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Scope

The dataset has been developed for the examination of prostate core needle biopsies. The elements
and associated commentary apply to invasive carcinomas of the prostate gland. Urothelial
carcinomas arising in the bladder or urethra are dealt with in a separate dataset, while urothelial
carcinomas arising in the prostate are included in this dataset.

Note 1 - Clinical information (Recommended)
Reason/Evidentiary Support

It is the responsibility of the clinician requesting the pathological examination of a specimen to
provide information that will have an impact on the diagnostic process or affect its interpretation.
The use of a standard pathology requisition/request form including a checklist of important clinical
information is strongly encouraged to help ensure that relevant clinical data is provided by the
clinicians with the specimen. Information about prior biopsies or treatment aids interpretation of
the microscopic findings and accurate pathological diagnosis, while knowledge of the number of
needle cores taken from each site aids pathological assessment of the number of involved cores.
Radiation and/or endocrine therapy for prostate cancer have a profound effect on the morphology
of both the cancer and the benign prostatic tissue. For this reason, information about any previous
therapy is important for the accurate assessment of needle core biopsies.

Following irradiation, benign acinar epithelium shows nuclear enlargement and nucleolar
prominence,” while basal cells may show cytological atypia, nuclear enlargement and nuclear
smudging.” There may also be increased stromal fibrosis, which may resemble tumour-induced
desmoplasia. These changes may persist for a considerable period, having been reported up to 72
months after treatment, and are more pronounced in patients who have undergone brachytherapy
compared to those who have received external beam radiation therapy.>’ It is important to
document any previous radiotherapy to help the pathologist to interpret changes accurately.
Radiation may be associated with apparent upgrading of prostate cancer in prostatectomy
specimens.4

Likewise, neoadjuvant androgen deprivation therapy (ADT) may induce morphological changes in
both prostate cancer and benign tissue. Androgen blockade induces basal cell hyperplasia and
cytoplasmic vacuolation in benign prostatic tissue, although this is unlikely to be confused with
malignancy.” More significantly from a diagnostic point of view, neoadjuvant ADT may increase the
risk of overlooking acinar adenocarcinoma on low power microscopic examination due to collapse of
glandular lumina, cytoplasmic pallor and shrinking of nuclei.®® The effect of androgen blockage on
prostate cancer is variable and an apparent upgrading of the cancer has been reported in a number
of studies.*” Hence, it has been suggested that in biopsies undertaken following either radiotherapy
or androgen deprivation therapy, tumours that show significant treatment effect should not be
graded.’



The Gleason grade and score of prostate cancer in any previously submitted specimen should also be
provided by the clinician as this allows assessment of any progression of the tumour towards a
higher grade/more undifferentiated state, which itself may be of prognostic significance. If the
patient is on active surveillance this information should also be included.
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Note 2 - Pre-biopsy serum PSA (Recommended)
Reason/Evidentiary Support

The clinician requesting the pathological examination should provide information on the pre-biopsy
serum prostate-specific antigen (PSA) level. The use of a standard pathology requisition/request
form including a checklist of important clinical information is strongly encouraged to help ensure
that important clinical data is provided by the clinicians with the specimen. Despite criticisms about
the utility of PSA-based prostate cancer screening, most prostate cancers are detected in
asymptomatic men on the basis of PSA testing. Although PSA levels provide some indication of the
likelihood of discovering cancer within a biopsy of the prostate, a diagnosis of malignancy should be
based on histological findings and should not be influenced by PSA levels.

In addition, serum PSA is a key parameter in some nomograms widely used to pre-operatively
predict the American Joint Committee on Cancer (AJCC)/Union of International Cancer Control
(UICC) pathological T category of prostate cancer or the risk of recurrence following radical
prostatectomy and to guide clinical decision making with respect to disease management.lo

If the patient is on 5-alpha-reductase inhibitor medications, such as finasteride or dutasteride, this
should be recorded as it may lower serum PSA levels and affect interpretation of serum PSA values

for detecting prostate cancer.'***
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Note 3 - Clinical stage (Recommended)
Reason/Evidentiary Support

The clinician requesting the pathological examination should provide information on the clinical
stage. The use of a standard pathology requisition/request form including a checklist of important
clinical information is strongly encouraged to help ensure that important clinical data is provided by
the clinicians with the specimen. Along with pre-biopsy serum PSA, clinical stage is a vital parameter
in some nomograms widely used to pre-operatively predict the pathological T category of prostate
cancer and to guide clinical decision making with respect to disease management.™
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Note 4 - Block identification key (Recommended)
Reason/Evidentiary Support

The origin/designation of all tissue blocks should be recorded and it is preferable to document this
information in the final pathology report. If this information is not included in the final pathology
report, it should be available on the laboratory computer system and relayed to the reviewing
pathologist.**

Specifically for needle core biopsy cases, this information may be helpful in interpreting specimens
where the urologist has submitted more than one needle core per specimen container. Recording
the origin/designation of tissue blocks also facilitates retrieval of blocks, for example for further
immunohistochemical or molecular analysis, research studies or clinical trials.
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Note 5 - Specimens submitted (Required)
Reason/Evidentiary Support

Information on specimens submitted for histopathological examination, including location, number
of needle cores and length of cores, is regarded as an integral and essential part of a pathology
report.* The length of the cores should be measured in the wet specimen before tissue processing
and paraffin embedding.

Preferably there should be only 1 needle core in each specimen jar. However, if 2 or more needle
cores are submitted in one container and there is some fragmentation, it may not be possible to
reliably determine the number of involved cores. In this situation the urologist should state on the
pathology request/requisition form how many cores were submitted in each jar to avoid counting
fragments of the one core as separate cores (particularly with cores <6 mm long) and providing
misleading information on tumour extent.” Where more than 5 cores are submitted in a specimen
jar, e.g. with saturation/template biopsies, a range may be submitted for length of the cores rather
than measuring each one individually.
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