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Academic Health Center

Office of the Senior Vice President for Health Sciences
Funding in FY 98 for Sr.VP and AHC-Shared Activities
(in $000's) o ' '

Fyos

Allocations
Base . Revenues/ to Colleges Total/
S Allocation Transfers In _Units/Prgms ‘ Net
Regular SVPHS Operating Accounts : ' ’
SVPHS Office ‘ '  $1,023 $375 _$1,398
Total - = ' $1,023 $375 $0 - © $1,398
- Units Report to the SVPHS Office :
Learning Resources - $171 $141 - $312
Facilities Management - - 260 71 331
Human Resources ' - 354 333 687
Information Technology 130 130
Communications - 593 276 869
CHIP ' 95 ‘ 95
Multicultural Institute 199 55 254
' ‘Contingency - Chief of Staff ' ' 541 541
VP - Clinical Affairs ~ 166 166
VP - Organizational Redesign - 101 101
Chief Financial Officer . 512 512
Total . N » , $2,451 $1,547 $0 $3,998
Total Unrestricted Funds $3,474 $1,922 $0 $5,396
Shared Programs i
BSBE } . 160 $160
ESO-New programs 350 350
Biomed Graphics ' i 731 731
Research Animal Resources 5,160 5,160
CuHCC 5,943 5,943
Research Services Organization 500 . 500
Complementary Care . 350 350
Research Computing 350 350
‘Proslavia S : 350 350
Scientific Apparatus . 490 . 490
*- Cancer Center » 4,733 4,733
Institutional Officer ' 34 34
Biomedical Ethics , 949 949
Price Increases 692 692
Provost Priority Pool 40 40
MMCT Operations 150 1,120 1,270
$2,976 $19,126 $0 $22,102

JW -+ 9/23/97




. Academic Health Center :

Office of the Senlior Vice President for Health Sciences
Funding in FY 98 for Sr.VP and AHC-Shared Activities
(in- $000's) '

Allocations

Fyes ,
Base Revenues/ to Colleges Total/
Allocation ~_ Transfers In . Units/Prgms Net
Pass Through Funds . -
Hospital State Special ' $13,045 $13,045
Compensation Strategy Pool , $2,646 ($2,646) 0
Salary/Fb inflation S $2,074 ($2,074) 0
A-21 Allocation . ‘ . $602 ($602) 0
Tuition . ; $171 ($171) 0
County Papers - $333 ($333) 0
Med/Cancer Res to Grad Sch. $452 ($452) 0
FY98 Central Reallocation ($1,344) $1,344 0
MNCare ‘ 2,537 (2,537) 0
Total : - $20,516 $0 ($7,471) $13,045
Restricted Accounts .
Scholarship Accounts , ' 1,197 $1,197
Biomedical Engineering ' 300 300
Strategic Investment Pool ' 1,505 1,505
Faculty Research Grants 250 250
Legislative Initiatives ‘ 2,000 .- 2,000
Total ‘ v ' $5,252 $0 - $0 $5,252
Total Restricte_d Funds : $28,744 4§ $19,126 ($7,471) $40,399
Grand Total $32,218 $21,048 - ($7,471) $45,795
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What does PSRSO do that ORTTA does not?

PSRSO prbvides services that ORTTA cannot provide,
services essential for continued growth and performance
of clinical research.

e Pl-industry interface that is a one-stop shop and
customer focused

* Coordinates with and provides an interface with the
clinical trials performance sites, most of which are
outside the University, including FUMC

* Achieves efficiencies in grant processing
pre-award application and approval processes

* Provides oversight during the performance of the
clinical trials



2) How does the PSRSO interface with ORTTA?

The PSRSO office is housed in the AHC and is easily
accessible to faculty, staff, and industry. ORTTA
personnel from SPA and PTA are housed in the PSRSO
office along with PSRSO personnel. Electronic and
information services provide access to the necessary
databases and processes.

(Clinical Trials
Performance Sites) .

FUMC

GCRC

| PI-Company Searle

Access

ORTTA
- SPA/PTA
On Site
Functions

grant/contract
processing
efficiencies

performance
oversight of
clinical trials

Health Systems Other
Biomedical

Industries
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Who are the personnel; what do they do; how much does it cost in
FY98? - ,

a) Director 0.5FTE $ 41,200

Strategic and business planning

Marketing

Operating oversight and coordination

Coordinating interfaces with University agencies (IRB,
conflict review, OSHA, ORTTA, etc) and performance sites

b) CTU Program Director 0.25 FTE $ 15,500 on
contract with
CTU

» Chairs advisory committee

e Chairs Executive Scientific Review Board (Federal
requirement for GCRC)

* Clinical trials performance oversight

» Coordinates clinical trials sites

¢) Administrator/Operating 1.0 FTE $ 60,000
Officer ‘

Continuous quality improvement of processes
General operations and its efficiency

Information systems/databases

Budget preparation/management

Staff management and external staff interface, e.g.
departmental



d) Péhrformance Staff: Variable
1) RSSM - 1.0 FTE $ 55,000

* Works with PI to prepare grant

« Shepherds grant through review and approval process
* Sets up grant accounts with SPA

* Prepares grant reports for PI

Management ratio: 28 clinical trials/ RSSM
2) Nurse Coordinators 2.0 FTE’s $ 45,000 each
* Set up clinical trial
* Coordinate clinical trial
* Manage case report form
e Perform close-out

Management ratio: 7 clinical trials/CTC



AHC Private Sector Research Service ,Organiiation
Presentation to University of Minnesota Executive Committee

August 28, 1997

Outline

. Background

. The Problem/The Solution

. The PSRSO

| origin

operating assumptions, goals, objectives | |
function
operational relai;ionéhips

finances



Background

e  Increased competition and performance expectations by industry
e  Significant frustration with University performance by industry and faculty

e  Growing opportunity for private sector research - pharmaceutics, biologics, biomedica_l
technology |

J Contractual Obligations:
. Searle research agreement: Clinical Trials Center

e  TFairview: agreement, FUMC



The Problem:

o Access:  faculty - business

e  University process time and complexity

¢  C(linical trials performance site: FUMC

e  Oversight of élinical performance post-award

. Faculty and private sector demand a solution

The Solution:

e  Front end access
o Efficient, effective approval processes

e  Post award coordination and oversight of research performance



Private Sector Research Service Organization Center (PSRSO)

Origin

¢ Industry focus groups

Faculty voice in the design

18 month faculty driven work-effort

Developed together with OVPR and ORTTA

Consulted with and encouraged by AHC faculty governance committees



Operating assumptions

The PSRSO must operate from a customer-driented, market driven base, both in its

relationship to the outside and to the faculty

We can substantially improve our internal processes so that we perform as well as our
national competitors v

The amount of private sector funding can be increased two or three times in the next few
years

The primary focus will be on private industry sponsored research

Faculty will choose whether to use the services of the PSRSO

* The intent is not to duplicate emstlng services in the Umver51ty, rather to coordinate and

streamline the process

Any costs incurred in the improvement process can be more than offset over time in better
performance, efficiency, and the “capture” of increased funding and cost recovery



Goals

Promote the academic missions of research and éducation in the AHC
Improve access between faculty and industry

Improve internal process cycle time |

Facilitate access to experimental subj ects

Improve rthe performance of clinical and developmental trials

Reduce the risk of error in compliance and regulatory oversight
Increase research funding and cost recovery from private industry

Promote the growth of relationships between industry and the University



Specific Objectives (overview)

1)
2)

3)

4)
5)

Establish customer focused access: “‘preferred portal of entry”
Develop coordinated Clinical Trials Unit

Streamline internal processes

Establish efficient, integrated information systems

Assess internal performzinée and improve efficiency, quality



Objectives (expanded)

1.

Establish a “preferred portal of entry” for industry into the AHC

ORTTA staffing on site for access and coordination (Sponsored Projects
Administration and Patents and Technology Marketing)

Success based on quality of service, not by requiring faculty or industry to use it
Electronic access to AHC (ﬁhone, e-mail, web) and pro__-active marketing |

Integrated databases of potential faculty collaborators and potential corporate
research sponsors

On site services: financial/budget preparation, legal/contracting, study support,
information systems, facilities, human resources coordination, etc.



Objectives (cont.)

2. Develop a Clinical Trials Unit that connects all clinical trials in the AHC for efficiency and
coordination ' o

o  General Clinical Research Center

e  Cancer Center Protocol Review Committee
. Fairview - University Medical Center

e  TFairview SyStém affiliates

° Other health care systems and provider networks



Objectives (cont.)

3

Initiate internal process improvements

Shift from a serial to a parallel process for'approving proposals (Appendix 1))

Assist faculty in the approval process and conduct of research (Research Support
Service personnel)

Implement an approval tracklng and process benchmarklng system to identify and
reduce bottlenecks

Institute new processes with the Institutional Review Board (IRB) and the Conflict of
Interest review process within the AHC

Develop generic templates for contracts, applications, and reporting formats

consistent with University needs and pohc1es so that faculty can more efficiently select
and complete project agreements

10



Objectives (cont.)
4.  Establish information systems fhat
o Connect faculty expertise to industry needs
e  Link with the new grants management systems

o Interface with ORTTA, the IRB, human and animal use rev1ew, and other necessary
University services

J Interface with necessary external entities, e.g. FUMC, Fairview, industry, regulatory
agencies
5. Develiop and implement performance measures to assure quality of work and
responsiveness to market (see Appendix II)
¢  Customer satisfaction (industry and faculty)

¢  Process performance

. Concrete outcomes (contracts, dollars, academic productivity, licenses)

11



Function

o Current process is serial, not customer focused, not coordinated, lengthy, not
benchmarked, not accountable

J New process is parallel customer responswe, coordinated, short, benchmarked, uses
CQI to set expectations and improve services, and is accountable

12



Function

e Process diagrams: Appendix I
¢ Benchmarks: Appendix II
o Responsibility grid: Appendix III

¢ Protocol tracking: - Appendix IV

13



Function

¢ C(linical trials performance coordination

Clinical trials oversight

FUMC interface

Financial oversight

Personnel - Director, RSSM, CTC

14



Operational Relationships

Internal

Interface with
University
Services & Units

Biomedical
Industry

L

PSRSO

Faculty Advisory
Group

Research Process
Support

* Process Coordination
* Pre-Award

* Post-Award

* Closure

15

Clinical Trials

Coordinating Center

- o« CTC’s

« FUMC
« GCRC
« CPRC




External

Fairview University

Private

Industry | - Medical Center

Private Sector Research
Services Organization

// ~

State Agencies

| Fairviewand
other health systems |

(Minnesota Department of Health,
Center for Emerging Diseases, etc.)

16



Appendix I _
Current Process
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A 51— ) Sponsor and Pl. administratively. If approved, i
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Enhancement of Research Support Processes

i

Pl Informed of decision,
accepts or renegotiates.

and Internal Approvals

Process should occur in no
mote than 5 NSSM action days.

CRMC reviews application,
Pl relationship to Sponsor,
and proposed
management plan.
Prepares altemnate
proposed plan if
appropriate.
Communicates decision to
ORTTA.

Contract review and
negotiation, account
established within 10
ORTTA action days.

Final decision to P1
e-mall/fax.

PI/RSSM respond to
stipulations.

Full Committee review.
Pl may attend to
respond.

?s e-mailed to Pi

Review by panel Chair
and staff.

Hazards
identified and
action taken
within 10
working days

Exploring the possibility of
combining/streamlining these
processes—starting with a
single application form for IRB/
GCRC/CPRC.

Application to CRMC

“Application” to ORTTA

Application to IRB

m

Department of

Conflict Review IRB:‘ Human .
and Management ORTTA Subjects GCRC CPRC Environmental

Committee (CHMC) Committee Safety (DEHS)
RSSM & P review RSSM prepares RSSM prepares IRB | RSSM | RSSM RSSM
Pl's external budget, BA23, and | application and prepares prepares prepares
relationships, IF preliminary contract | consent form with/for | application application a;?phcatlon(s)
contflict of interest review/negotiation | Pl form with/for | form with/for with/for
potential, CRMC with/for P} P Pl Pl

application prepared

A

A

A

4 4 4

AYES

Pl cecides if ne/she wants RSSO suppdr: on proiect

or Pl, or
Prepared by PI

Protocol: Received by CTC

AYES

Pl and RSSM Review
Protocol for Pl interest,

scientific merit, feasibility

NO Pl prepares all
»— aoplications |
tor approva!
NO Process ends or RSSM
fooks for altemate P!
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Appendix IT

Measures of Performance of the Private Sector Research Service Office

AHC - PSRSO Performance

a) number of awards/amount of awards

b)  number of faculty/companies participating
V) number of projects completed on time

d)  number of projects completed on budget -
e) number of patent applications/awards

f) faculty publications and presentations
Approval Process

a) time from PI contact to all approvals

b) . subsets of cyclé time, e.g.,, IRB, ORTTA, etc.

Study Performance

a)  time fromall approvals to first patient enrolled

b) time from test article presence to first patient enrolled
c) time from test article presence to completion of study

d) CRF completion, data queries, corrections



~ Appendix LI Research Service Office Project Responsibility Grid

PI RSSM | RSSO | PI's Dept | **

Responsibility Nurse | Staff | Staff | Other
oor

Proposal/Protocol Review

*Review for scientific merit and consxstency with mission and goals of AHC

sReview for feasibility:

Patient population

Core facilities and resources

Pl commitment

* Determining the composition of the research team

*Sending a copy of the protocol (and all amendments) to the study team
(investigational pharmacy, if applicable)

*Completing Sponsor/FDA regulatory documents

Conflict of Interest Review and Management

sReview of faculty/investigator external relationships

*Review of the study research design as it affects conflict of interest

s Prepare the Conflict Review and Management Committee application

Budget Preparation and Negotiation

¢ Determination of expected costs

Negotiation with internal service providers

Separation of standard care from research procedures

Personnel

* Preparation of the draft budget for PI review and approval

*Negotiation of the budget with the Sponsor/CRO

Contract Review and Negotiation

eInitial contract review

Standard University/ AHC contract

Sponsor's contract

*Negotiation to make changes to the contract

Draft 5/16/97 ‘ o1




Research Service Office Project Responsibility Grid

Responsibility

{P1

{RSSM

RSSO
Nurse
Coord

Pl's
Staff

Dept
Sta};f

%

Other

Protection of Human Subjects

s Protocol review

Define roles and responsibilities of study team members

Define plan for identification and recruitment of subjects °

Identify any vulnerable populations proposed to be recruited

Identify plan for making incentive payments

Assess the risks and benefits

Define the plan for managing medical emergencies

Define the plan for assuring confidentiality and records retention

Define the consent process

Discuss the rules for consent form use and retention

Preparation of Human Subjects Application and Consent Form

sPrepare the human subjects application form

*Prepare the consent form

* Assist the investigator in preparing a response to the Committee (either
live or written)

*Report changes in the study protocol or other post—approval changes to the
IRB for approval prior to implementation

*Report serious adverse events

Local site

Other sites (reported to the investigator by the Sponsor)

 Assist the investigator in developing records retention policies

Protection of Animal Subjects

eProtocol Review

sReview the protocol for issues of pain and distress, euthanasia,
nonsurvival surgery, survival surgery, dietary manipulation,
environmental stress, physical and physical restraint

Draft  §/16/97 ' 2




Research Service Office Project Responsibility Grid

Responsibility

PI

RSSM

RSSO
Nurse
Coord

PI's
Staff

Dept
Sta!zf

*%

Other

* Assure that all members of the study team have completed an animal
certification stalement and have filed it with the IACUC.

Protection of Animal Subjects Application and Review Process

*Report changes in the protocol or any other post-approval changes to the
TACUC for approval prior to their implementation

Biohazards and Other Health and Safety Compliance

*Review the protocol for potential hazards: recombinant DNA, biological
toxins or infeclious agents, radiation, highly toxic, flammable or reactive
chemicals, known or suspected carcinogens

#Secure and complete application forms for each apphcable hazard

BA 23 and Account Assignment

*Complete the BA 23

*Route the BA 23 for review and approval

*Report the activity to departments, centers, institutes

* Assure timely assignment of the CUFS number

Clinical Management of the Study (Nurse Coordinator Duties)

* Assist in determining facility and ancillary service needs

*Prepare orders and study flowsheets for the protocol

® Assist in recruiting and screening potential study subjects

Schedule subjects for all study related appointments, tests, procedures

sPlace 1V catheters for drug administration and collecting study samples

eParticipate in the consent process and educate subjects about the protocol

sComplete study case report forms, answer queries, meet with monitors

¢ Assure compliance with drug accountability requirements (in cooperation
with investigational pharmacy)

OTHER:

Draft 5/16/97 3




Research Service Office Project Responsibility Grid

o axe PIL RSSM | RSSO | PI's | Dept |**
Responmblhty lc\:lursg Staff Stalzf Other
oor

Managing and Reporting Investigator and/or Protocol Changes

*Prepare nolification to the CRMC whenever a change in external
relationships occurs which may require a change to the management plan,
etc.

*Prepare an amended budget whenever the protocol changes post-contract
approval

*Review and negotiation any contract addenda required by changes to the
protocol

eIdentify and carry out the proper course of action whenever any change in
the use of a biohazard occurs

*Prepare notification and request IRB approval for changes in protocol or
staff, serious adverse events, protocol deviations, consent form and/or
process changes

*Prepare Continuing Review of Approved Research form

sPreparc a new FDA form 1572 whenever there is a change to the study
team

sPrepare nolification and request IACUC approval for changes in protocol
or staff involved with research on animal subjects

Data Monitoring and Audlts by Sponsor/CRO/FDA

*Manage the audit

Managing Research Funds

*Monitor contract benchmarks and payment schedules

*Monitor charges by ISO's and other internal service providers

*Report to investigator or department

* Assure accurate effort reporting/certification

Draft  5/16/97 4




Research Service Office Project Responsibility Grid

s PI RSSM | RSSO |PI's’ | Dept | **
Responsibility rérmsg Staff |Staff | Other
oor

Closing the Study

*Review regulatory documents

*Prepare linal report to the IRB

*Prepare [inal report to the Sponsor

*Review [inal account status and contract terms
*Close the account

*Prepare final report for the department

**Enter the names of and phone numbers of "Other" personnel:

Draft  5/16/97 | | 5




Appendix IV(a)

PROTOCOL TRACKING SHEET

First Contact or Protocol Received: By PI By RSSO:

(date) _ (date)

Proposal/Protocol Review

Investigator(s) Contacted =~ Name: | | Date:
by RSSM: :
- Name: Date:
Name: Date:
JInvestigator Agrees to be PI: Date:
RSSM Review and Planning Meeting with PI: - Date:

review study design review external relationships
assess feasibility review conflict of interest policy
discuss research team identify subjects protection issues
distribute protocol identify DEHS issues/risks
review regulatory documents review of regulations
investigational pharmacy use

Protocol to investigational pharmacy | - 'Date:

Budget Preparation and Negotiation

RSSM Develop Draft Budget: | Date:
Budget to PI: Date:
Contact/Discussion Date: Action:
Contact/Discussion Date: Action:
Budget returned to RSSM: - Date:
Budget sent to CRO/Sponsor: Date: Action:
Contact/Discussion Date: Action:
Contact/Discussion Date: Action:
Contact/Discussion Date: Action:
Contact/Discussion Date: Action:
LOA/Contract Received from CRO/Sponsor: Date:
LOA/Contract Signed by PI: Date:

DRAFT 6/10/97 ' 1



Subjects Protection

IRB/IACUC Application and Consent Form Prepared

Pl signed Date:

Date:
by RSSM: '
Study Team IACUC Certification Checked by RSSM: Date:
(if applicable)
IRB/IACUC Application and'Con.scnt Form to PI: Date:
Application and Consent Form Returned to RSSM: Date:
PI Changes Incorporated: Date:
Final Application to PI: Date:
____ PIsigned Date:
Co-Isigned - Date:
' Dept. Head signed  Date:
Application Submitted to IRB/IACUC: Date:
IRB/IACUC Méeting: Date:
Response Received from IRB/IACUC: Date: Action:
Response to Stipulations: | Date:
(if applicable)
Response Received from IRB/IACUC: = Date: Action:
~ Final IRB/IACUC Approval Received: Date:
Conflict of Interest
PI Report of External Relationships Obtained/Updated Date:
by RSSM:
CRMC Application Prepared by RSSM: Date:
CRMC Application to PI: Date:
CRMC Applfcation returned to RSSM: Date:
PI Changes Incorporated: Date:
Final Application 1o PI: Date:

— Co-Isigned Date:
Dept. Head signed  Date:

~N
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CRMC Application to Committee: o Date:

CRMC Meeting: Ce | ‘ Date:,

CRMC Response Received: Date: __Action: ‘

Response to CRMC: ' | Date:
(if applicaable) '

Final CRMC Approval Received: | Date:

Sponsored Projects Administration

B.A. 23 Prepared by RSSM: - | Date:
ORTTA Application to PI/Dept. Administrator:‘ -~ Date:

PI signed " Date:

Co-I'signed Date:

Dept. Head signed  Date:

Dean signed _ Date:
Application to ORTTA: Date:_
Application loggé_d at ORTTA: ~ Date’
Request for PI/RSSM/Department Action Date:
Response from PI/RSSM/Department Received: Date:
Contract/LOA Review: (initiated by U of M (U) or Sponsor (S))
U/S  Contact/Discussion Date: Action:
U/S  Contact/Discussion Date: Action:
U/S  Contact/Discussion Date: ' Action:
U/S = Contact/Discussion Date: ~ Action:
Preaward Account Assignment Date:

(if applicable)
Contract/LOA Received/Prepared by U of M: ‘ Date:
(if a new contract/LOA is required)

Contract Signed by U of M: . Date:
Contract Returned to CRO/Sponsor: Date:
Signed Contract Returned to U of M: _ Date:
CUFS # Assigned to Project: Date:
CUES # Communicated to Dept/PI/RSSM: Date:

DRAFT 6/10/97 3




~Study Performance:

Study Drug/Test Article Received

First Subject is Enrolied (signs consent)
Last Subject Completes the Study
Number of Subjects in the Study Contract

Number of Subjects Enrolled

Last Case Report Form Completed or Collected by Sponsor

Queries (per subject or total for the study)

Study completed within budget?

DRAFT 6/10/97

YES

Date:_

Date:_

Date:

Date:

NO
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SPECIAL APPLICATIONS

General Clinical Research Center

GCRC Application Prepared by RSSM: . Date:
GCRC Application to PI: | | Date:
GCRC Application Refurnéd to RSSM: ‘ Date:
PI Changes Incorporated by RSSM: | Date:
Final Application to PI: Date:
. Plsigned | Date: 4
—Co-Isigned Date::

GCRC Application Submitted: o | Date:
GCRC Committee Meeting: : Date:
GCRC Response Received: Date:__ - Action:

Response to GCRC Questions: Date:
Final GCRC Approval Recei\./ed: * Date:

Cancer Protocol Review Committee

- CPRC Application Prepared by RSSM: | Date:
CPRC Application to PI: Date:
CPRC Application Returned to RSSM: Date:
PI Changes Incorporated by RSSM: Date:
Final Application to PI: ' Date:

PI signed Date:
_ Co-1signed Date:
CPRC Application 'Submitted: Date:
CPRC Commitiee Meeting: | Date:
CPRC Response Received:  Date: Action:
Response to CPRC Questions: Date:

DRAFT 6/10/97 ‘ 5



Final CPRC Approval Received: - ’ Date:

Department of Environmental Health and Safety

recombinant DNA _
ionizing or nonionizing radiation sources
highly toxic, flammable or reactive chemicals
: biologically hazardous (pathogenic) microbial agents
known or suspected human or animal carcinogens

DEHS Application(s) Prepared by RSSM: ~ Dater

DEHS Application(s) to PL ‘ Date:
DEHS Certification(s) Checked/Collected: Date:
DEHS Application Returned to RSSM: ~ Date:
Pl Chénges Incorporated: Date:
Final Application to PI: . Date:
__ Plsigned * Date:
—__Co-Isigned " Date:
DEHS Application Submitted: ' Date:
DEHS Committee Meeting or Review:  Date:
DEHS Response Received: Date: Action:
Response to DEHS Questions: Date:
Final DEHS Approval Received: Date:

DRAFT 6/10/97 6




Appendix IV (b)

PROTOCOL AMENDMENT TRACKING SHEET

- Amendment Received: By PI: By RSSO:
. (date) (date)

Amendment Review

Investigator(s) Contacted Name; Date:

by RSSM (or vice versa):
RSSM Review with PI for any changes to: Date:

investigator interest
feasibility
research team
IRB issues/risks
budget
contract ‘
—_.__DEHS issues/risks
regulatory documents
investigational pharmacy use '
Amendment to investigational pharmacy Date:

Amendment distributed to entire study team: Date:.

Budget Preparation and Negotiation (if applicable)

RSSM Develop Draft Budget: _ ' Date:
Budget to PI: Date:
Contact/Discussion | Date: Action;
Contact/Discussion Date: Action:
Budget returned to RSSM: Date:
Budget sent to CRO/Sponsor: Date:_ Action:,
Contact/Discussion Date: Action:
Contact/Discussion Date; Action:
Contact/Discussion Date: Action;
Contact/Discussion Date: Action:
LOA/Contract Received from CRO/Sponsor: Date:
LOA/Contract Signed by PI: ' Date:
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Subjects Protection (if applicable) -

IRB/IACUC Letter and Consent Form Changes Prepared Date:
by RSSM: ‘
IRB/IACUC Letter and Consent Form Changes to PI: - Date:
Letter and Consent Form Changes Returned to RSSM: Date:
PI Changes Incorporated: « | Date:
Final Letter to PI: » ' Date:
— PIsigned Date: _ |
Letter/Amendmént Submitted to IRB/IACUC: Date:.
IRB/IACUC Meeting: . Date:
Response Received from IRB/IACUC: Date: Action:
Response to Stipulations: : | ) | Date:
(if applicable)
Response Received from IRB/IACUC: Date: Action:
Final IRB/IACUC Approval Received: _ Date:

Sponsored Projects Administration (if applicable)
New Contract/LOA Review: (initiated by U of M (U) or Sponsor )

U/S  Contact/Discussion Date: Action:
- U/S  Contact/Discussion Date: Action:
U/S  Contact/Discussion Date: Action:
U/S  Contact/Discussion Date: Action:
New Contract/LOA Received/Prepared by U of M: Date:

(if a new contract/LOA is required)
New Contract Signed by U of M: .. .
New Contract Returned to CRO/Sponsor:

Signed Contract Returned to U of M:

28]
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Date:
Date:

Date:




*****#******'**********************’lf********************************#****************
SPECIAL APPLICATIONS
General Clinical Research Center (if applicable)

Amendment sent to GCRC: | Date:

Cancer Protocol Review Committee (if applicable)

Amendment sent to CPRC: Date:

Department of Environmental Health and Safety (if applicable)
Amendment reviewed for any changes to:

recombinant DNA

ionizing or nonionizing radiation sources

highly toxic, flammable or reactive chemicals
biologically hazardous (pathogenic) microbial agents

known or suspected human or animal carcinogens

If "yes"
DEHS Application(s) Prepared by RSSM: Date:
DEHS Application(s) to PI: ' " Date:
- DEHS Application Returned to RSSM: | Date:
PI Changes Incorporated: Date:
Final Application to PI: Date:
___Plsigned Date:
—Co-Isigned Date:
DEHS Application Submitted: ‘ Date:
DEHS Committee Meeting or Review: . Date:
DEHS Response Received:  Date: Action:
Response to DEHS Questions: ' Date:
Final DEHS Approval Recei\"ed: Date:
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AHC Private Sector Research Service Program
Five-Year Business Plan
Planning Premises

The following positions comprise the variable staff:

The required number of Nurse Coordinators and Research Support Service Managers is
directly related to the volume of activity in the PSRSO. The assumptions for projecting
the number in each category are described below:

Nurse Coordinators -- Using the experience of Washington University, the maximum
workload per nurse coordinator is 7 studies. When the last hired nurse is at 75
percent capacity, the next nurse coordinator is hired. For the PSRSO five-year business
plan, an average study load of seven studies is assumed. New hires will be included in
the projection when the last position reaches a load of five or six studies.

Research Support Services Managers (RSSMs) -- The RSSMs can manage an average of
28 clinical trials on a continuous basis. Similar to the assumption for the Staff Nurses,

an additional RSSM position will be filled when the last hired RSSM has a workload equal
to 75 percent of full capacity.

Operating Expenses

Actual average expenditure experience in the Twin Cities Medical School for the conduct
of sponsored research will be used to project operating expenses in the PSRSO. On '
average, about 12 percent of the total faculty and staff expenditures in the Medical
School are incurred to cover the following costs:

General Operating Supplies and Services
Printing, Duplicating and Binding
Postage and Shipping

Communications

Travel

GENERAL OBSERVATIONS

About 1,200 clinical studies are conducted yearly in the Academic Health Center. For
purposes of examining the financial feasibility of the AHC-PSRSO, it is predicted that
the organization will coordinate about 375 of these studies. As shown on the attached
Schedule 2, the AHC-PSRSO is self-sufficient at a volume of 25 new studies per month,
or an on-going volume of 375 studies. A small reserve can also be retained to. cover
extraordinary expenses.

Page 2



AHC PRIVATE SECTOR RESEARCH SERVICE ORGANIZATION

Five-Year Business Plan
Summary of Revenues and Expenses

Schedule 2

FY 1998
Start-up Recurring FY 1998 FY 2000 FY 2001 FY 2002
JEVENUES
Grants:
G.D. Searle $ 150,000
Academic Health Center §0,000
Zees:
Study Startup 591,500 1,081,500 1,113,945 1,147,363 1,181,784
Study Management: 281,438 3,135,912 4,128,132 4,251,976 4,379,536
Total Revenue $ 200,000 $ 872,938 $ 4,217,412 $ 5,242,077 $ 5,399,340 $ 5,561,320
EXPENSES
Start-up $ 37,600
Recurring
Core Staff (1)
Director SFTE $ 26,667 $ 41,200 $ 42,436 $ 43,709 $ 45,020
Ass't Director 40,000 61,800 63,654 65,664 67,531
Subtotal Academic/P&A $ 66,667 § 103,000 $ 106,090 $ 108,273 $ 112,551
Fringes @ 27% 18,000 27,810 28,644 29,504 30,389
Total Academic/P&A $ 84,667 . $ 130,810 $ 134,734 $ 138,776 $ 142,940
Secretary 17,333 26,780 27,583 28,411 29,263
Principal Accountant 23,333 36,050 37,132 38,245 39,393
Subtotal Civil Service Salary 40,667 62,830 64,715 66,656 68,656
Fringes @ 32% 13,013 20,106 20,709 21,830 21,970
Total Civil Service $ 53,680 $ 82,936 $ 85,424 $ 87,986 $ 90,626
Total Core Staff $ 138,347 S 213,746 S 220,158 $ 226,763 $ 233,566
Variable Stalfing (2)
Nurse Coordinator $ 584,100 $ 2,742,993 $ 3,402,943 $ 3,505,031 $ 3,610,182
RSSM $ 174,625 833,369 1,037,454 1,068,678 1,100,635
Total Variable Staffing $ 758,725 $ 3,576,362 $ 4,440,397 $ 4,573,609 S 4,710,817
Total Compensation $ B97,072 $ 3,790,107 $ 4,660,555 $ 4,800,372 $ 4,944,383
Operating Support
% of Compensation = 12% $ 107,649 $ 454,813 $ 559,267 $ 576,045 $ 593,326
Grand Total Projected Expense $ 37.600 $ 1,004,720 $ 4,244,820 $ 5,219,822 $ 5,376,416 $ 5,637,708
Adaz o (Draw from) Reserve 3 162,400 S {13178 S {27.508) S 22.256 3 22.924 S 23.611
~eserve Baiance 3 30,€18 $ 2.11c S 25,36¢ s 48,29C 3 71,901

(1) See schedule 4 for details
(2) See sthedules 3 and 4 for details



Schedule 3
AMC PRIVATE SECTOR RESEARCH SERVICE ORGANIZATION

Prolection of Monthly Activity.

FY 1918
_____ - Studies In Progress

July August Sept October Nov - Dec Januvary February March April May June
97 Studles In Progress 10 8 8 8 8 8 7 7 7 6 5 5
Naw Studies
July 2 2 2 2 2 2 2 2 2 2 2 2
August 3 3 3 3 3 3 3 3 3 3 3
September 5 5 5 5 5 5 5 5 5 5
Oclober 5 5 5 5 5 5 5 5 5
Novembsr 3 3 3 3 3 3 3 3
Decomber 1 1 1 1 1 1 1
January 25 25 25 25 25 25
February 25 25 25 25 25
Mearch 25 25 25 . .25
Aprt : . 25 25 25
May 25 25
June . : ) ) 25
Total 12 13 18 23 26 27 51 76 101 125 149 174
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Projection of Monthly Activity

FY_1999

Studles in Progress

Schodule 3

July Auqust Senpt October Nov Dec January February March Apri! May June
07 Studies In Progress 5 2 2 2 2 2 2 2 2 2 2 2
28 Studing in Progess
July 2 2 2
August 3 3 3 3
Seplember 5 5 5 5 5
Octobar 5 5 5 5 5 5
November 3 3 3 3 3 3 3
December 1 1 1 1 1 1 1 1
January 25 25 25 25 25 25 25 25 25
Fobruary 25 2§ 25 25 25 25 25 25 25 25
March 25 25 25 25 25 25 25 25 25 25 25
Apelt 25 25 35 25 25 25 25 25 25 25 25 25
Mey 25 25 25 25 25 25 25 25 25 25 .25 <25
June ; 25 25 25 25 25 25 25 25 25 25 25 25
Total in Progress 174 171 171 169 166 161 156 153 152 127 102 77
New in £Y 99
July 25 25 25 25 25 25 25 25 25 25 25 25
Augusi 25 25 25 25 25 25 25 25 25 25 25
September 25 25 25- 25 25 25 25 25 25 25
October 25 25 25 25 25 25 25 25 25
November 25 25 25 25 25 25 25 25
December 25 25 25 25 25 25 25
Jamnuary 25 25 25 25 25 25
February 25 25 25 25 25
March 25 25 25 25
Aprit 25 25 25
May 25 25
June . 25
Total New In 99 25 50 75 100 125 150 175 200 225 250 275 300
Orand Tolal 199 221 246 269 291 311 331 353 377 377 377 arz
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Schedule 4

AHC PRIVATE SECTOR RESEARCH SERVICE ORGANIZATION
Projection of Non-Refundable Startup Fee Collections
Assumptions:

Initial Fee of $3,500 per trial in FY 1998
Startup tee will be increased 3 percent each year

Startup Projected
: # of New Trials Fee -_Collections

FY 1998

July 2

August 3

September 5

October 5

November 3
"December 1

January : ’ 25

February - 25

March 25

April ' 25

May . : : 25

June ‘ 25

Total FY 1998 169 $ 3,500 $ 591,500
FY 1899 ) : :
Average new trials per month = 25 300 $ 3,605 $ 1,081,500
£Y 2000

Average new trials per month = . 25 300 $ 3,718 $ 1,113,945
EY 2001

Average new trials per month = 25 300 $ 3,825 $ 1,147,363
EY 2002

Average new trials per month = 25 300 $ 3,939 $1,181,784



Prolecied Revenues and Expenses for Direct Services

FY. 1998

Estimated Activity

NURSE COORDINATORS

Studtes per Nurse
FTE Required
Headcount Required

Expected Revenue
F TE Required
Monthly Comp
Total Direct

tndirect

Totat

Expacied Expense
Headcount Required
Monthly Comp

Totel

PSSk

Studies per ASSM

FTE Required
Hsadcount Required

Kxpagted Revenue
FTE Nequired
Monthly Comp
Total Direct

Indirect

Total

Expacted Expense
Headcount Required
Monthty Comp
Totat

AHC PRIVATE SECTOR RESEARCH SERVICE ORGANIZATION

Scheduls 5

Annuast Study Management Fees

Nurses Fees

RSOMs Fees

Total

Less Prepald Startup
Net

Tetal Annuat Expenses

Nurses
M

$674,614
...-198,324
$872,938
-$591,500
$201,438

$584,100
$174,625

o duly Auqust Sept October Nov Dec January February March April June
12 i3 18 23 26 27 51 76 101 125 149 174
7 7 7 7 7 7 7 7 7 7 7 7
1.7 1.9 2.6 3.3 3.7 3.9 7.3 10.9 14.4 17.9 21.3 24.9
2 2 3 4 4 4 - 8 11 15 18 22 25
1.7 1.9 2.6 3.3 3.7 3.9 7.3 10.9 14.4 17.8 - 213 24.9
$4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950
$8,486 $9,193 $12,729 $16,264 $18,386 $19,093 $36,064 $53,743 $71,421 $88,393 $105,364 '$123,043
1,697 1,839 2,546 3,253 3,677 3,819 7,213 10,749 14,284 17,679 21,073 24,609
$10,183 $11,031 $15,274 $19,517 $22,063 $22,911 $43,277 $64,491 $85,706 $106,071 $126,437 $147,651
2 2 K] 4 4 -4 8 11 15 18 22 25
$4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4,950 $4.950 $4,950
$9,900 $9,900 $14,850 $19,800 $19,800 $19,800 $39,600 $54,450 $74,250 $89,100 $108,900 $123,750
28 28 28 28 28 28 28 28 28 28 28 28
0.4 0.5 0.6 0.8 . 0.9 1.0 1.8 2.7 3.6 4.5 5.3 6.2
1 1 1 1 1 1 2 3 4 4 5 6
0.4 0.5 0.6 0.8 0.9 1.0 1.8 2.7 3.6 © 4.5 " 5.3 6.2
$ 5821 $ 5,821 5,821 $ 5,821 5,821 $_5,821 $ 5,821 $_ 5821 $ 5,821 $ 5,821 $_5,821 $ 5821
$ 2,495 $ 2,703 3,742 $ 4,781 5,405 $ 65,613 $ 10,602 $ 15,799 $ 20,997 $ 25,986 $30,975 $ 36,172
499 541 748 956 1,081 1,123 2,120 3,160 4,199 - 5,197 6,195 7,234
$ 2,094 $ 3,243 4,490 $ 5,738 6,486 $ 6,736 $ 12,723 $ 18,959 $ 25,196 $ 31,183 $37,170 $ 43,407
1 1 1 1 1 1 2 3 4 4 5 6
$ 5824 $ 5,821 5,821 $ 5,821 5,821 $ 5,821 $ 5,821 $ 5,821 $ 5821 $ 5,821 $ 5,821 $ 5,821
$ 5,821 $ 5,821 5,821 $ 5,821 5,821 $ 5,821 $ 11,642 $ 17,463 $ 23,283 $ 23,283 $29,104 $ 34,925
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Projected Revenues and Expenses for Direct Services (continued)

FY 1989
Estimated Activity
NURSE COORDINATORS

Studles per Nurse
FTE Required
Headcount Requlred

Expecled Revenve .
FTE Required

Monthly Comp

Tolal Dlract

indirect

Tolal

Expssted Expense
Headcount Required
Monthly Comp

Tola!

ASSMe

Studies per ASSM
FYE Required
Headcount Requlred

Expesied Revenue
FTE Pequired
Monthly Comp
Tolat Direct

indirect

Total

Expected Expense
Headcount Required
Monthly Comp

Totat

Totat Annual Bevenue
Nurgses Fees

neMVe

Totat

Less Prepald Startup
Net

Totst Annual Expenses
Nurses
255 LY

Schedule 5

Page 8

o July August Sept October Nov Dec January February March April May, June

199 221 246 269 291 3t 331 353 377 377 377 377

7 7 7 7 7 7 7 7 7 7 7 7

28.4 31.6 35.1 38.4 41.6 44.4 47.3 50.4 53.9 53.9 53.9 53.9

29 32 36 39 42 45 48 51 54 54 54 54

28.4 31.6 35.1 38.4 41.6 44.4 47.3 50.4 53.9 53.9 . 53.9 53.9

$5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099

$144,943 $160,967 $179,176 $195,928 $211,952 $226,519 $241,086 $257,110 $274,501 $274,591 $274,591 $274,591

28,989 32,193 35,835 39,186 42,390 45,304 48,217 51,422 54,918 54,918 54,918 54,918

$173.932 $193,160 $215,011 $235,114 $264,342 $271.823 $289,303 $308,532 $329,509 $329,509 $329,509 $329,509

29 32 36 39 42 45 48 51 54 54 54 54

... $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 $5,099 - $5,099

$147.857 $163,152 $183,546 $198,842 $214,137 $229,433 $244,728 $260,024 $275,319 $275,319 $275,319 $275,319

28 28 28 28 28 28 28 28 28 28 28 28

71 7.9 8.8 9.6 10.4 11.1 11.8 12.6 13.6 13.5 13.5 13.5

8 8 9 10 11 12 12 13 14 14 14 14

71 7.9 8.8 9.6 10.4 11.1 11.8 12.6 13.5 13.5 13.5 13.5

. $5.995 $5,995 $5,995 $5,995 $5,995 $5,995 $5,995 $5,995 $5,995 $5,995 $5,995 $5,995

$42,611 $47,321 $52,674 $57,599 $62,310 $66,592 $70,875 $75,586 $80,725 $80,725 $80,725 $80,725

8,522 9,464 10,535 11,520 12,462 13,318 14,175 15,117 16,145 16,145 16,145 16,145

$51,133 $56,786 - $63,209 $69,119 $74,772 $79,911 $85,050 $90,703 $96,869 $96,869 $96,869 $96,869

) 8 9 10 11 12 12 13 14 14 14 14

_$5,995 $5,995 $5,995 $5,095 $5,995 $5,995 $5,995 $5,995 $5,095 $5,995 $5,095 $5,995

$47,064 $47,964 $53,959 $59,955 $65,950 $71,946 $71,946 $77,941 $83,936 $83,936 $83,936 $83,936
$3.259,253
950,160
$4,217,412
1,081,500
$3,135,012
$2,742,993
$833,369



Projected Ravenues and Expenses for Direct Services (continued)

Steady-State Activity -- Beglinning In FY 2000

Tota! Studles Each Month

NURSE COORDINATORS
Studias per Nurse

FTE Required
Headcount Required

Expacted Bevenue
FTE Required

Annual Compensation
Yota! Dlrect

indirect

Toval

Expested Expense
Headcount Required
Annual Compensation
Total

AV

Studies per RSSM
FTE Pequired
Headcount Required

Expected Revenue

FTE Required

Annual Compensation
" Tota! Dhrect

indhect

Total

Expected Expense
Headoount Aequired
Annual Compansation
Totat

Total Annual Revenue

Nurse Coordinators
nssMs
Total

L ess Prepald Startup fee
Nat Management Fee

FY 2000 FY 2001 FY 2000
375 375 375

7 7 7

53.6 53.6 53.6

54 54 54

53.6 53.6 53.6
$63,017 $64,908 $66,855
$3,375,935 $3,477,213 $3,581,530
675,187 695,443 716,306
$4,051,122 $4,172,656 $4,297,836
54 54 54
$63,017 $64,908 $66,855
$3,402,943 $3,505,031 $3,610,182
28 28 28

13.4 13.4 13.4

14 14 14

13.4 13.4 13.4
$74,104 $76,327 $78,617
$992,462 $1,022,236 $1,052,903
198,492 204,447 210,581
$1,190,955 $1,226,684 $1,263,484
14 14 - 14
$74,104 $76,327 $78,617
$1,037,454 $1,068,578 $1,100,635
$4,051,122 $4,172,656 $4,297,836
1,190,955 1,226,684 1,263,484
$5,242,077 $5,399,340 ' $5,561,320
-1,113,945 -1,147,363 -1,181,784
$4,128,132 $4,251,976 $4,379,536

Schedule §
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Schedule 6

AHC PRIVATE SECTOR RESEARCH SERVICE ORGANIZATION

Calculation of Compensation Costs for Staft

Assumplions:

Salary expense will increase at a rate of 3 % annually

Fringe rates will equal 27 % for Academic/P&A Staff; 32 % for Civil Service

Director, Asslstant Director, Principal Accountant, and Secretary will be hired effective October 1, 1997
Director will be a 50 % appointment

Annual Salary

FY 1998 FY 1999 FY 2000 FY 2001 FY 2002
Core Staff:
Dlractor $ 80,000 $ 82,400 $ 84,872 $ 87,418 $ 90,041

@ 50% 40,000 41,200 42,436 43,709 * 45,020
Asst. Director $ 60,000 $ 61,800 $ 63,654 $ 65,5_64 $ 67,531
Principal Accl. $ 35,000 $ 36,050 $ 37,132 $ 38,245 $ 39,393
Secretary $ 26,000 $ 26,780 $ 27,583 $ 28,411 $ 29,263
Annual and Monthly Compensation

FY 1998 FY 1999 FY 2000 FY 2001 FY 2002
Varlable Stall:
Nurse Coordinators 3 45,000 '3 46,350 $ 47,741 $ 49,173 $ 50,648
Fringes @ 32% 14,400 14,832 15,277 15,735 16,207
Total Annual $ 59,400 $ 61,182 $ 63,017 $ 64,908 $ 66,855
Monthly Compensation $ 4,950.00 $ 5,098.50 $ 5,251.46 $ 5,409.00 $ 5,5671.27
ASSM's $ 55,000 $ 56,650 $ 58,350 $ 60,100 $ 6‘1,903
Fringes @ 27% 14,850 15,296 15,754 16,227 16,714
Total $ 69,850 $ 71,946 $ 74,104 $ 76,327 $ 78,617
Monthly Compensation $ 5,820.83 $ 5,995.46 $ 6,175.32 ‘$ 6,360.58 $ 6,551.40

Pags 10




AHC PRIVATE SECTOR RESEARCH SERVICE ORGANIZATION

Startup Expenses

Schedule 7

FY 1998.
# of Units Cost/Unit Projected '$'s

Computers

Workstations 7 $ 3,500 $ 24,500

Software 7 500 3,500
Communications -

Installation 7 50 350
Office Furnishings & Eaquipment

Desks, chairs, etc. 7 . 750 5,250

Fax ‘ 1 500 500

Copier 1 3,500 3,500
Total Startup $ 37,600
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Subject: RE: DRAFT of Discussion with Leo Furcht on the PIDP Proposal
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X-Tick-Nemesis: Chairface Chippendale

Mime-Version: 1.0

Content-Type: text/plain; charset="us-ascii"
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One of the strongest suggestions that I recall from the meeting was that
the PIDP Council membership NOT include administrators, e.g., associate
deans, vice provosts, etc. It should be made up of faculty peer reviewers
with expertise in the area of the proposal (e.g., education, research,
service, clinical). The Deans anf Provost are represented in the final
box; they should not be included in the initial review - given the focus
and intent of this proposal.

Unfortunately I do not have my notes from the meeting here, so I can’t
recall other comments/suggestions.

Oh, yes. I do remember a strong suggestion that the step in which
proposals (in full or abstracted) are shared on the WWW. This was rejected
in that proposals should not be shared publically prior to approval.

A question was asked about defining interdisciplinary. It is very odd that
the part of the title is "interdisciplinary programs", yet the task force
deliberately chose to not define this term. How are faculty to be guided
in developing proposals when a major aspect is not defined?

That’s all from me.

Sheila Corcoran-Perry
Sheila Corcoran-Perry




ACADEMIC HEALTH CENTER FCC
MEETING WITH LEO FURCHT

Minutes of the Meeting

March 12, 1997

These minutes reflect discussion and debate at a meeting of a committee of the University of
Minnesota Senate or Twin Cities Campus Assembly; none of the comments, conclusions, or actions
reported in these minutes reflect the views of, nor are they binding on, the Senate or Assembly, the
Administration, or the Board of Regents.

PRESENT: Judy Garrard (chair), David Hamilton, Peter Bitterman, Cynthia Gross, Muriel
Bebeau, Sheila Corcoran-Perry

REGRETS: Dan Feeney, Fred Hafferty

GUESTS: Leo Furcht (Chair, PIDP Implementation Task Force)

The sole agenda item for the meeting was to discuss the Implementation Task Force Report on
Programs and Inter-Disciplinary Programs (hereafter PIDP) with Dr. Leo Furcht, chair of the
Task Force.

Before Dr. Furcht walked the group through the document, he spent some time talking about
the Task Force’s charge and position. The Task Force was charged with developing a detailed
set of recommendations for implementing a system within the AHC for establishing, operating
and reviewing programs. One of the overriding goals was to develop a genecral process that
gave any faculty member an equal opportunity to be able to apply for and compete for new
resources and also provide for a peer review process.

The old system serves a number of people very well, Dr. Furcht said, using the analogy "who’s
kissed the bishop’s ring gets the resources," and there is not an equal playing field for all
faculty to come to the table to get a reasonable review and get cogent thinking from a group
of people to make a decision on resource allocation. The perception of the Task Force Report
is that it is a good thing, but what about the implementation, one committee member asked?
Other members agreed, noting however, that there were a few points of contention that would
be pointed as Dr. Furcht presented.

It was at this point that Dr. Furcht suggested he walk through the document.
The following points and suggestions were made by the committee:

The faculty in the AHC are lacking support - this is part of implementation and what
is suggested in this report is a mechanism that does not guarantee that the resources are
going to be available.

Don’t put out RFP’s if you don’t have the resources. This initiative should not be
launched without financial support. Dr. Furcht agreed.

The idea of predetermined obligations should protect the faculty and help the expansion
of programs, research, and administration support to faculty and the services which they
provide.

Artificial interdisciplinary blockades should be combatted with a peer review process.
Such a system should be friendly towards creating a mission sensitive process for
disciplinary/interdisciplinary goals.




Has this plan been costed out? It was suggested that the Dr. Furcht survey other
institutions regarding similar programs to determine the costs they have incurred. What
amount of the money is going to disappear in administrative costs? Dr. Furcht
responded that there would be little to no administrative cost. An evaluation plan will
aid in the implementation by providing for how much the plan will cost and the source
of that funding. It will also defend the plan against the fears of the status quo
concerning the extraction of current resources, thus identifying the indirect costs
directly.

Those who become successful have tended to fall victim to their own success in that
the University’s allocation of rewards which demonstrates penalization when one loses
resources from other areas, it was said.

Another issue is that some people will perceive this as a "gutting" of departments. Dr.
Furcht responded that there are many who feel that there is too much authority and
control at a department head or dean level and there needs to be a more level playing
field for everybody to be able to draw down resources. The other side is that the power
structure wants to keep it the old way.

Dr. Furcht agreed with committee members’ concern about communication regarding
the Task Forces’ recommendations so that there aren’t undue expectations and the
information is understood. Under the plan there will be less waste of resources that are
currently going unaccounted for on a performance basis.

The addition of "eminent people from the state of Minnesota" to the PIDP Council to
to review pre-proposal documents will contribute to the priority of the University as
a whole. The feedback from the leaders in education, research, and service will signal
whether or not support is recommended for proposed endeavors.

In order to protect proposals, they should be restricted from the public until after the
proposal has been approved (and funded). ‘

The idea of publicizing to faculty the objectives and intent of the task force proposal
being considered could be very beneficial. Communication to the faculty is critical.

The attention of the committee was then drawn to the PIDP Proposals - Review and Approval
process. Who appointments the faculty group to serve on the various peer review committees
identified in this plan and how are the faculty members selected, it was asked? The draft
suggests the dean. Members spent a considerable time discussing this matter and concluded that
in order to get a valid peer review the following ought to be considered:

Appointments should be made in an open process.

The appointees must meet criteria which reflect the intention to select those who have
excelled.

It was suggested that individuals outside of the particular school/unit who have
expertise be considered to serve on the review committees.

The evaluation process should address issues relative to appointments.

The decision making should rest with the dean.

Referring to page twelve of the document under review and approval of PIDP proposals.

Dr. Furcht indicated that an integration of the two groups (faculty and dean’s council)
is intended to occur at the bottom of the structure at the Provost Dean’s Council.
Differences in perception among internal relations of similar groups requires the
sensitivity to evaluation, it was pointed out.

One of the committee members turned to page ecighteen of the document regarding the
appointment of the Director of the PIDP. It says...The Director of the PIDP will be appointed
by the Dean (if school based) or the Provosts Office (if AHC based) and will involve either a
search or administrative approval process consistent with University policy...Dr. Bitterman




stated that it was his opinion that the PI of the proposal should be the director of the program
unless the PI designates someone else. The concept that the director be appointed by a dean or
provost of fice seems antithetical to the spirit of this, he concluded. Dr. Furcht said he didn’t
believe this reflects what the Task Force intended and said he would change it. It was also
pointed out that there should be a review process for the Center (which is reviewed and
renewed) as well as the leader. The leader could be evaluated internally (within the Center).

CONCLUSION

The suggestions of the AHCFCC will be incorporated into the next draft and will be
brought back for continued review.

A letter will be written to the faculty (AHC) concerning the implications of this plan.
Professor David Hamilton will draft a letter and circulate it to the committee.

OTHER ISSUES

The AHCFCC requested time to meet with Dr. Furcht to discuss the Vice Provost for
Research Office. The committee should be part of the discussion regarding how that
office is defined.
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Evaluation of Sanior Administrators

Faculty from many segments of our institution have expressed concerns about at
least the perceived rigors and objectivity of senior administrative evaluations
compared to those for faculty. In response, the Senate Committee on Faculty Affairs
and the Human Resources Administration charged a joint Ad Hoc Committee to
develop guidelines for senior administrative evaluations (e.g. Dean and above). The
Minnesota Data Practices Act (MDPA) places notable limitations on how input can be
garnered and what sources/information are and are not confidential. This has been
perceived as a significant impediment to obtaining open and balanced input on
administrative performance. Rather that shrink away from thig problem, the Ad Hoc
Committee was asked to confront the process as well as the MDPA provislons head
on. The objectives were to make the process consistent, objective, fair and as open as
possible. Early in June, 1997, about a year after the process started, SCFA approved
in principle the document developed with some suggested clarifications. Prior to that
approval, SCFA had input on the document and was given periodic progress reports.
This included the outcome of “pitot applications” of the working administrative review
document to the in_depth evaluation of selected, willing senior administrators.

The document, "U-MN Recommended Procedures for Comprehensive Reviews for
Campus and System Officers” (Review Procedures) is now in progress in the
Academic Health Center (AMC). [t applies only to periodic comprehensive reviews,
not the regular annual reviews commonly associated with the yearly reappointment
process. The review process Is set up in steps which apply 1o avery review, thereby
fostering faculty confidence that true evaluations (not just friendly conversations
among fellow adminlistrators) will be conducted, The AHC, under the direction of
Senior Vice-President Cerra, i3 beginning a senes of evaluations for its deans (except
those quite recently appointed). 1he AHC Faculty Consultative Committee recently
discussed this issue ot Review Committee make-up with Dr. Cerra. A mutually
agreeable composition for this group so central to each process was defined. There is
a balance between members from within and outside of the AHC and from within and
outside of the specific academic/administrative unit. The goal is to provide input on the
deans both as senior academic administrators and as unit financial managers. The
intention is to provide a review process respacting and protecting the integrity of both
the individual being reviewed and those providing input for the review.

As we heal the wounds inflicted by CIC Index and and the tenure battles, we
should view this as another in the continuing developments hoped to resurrect
confidence, comfort, and camaraderie in the AHC. A defined process with unbiased
input may help to restore the productive and collegial relationships between
administration and faculty that are so critical to institutional and personal development.
The review document is avaitable from Dr. Cerra’s office and the Division of Human
Resources. This document is a cornearstone for building faculty confidence in
administration. Comment to the AHC Faculty Consultative Committee are invited.

D.A. Feeney, Veterinary Medicine; 4@
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College of Veterinary Medicine Facuity
CVM Facuity Council

Annual Survey

Tuly, 1997

The Facuity council is preparing for their annual review of the College of Veterinary
Medicine, which wiil include meetings with facuity of all departments. Prior to these
meetings we would like 10 receive your views on the current state of affairs in several
areas. The attached survey will provide the Faculty Council with a basis for
discussion in the meetings with the departments and with Administration. Information
gathered from this survey will also be summarized for use in preparing the anmial
report to the Senior Administrator of the Academic Health Center,

We ask you to take a few minutes to respond to the questions in the survey, to
indicate items you consider as priorities for the coming year and to provide any
additional written comments you care to add.

The questionnaires are color coded by department in order to assist in tabulating the
information in a useful manner. Otherwise the comments and responses are

considered anonymous.

To facilitate timely tabulation an analysis of the information, please return your
survey in the attached envelope to Mike Murphy or Will Marsh by:

Thursday July 31.

Thank vou for your assistance.
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State of the College - Facuity Survey
(Summer 1997)

Please circle the choice that best describes how you feel about each of the statements below. Please note
that statemears are grouped into sectons for your convenience.

Strongly Strongly No
Disagree Agree  Agroe  Opinion
Financial
1 am sausfied with my salary 1 2 3 3 5 a
(In the following questions, “assets " refer 10 uems such ax space, funding, equipment, etc)
1 College assers arc ailocaied fairly 1 2 3 4 5 a
3 Departmeot assets are aliocated fairly 1 2 3 4 5 Q
Communication - Inciudes areas such as stvie, content, clarity format and timeliness.
4 Commumications within the College arc cifective and appropriste for my needs 1 2 3 4 5 o]
5 Communications withm our Department are effective and appropriate for my ncede | 2 3 4 5 ol
Academic Affairy
6 | am sausfied with our rate of progress in revising the D. V.M. curriculura 1 2 3 4 5 g
7 Adequate opportumties for faculty develooment are available to me 1 2 3 4 5 a
Recruitivg Prectices
3 Anappropnate mix and quality of D.V.M. students are bewng recruited 1 2 3 4 5 ]
9 An appropnate mix aod quality of graduate students are being recrunted : 1 2 3 4 5 a
Administration
10 College adinmistraton shows vision, credibility and productvity 1 2 3 31 5 a}

11 College administration effectively represcnis the College's interests

with the A H.C., University, profession. etc. 1 2 3 4 5 a
12 Department sdmisistration shows vision, credibility and productivity 1 2 3 4 5 a
13 Hospital administration shows vision, credibility and productivity 1 2 3 4 5 o
14 V.D.L. administration shows vision, credibility and productivity 1 2 3 4 5 a
Facilitles - inciudes space. equipment learning resources and support staff
15 Facilities and suppont meet my needs for teaching 1 2 3 4 5 a
16 Facilities apd support meet v needs for research 1 2 3 2 5 o
17 Facilives and suppont meet my needs for service 1 23 4 3 a
Strategic Plaa
18  The Coilege strategic plan has bern clesrty communicated 10 me 1 2 3 4 5 a
i9  Adequate progress is being made on implemenang the strategic plan 1 203 + 5 o
Facuity
20 Faculty in mv deparunent commuricate and cooperate with each other 1 2 3 45 a
21 Facuity in my department have ample opportumuty for communication ‘
and cooperation with other departments t 2 3 4 5 a
22 [ am sausfied with the productivity of mv colleagues 1 23 4 5 a

Please curcle the numbers of three (3) of the above items that vou would consider priorities for next vear’s Facuity Council

Please use the other side for additional comments.

ICE
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Please use this page to provide additional comments. In order to help us understand the context
of your comrments, please preface each comment with the number(s) of the corresponding

statement(s) in the questiopnaire.

Comments:

TOTAL F.ad






