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Section 1 | Introduction & Background

The Clinical and Translational Sciences Awards (CTSA) Consortium, led by the National 
Center for Advancing Translational Sciences (NCATS), is charged with accelerating and 
improving clinical and translational research. So far, the potential of the CTSA Program 
is only partially realized. In order to maximize the Consortium’s impact, NCATS has
implemented the Common Metrics Initiative, which employs a set of common metrics for 
use in collaborative management based on the principles of the Results-Based 
Accountability (RBA) framework. The Common Metrics Initiative is using a set of 
common metrics for three initial topics, IRB Duration, Pilot Funding Publications and 
Grants, and Careers in Clinical and Translational Research, to help to focus activities as a 
network and at the individual CTSA hubs on making significant improvements in research 
translation and workforce development. This change package outlines potential strategies 
for hubs to use as they begin or advance strategic management efforts for IRB Duration.

What is a Change Package? 
A change package is a concise and practical document that includes ideas and inspiration 
for teams seeking to apply methods to increasing the effectiveness and efficiency of their 
processes and outcomes. Change packages focus on a specific metric or process, and 
generally include background material; a summary of evidence or best practices; and 
specific strategies, tools and examples that can be applied to the work. 

How Was This Change Package 
Developed?
This initial change package was informed by 
research findings when available, as well as 
strategies implemented or planned by Pilot 
and Implementation Group 1 and Group 2 
hubs participating in the Common Metrics 
Initiative. It will be revised as additional 
learning surfaces.

http://ncats.nih.gov/ctsa/about
http://ncats.nih.gov/index.php
http://ncats.nih.gov/index.php
http://www.tuftsctsi.org/research-services/research-process-improvement/common-metrics-initiative/
http://resultsaccountability.com/about/what-is-results-based-accountability/
http://resultsaccountability.com/about/what-is-results-based-accountability/
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Strategic Management Method
The work of hub teams participating in the Common Metric Initiative is guided by the 
Results-Based Accountability framework. Developed by Mark Friedman and described in 
his book Trying Hard is Not Good Enough, RBA is used by organizations to improve the 
performance of their programs or services. RBA starts with ends and works backward, 
towards means. RBA provides a step-by-step process to get from ends to means. This 
process is called “Turn the Curve” thinking.

Hubs in the Common Metric Initiative use Scorecard software to enter and graph their 
common metric results and facilitate their Turn the Curve planning process.
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Section 2 | IRB Duration Driver Diagram

An initial driver diagram for the IRB Duration metric is depicted on the next page.

A Driver Diagram is a visual depiction of the theory behind an improvement effort—a
roadmap of sorts. It illustrates the linkages between an overall aim (in this case, 
improving the median number of days from IRB receipt to final approval), drivers 
(facilitating factors that, if present, can help achieve the aim), and the strategies that can 
help you get there (like those included in this change package). 

Five drivers were identified during work with the hubs participating in Implementation 
Groups 1 and 2 in the Common Metrics Initiative who elected to work on IRB duration as 
their initial metric. They are:

1) Engaging and supporting investigators to create high-quality IRB applications and 
respond to inquiries in a timely manner

2) Providing appropriate IRB staffing and review committees and optimizing their 
workloads

3) Eliminating waste and redundancy from the IRB review and approval process

4) Optimizing the use of appropriate technology, and

5) Using feedback to continually improve IRB processes. 

Over time, the initiative will likely identify additional drivers and strategies that will lead 
to improvement and the driver diagram will be updated. 
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Section 3 | Strategies & Examples 

Strategies
Starting on the next page are specific examples for a 
number of the strategies in the driver diagram that may 
yield to improvement at the level of a CTSA hub. These 
strategies are organized around the drivers outlined 
above. 

A Strategy answers 
the question “What 
are we going to do?” 
[to Turn the Curve].

--Phil Lee, Clear Impact

STRATEGY
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"Prolonged IRB reviews are most 
likely when inexperienced 
researchers prepare and submit their 
completed applications in a vacuum, 
without consulting their committee."

--Bluestein et al
 

DRIVER: ENGAGE AND SUPPORT INVESTIGATORS 
TO CREATE HIGH-QUALITY APPLICATIONS 

Rationale:

Applications with 
inadequate, incomplete or 
insufficient information are a 
top reason for IRB approval 
delay

These problems may be 
particularly acute in junior 
investigators, or those who 
do not avail themselves of 
existing support services and 
other resources 

Turnaround time can be also 
be affected by investigator 
responsiveness to IRB 
requests for information or 
changes 

EXAMPLE STRATEGIES
Create Frequently Asked Questions about the IRB 
process to share with investigators

Develop a flowchart of the process to aid in a 
shared understanding of what will happen and 
when

Provide updates and tips in a monthly newsletter

Provide Pre-review services for new investigators

Rockefeller University Navigation Program: a
structured protocol development and educational 
program 

http://www.columbia.edu/cu/irb/faq.html
https://www.nhrmc.org/-/media/testupload/files/research-flow-tat.pdf?la=en
http://us1.campaign-archive2.com/?u=072feca402aaa9d7a64ab3972&id=c3ebd6cde7
https://ctsi.mcw.edu/investigator/services/pre-review-service-for-new-investigators/
http://onlinelibrary.wiley.com/doi/10.1111/cts.12134/full
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Rationale:

Proper staffing is crucial to the 
effective operation of an IRB

Regulatory authorities (e.g., 
FDA, OHRP) require 
infrastructure support for the 
IRB, and the development and 
dissemination of policies and 
procedures

EXAMPLE STRATEGIES

Tip Sheets to help organizations write Human 
Research Protection Program (HRPP) policies and 
procedures*

HRPP Operations Manual to serve as a reference 
for staff, reviewers and others

Revise the review committee meeting schedule 
and duration (and a presentation by the Wake 
Forest CTSI about this initiative)

*these reference accreditation standards but may also be 
helpful models when accreditation is not being sought

DRIVER: IDENTIFY AND ELIMINATE
WASTE AND REDUNDANCY

Rationale:

It is important to look beyond 
symptoms to uncover the true 
causes of delays

Minimizing non-value added 
activities and reducing 
variation can eliminate 
rework and bottlenecks and 
improve satisfaction

An example from the Indiana CTSI of using 
process mapping to identify potential waste in IRB 
processes

A tutorial on Cause and Effect diagrams – a
method for conducting a root cause analysis

EXAMPLE STRATEGIES

DRIVER: APPROPRIATE AND SUFFICIENT IRB STAFF &
REVIEW COMMITTEES WITH OPTIMIZED WORKLOADS 

http://www.aahrpp.org/apply/resources/tip-sheets
http://research-compliance.umich.edu/operations-manual-contents-page
https://www.firstclinical.com/journal/2014/1409_Overhauling.pdf
http://tuftsctsi.s3.amazonaws.com/d2m2/LS%232-WakeForest.mp4
http://tuftsctsi.s3.amazonaws.com/d2m2/LS%231-Indiana.mp4
http://tuftsctsi.s3.amazonaws.com/d2m2/LS%232-Denise.mp4
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Rationale:

Transparent disclosure of 
IRB duration metrics can 
help build will for 
improvement efforts and 
manage researcher 
expectations for outcomes

EXAMPLE STRATEGIES

A dashboard of metrics to enable tracking and 
monitoring of IRB performance

Reporting of Number of Days to IRB Approval

DRIVER: IMPROVE PROCESSES BASED ON 
RESEARCHER AND SYSTEM FEEDBACK

Rationale:

Researcher feedback can 
provide a valuable source of 
information about ways in 
which performance can be 
improved and the 
researcher community be 
better served

EXAMPLE STRATEGIES

 
Positive and negative feedback elicited from the 
researcher community

http://www.irb.umn.edu/metrics.html
http://irb.ucsf.edu/irb-metrics
http://www.irb.umn.edu/documents/8%20-%20Survey%20Graphics.jpg


11 
 

REFERENCES |
Andrews JE, Moore JB, Means P, Weinberg RB. Overhauling an academic medical center 
HRPP with simple process changes. J of Clin Res Best Pract. 2014;10(9).

Blustein J, Regenstein M, Siegel B, Billings J. Notes from the field: jumpstarting the IRB 
approval process in multicenter studies. Health Serv Res. 2007;42(4):1773–82. 

Brassil D, Kost RG, Dowd KA, Hurley AM, Rainer TL, Coller BS. The Rockefeller University 
Navigation Program: a structured multidisciplinary protocol development and educational 
program to advance translational research. Clin Transl Sci. 2014; 7(1):12-19

Friedman M. Trying Hard Is Not Good Enough: How to Produce Measurable Improvements 
for Customers and Communities. FPSI Publishing, 2005. ISBN: 1-4392-3786-7  




