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Introduction

The field of thyroid cytopathology and histopathology is 
one of the most subjective areas of diagnosis in pathology 
practice. Based on the personal experience of the author 
diagnostic criteria for thyroid disease and thyroid cancer 
are reviewed from a UK perspective, with an emphasis on 
English law.

In thyroid cytopathology and histopathology the 
principal risks are either under diagnosis of a malignant 
condition as benign, or overdiagnosis of a benign or 
inflammatory condition as malignant. The diagnostic 
pitfalls in cytology and histopathology are well known and 
are well documented (1,2). Litigation in cytopathology 
or histopathology may take place when a patient suffers 
a cytological or histopathological misdiagnosis (3). The 
diagnostic criteria for malignancy in thyroid disease are 
based primarily on morphology; that is the nature and 
type of the tumour cells seen, frequently supported by 
immunohistochemical findings, and sometimes by molecular 

pathological findings. In 2019 however the diagnostic 
criteria for benign and malignant thyroid conditions are 
still based almost exclusively on morphological assessment 
of either cytology slides prepared conventionally with 
Papanicolaou and Giemsa stains, liquid-based cytology 
specimens, or haematoxylin and eosin stained formalin-fixed 
paraffin-embedded tissue sections, core biopsies, or surgical 
excision specimens (4).

D e c i s i o n - m a k i n g  i n  t h y r o i d  d i s e a s e  b o t h  i n 
cytopathology and histopathology is not a binary yes/no 
decision is but is often based on the balance of probabilities. 
Practitioners of thyroid disease are well aware of this 
but patients may not be. Below is a list of some of the 
problem areas in thyroid cytohistopathology with data on 
interobserver reproducibility.

Papillary-type nuclei: diagnosis of papillary 
thyroid carcinoma and NIFTP

The diagnosis of papillary-type nuclei is subjective. This 

Litigation in thyroid cytology and histopathology in England: a 
very brief overview

David N. Poller 

Department of Pathology, Queen Alexandra Hospital, Cosham, Portsmouth, UK

Correspondence to: Dr. David N. Poller, MD, FRCPath. Consultant Pathologist, Department of Pathology, Queen Alexandra Hospital, Cosham, 

Portsmouth, PO6 3LY, UK. Email: david.poller@porthosp.nhs.uk.

Abstract: This brief review discusses legal issues in thyroid cytology and histopathology in England. 
The principal risks in thyroid cyto/histopathology are either underdiagnosis of a malignant condition as 
benign, overdiagnosis of a benign condition as malignant, or the failure to recognise or the overdiagnosis as 
malignant of a benign or inflammatory condition. There are multiple diagnostic pitfalls in both cytology and 
histopathology and these are reasonably well documented. The interobserver reproducibility as assessed by 
kappa statistics of some of the major criteria for malignancy, specifically papillary-type nuclei in the diagnosis 
of papillary thyroid carcinoma, capsular invasion or vascular invasion are comparatively poor hence diagnoses 
of well differentiated papillary or follicular carcinoma may often be to some extent subjective. This article 
reviews the current legal situation in England discussing recent legal case precedents with a suggestion for 
improving communication and the preoperative consent process for patients.

Keywords: Thyroid; cytology; histopathology; error; clinical negligence

Submitted Aug 16, 2019. Accepted for publication Feb 17, 2020.

doi: 10.21037/gs.2020.02.15

View this article at: http://dx.doi.org/10.21037/gs.2020.02.15

1652

Review Article on Asian and Western Practice in Thyroid Pathology: Similarities and Differences

https://crossmark.crossref.org/dialog/?doi=10.21037/gs.2020.02.15


1649Gland Surgery, Vol 9, No 5 October 2020

© Gland Surgery. All rights reserved.   Gland Surg 2020;9(5):1648-1652 | http://dx.doi.org/10.21037/gs.2020.02.15

is borne out by studies showing significant interobserver 
variation in the diagnosis of encapsulated follicular variant 
of papillary carcinoma (5-7). Similarly in the diagnosis of 
non-invasive follicular thyroid neoplasm with papillary-
like nuclei (NIFTP), the degree interobserver variation 
for the diagnosis of NIFTP versus follicular adenoma has 
been shown in published studies to be significant (8,9). 
The diagnosis of papillary carcinoma can be confirmed 
by molecular testing for BRAF V600E if this is available, 
as this mutation is almost 100% specific for papillary 
thyroid carcinoma and its variants, although the sensitivity 
for papillary thyroid carcinoma is much lower as many 
papillary thyroid carcinomas do not show BRAF V600E 
mutations (10).

Diagnosis of thyroid carcinoma in formalin-fixed 
paraffin-embedded sections

Some of the problems of diagnosis of thyroid carcinoma 
are highlighted in the excellent review by Rosai et al. (2). 
The authors list multiple diagnostic pitfalls, including 
tumour herniation through the thyroid capsule simulating 
capsular invasion, reactive vascular proliferation simulating 
vascular invasion, pseudo-infiltration of skeletal muscle 
by benign thyroid tissue, parasitic nodules simulating 
metastatic thyroid carcinoma, nuclear clearing in benign 
conditions resembling the nuclear changes of papillary 
thyroid carcinoma, benign nuclear bubbles simulating 
nuclear pseudoinclusions papillary thyroid carcinoma, 
benign papillary structures simulating papillae of papillary 
thyroid carcinoma, solid cell nests simulating papillary 
microcarcinoma, ectopic thymic tissue simulating metastatic 
carcinoma, fibrosing thyroiditis simulating papillary 
microcarcinoma, psammoma-like bodies in Hurthle cell 
neoplasms simulating some psammoma bodies of papillary 
thyroid carcinoma, and paucicellular variant of anaplastic 
thyroid carcinoma simulating Riedel’s thyroiditis (2).

Presence or absence of capsular or vascular 
invasion in the diagnosis of follicular thyroid 
carcinoma

The diagnosis of well differentiated follicular thyroid 
carcinoma rests principally on the identification of invasion 
of the thyroid capsule and/or of surrounding tissue. 
However the published data shows that the interobserver 
reproducibility of capsular and vascular invasion in the 
thyroid is relatively poor. In one study which examined the 

level of interobserver agreement the interobserver kappa 
statistic for capsular invasion was 0.27 and for vascular 
invasion was 0.20, thus confirming that assessment of 
capsular or vascular invasion shows poor interobserver 
reproducibility and is therefore often subjective (11).

Interobserver variation in the reporting of 
subcategories using thyroid FNA terminologies

There is significant interobserver reproducibility in 
assessment of thyroid FNA cytology. Thyroid cytology 
requires both qualitative and quantitative interpretation 
of microscopic features. The interobserver reproducibility 
of the different subcategories of the various FNAC 
terminology systems is variable (12-17). Studies show at 
best moderate and sometimes very poor interobserver 
reproducibility for some of the FNAC sub-categories, 
particularly for Thy 3a (k=0.11) equivalent to atypia of 
undetermined significance/follicular lesion of undetermined 
significance (AUS/FLUS)-Bethesda category III. A 
fine-needle aspirate categorised as Thy 3a or Bethesda 
category III by one individual cytopathologist might be 
categorised as category II/Thy 2 (Benign) or category IV/
Thy 3f (Follicular Neoplasm or Suspicious for a Follicular 
Neoplasm) by another equally skilled and competent 
cytologist (17).

As an aid to assist cytopathologists and histopathologists 
12 recommendations can be utilised to potentially 
reduce the risk of misdiagnosis in thyroid FNAC and 
histopathology (Table 1). These factors are discussed 
elsewhere in much greater depth (18). The propensity 
for patients to enter into litigation is referred to as the 
so-called ‘malpractice climate’. It is difficult to be clear 
as to the exact causes. A recent study suggests that for 
thyroid cancer diagnosis in the United States there is an 
association between state-level thyroid cancer incidence, 
and malpractice pay-out rates for thyroid cancer but not for 
breast, prostate, colon or lung cancer (19). Conversely in 
Japan thyroid patients rarely sue clinicians or pathologists 
(personal communication K Kakudo, 2019).

In English law the test of clinical negligence is the Bolam 
test (20), although this has been modified and refined 
over the years. The Bolam test in essence states that a 
medical action or diagnosis is defensible if a responsible 
body of medical opinion would have made that diagnosis 
or undertaken a particular clinical action. However this 
is also been refined over the years so that in English law 
where there is a disagreement between two experts, one 
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acting for a plaintiff, the other acting for defendant unless 
this disagreement can be rationally explained the judge 
and the court may make the final decision (21). In practice 
this issue is most important in cases of ‘diagnostic miss’ 
that is where a malignant condition or a condition which 
requires further investigation or treatment is missed and 
so diagnosed as benign or not requiring further treatment. 
If it can be shown that the reporting cytopathologist or 
histopathologist missed some abnormal cells and/or did not 
recommend a specific form of treatment and the plaintiff’s 
expert and the defendant’s expert both agree that this is 
an error, this diagnostic error might well be considered 
indefensible in English law (21). This might be despite the 
fact that the relevant cytology smear or histology section 
only contains a tiny number of the relevant abnormal cells, 
and despite the fact that the review by both plaintiff’s and 
defendant’s expert is subject to the cognitive bias that both 
experts know that the relevant cytology or histology smear 

shows an abnormality.
The second issue in English law is that of consent to 

diagnosis and treatment with the precedent for this being 
an obstetric case of shoulder dystocia, The Montgomery 
case (22). The result of this UK Supreme Court ruling 
is that doctors practising in England must now before 
any procedure or operation give a very detailed informed 
consent process to the patient including all risks of potential 
harm or adverse outcome if these are ones that a patient 
might reasonably wish to be informed of. If the medical 
practitioner fails to do this and then a patient suffers harm 
or complication of a procedure or surgery and the patient 
has not been forewarned of this particular risk, even if this 
risk is very low, this would be most likely indefensible. A 
recent review has shown that thyroid surgery in England is 
subject to significant numbers of medicolegal claims, hence 
the issue of full preoperative surgical consent is crucial (3). A 
recent survey of 193 surgeons, all members of a professional 
association, The British Association of Endocrine and 
Thyroid Surgeons and of 415 patients via The Butterfly 
Thyroid Cancer Trust indicated that surgical practice was 
quite variable as regards consent and that patients would 
like to be consented for far more risks than they were 
currently informed about in general medical practice (23). 
This survey while very informative in some respects did 
not include specific questions directly related to issues of 
multidisciplinary working, diagnostic uncertainty, or lack 
of reproducibility in the diagnosis of thyroid cytology or 
histopathology (23). Based on  the results of this survey, it is 
clear that there is a desire by patients for more information, 
hence more information regarding cytopathology and 
histopathology could be included in preoperative patient 
consent forms and in the preoperative consent process. As 
it is known for example that there is a false positive rate 
for malignancy of Thy 5/Bethesda Category VI in thyroid 
cytology of approximately 2% (1), there is a strong case 
for including issues that relate to imaging, cytopathology, 
histopathology and multidisciplinary discussion in the pre-
surgical patient consent process also.

The third major issue in litigation for the UK is that 
most medical practice takes place in government funded 
hospitals and clinics, under the auspices of the UK National 
Health Service (NHS). The governments of England and 
the devolved jurisdictions of Wales, Scotland, and Northern 
Ireland fund a publicly insured scheme; The Clinical 
Negligence Scheme for NHS Trusts which is managed by 
a government body, NHS Resolution. In 2018/2019 claims 
for clinical negligence including damages, claimant and 

Table 1 List of recommendations that may improve clinical 
decision making and may reduce the scope for diagnostic error in 
thyroid fine-needle aspiration cytology and histopathology

Use a standardised reporting terminology for thyroid fine-needle 
aspiration cytology

Understand and explain to service users the limitations of 
thyroid fine-needle aspiration cytology and the standardised 
thyroid cytology reporting terminology utilised

Review all the relevant clinical and ultrasound findings if feasible

Include the risk of malignancy in all thyroid cytology reports if 
feasible

Collect data to calculate the local risk of malignancy if this is 
possible

Accept that non-diagnostic fine-needle aspirations will include 
small numbers of carcinomas, comprising mainly cystic papillary 
thyroid carcinoma

Rapid on site evaluation and/or educational sessions for 
aspirators can reduce the rate of non-diagnostic aspirates if the 
number of non-diagnostic aspirates is high

Know the relevant diagnostic pitfalls of both thyroid 
cytopathology and histopathology

Use special immunohistochemical and molecular techniques 
that are evidence-based

Second opinions are very valuable; in-house or inter-institutional

Multidisciplinary case discussion prior to surgery or therapy is 
invaluable

Manage patient and clinician expectations of thyroid 
cytopathology and histopathology
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defense costs to NHS Resolution were £2.36 billion which 
represents approximately 1% to 2% of the total UK NHS 
healthcare budget (24).

Most claims for clinical negligence are undertaken on 
a ‘no-win no-fee basis’ which implies that lawyers will 
have expended considerable time dealing with the client’s 
claim and therefore all aspects of the patient’s clinical 
management are examined in granular detail to identify 
potential areas for claim.

This brief summary describes some of the current issues 
in clinical negligence in England at the time of writing 
this article and offers some suggestions to improve clinical 
information regarding thyroid cyto/histopathology provided 
to patients prior to thyroid procedures or to thyroid surgery.
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