
Identifying Potential 
Challenges During the 
Diagnostic Journey



Processing

RELATED QUESTIONS TO CONSIDER

CHALLENGE
Addendum Reports18

CONSIDER
Linking the final pathology 
report to all addendum 
reports in the EHR18

Notifying clinicians that an 
addendum report has been 
entered18

CHALLENGE
Confusing and narrative reports1,18-23

CONSIDER
Using precision oncology knowledge 
databases to assess genomic alterations10

Using synoptic style reporting and including 
headlines for key findings18,21

Utilizing unambiguous nomenclature18,24

Utilizing CAP electronic Cancer Checklists18

CHALLENGE
Use of Tests That Cannot Detect the 
Biomarker in Question6,10

CONSIDER
Reviewing assay limitations and 
how fusion testing occurs at your 
institution10

Being familiar with available 
genomic testing platforms10

CHALLENGE
Too many testing options11

CONSIDER
Minimizing the number of available 
testing platforms to streamline lab 
processes and reduce confusion12

CHALLENGE
Sample processing negatively impacts downstream testing3

CONSIDER
Limiting cold ischemia to <30 min3

Choosing fixation methods based on downstream testing3

Dividing tissues into more than one cassette3 

Performing microdissections to remove non-tumor or necrotic tissue3,6

CHALLENGE
Guideline differences11

CONSIDER
Periodically reviewing and integrating 
recommendations from all relevant 
guidelines into SOPs and institution forms11

CHALLENGE
Obtaining sufficient tissue during biopsy1,2,*

CONSIDER
Working with the multidisciplinary team to 
identify lesions to sample and determining 
sample size needed for testing needs3

Implementing ROSE4,5

BiopsyPresentation Reports & Treatment Decisions

CHALLENGE
Communication between the MDT7,8

CONSIDER
Establishing a common language that 
is utilized in MDT tumor boards as 
terminology varies between specialties9,10

CHALLENGE
Sequential single-gene 
testing10,16,17

CONSIDER
Utilizing multigene panel–based 
genomic testing whenever >1 
genomic biomarker is linked to 
an FDA-approved therapy10

CHALLENGE
Extensive Turnaround Time13

CONSIDER
Reflex testing at diagnosis13,14

Having results available within 
14 days or at the first visit13,15

CHALLENGE:
LIS/EHR incompatibility11,18,19

CONSIDER
Improving report readability
and searchability18

Minimizing the use of scanned 
reports18

Using pathology LIS modules built 
by the inpatient EHR vendor18

*Based on a meta-analysis from 61 studies including more than 5700 patients with metastatic colorectal cancer.

TestingOrdering

CAP, College of American Pathologists; EHR, electronic health record; LIS, laboratory information system; 
MDT, multidisciplinary team; ROSE, rapid on-site evaluation; SOPs, standard operating procedures.

Processing Ordering

Have you established a common language with consistent 
terminology between other members of the MDT?9,10

Yes
No

Have you considered minimizing the number of available 
testing platforms at your institution?12

Yes
No

When was the last time you reviewed and incorporated 
recommendations from published guidelines into your 
SOPs and institution forms?11

Date(s):

Do you consistently limit cold 
ischemia time?3

Yes
No

Do you consider downstream testing 
when choosing fixation methods?3

Yes
No

Do you divide tissues into more than 
1 cassette?3

Yes
No

Do you perform microdissections     
to remove non-tumor or necrotic 
tissue?3,6

Yes
No

Testing

Have you checked the testing limitations for all assays?10

Yes
No

How is fusion testing performed at your institution?10

Do you consistently have biomarker test results available 
by your patients first visit?15

Yes
No

At your institute, are the reports readable and searchable 
across platforms?18

Yes
No

At your institute, has your EHR been updated to be 
compatible with your LIS (or vice versa)?18

Yes
No

Reports and Treatment Decisions

Are precision oncology knowledge 
databases accessed when needed 
to assess which alterations are 
clinically actionable?10

Yes
No

Do you use synoptic style reporting 
in your pathology reports?18,21

Yes
No

Do you use headlines to 
emphasize key findings in your 
pathology reports?18

Yes
No

Do you utilize CAP electronic 
Cancer Checklists?18

Yes
No

Are pathology reports linked to     
all addendum reports in the EHR   
at your institution?18

Yes
No

Do clinicians receive notifications 
when an addendum report has 
been entered?18

Yes
No

Biopsy

Do you work collaboratively 
with the MDT to identify 
lesions to sample and 
potentially assess for 
tissue adequacy?3

Yes
No
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SUMMARY

Molecular diagnostics is a multistep process requiring 
collaboration among distinct disciplines3

Successful biomarker testing depends on key factors:

• Testing tissue of sufficient quantity and quality1

• Ordering process for actionable biomarkers10

• Use of appropriate tests10

• Access to clear and searchable report data18

Multiple professional societies have developed resources 
to assist with testing barriers9,10,11

You'll find knowledge checks, 
additional resources, a digital 
version of this and other 
chapters, and more
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