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They don't make mistakes. They don't do random.
There's always an objective. Always a target.

- The Bourne Supremacy
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Scorecard Objectives

« Adequate
corporate
information &
reporting system

o Sufficient to ensure
information comes
to Leadership
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SAMPLE

@ MAYO CLINIC Compliance & Risk Scorecard
In Rochester 112007 (Mature Programs)

Revenue Cycle Research

Topic 2005 2006 2007 Topic 2005 2006 2007
Identify and Self Report pe o
Overpayments e e © MAGICLAWSON e e ©

Q Clinical Billing in
Coding Reviews e © ® Research e e ©
o pe o Auditing/
[Education O e O Monitoring o o e
Ci EPA & FDA

Topic 2005 2006 2007 Topic 2005 2006 2007
[Patient Complaints & o ® ® a a P
Patient Rights © Hazardous Waste © © ©
(Access & Authorization e o Good Tissue o
Controls* © e o Practices ® O @
Unintended Disclosure of = =
[PHI i © © CLIA* e O @

‘Accounting Controls (ICE) & Audits

Topic 2005 2006 2007
Internal Audits © o o
[External Audits © ) ©
ICE © © ©

HCCA
EALTH CARE
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Four Key Elements to an Effective Scorecard*

» Metric Balance: List key indicators and highlight leading
indicators.

» Metric Austerity: Performance distilled to no more than
15 to 30 metrics to facilitate “big picture” awareness.

» Graphic Display: allows rapid pattern recognition; picture
is worth a 1000 words

» Action Triggers: include specific targets or thresholds

Health Care Advisory Board, CEO Dashboards, The Advisory Company
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Incorporating New Programs into Established Scorecard

» Compliance program implementation must be individualized and yet
must remain consistent

» Allowances made for —
— Maturity of process/infrastructure
— Regulatory oversight
— Organizational relationships

* Requirements include —
— Action Plans
— Controls
— Mitigation/Prevention/Detection
— Metrics
— Leadership Tone
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Case Study #1: Medical Education SAMPLE

Education Risk Assessment -- Mayo School of Graduate Medical Education

Issue Identified By Area Ste | Risk Discussion Initial Meeting
Admin: Poe

Second Meeting:
Chair: Warner
Admin: Poe

10 follow up on the contractual language or require  ments laid out n the contract. This could beari sk for accreditation.

Afiiation Contracts/Templates Al Affliation agreements andior contacts are executed o a consistent basis throughout the organization.  Potential risks ocour because there is

with this process but it s different than the indu stry standard

Liaison Process/Ombudsperson Role al Per policy, any student is enitled to have a liais on named who wil act as an unbiased party shoulda  conflict occur. The fiaison named is
‘generally one of the administraors within the scho ol but who is not the overseer of the student. They  have had no problems in the past

Duty Hours (Risk Identified) a 80 hour work week must be adhered to pursuantto fe  deral law and accrediting bodies. There are policie S in place and routine tracking is in
to ensure compliance with these requirements.  However, due (o the multiple ways Students cantr  ack their time, there is a failure
Tale of no greater than 10%  This is a compliance  risk and all efforts should be taken (o bring the 1 eporting and System into 100%
compliance.
National discussions being held to deal with situat  ions surrounding 30 hour continuous service guideli  ne. Need to monitor discussion and

made appropriate changes as necessary.

internal Moonlighting Al ‘Additional controls are needed to appropriately tra  ck levels of moonlighting that occurs at each site.  Addiional discussion concerning
moonlighting and how it impacts federally fun search and time. is needed

ResidenuFellow Supervision Al Issue s being addressed under Clinical Practice Ri sk Matrix

(alkia Teaching Physician Rule)

‘addressed at new student days in July.

Patient Information l Continued vigilance on informing and educating stud _ents on HIPAA and Mayo policies dealing with PHI. S pecifically, use of public folders by
residentsffellows (o house PHI or other information  thatis precluded per policy. This issue is being  addressed by IT Securty and wil be

‘on appropriate use of de-identiied information.

Images Presentation and publication related l See *Patient Information”. This issue also deals w  ith use of PHIin p a Continued need to educate

obligations if a conflict occurs.

Malpractice Certiicates l Issue arises when residents come from differentent  ities pursuant to affilation agreement. Malpracti  ce certficate is required from other location
per contract. In many circumstances, there is no f  ollow up or monitoring is occurring to see if the ¢ ertfcate is received. This is a
potentialrisk since without a malpractice coverage  document; we could have difficulty getting other lo  cation to adhere to their

Licensure/Background Checks Al ‘Accreditation risk if not handled appropriately. A ppropriate policies and controls in place so thatt  his is handled in a systematic way.

“Observer' DiscussionVisitor Issue (Risk al No policy or procedure i place o stop inappropria  te observers from being in non-employee locations.  This issue is being addressed by
Identife: Executive Boards of each site.

‘Student files for Medicare Al Potential risk with non centralized fiing System o f not having student files accessible when CMS requ  ests. Minimal risk since documents are

obtainable — just not always easily retrieved.

Diversity (Potential risk) l Need to work towards ofdiversit  y Application process is being rev  ised. HR application information s being
used,
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Case Study #1: Non-Regulated Program

« What happens when program is not based exclusively on regulation or law?

— Incorporate all program requirements and conservati vely view

* What happens when the program has multiple sub-prog rams?

— Each subpart must remain autonomous while still rep resenting the whole

¢ How do you define a risk? How do you define risk ap petite?

— Risk definition must remain stable; Risk appetite ¢ an change due to environment

« Does education come into play?
— Critical step in bringing program on is knowledgeab le staff

« Do the program participants control the metrics?
— Program participants “own” metrics; Institution vali dates

¢ How do you validate metrics then they could be cons idered “soft"?
— Look to industry standards and best practices
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¢ The FDA regulations were solera

To rapair aye injurles EAEnEae
implemented in May 2005; the - i
program is designed to: L e e
e
— Prevent the transmission of ST R e s
infectious disease through IS e

tissue

— Prevent improper handling
or processing that might
contaminate or damage

tissue Eltiem o8 (s o
— Ensure clinical safety and A ) A i

effectiveness of tissue

/} chilles Tendon
Far knea repair and stabilization

surgery, AGL repaira

For soft tissue application
or ue applications,
glaucoma surgery, biadder
support.

Corpses carved up in unsterile Hundreds of Body Parts Recalled
facility, funeral director says in New Tainted Tissue Scandal
FDA orders body parts Scandal rocks human
harvesting company shut down tissue industry
Body snatchers tied to allograft firms? Body-parts scandal like
Alleged New York-area ring investigated for a grade-B horror flick

selling parts to corpse tissue harvesters.

Lax oversight increases
U.K. Probes Use of Stolen Body Parts ‘ odds of tainted tissue

‘ Gaps in system let ghoulish tale unfold

Bogus records raise more

fears in tissue trade

lllegal Harvesting and Sale of Body
Parts, Tissue, and Organs- Dr.

LAY Frankenstein Would Have Been Proud
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Institutional Compliance Efforts Sample

(‘w MAYO CLINIC Quality Program for Human Cells, Tissues, and Cellular and Tissue-Based Products Apri 2007/, Tran

Orgenizaion Persommel Documents i Records T — Process Comrl
The training and campetence asesssment ‘There must be a retable and standardzed Detecton, reporting, investigation, A defined sirategy o control and implement
Spem e e
rocedren o, ’
manaciure man et s, ana conar il o preven e o, G el o e o
s aase produs anen . e, ) or o oo anc ran
communicable disease. J
L. L 5 L Creaton. Review,and Aoprova o L TP Devaons L Change Gl
ana o Leing New Dasumens

-+ Competency Assessment ofHCTIP
Persomel

|« Submating a Request for an Extsting Document

Exempton and Atematve. [+ FOA Reporting oTHCTIP Devations
- mplementation and Disirbution of
ents

Revision, Review, and Approval of
ts

|« FDA Reporting oTHCTIP Adverse.
- Annual Review of Documents Reat
-+ Creation, Correcton, and Review of

|+ Sossary orHCTIP Tems.

-+ Retersion, Storage, and Retieval of
Records.

+ Computer Sofvare Conlrol and

Vakdation

Facilties and Environmental Control Equipment Critical Materials and Services. Assossmonts Process Improvement

The equipment used i the manutacture of
iLie ecik)esc j e Sk aciLts Sl cote e Internal augits) are conducted to evaluate the mecharssm to assure that correctel
3 Gesigned, suitably located, and installed to EERGLB SEooN A isse S S
facirtate K/ joomad R s y selected, evabiated, “

cleaning, sanization, and maintenance. fois cuonent e eion, s coniroled, and tracked.

L. learing, Saniszation, and L [+ Wontoring Temperature and Liuid L [+ Recall Stock Recovery, and Market L Edemal Inspectons. L [+ Qually Reporting, Trending, nd
Waintenance of an HCT/P Faciity Nirogen Levels of Storage Wendrawal

o internal Auats
|+ Environmental Control o an HCT/P |+ Manufactuing Agreements + Carredtive Action and Prevenive.
ety + Alam Systems for Storage ot Ce1 Action

na Tissue Procucts.

- Vaiidation ofNew Storage
Equpment

+  Cleaning, Maintenance, and
Galibraton of Storage Equipment
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Case Study #2: FDA Regulated Program
«  What happens when program is based exclusively on regulation or law?

— Strict adherence with little change in process or p olicy
« What happens when the program has multiple interdep endent programs?

— Creation of workgroups and committee with interdisc iplinary voice whose charge

allows for immediate interaction at leadership leve |

¢ How do you determine risk appetite?

— Risk appetite can change with all parties agreement
« Do the program participants control the metrics?

— Program participants report metrics; Institution “o wns” metrics
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“You're in a big puddle of #$% and you
don't have the shoes for it.”

- The Bourne Supremacy

GIVE LEADERSHIP “THE SHOES”
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