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1. Background

Phase-l oncology treatment trials are known to be challenging to manage. The Ontario Protocol
Assessment Level (OPAL) is widely used to assess trial acuity but assigns a uniform score of eight (OPAL =
8) to all Phase-1 trials. This generalization fails to account for workload variability within Phase-1
programs, creating an unmet need for clinical research teams. Additionally, high workloads contribute to
burnout among clinical research professionals, highlighting the need for a workload management tool
tailored to the complexities of Phase-l oncology trials. Optimizing workload management through a
dedicated Oncology — Phase-I Acuity Scoring System (O-PASS) can help mitigate these concerns and
develop a more effective Phase-I program.

2. Goals

O-PASS was designed to more accurately estimate the workload of Phase-I oncology clinical research
coordinators (CRCs) and clinical research nurses (CRNs). By improving workload distribution, O-PASS
aims to reduce burnout and turnover, ultimately stabilizing staffing and strengthening the Phase-I
program to expand patient access to clinical trials.

3. Solutions and Methods
O-PASS evaluates each Phase-I clinical trial using 20 study-specific criteria on a standardized scoresheet,

assigning each criterion a score of 0 to 5 points [Fig. 1 — Step 1]. These scores are totaled to generate a
raw acuity score (maximum = 100), which is then converted into a weighted score of 1, 2, or 3 points
[Fig. 1 — Step 2].

Studies are then adjusted for several scenarios that impact individual CRC/CRN workloads [Fig. 1 — Step
3]. The final workload for each CRC/CRN is determined using a standardized equation, allowing for
workload reallocation based on experience level [Fig. 1 — Step 4].

The total weighted workload across all studies should not exceed the combined maximum total
workload capacity of the CRC/CRN team. If a discrepancy arises, management can use O-PASS to assess
staffing needs and determine the experience level required for new hires.

4. Outcomes
Prior to implementation of O-PASS, an anonymous survey of the Fox Chase Cancer Center (FCCC) Phase-I
team identified workload distribution as the top concern for 50 percent of respondents. Six months after
implementation, a follow-up survey assessed quality of life and workload perception.
Results showed:

e 67 percent of CRC/CRNs reported improved work-life balance and reduced burnout

e 100 percent believed O-PASS could help reduce staff turnover



Category: Training, Career Development, and Staff Retention — Work in Progress

5. Learned and Future Directions

Preliminary data suggests O-PASS has enhanced the FCCC Phase-I clinical research program at FCCC.
Limitations of this study include a small cohort size and single institution setting. Additionally,
concurrent staffing changes may have influenced results. Ongoing follow-up questionnaires will further
assess long-term effects, while management will analyze retention data to evaluate its impact on
turnover. Further refinement of the tool will increase its effectiveness. In the future, O-PASS will serve
as a model for workload assessment tools for data specialists and regulatory coordinators.
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