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Background

With 70,000 cholecystectomies in England a year, laparoscopic cholecystectomy (LC) is the
most frequently performed laparoscopic procedure by general surgeons. Subtotal
cholecystectomy (STC) is considered an alternative procedure in ‘difficult gallbladders’ but is
associated with significantly increased morbidity, secondary interventions, extended
hospitalisations but often not disclosed to patients as an option in the consenting process.
We aimed to determine the quality of informed consent for patients who underwent STC
and the factors affecting its completeness.

Methods

The study included the analysis of 174 informed consent forms. A total of 57 components of
information were identified and classified accordingly. Percentage proportions were
calculated to demonstrate the degree of completeness of consenting. Binary regression was
utilised for subgroup analysis to determine whether age, sex, ASA grade, surgery setting
(emergency/elective), operation mode (open/laparoscopic), and the responsible surgeon
impacted on the quality of consenting.

Results

Amongst 17 surgeons, the overall completeness of consenting was 27.6%. Patients
undergoing emergency surgery were more likely than elective patients to be warned of
perioperative complications such as cardiac disorders (46.6% versus 25.9%, p=0.038), fluid
collection (46.6% versus 25.9%, p=0.010), and bile spillage (8.6% versus 1.7%, p=0.049). ASA
2-3 patients were more likely to be counselled about the occurrence of pulmonary
embolism (87.2% versus 68.1%, p=0.024). Patients were more likely to receive a patient
information leaflet if they were under 60 (OR 3.98, 95%Cl: 1.13—-8.93, p=0.03), females (OR
3.18, 95%Cl: 1.13-8.93, p=0.03) or undergoing laparoscopic operation (OR 10.58, 95%Cl:
3.03-36.9, p<0.001). 165 patients receiving STC (94.8%) were not notified about the
possibility of STC as an alternative surgical management to LC.

Conclusion

The suboptimal quality of consent highlighted by this study emphasise the need for a more
transparent and detailed consenting process that is not influenced by patient factors, clinical
setting, and operation mode.
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<60years 60+ years Odds Ratio 0Odds Ratio
Study or Subgroup Events Total Events Total M-H, Fixed, 95% CI M-H, Fixed, 95% CI
1.4.7 Alternative options
Watch and wait 1 8 0 8 3.18[0.13,79.08] t
Subtotal cholecystectomy 4 B85 5 89 083[0.223.20] —t
Endoscopic retrograde cholangiopancreatography 4 8 8 0.50[0.14, 1.73] t
Cholecystectomy 1 8 4 0.25[0.03, 2.31] —
Cholecistolithotomy 0 85 1 89 0.35[0.01,859] t
1.4.8 Anaesthetic risks
Local anaesthetic 2 8 2 83  1.05[0.14,7.61] —_—
General anaesthetic 80 8 81 89  1.58[0.50,5.04] -1t
1.4.9 End documentation
Title of consenting clinician 8 8 89 89 Not estimable
Signature of consenting clinician 85 85 89 89 Not estimable
Patient information leaflet (PIL) given 19 85 6 89 398[1.50,10.54] —t
Name of consenting clinician 85 85 89 89 Not estimable
Date 83 8 88 89  0.47[0.04,5.30] —_—
Contact details for consenting clinician 4 8 3 89  142[0.31,6.52) —_—r—
1.4.10 Patient information
Print name 63 8 55 89  1.77[0.93,3.38] )
Patient signature date 78 85 78 89  1.57[0.58 4.26] =
Patient signature 83 85 86 89  145[0.24,889 —t"
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Figure 1. Forest plot demonstrating the effect of age on the quality of consent.
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