax J,
Bromley B, Diacon L, Fox JC, Fulgham P, Henningsen
C, Hiett A, Jensen L, Levitov A, Noble V, Rubens D,
Sakhel K, Salem S, Smith J, Yeo L. AIUM practice
guideline for the performance of obstetric ultrasound
examinations. J Ultrasound Med 2013; 32(6):1 083-101.
Salomon LJ, Alfirevic Z, Berghella V, Bilardo C, Her-
nandez-Andrade E, Johnsen SL, Kalache K, Leung
KY, Malinger G, Munoz H, Prefumo F, Toi A, Lee W;
ISUOG Clinical Standards Committee. Practice guide-
lines for performance of the routine mid-trimester fe-
tal ultrasound scan. Ultrasound Obstet Gynecol 2011;
37(1): 116-26.

Eggermont M. Intrapartum care and substandard care:
juridical recommendations to reduce the risk of liability.
Arch Gynecol Obstet 2015;292(1):87-95.

Flannery FT, Parikh PD, Oetgen WJ. Characteristics of
medical professional liability claims in patients treated
by family medicine physicians. J] Am Board Fam Med
20105 23(6): 753-61.



3166 Matteo Bolcato, Giacomo Fassina et Al
27) Bolcato M, De Salvia A, Rodriguez D, Aprile A. Is the —_—
Italian consent to transfusion really informed? A medi- Corresponding Author:
co-legal analysis between old ghosts and new evidence. Dott. MarTEO BoLcaro
Transfus Apher Sci 2020; 23: 102823. doi: 10.1016/]. Legal Medicine, Department of Molecular Medicine,
transci.2020.102823. (Epub ahead of print). University of Padua, Padua, Italy
28) Bolcato M, Russo M, Aprile A. The new legislation on Via Falloppio 50, 35128, Padua

professional responsibility: What new changes in guide-
lines. Quaderni ACP 2017; 24(6): 263-67.

Email: matteo.bolcato@unipd.it
(Italy)



