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Because “lives are on the line...”

Why seek excellence in regulatory 

priority-setting and problem-solving?

“We also face daunting expectations ... 
The steps are often uncertain. The 

knowledge to be mastered is both vast 

and incomplete. Yet we are expected to 
act with swiftness and consistency ... We 

are also expected to do our work 

humanely, with gentleness and concern.”

“Gawande could just as well have 

been writing about regulators.”



What  Does Regulatory 

Success Look Like?



Failures are More Visible than Successes



Public Perceptions of Medical Professionals

Source: Gallup 2026“How would you rate the honesty & ethical standards of people in these … fields?”
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But … favorable public attitudes 

toward medical professionals have 

declined …. 

In 2018, roughly 10 percent more of 

the public rated nurses as “very 

high” in honesty and ethical 

standards (84% compared with 75% 

in 2026).



The Complexity of Regulating 

Quality Health 
Care Delivery

Licensing

Boards



Arête: Excellence



What Makes for an Excellent Regulator?

Photo sources: U.S. Nuclear Regulatory Commission



“ In searching after one virtue 

we have found many.”

        —  S O C R A T E S



Virtues of “Right-Touch” Regulation
1. Proportionate: regulators should only intervene when 
necessary. Remedies should be appropriate to the risk 
posed, and costs identified and minimised.

2. Consistent: rules and standards should be joined up and 
implemented fairly. Regulators should work for consistent 
outcomes with disparity only where this can be justified.

3. Targeted: regulation should be focused on the problem it 
is seeking to solve, and minimise unwanted side effects.

4. Transparent: regulators should work openly, be 
accessible to scrutiny, and keep regulations simple and 
user-friendly.

5. Accountable: regulators must work transparently, and be 
open and accessible to scrutiny.

6. Agile: regulators must look forward, anticipating and 
adapting to change.

Text from PSA (2025)



Many Other Attributes of Regulatory Excellence

Source: Appendix B to Cary Coglianese, Listening and Learning: Toward a Framework of 

Regulatory Leadership (2015)



Source: Coglianese & Scheffler (2016)



RegX: Atoms of Excellence



Nine Tenets of Regulatory Excellence
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Achieving 
Regulatory 
Excellence



Means → Ends 
in Medical Care

Ralph L. Keeney, Value-Focused 
Thinking: A Path to Creative 
Decisionmaking (Harvard 
University Press 1992)



Means-End Model of Regulatory Performance



Ways to Achieve Excellence

Means-End Model of Regulatory Performance



Ways to Achieve Excellence

Means-End Model of Regulatory Performance







Compliance through Enforcement

“20% of the regulated population will 
automatically comply with any regulation, 5% 
will attempt to evade it, and 75% will comply so 
long as they think that the 5% will be caught and 
punished.”

 - Quote commonly attributed to Chester Bowles, 
U.S. public leader and Administrator, Office of 
Price Administration, 1943-1946

[Note: the percentages were not based on anything but a hunch on Bowles’ part (and 
they referred to individuals, not businesses), so they should not be taken as precise or 
applicable to all contexts, but the three types of regulated entities he describes exist.]

 





Why Do People & Firms Comply?

1. Intrinsic tendency to follow orders
• “Give me your cell phone” study (Sommers & 

Bohn, 2019)
• Milgram experiments 

2. Legitimacy of the law 
• Tom Tyler’s procedural justice research
• Malesky & Taussig study of Vietnam firms

3. Deterrence 
•  Specific – targeted punitive threat
• General – general threat (see Bowles)



Regulator Enforcement Styles
1. Problem-solving (“advice & persuasion”)

2. Adversarial (“deterrence”)

3. Tit-for-tat (“responsive”)

• Start cooperatively, but 
increase adversarialness if 
cooperation is not 
reciprocated

• Follow “pyramid of 
sanctions”



Ways to Achieve Excellence

Means-End Model of Regulatory Performance



1. Self-awareness: build out your model

2. Scoping: assess current alignment with RegX

3. Select strategic priorities: identify key areas to 

improve

4. Assessment and continuous improvement: 

measure and move forward!

Journeying to Regulatory Excellence



Attributes 

& Tenets of 

Regulatory 

Excellence

Model of Regulatory Performance
Excellence Scoping
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Keys to Achieving Regulatory Excellence

• People (Internal Management)
➢ Mission, resources, human capital, autonomy, 

culture

• Priority-setting 
➢ Decision-making (risk- & evidence-based)

• Problem-solving
➢ Rule-making, rule application, incident response, 

evaluation

• Public (External Engagement)
➢ Empathy, outreach, responsiveness



Priority-setting
1. Does your organization seek out state-of-the-art evidence before making both regulatory and 

management decisions, and then incorporate that evidence in good faith into its decision-

making and its reasons for its decisions?

2. Does your organization actively investigate and seek to generate new knowledge of poorly 

understood risks, potential areas of concern, and regulatory impacts?

3. Does your organization have in place adequate procedures for preserving the integrity of 

scientific information, including suitable processes of peer review?

4. Does your organization ground its decisions on a solid understanding of the industry/profession 

it is regulating, including an ongoing awareness of technological innovations?

5. Does your organization understand and articulate clearly the normative principles it uses in 

combination with risk analysis to make decisions (i.e., what it means to be “risk-based” or “risk-

informed”)?

6. Does your organization engage in analysis of its own rules and practices, including rigorous 

causal evaluation, to learn what works and what could work better?
Coglianese (2015)



Problem-solving
1. Does your organization consistently determine that new regulations are needed (and that 

non-regulatory solutions would not be effective) before adopting new rules and directives?

2. Does your organization select and apply regulatory instruments that equitably maximize net 

benefits (or, if specified by law, that meet other policy criteria)?

3. Does your organization consider a full range of regulatory instruments that will best achieve 

relevant policy goals, including when appropriate, regulatory instruments that preserve 

flexibility?

4. Does your organization target its investigations in such a manner as to maximize the 

chance of finding and reducing significant regulatory violations?

5. Does your organization deploy enforcement tools responsively, calibrating consequences 

so as to assure compliance and promote positive cooperation?

6. Does your organization manage its own operations with efficiency, minimizing unwarranted 

delays in decision-making?
Coglianese (2015)



Threats to Sound Problem-Solving

• “Garbage-can” decisions
• Myopia
• NIMTOF
• Organizational overlaps
• Regulatory capture
• Cultural, racial biases The excellent regulator cultivates an 

“over-the-horizon imagination.”
     - John Braithwaite (2016)



Case Example: Child Resistant Packaging



Analysis for Problem-Solving

1. Define and Understand the Problem
2. Identify Alternative Solutions
3. Select Analytic Criteria
4. Analyze Alternatives Using Criteria
5. Make Decision
6. Implement Decision
7. Evaluate Performance

Adapted from:



Analysis for Problem-Solving

1. Define and Understand the Problem
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6. Implement Decision
7. Evaluate Performance

Adapted from:



Not All of a Regulator’s Solutions Are “Regulatory”

• Warnings, alerts
• Public education
• Education of regulatees
• Hotlines
• Letters, phone calls
• Intermediaries & 

consensus standards
• Voluntary programs
• Certifications, rewards



And even regulatory solutions have 
alternatives…..
• Alternative rule designs / 

structures

• Alternative rule stringencies

• Alternative enforcement 
strategies

• Targeting

• Investigation techniques

• Responses to noncompliance 
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Analysis for Problem-Solving

1. Define and Understand the Problem
2. Identify Alternative Solutions
3. Select Analytic Criteria
4. Analyze Alternatives Using Criteria
5. Make Decision
6. Implement Decision
7. Evaluate Performance

Adapted from:



Criteria for Problem-Solving

• Criteria can be used for programs, policies, 
procedures, practices: any choices!

• Criteria can be use prospectively in making 
decisions in advance, or retrospectively in 
evaluating programs, policies, procedures, 
practices

• It will always be relevant to use the criterion of 
impact or effectiveness (that is, solving the core 
problem or ultimate outcome of concern, or 
achieving your goal). The harder question will be 
“What other criteria to include?”



Common Criteria Other than Effectiveness

• Cost-effectiveness 
• Lowest cost option for attaining goal

• Or, lowest cost-per-unit of problem solved

• Costs are considered, but not balanced against benefits

• Efficiency / Net benefits (benefits—cost)
• Most efficient option is the one that maximizes net benefits

• Avoid benefit-cost ratios:
•  A 3:1 solution is not better in terms of net benefits than a 

200:100 one!



Is Benefit-Cost Analysis Inevitable?

Benefit-cost-analysis “is nothing more than a logical 
attempt to weigh the pros and cons of a decision.  
And ultimately, something like it must necessarily be 
employed in any rational decision.”

• E. Gramlich, Benefit-Cost Analysis of Government Programs (1981)



Benjamin Franklin Approach

“[M]y way is to divide half a sheet of 

paper by a line into two columns; writing 

over the one Pro, and over the other Con 

…. And, though the weight of reasons 

cannot be taken with the precision of 

algebraic quantities, yet when each is thus 

considered, separately and 

comparatively, and the whole lies before 

me, I think I can judge better, and am less 

liable to make a rash step, and in fact I 

have found great advantage from this kind 

of equation, in what may be called the 

moral or prudential algebra.”                         



The “Optimal” Level of Problems
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“The right amount of regulation … 
balances the scale with the risk of 
harm – it achieves the desired result 
and no further. Too little is 
ineffective; too much is a waste and 
may impose unnecessary burdens or 
costs.”

Optimality and “Right-
Touch” Regulation

Professional Standards Authority (2025)



Other criteria may matter, too….
• Acceptable risk
• Feasibility (acceptable costs)
• Administrative/paperwork costs
• Enforceability/administrability (to 

regulator)
• Innovation 
• Competition
• Legal authority
• Political considerations?
• And more?



Risk and priority-setting



“Risk-based regulation means targeting 
regulation and regulatory effort on things 
which pose the greatest risks to society or to 
regulatory objectives. So risk-based 
regulation operates at two levels—in the 
design of regulatory systems and in their 
operationalization.

Designing regulation based on risk informs 
where to draw the regulatory perimeter—
what falls within and what falls outside—and 
how to calibrate regulatory requirements so 
that more onerous requirements are placed 
on those activities which are thought to 
pose the greatest risk to society, including 
the deployment of technologies.”
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“Right-touch regulation is based on a proper 
evaluation of risk, is proportionate and outcome 
focused; it creates a framework in which 
professionalism can flourish and organisations 
can be excellent.”

  Professional Standards Authority (2015)

PSA (2025)



What is Risk?

RISK = 
PROBABILITY  x  VALUE OF CONSEQUENCE

In the regulatory context, the consequences are 
undesirable ones (e.g., insolvencies, accidents, 
cancers, medical errors, etc.)—that is, hazards. So, 
the value is negative, but the severity of the hazard 
can still be large or small.



What is Uncertainty?

“‘[R]isk’ means in some cases a quantity susceptible of 
measurement… [A] measurable uncertainty, or ‘risk’ 
proper…is so far different from an unmeasurable one 
that it is not in effect an uncertainty at all. We shall 
accordingly restrict the term ‘uncertainty’ to cases of 
the non-quanti[ta]tive type.”

                                      Economist Frank Knight (1914)

Risk = measurable/probabilistic

Uncertainty = unmeasurable or unknown



Types of  uncertainty

“[T]here are known knowns; there are things we 
know we know. We also know there are known 
unknowns; that is to say we know there are some 
things we do not know. But there are also unknown 
unknowns—the ones we don't know we don't know.”

- Donald Rumsfeld



What is Risk Assessment?
“[A]ll available information and knowledge pertaining 
to the risk at hand … organized in a highly systemic way, 
with the objectives of characterizing the nature and 
size of the risk and of specifying the degree of 
scientific certainty that can be attached to the various 
sets of data, models, and assumptions used to produce 
the risk estimates.”

• Rodricks, Risk Assessment, the Environment, and Public Health, 102 Envtl. Health Persp. 258, 261 
(1994).



Risk Assessment Framework



Risk Management Framework



What is a Risk-Based Regulator?



Key Questions to Consider

1.Risk to whom/what?  Your organization? The public? Segments 
of the public (e.g., patients)?

2.What regulatory decisions should be “risk-based”? The making 
of rules? The enforcing of rules? Both?

3.What specific values should guide regulatory choices?



Option Pr Hazard Benefits Costs
Net 

Benefits

A 0.1 -100 10 20 -10

B 0.4 -80 32 30 2

C 0.5 -60 30 35 -5

D 0.6 -40 24 20 4

Eliminate Largest Hazard
Eliminate Largest Risk
Avoid Excessive Costs (>25)
Avoid Unacceptable Risk (<-25)
“Do No Harm”
Maximize Net Benefits

Option A
Option B
Option A or D
Option B or C
No Option? 
Option D

How does a “risk-based” regulator choose?

Or B or D?



“Once a risk has been evaluated a 
decision needs to be made about its 
tolerability. This can be a difficult 
moral exercise, and a decision will 
require clear and transparent 
justification.”

Professional Standards Authority (2025)



“Rather than providing a clear, principled guide 

for regulatory decision making, a call for risk-

based regulation only necessitates making 

other choices which hold real policy 

implications but for which there are often few 

uncontested, determinative principles.”

 - Coglianese & Sapir (2017)



Now, let’s look back!



Measurement serves many purposes. 

   The most important of these is…
                                  

                                                      to learn.



Image credit: SilverScreen/Alamy



“Do not attach high-powered incentives to 

goals you can only measure imperfectly…

Build ‘learning forums.’”

                               Moynihan (2017)



Choose metrics 
that are …

• Relevant

• Related

• Tight

• Reliable

• Accurate

• Resistant

• Realistic

• Available 

• Intelligible

Coglianese (2017)



Measure with excellence too: 

utmost integrity, 

stellar competence, 

empathic engagement….



Methods of Measurement

1. Actions (bean-counting)

2. Outcomes (stock-taking)

3. Action → Outcomes (causation)

Note: Avoid linking measurement to 

organizational incentives. Remember, the most 

important reason for measurement is to learn!



Action Measurement



Action Measurement



Outcomes Measurement



Why Causal Attribution is Key 

“Non-attributional research can indeed be 

helpful in monitoring whether problems are 

getting better or worse.  However, non-

attributional evaluations cannot explain why 

problems are getting better or worse. … 

Only attributional evaluation can answer 

the fundamental question of whether 

and how well regulation is working.” 
              

              

                                                                                           Coglianese (2012)



Basic Strategy for Causal Attribution

• Measure against the “counterfactual” (i.e., 

world without the regulation or intervention 

being evaluated)

• Counterfactual must be estimated (except in 

laboratory experiments, it is never observed)

• Research designs/strategies to estimate the 

counterfactual exploit variation in treatment 

(but seek to control for variation in everything 

else)

 



Source: Coglianese & Bennear (2005)

Attributional Evaluations (Ex Post) Can Produce 

More Informed Regulatory Decisions (Ex Ante)



Make Measurement Ongoing

Source: Kariv-Tietelbaum & Coglianese (2023)



“Regulation is no different from any other aspect of 

today’s society: It cannot remain dormant in light of 

the rapid pace of changing data systems, information 

security and use, and predictive analytics. All these 

technologies are important to regulators and offer 

additional areas for scientific exploration”

“Regulation 

is a verb.”

Coglianese (2024)

Journal of Nursing Regulation (2017)



Expanding growth in data

Data volume is 
estimated “to double 
about every 3 years.”
               US GAO (2014)

 
                       

US GAO (2014)



Expanding use of AI by government agencies

In 11 federal agencies, “the 

number of reported AI use 

cases nearly doubled from 

571 in 2023 to 1,110 in 2024. 

Generative AI use cases 

increased nearly nine-fold 

from 32 in 2023 to 282 in 

2024.”             U.S. GAO (2025) Coglianese et al. (2024)



Regulatory uses for artificial intelligence

Common regulatory problem: vastly more regulated individuals 

and entities than regulators can oversee. 

• Who to investigate?

• Who to prioritize?

• Who to educate?



So yes, excellence requires data and 
technology …

“[T]he increased speed and complexity 

of economic activity in the machine-

learning era surely demands that 

government agencies keep pace ....”

                        Coglianese & Lehr (2017)

Name of Initiative



But most important of all…. 
regulatory excellence is ‘people excellence’

“Only if the people working in a regulatory 

organization are committed to doing their 

utmost to deliver public value, and to 

learning and to improving their ability to 

deliver value in an environment that 

requires respectful engagement with 

others, can a regulator expect to achieve 

true excellence.”  

                                                              Coglianese (2015)

Name of Initiative
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