
Objective
To evaluate the effectiveness of the University of Rochester’s Quality Improvement (QI) Study Start Up (SSU) program in improving
the protection of human subjects, protocol compliance, and regulatory adherence across the University research community.

Introduction
The QI team implemented a Study Start Up (SSU) consultation service offering on-site evaluation of study documentation after
Institutional Review Board (IRB) approval is obtained and before subject enrollment. The SSU program was initiated in April, 2015 in
an effort to provide educational materials/references, support, and study tools for study team members regarding applicable
regulations and policies required to ensure human subject protection, protocol compliance, and overall research documentation. The
service is free and offered for any approved protocol that consents research subjects receiving expedited or convened board review.

A SSU consultation provides detailed study-specific education to study team members and evaluates research documentation to
ensure compliance with regulations, institutional policies, and the IRB-approved protocol. The consultation discusses regulatory file
requirements, consenting processes, the approved protocol, documentation expectations, and other pertinent items specific to the
research study. A written summary is provided to each site after the SSU. Additionally, an evaluation survey is sent to all study team
members who participated in the SSU which measures satisfaction with the SSU consultation service.

In addition to SSU consultation, the QI team conducts reviews of approved research studies with enrollment to evaluate human
subject safety and protocol compliance. Studies are selected for a QI review using a risk-based approach and once completed are
assigned a rating based on the findings identified and the overall risks to the subjects based upon those findings. Each QI review is
given a rating (Commendable, Acceptable, Acceptable with Follow Up, or Unacceptable) based upon the number and severity of
findings and the relation of those findings to human subject safety.

Effectiveness of the program was measured comparing the frequency of high risk findings, the total number of findings, and the rating
of the routine QI review for studies that had a SSU consultation to studies that did not.
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Methods
Anecdotally, it appeared studies that had a SSU identified fewer findings on routine review than those that did not; if findings were
identified they were of lower risk to subject safety. This program evaluation will test the hypothesis that studies with a SSU
consultation will identify fewer findings, and more importantly fewer high risk findings, resulting in a better overall rating than those
without a SSU.

For the time period April 2015 (when the SSU program started) to December 2018, there were a total of 253 routine QI reviews, 25
with a SSU consultation and 228 without. Demographics related to reviews were compared to assess differences.

All study characteristics, review activities, findings, and ratings were entered into RedCap in real time as part of the QI process. We
collected all data from the time the SSU Consultation program began, compared the frequency and type of review findings, and the
overall ratings from those studies that had an SSU to those that did not. It is the program’s practice to wait at least a year before
reviewing a study that had a SSU. This allows for enrollment and for the study team to solidify their processes.

Results
Review Findings: The data demonstrate an average of 4.3 findings per review when an SSU occurred compared to an average of 5.1 findings per review when an SSU did not occur. Studies with an
SSU had fewer findings in key areas related to subject safety, specifically consenting, data and safety monitoring, adverse event assessment, protocol compliance, and regulatory adherence.

Review Ratings: Overall QI review ratings improved. There was a 17% decrease in Acceptable with Follow Up and Unacceptable rating categories.

Evaluation Surveys: The primary respondents were Study Coordinators (50%). Respondents consistently found the SSU recommendations helpful, constructive, relevant, and achievable. In addition,
the process was helpful in identifying and improving study-related procedures and processes. 99% of respondents were satisfied with their overall experience.

Conclusions
This program evaluation demonstrates that providing study-specific training to study teams via OHSP-QI’s SSU consultation service increases
overall compliance in human subject research. The study teams who utilized this free service had fewer high-risk findings upon routine review
compared to those who did not. In addition, the ratings on routine QI review improved when compared to those that did not receive a SSU
consultation. Limitations related to this evaluation include possible differences in the nature of the study teams between those who request a SSU
and those who do not.

In conclusion, we demonstrated the implementation of the Study Start Up Consultation Service is effective in improving research compliance and
therefore increasing human subject protection across the University of Rochester research enterprise.

Future Directions
• Consultations are offered via web conferencing for remote sites
• Continue to promote SSU within our research community including the outcomes in these discussions
• Collaborate with other institutional research partners; encourage Department Chairs, Administrators, Principal Investigators, and other senior

leadership to require SSU consultations as part of a new study

Citations:
Study data were collected and managed using REDCap electronic data capture tools hosted at the University of Rochester.1 REDCap (Research
Electronic Data Capture) is a secure, web-based application designed to support data capture for research studies, providing: 1) an intuitive
interface for validated data entry; 2) audit trails for tracking data manipulation and export procedures; 3) automated export procedures for seamless
data downloads to common statistical packages; and 4) procedures for importing data from external sources.
1Paul A. Harris, Robert Taylor, Robert Thielke, Jonathon Payne, Nathaniel Gonzalez, Jose G. Conde, Research electronic data capture (REDCap) -
A metadata-driven methodology and workflow process for providing translational research informatics support, J Biomed Inform. 2009
Apr;42(2):377-81.

For Further Information: https://www.Rochester.edu/ohsp/quality/index.html
Email OHSP-QI Staff: OHSPQI@URMC.Rochester.edu Office for Human Subject Protection: 585-273-4127
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Evaluation Survey Results
# Surveys Completed 173

% of Study Coordinator Respondents 50%

The Reviewer's recommendations were helpful, constructive, relevant, and
achievable.

99%

The review process was helpful in identifying and improving study-related
procedures/processes.

95%

Overall experience with the OHSP-QI 99%

Rating Description

Commendable  No deficiencies identified in a study with consent requirements and with enrolled
subjects

Acceptable  Lesser deficiencies are identified that do not appear to involve risk to subjects
 No deficiencies and no local accrual however accrual is possible
 No deficiencies identified in a study without consent requirements

Acceptable with Follow Up  Multiple lesser deficiencies are identified
 Any deficiency in which potential risk to subjects needs further consideration
 Self-reported deficiencies identified to the IRB and being addressed prior to the

conclusion of the review
Unacceptable  No response from the Investigator during the review process after a reasonable

effort has been made by the reviewer
 Major deficiencies are identified
 A single major deficiency which impacts human subject safety/welfare is identified
 One or more missing consent form(s)

Finding Examples % of Reviews not 
having a SSU 
(n=228) that had the 
Finding

% of Reviews post-
SSU (n=25) that had 
the Finding

Protocol/Policy 
Adherence

• Study activity before consent 
obtained 

• Ineligible subject(s) enrolled 
• Unable to confirm all eligibility 

criteria met 
• No documentation present for 

protocol-specified procedures

51% (n = 116) 40% (n = 10)

Consenting

• Missing signed form(s)
• Incorrect version
• Re-consent not obtained
• Signed by unapproved staff 

member

51% (n = 116) 40% (n = 10)

Adverse Event 
Assessment

• Subject not assessed for 
adverse events

• Adverse Events not 
documented

• Serious Adverse Event not 
reported

6% (n = 14) 0

Data & Safety Monitoring
• No documentation to indicate 

Data & Safety Monitoring Plan
met protocol expectations

13% (n = 30) 8% (n = 2)

Regulatory File
• Missing regulatory/IRB 

approved documents 76% (n = 174) 48% (n = 12)
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