UNIVERSITY OF

FACULTY SENATE

MEMORANDUM

To: Donna E. Shalala, President

From:  Stephen Sapp
Chair, Faculty Senate ,
Date: February 28, 2008

Subject: Faculty Senate Legislation #2007-37(B) — Establishment of the University of Miami
Interdisciplinary Stem Cell Institute (ISCI)
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The Facﬁlty Senate, at its February 28, 2008 meeting, voted unanimously to approve the
Establishment of the University of Miami Interdisciplinary Stem Cell Institute (ESCI}. The
proposal is enclosed for your reference.

This legislation is now forwarded to you for your action.

SStrh
enclosure
ce: Thomas LeBlane, Executive Vice President and Provost

David J. Bimbach, Vice Provost for University Administration and Faculty Affairs

Jennifer McCafferty-Cepero, Assistant Dean for Research
(02>,
e

[Please contact the Senate office to view this proj WLOP \)\JU\ Of/(‘l

Faculty Senate
1252 Memorial Drive, 325 Ashe Admin. Bldg,
Coral Gables, Flosida 33124
Phone: (305) 284-3721 + Fax: (305) 284-5515
http:/fwwew.miami.edu/FaculeySenate
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UNIVERSITY OF

FACULTY SENATE

MEMORANDUM

To: Donna E. Shalala, President

From:  Stephen Sapp M
Chair, Faculty Senate
Date: February 28, 2008

Subject: Faculty Senate Legislation #2007-37(B) - Establishment of the University of Miami
Interdisciplinary Stem Cell Institute (ISCI)

s o o ok R sk kR R Rk R o e oot sk stk o ok ok o ol o o sk ok s st e o ook ok o e o s e e skl o ko skl ok ok ok K ok ok

The Faculty Senate, at its February 28, 2008 meeting, voted unanimously to approve the
Establishment of the University of Miami Interdisciplinary Stem Cell Institute (ISCI). The
proposal is enclosed for your reference.

This legislation is now forwarded to you for your action.

SS/th
enclosure
cc: Thomas LeBlanc, Executive Vice President and Provost
David J. Birnbach, Vice Provost for University Administration and Faculty Affairs
Jennifer McCafferty-Cepero, Assistant Dean for Research
Faculty Senate
1252 Memorial Drive, 325 Ashe Admin. Bldg.
Coral Gables, Florida 33124
Phone: (305) 284-3721 ¢ Fax: (305) 284-5515
http:/ferww.miami.edu/FacultySenate
RALegislation 200 7-20N k0200 7- 1 1 H)-inlondise 2o ol ing-2-27-0 0o !

email: facsen@miami.edu




Faculty Senate Legislation #2007-37(B) — Establishment of the University of Miami
Interdisciplinary Stem Cell Institute (ISCI)

PRESIDENT’S RESPONSE

.,---‘“/'W
APPROVED: | / DATE: 3{2, 295

(Préﬁiden.t’s Signature)

OFFICE OR INDIVIDUAL TO IMPLEMENT: Deanvy PAseal GoldscHey DT

EFFECTIVE DATE OF LEGISLATION: _
(if other than June 1 next following)

NOT APPROVED AND REFERRED TO:

REMARKS (IF NOT APPROVED):
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MILLER

SCHOOL OF MEDICINE

UNIVERSITY OF MIAMI

Proposal for the Establishment of the
Interdisciplinary Stem Cell Institute of Miami
at the University of Miami Miller School of Medicine

1. BACKGROUND

This proposal seeks to formally establish an Interdisciplinary Stem Cell Institute at the
University of Miami Miller School of Medicine that will take its place among the nation’s
leading stem cell research institutes. T he Institute will be called the Interdisciplinary Stem Cell
Institute of Miami (ISCI Miami).

Stem cells are undifferentiated cells that have the potential to develop into a variety of different
cell types. With their ability to develop into specialized tissue cells, understanding fundamental
foatures of stem cell biology and harnessing this regenerative potential into high impact
treatments for devastating discases are some of the fastest growing areas of basic and clinical
science. In fact, one of the most important basic questions in the life sciences today is: What are
the properties that allow stem cells not only to differentiate into any cell type in the body, but
also to reprogram other cells and repair damaged tissue?

ISCT Miami is a ground breaking scientific enterprise because it is dedicated to finding the
answers to these questions and fast-tracking them to paticnis’ bedsides in the form of new
treatments for conditions such as Parkinson’s disease, diabetes, heart disease, and cancer. Due
to the potential of stem cells in the treatment of human disease, significant public aitention has
been generated regarding the origin of stem cells (embryonic versus adult), nuclear
reprogramming, cloning, and organogenesis. The progress in stem cell research together with
advances in deciphering of the genetic code and genetic diagnosis requires responsible and
ethical conduct in research. Like all research units at the University of Miami, ISCI Miami is
commitied fo conducting responsible and ethical research. In addition, ISCI offers a dynamic
venue for the interrogation of the ethics and science policy that surround stem cell rescarch and
regenerative medical therapies.

There is an urgent need for an integrated, interdisciplinary institute that offers the expertise,
infrastructure, and resources necessary to energize fundamental aspects of stem cell science and
advance translational research in regenerative medicine at the Leonard M. Miller School of
Medicine.

2. MISSION

ISCI Miami seeks to discover and explain the fundamental science of stem cell biology and to
pioneer the field of regenerative medicine by applying this knowledge to the development of
novel stem cell based therapies for the treatment of incurable diseases.

19CI Miami is commiited to catalyzing basic stem cell research at the Miller School that reveals
the characteristics and potential of stem cells and then translating these findings to impact patient
care. ISCI Miami-mediated interdisciplinary collaborations aim to increase the number of high-
impact publications and investigators receiving cxtramural funding as well as expand the
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visibility of the University of Miami Miller Schoo! of Medicine in the national and international
research community.

Although ISCI Miami will initially be based at the School of Medicine and focus on the
biomedical and bioethical aspects of stem cells and regenerative medicine, it is anticipated that,
over time, ISCI Miami will become a locus for the establishment and development of fruitful
collaboration across other University gchools and Colleges by bringing together and mafching
interests and expertise in an intentional and productive manner. Af such time as those
collaborations are established, ISCI Miami would be taken through the proper University
procedure for consideration as a University Institute.

3. MARKET ANALYSIS

The potential establishment of ISCI Miami at the Miller School of Medicine needs fo be
examined with due consideration of our strengths and weaknesses, the opportunities that are
currently open to us, and the challenges that we may face in the future.

Strengths

e We are the oldest and most established medical school in South Florida, serving a
population of 7 million or more.

e We have a large group of clinicians and researchers who are experts in areas of siem cell
hiology and regenerative medicine. This situation can pave the way for {ranslational work.

e With the recruitment of Dr. Joshua M. Hare and his collcagues, we are poised to have
unmatched expertise in stem cell based therapies.

o With the recruitment of Dr. Tan McNiece and his colleagues, we are poised to have
unmatched expertise in cell manufacturing.

o There are a number of ongoing studies and faculty members with unique expertise who
would benefit from and who would be assets to an entity such as is proposed. With
access to resources and an institute around which to organize, the expertise and research
activities in stem cell biology and regenerative medicine already in place would grow and
thrive.

e Collaborative agreements with industry partners have been established to facilitate the
development of stem cell based therapies.

e The Louis Calder Memorial Library has significant journal subscriptions and book
holdings in the areas of stem cell biology and regenerative medicine.

Weaknesses

o There is no strucfure or amn organization that fosters intramural collaboration and
communication in stem cell biology and regenerative medicine.
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The Experimental and Clinical Cell-Based Therapies Program will provide the infrastruciure to
rapidly translate novel stem cell products from research to clinical therapeutic application. It wili
encompass all aspects of cell manufacturing, IND preparation, regulatory oversight and will
inchude:
1. Manufacture of cellular products for clinical trials through a ¢GMP manufacturing
facility (¢GMP lab).

2. Scale up process development through the Clinical Development Laboratory (CDL). The
CDL will develop scale up processes for all celiular manufacturing, develop standard
operating procedures (SOPs) for clinical manufacturing and undertake validation studies
for IND submission.

3. Support for preclinical validation and animal models through the Preclinical
Development Laboratory (PDL). The PDL will support faculty in cellular manufacturing
through identification of ¢cGMP reagents for clinical applications, process development
and production of cellular products for large animal models and testing.

4. The PDL and CDL will support clinical trials with assay development and performance
in particular for defining release criteria and potency testing assays for cellular products.

5. Regulatory Core: All aspects of the clinical manufacture for IND submissions and
regulatory oversight will be provided through the Regulatory Core. The Core will include
a Quality Manager for all aspects of quality control and quality management and the
maintenance of the quality program.

Research Platforms:

The primary research platforms will initially be Blood diseases, Bone diseases, Cancer,
Cardiovascular discase, Diabetes, and Nervous system diseases. An additional platform for
Ethics and Science Policy will also be supported.

Administrative Support:
ISCI Miami will have dedicated staff for regulatory and compliance issues, operations, and
general administrative dutics.

ISCI Miami Research Cabine(:

The 1SCI Miami Research Cabinet meets quarterly to provide feedback and consultation to the
ISCI Miami Director regarding ISCI Miami’s scientific progress and technological advances and
needs. The Cabinet will be comprised of the ISCI Miami Director, the Director of Experimental
and Clinical Cell-Based Therapies Program, and Research Platform Leaders. Other Miller
Schoo! of Medicine or University leaders will be invited at the discretion of the ISCl Miami
Director on an as needed basis.

ISCI Miami Advisory Board.:

The ISCI Miami Advisory Board meets annually to provide feedback and consultation to the
ISCI Miami Director regarding ISCI Miami’s progress and future plans including development
and strategic planning. The Board will be comprised of the ISCI Miami Director, the Dean of
the Miiler School of Medicine and two external scientific luminaries — one world class expert in
fundamental aspects of stem cell biology and one international leader in regenerative medicine
and/or cell-based therapies. Other Miller School of Medicine or University leaders will be
invited at the discretion of the ISCI Miami Director on an as needed basis.
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Membership
ISCI Miami will have a formal membership application and review process. Membership 1s

open to all faculty at the University of Miami and affiliated institutions according to the criteria
listed below. All members must have an appointment in an academic department. Membership
categories are independent of academic rank.

New members are recruited to augment established or developing multidisciplinary research
activities. At the time of application, members are assigned primary affiliation with one of the
1SCI Miami’s Research Platforms. Although many members collaborate with colleagues in
other Research Platforms, formal alignment is generally assigned to a single Research Platform
so that leadership can track collaborations throughout with clarity. Some members are
considered affiliated with more than one Research Platform because they make fundamental
contributions across Research Platforms.

All new members attend a formal orientation process that includes information on the
organizational structure as well as the benefits and responsibilities of membership.

Types of Membership:
o Primary members hold faculty appointments at the University of Miami. They may or
may not reside in ISCI Miami space. They are required to be affiliated with an ISCI
Miami Research Platform. The Executive Committee is drawn from the primary
membership.

e Affiliate Members hold faculty appointments at accredited academic institutions outside
the University of Miami. They are required to be affiliated with an ISCI Miami Research
Platform

Criteria for ISCI Miami Membership (all are not required for consideration);
¢ Demonstiated research activity in stem cell biology or regenerative medicine
o Demonstrated interest in stem cell and/or regenerative medicine research
o Active/Proposed peer-reviewed or non-peer-reviewed funding in research with stem cell
and/or regenerative medicine relevance
¢ Stem cell or regenerative medicine-focused publications
e Agree to fulfill the responsibilities of membership

Application and Selection Process:
Interested faculty members should subnm:
e Completed Membership Application form (including description of research interest and
statement of stem cell or regenerative medicine research focus)
¢ Current CV and NIH or NSF Biosketch
o Current research funding information

Initial membership appointments will be for three years and will be contingent upon successful
completion of an annual review process.
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Prospective members are asked to select one of the Research Platforms for alignment, and must
consult with the Platform Leader for approval of the application prior to submission. Initially,
these include:

e (Cardiology

e Diabetes

"o Nervous System Diseases

Bone Diseases
Cancer
Blood Diseases
Ethics and Science Policy

This information is then reviewed by the ISCI Miami Executive Committee, chaired by the ISCI
Miami Director, and consisting of the Research Platform Leaders and 7 ISCI Miami members
selected by the ISCI Miami Director. Membership is awarded for an initial period of three years.
The ISCI Miami Executive Committee will meet yearly to review the entire membership roster,
to make sure that it reflects ISCI Miami’s mission.

Should an applicant be denied membership, the applicant can appeal in writing directly to the
ISCI Miami Director for re-consideration.

Benefits of Membership:
o Eligibility to have access io shared resources at a subsidized rate

e Eligibility to receive developmental funding for innovative ideas

o Administrative support for submission of stem cell or regenerative medicine - related
grants and contracts

¢ Administrative support for management of stem cell or regenerative medicine - related
grants and contracts

Responsibilities of Membership:
All ISCI Miami members are expected to contribute to the mission and growth of ISCI Miami.
The responsibilities of members include:

« Willingness to work collaboratively with other scientists and clinical researchers on
problems related to stem cell biology.

e Active participation in ISCI Miami activities including Research Platforms and other
working groups.

e Attendance at scheduled ISCI Miami functions

¢ Willingness to provide mentoring to junior faculty and other ISCI Miami members.

e All ISCI Miami members will be responsible to provide information updates as required,
and must be willing to share this information for the purpose of reporting requirements.

Annual Review:
The ISCI Miami Executive Committee will meet yearly for a thorough review of the entire
membership roster. Each member is reviewed on the basis of evidence for:
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o Demonstrated independent or collaborative research in stem cell biology or regenerative
medicine
Publications with other ISCI Miami members
o Service as a PI or Co-investigator on grant/grant proposal(s} with other members
e Service as a PI or Co-investigator on clinical protocol with other members
‘s Participation as a mentor to more junior membets
s Participation in ISCI Miami committees, special initiatives and meetings

Members not meeting these criteria are counseled. Membership is withdrawn if progress is not
demonstrated in the 12 month period following counseling. Should membership be withdrawn,
the member can appeal directly to the ISCI Director for re-consideration.

5. Space
ISCI Miami research activities require well equipped laboratory, analytical and administrative

space. Initially research will be conducted in space at the Rosensticl Medical Sciences Building
on the Miller School of Medicine campus. ISCI Miami will have permanent space in the
Multidisciplinary Research Building at its completion in 2008.

6. Funding Sources and Budget Projections

ISCI Miami is being initially supported as part of a $30 million commitment by the Dean of the
Miller School of Medicine. These funds are (o be expended over a five year period and will be
used to create the infrastructure necessary to support ISCI Miami activities and resources as
described above. In addition, the initial primary members have brought approximately $2
million in sponsored research for the current fiscal year as well as a Specialized Center for Cell-
Based Therapies (SCCT) Grant. All members are expected to seek external funding for their
research, thus there are high expectations for significant growth in sponsored funding. The table
below illustrates the five-year financial projections for ISCI Miami.

Sponsored

Year UM Activity

2007 6,000 2,000
2008 6,000 3,000
2009 6,000 4,000
2010 6,000 5,000
2011 6,000 6,000
Total 30,000 20,000

All amounts are in ‘000s
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7. Appendix

Table 1, Top ten NIH-funded medical schools in the country (FY 2005)

Johns Hopkins University — Stem Cell Bioclogy Program

University of Pennsylvania — Stem Cell Core

UC, San Francisco- Institute for Regeneration & Human Embryonic Stem Cell Research Center

Washington University — Embryonic Stem Cell Core

Duke University — Organogenesis and Stem Cell Biology Program

University of Washington — The Institute for Stem Cell and Regenerative Medicine

UC, Los Angeles — Eli and Edythe Broad Center of Regenerative Medicine and Stem Cell

Research

8. Yale University — Yale Stem Cell Center

9. University of Pittsburgh — Stem Cell Core

10. University of Michigan — Center for Stem Cell Biology & The Michigan Center for Human
Embryonic Stem Cell Research

No RN

Table 2. American Association of Universities (AAU) Members with Institutes, Centers.
Programs or Cores for Stem Cells and/or Regenerative Medicine.
e California Institute of Technology
e (Case Western Reserve University
Columbia University
Cornell University
Duke University
Emory University
Harvard University
Indiana University
Johns Hopkins University
New York University
Rutgers University
Stanford University
University of California, Berkeley
University of California, Davis
University of California, Irvine
University of California, Los Angeles
University of California, San Diego
University of Michigan
University of Minnesota, Twin Cities
University of Pennsylvania
University of Pitisburgh
University of Southern California
University of Virginia
University of Washington
University of Wisconsin — Madison
Vanderbilt University
Washington University, St. Louis
Yale University
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MILLER

SCHOOL OF MEDICINE

Pascal ], Goldschinide, M.ID., FACC
Senior Vice President for Medical Affftirs and Dean
Chief Execittive Qfficer, Mianii Mediciue

Memorandum

To: Iris Barrios
Secretary of the Faculty Senate

From: Pascal G. Goldschmidt, M.D. ’P J’ Cl
Senior Vice President for Medical Affairs and Dean

Date: January 7, 2008

Subject: Support for the Interdisciplinary Stem Cell Institute

This memo is to éxpress my strong support for the University of Miami Faculty
Senate to approve the creation of the Interdisciplinary Stem Cell Institute (ISCI) at the
Miller School of Medicine.

The establishment of the ISCI represents a clear expansion of the School and
University efforts in the highly-interdisciplinary arena of stem cell biology and
regenerative medicine. The ISCI is a critical piece of the research infrastructure —
providing a framework around which to focus our recent recruiting ¢fforts and existing
strengths while efficiently: providing top-flight. shared resources in both expertise. and
technology.

We are in the middle of a revolution — stem cells offer seemingly limitless
potential to shiff paradigms across disciplines. Understanding the fundamental features
of stem cell biology and harnéssing their regenerative potential into high impact
treatments for devastating diseases are some of the fastest growing areas of the basic and
clinical sciences. The ISCI is innovative because it brings together scientists and
clinicians with expertise spanning the basic to the applied with the clear mission of fast-
tracking leading-edge therapies for debilitating conditions like heart disease, diabetes and
cancer, In addition, ISCI provides a forum for the discussion and investigation of the
ethical and moral cliallenges posed by steni cell research and regenerative medicine. By
offering a dynamic and cross-disciplinary platform for these discussions, ISCI will
provide a venue for dialogue regarding the ethics and science policy surrounding stem
cell research and regenerative medical therapies.

MAT
[
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The creation of the ISCI is an important and timely addition to the Miller School
of Medicine, The School has earmarked significant financial resources for the
development of the stem cell biology and regenerative. medicine infrastructure and is
fully committed to the success of the ISCL I fully endorse its creation without hesitation
or reservation and look forward to the Senate’s approval of this vital institute.
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Bloethlcs Progrant
Business Ethlcs Program
Pan Amerlcan Bloethics Initiative

P lUNIVERSITY OF

ETHICS PROGRAMS

MEMORANDUM
Ta: Iris Barrios
Secretary of the Faculty Senate GQ!/ _
From: Kenneth W. Goodman, Ph.D. Q)Sb

Director, Bioethics Program
Associate Professor of Medicine

Date: December 17, 2007
Subject: Ethics Programs’ Suppoit for the Interdisciplinary Stem Cell Instifute

I write to express my enthusiastic support for the creation of ‘the Inferdisciplinary Stem Cell
Institute (ISCI) at the Miller School of Medicine,

Giveén (i) the exciting medical and other scientific potential of stem-cell-based therapies, (it)
the importance of those therapies for future translational research, (iii) the rols of the ISCI as
part of the dramatic transformation of the Miller School of Medicine, and (iv) plans to ensure
that ethical, social and legal issues are to be given prominence in the new institute — it is clear
that the ISCI will be poised to make major contributions to the School, the University and
society, ,

aware that ethiical issues loom farge in stem cell rescarch. I have long argued that-all forms of
stem cell research are morally obligatory, and that a robust ethics process is essential to
ensuring the harvest of the scientific and clinical fruits of such tesearch.

Leaders of the planned instifute, members of tlie Senate and all students and faculty are well

For these reasons, I offer my unalloyed support and that of the University of Miami Bioethics
Program in the establishment of the institute and it its operations. We have an exciting
opportunify to ensure the success of an ethically optimized new tesearch platform, and I very
much look forwatd to contributing to'it. '

Please let me know if you or the Senators have any questions or want inore information about
the importance of ethics in stem cell research and the utility of our program’s role in this
exciting new institute.

ce: Pascal G. Goldschmidt, M.D.,, Senior Vice President for Medical Affairs and Dean,
UM Miller School of Medicine

PO. Box 016960 (M-825] * Miami, FL 33101 * Tek: 305-243:5725 * Fax: 305:243-6416
E-matk: ethics@miaml.edu ® hitpsforsrvmiamtedufethies
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MILLER

SCHOOL OF MEDICINE

To: Iris Barrios
Secretary of the Faculty Senate

From: Marc E. Lippman, M.D. >
Chairman, Department of Medicine
Date: December 12, 2007
Subject: Support for the Interdisciplinary Stem Cell Institute (ISCI)

This memo is to express my enthusiasim for the establishment of the Interdisciplinary
Stem Cell Institute (ISCI) at the Miller School of Medicine.

The potential for novel stem cell based therapies foi' a variety of diseases and disorders is
tremendous. The new institute comes at an exciting time of expansion at the Miller
School of Medicine and the ISCI is positioned to not only provide leading edge
technologies for basic discoveries, but to build bridges transferring new knowledge to the
clinic.

Facuity in the Depaitment of Medicine are thrilled at the prospect of collaborating with
the new institute and I offer our full cooperation in establishing strong ties with the ISCL

Ce: Pascal G. Goldschmidt, M.D.

P 1 UNIVERSITY OF.

Department of Medicine » Leonatd M. Miller School of Medicine
Post Office Box 016760 (R-761) = Miami, Florida 33101
Chairmar’s Office: 305-243-9120 = Fax: 305-243-9124 v Administrative Olffice: 305-243-6484 » Fax: 305-243-5819
www.med.miami.edu '
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THE MIAMI PROJECT TO CURE PARALYSIS

AN INTERNATIONAL CENTER FOR SPINAL CORD INJURY RESEARCH

W. Dalton: Dictrich, Ph.D,

Scienelfic Director
To: Iris Barrios
Secretary of the Faculty Senate
Date: December 17, 2007

Subject: S'upporl‘[or the Interdisciplinary Stem Cell Institute (ISCL)

This memo is to.request suppott from the University of Miami Faculty Senate to approve
the creation of the Interdisciplinary Stem Cell Institute (ISCI) at the Miller School of
Medicirie,

The establishmient of the ISCI synergizes with our recent recyuiting efforts and our
existing stréngths in stem cell biology. The new institute would position the Miller
School of Medicine for rapid expansion and afford the opportunity to create a worfd-class
environment for research in stem cell biology and regeneiative medicine, Impottantly,
the creation of the ISCI would build an interdisciplinary home for stem cell research at
the University and allow us to make a significant impact on clinical practices and human
health by investigating the potential for stera cell based therapies for a variety of
devastating diseases.

The new institute is an important and timely addition to the Miller School of Medicirie;
the School is fully committed fo the success of the ISCL. Faculiy within the Miami
Project to Cuie Paralysis are conducting slem cell research targeling brain and spinal cord
injury. Thus, this new Institute will significantly enhance those established programs. T
offer the full cooperation of thie Miami Project and look forward (o establishing stiong
collaborations with the new Institute. I fully endorse its creation.

Sincerely,

(/\./va/\o | A

W. Dalton Dietiich, Ph.D, _

Kinetic Concepfs Distinguished Chair in Neurosurgery

Professor of Neurological Surgery, Neurology and Cell Biology and Anatomy
Scientific Director, The Miami Project to Cure Paralysis

MILLER

SCHOOL OF MEDICINL
UNIVERSITY OF MIAMI

Lois Pope LIFE Centet
Post Office Box 016960 (R-48) « Miami, Plorida 33101
Locatton: 1095 NW 141h Tersace « Miamb; Florida 33136
305-243-2297 » Pax: 305-243-6017 = wwwithemiamiproject.otg
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Comprehensive Ganeer Center

December 13, 2007

Iris Barios
Secrelary of the Faculty Senale

Re: Support for the Interdisciplinary Stem Cell Institute (ISCT)
Dear Colleagues

I write in strong support for the formal establishment of the ISCH within the University Of
Miami Miller School OF Medicine. I, and many of my colleagues in the Cancer Cenler,
have taken advantage of the symposia and seminars developed by the ISCI to date. | have
been impressed with the inventoty of stem cell research developing on campus and the
ability of this Institute to cogrdinate and expand the research in this field, T believe thal
the activities of the Institule have already had a signilicant positive impact on the
academic environment of our university.

The Cancer Center is collaborating actively with flie leadership of the ISCI in a joint
rccruitment effort to cstablish a teamt of investigators with-expertige in Cancer Stemn Cell
Biology. We are also working actively with the Institute to expand our shared research

resources. We have been impressed with the collabarative attitude of those involved with
the 15CI.

Th summary, I think fhe ISC1 has alveady enviched the academic envitonment of our
mniversity and | strongly support its formal eslablishment,

Sincerely,

f
)( A ?%—( e

W ldk{'u(l ;1( win, M.D., EA.CS.
Dircclor, ¥M/Sylvester Comprehensive Cancer Center
Sy&!est? ' 1’9.350;' of Otolaryngology

LEOMNARD M, MTLLER SCHOOL OF MEDICINE
Office ol the Direcior « Post Oflice Box 016960 (13-13 = ®idni, Florida 33101
Location: 1475 N.W. 12dh Aveniee = Minmi, Florida 33136
305-2434918 o Fax: 305-242-490) = jpoodwin@niiami.edu ¢ wwwesylvisterong
Feading the Setrch Jor u Ganeer Cure
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DIABETES
RESEARCH
INSTITUIR

1450 W 10 AVENUE
MIAMI FL 33136
PHONE: 305 7 2435376

To: Tris Bairios
Seoretary of the Faculty Senate

Scientific Director, Diabstes Research Instit g_?::;')

FAX: 5/ 233404 Erom: Camillo Ricoidi, M.D.

MAJLING ADDRESS; _ . ,

0. BOX 06980 34 Diate: December 13, 2009

AN, EL 30 Subject: Support for the nterdisciplinary Stem Cell Institute (ISCI)

This memo is to express my enthusiasm and request support front the Urivessity of
Miami Faculty Senate to-approve the creation of the Literdiseiptinary Stem-Cell
Instituate (FSCI) at the Miller School-of Medicine,

Tha establishinent of the ISCI synergizes with our recent recruiting efforts and eur
existing strengths in stem cell biology. The new institute would positior the Miller
School of Medicine for rapid-expansion-and afford the uppertanity to create a world-
class environment for research in stem.cell biology and re generative medicine.
Importantly, thie credtion of the ISCI would Build an interdisciplinary home for stem
cell reseateh at the University and allow-us to-make-a significant impact on clinieal
practices and Tuman health by investigating the potential for stem eell based
therapies for a variety of devastating diseases.

The new irstityte.is an important and timely addition to the Miller-School of
Medicine; the School is fully commitied-to the success of the ISCI, [ offer the full
caoperation of the Diabetes Research Iustitute and look foriward to establishing
strong collaborations with the new institute. I fully endorse its creation.

UNIVERSITY

OF MEMI

TRONARD M, MILEOR
SCHOOI, OF MEDICINE




2127108 » Agenda Item B1 Page 17 of 22

MILLER

SCHOOL OF MEDICINE

Steven E, Lipshultz, M.D.
L2 g{ mﬁ: i £57
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MILLER

SCHOOL OF MEDICINE

Ralph L. Sacco, MD, MS, FAHA, FAAN

Miller Profersor of Nenrology, Epidemiofogy & Human Genetics
Chatrman, Deparmieint of Neurology

Netrologist-Tn-Chicf Jackson Memorial Hospital

To: Tris Barrios
Secretary of the Faculty Senate

From: Ralph L. Sacco, MS MD
Chairman, Department of Newolog
Date: December 12, 2007
Subject: Support for the Interdisciplinary Stem Cell Institute (ISCI)

This memo is to request support from the University of Miami Faculty Senate to approve
the creation of the Interdisciplinary Stem Cell Institute (ISCI) at the Miller School of
Medicine.

The establishment of the ISCI synergizes with our recent recruiting efforts and. our
existing strengtlis in stem cell biology. The new institute would position the Miller
Schgol of Medicine for rapid expansion and afford the opportunity to create a world-class
environment for research in stem cell biology and regenerative medicine. Importantly,
the creation of the ISCI would build an. interdisciplinary home for stem cell research at
the University and allow us to make a significant impact on clinical practices and human
health by investiating the potential for stem cell based fherapies for a vatiety of
devastating diseases.

The new institute is an important and timely addition to the Miller School of Medicine;
flie School is fully committed (o the success of the ISCL

We would look forward to scholaily collaborations between the Institute and the
Department of Newrology. We would look forward to helping to recruit & leader in the
program in Nervous System Diseases, 1 offer the full cooperation of the Department and
look forward to establishing strong collaborations with the new institute. I fully endorse
its creation.

D ]l UNI\"ERRTYﬁ-

‘ Department of Neurology * Leonard M. Miller School of Medicine 7
Clinical Research Building « 1120 NW 14th Steeet Suite 853 = Miami, Floridd 33136
305-243-7519 = Fax: 305-243-7081 « rsacco@med. miami.edu
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MILLER

SCHOOL OF MEDICINE

James D, Pottes, Ph.D., FAHA
Professor and Chiirman
Departyent of Molecilar and Cellilar Pharmacology

To: Tris Batrios
Secretary of the Faculty Senate

Fronm: James D. Potter, Ph.D., FAHA
Professor and Chairman
Depattment of Molecular and Cellular Pharmacology

Date: December 13, 2007

Subject: Support for the Tnterdisciplinary Stem Cell Institute (ISCI)

This memio is to request support from the University of Miami Faculty Senate to approve
the creation of the Interdisciplinary Stem Cell Institate (ISCI) at the Miller School of
Medicine,

The potential for novel stem cell based therapies for a myriad of devastating diseases
such as Cancer, Parkinson’s disease, Heart disease and Diabetes, is tremendous. The
creation of the ISCI would provide the expertise, infrasfructure and resources NECessary
fo advance translational research in regenerative medicine and accelerate the pace of new
discoveries and treatments. Tt would also provide numetous opportunities for
interdisciplinary collaborations resulting in increased funding, high. impact publications
and expanded. yisibility in the national and international research community for the
University of Miami.

The 1SCI would be an important and timely addition to the Miller School of Medicine,
and 1 offer the full cooperation of the Department of Molecular and Cellula
Pharmacology in supporting its success. The faculty and I look forward t6 establishing

. -

strong collaborations with the new institute, and I fully endorse its creatio.

JDP:el

ce: Pascal G. Goldschmidt, M.D.

P Iumvﬂsm"oe

LEONARD M. MILLER SCHOOL OF MEDICINE
Post Office Box 016182 (R-189) » Miami, Florida 33101
T.ocation: 1600 N 10th Avenue, RMSB G085 = Miami, Florida 33136
305-243-5874 » Fax: 305-324-6024 = jdpottc[@niiami.edu
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MILLER

SCHOOL OF MEDICINE

Kath 1. Magleby: TR,
Peofasort gt £ Feivaman
Phepsarfotent of PRvanig o Meplilos

MEMORANDUM
To: Iris Batrios
Secretary of the Faculty Senate
From: Karl L. Magleby, Ph.D. A B
Chairman, Départiment of Physiotogy and Biophysics
Date: December 14, 2007
Subject: Support for the Interdisciplinary Stem Cell Institute (ISCI)

This riemo is to request support from the University of Miami Faculty Senate to approve
the creation of the Interdisciplinary Stem Cell Institute (ISCI) at the Miller School of
Medicine.

Stem cell research offers the possibility of curing disease by replacing defective tissue
withiew. The difficulties associated with this simple concept are many and best
approached under the umbrella of an Taterdisciplinary Stem Cell Institate (ISCI). The
establistiment of an ISCI at-the University of Miami would provide a needed means to
bring the different scientific disciplines together for success in déveloping stem-cell
based therapics. The new institute would provide the opportunity to create a world-class
environnient for research in stem cell biology and regenerative medicine.

The ISCI is an important and fimely addition to the Miller School of Medicine and I offer
the full cooperation of the Department of Physiology and Biophysics in supporting its
success. Such ai-institute would facilitate the tesearchi of many of the faculty in the
Departient and conversely, many of the faculty have unigue skills and knowledge that
could facilitate the success of the institute. I fully endorse the creation of the ISCI and

look forward to establishing stiong and fruitful collaborations.

KLM:1b

Midirii

Uepariment of Physiology & Piophysics » Fzord M, Adiller Sehool of Madidne
Poct Office T 016430 (RA3N = Miami Flotida A3
Focarion: Bosermaicl Aledical Svivoces Boilding, Racm 3046, 1600 SOW 10dY Avenue = Miaod, Plorida 43136
ADGAAGI36 « T 3052436895 « fapaglehivimiamiidu
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SCHOOL OF MEDICINE

December 1§, 2007

To: Faculty Senale

The Depariment of Microbiology & Immunclogy enthusiastically suppoits the cstablishment of an
Interdiseiplinary Stem Cell Institute (ISCI) at the Miller School of Medicine ut the University of Miami.

The 1SCI will greasly facilitate the research efforts of individual faculty members in the Basic Science
Departments interested in developmental pathivays of embryonal and organ speoific stem cells. Tt will
also provide 4 new platform for collaborative research and the formulation and execufion of program
project type research including submission of grant applications with multi investigator participation. The
Institute also is likely to provide a focus and incentive for charitable donations. Importantly, the visibility
of a sirong Ster Cell Institute witl help to attract talented rescarchers o the University and further
strenpthen our research enterprise,

Beyond the Basic Science implications, the ISCY is clearly well suited to provide avenues for clinical and
translational research, With the Stem Ceil Institute, the University will be well positioned to carry out
cutting edge research and provide the next breakthrongh in the Medical Sciences.

We ther¢fore strongly and enthusiastically recommend approval of the Interdisciplinary Stem Cell
Institute (ISCI) initiative at the Miller School of Medicine by the University of Miami Faculty Sevate,

Sincerel

. - !
Eckffard R, Podack, M.D., Ph.D.
Sylvester Distingnished Professor and Chairman

Uil

Deparrment of Microbiology and Imemunolagy. » Leonard M. Miller Schoo! of Medjeine
Past Officc Box 016960 (R-138) = Miami, Florida 33101
Locatiom: 1600 N 10ch Avenus, 30452 RMSB « Miami, Florida 33136
305.-243-6655 » Fax: 305-243.-4623 « htipi/ichroma.med.mlaml.edu/micto
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MEMORANDUM

TO: Iris Batrios
Secretary of the Faculty Senate

FROM: Robert Warten, Ph.D. : g(ﬂ_‘/‘k l_/b AANG A

Interim Chair, Chair Biology & Anatomy
SUBJECT: Suppoit for the Interdisciplinary Stem Cell Institute
DATE: January 22, 2008

This memotandum is fo add my enthusiastic support to the proposal from the Miller School of
Medicine for the creation of the Interdisciplinary Stem Cell Tustitute at medical school.

The potential value of stem cell therapy in the treatment of a large variety of illnesses is self-
evident to those in the basic sciences and clinical disciplines in the medical school. The time is
clearly appropriate o create an interdisciplinary institute that can bring together researchers. and
clinicians from all departments in the medical school to work together and shaie their knowledge
to create new therapies for old diseases.

The prospect of having a stem cell iristitute at the medical school is particularly exciting for our
department as we anticipate the conclusion of negotiations with our chair select, Doris Taylor,
who has already garnered world-wide publicity for her ground-breaking work with cardiac stem
celis and lieart regeneration, The existence of a stem cell institute would greatly enhance her
ability to recruit researchers to the department who can strengthen the school's efforts to develop

the potential of stem cell therapies.

P IUNWER&IT\'DF

Department of Cell Biology and Anatomy = Leonard M. Miller School of Medicime
Post Office Box 016960 (R-124} » Miami, Florida 33101
Location: Rosensriel Medical Sciences Building = 1600 NW 10th Avenue = Miami, Florida 33136
305-243-6691 = Faxi 305-545-7166
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Faculty Senate Office

From: Facuity Senate Office

Sent:  Thursday, March 06, 2008 11:53 AM

To: Birnbach, David J; McCafferty, Jennifer M.; Berg, Shelton G.; Brown, Otis B.; Cabrera, Jose M.:
Carpintero, Yvette M.; Fontellio, Dawn J; Garcia, Cecilia; Glemaud, Rose-Ketlie; Goldschmidt,
Pascal J.; Gonzalez, Martha Lopez; Grogg, Sam; Halleran, Michael Ros; Kahn, Barbara; Lepisto,
Catherine; Lynch, Dennis O.; Peragallo, Nilda P; Piater-Zyberk, Elizabeth M.; Prilleitensky, Isaac;
Ripoll, Blanca lleana; Robitaille, Magaly, Rowand, Michele M; Ruiz, Qdalis A.; Scandura, Teresa
Anne; Stadmire, Dawn Renee; Tien, James M.; Walker, William

Cc: Markowitz, Efizabeth Paz

Subject:

Legislation #2007-37(B)-Establishment of the University of Miami Interdisciplinary Stem Cell
Institute {ISCI)

The betow link is your copy of Legislation #2007-37(B)-Establishment of the University of Miami Interdisciplinary
Stem Cell Institute (ISCI) for your records:

https://wwwB.miami.edu/facully-senate/2007-Leqislation/2007-37B.pdf

Thank you,

Robyn Hardeman

3/6/2008

Faculty Senate Office
325 Ashe Administration Building
1252 Memorial Drive
Coral Gables, FL 33146
305-284-3721
www.miami.cdu/fs
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FACULTY SENATE MEETING AGENDA
MEDICAL CAMPUS, Mailman Center, 8" Floor
Kebruary 27, 2008 — 3:30 p.m.

A, Introductory Matters Approx.
Time
Al. # Chair's remarks 3:30
A2. President’s remarks 3:35
A3.  Approval of today's agenda 4:00
A4, # Approval of minutes of January 30, 2008 4:05
A5,  Other announcements 4:10
B. General Matters
Bl. * Interdisciplinary Stem Cell Institute (ISCI) proposal 4:15

* Interdisciplinary Stem Cell Institute memos of support - Dr. Jennifer
McCafferty-Cepero

B2.  Enhancing the Quality of the Undergraduate Student Body 4:50
Enhancing the Diversity of our Faculty - Dr. Thomas LeBlanc

C. Other Business
D. Adjournment

# related material
* please contact the Senate office for related materials. (facsen@miami.edu or 305-284-3721)

R::Senale FS mectings 07-08:2-27-08 FACULTY SENATa AGENDA-publicversion.doc
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MILLER

SCHOOL OF MEDICINE

UNIVERSTY OF MIAME

Proposal for the Establishment of the
Interdisciplinary Stem Cell Institute of Miami
at the University of Miami Miller School of Medicine

1. BACKGROUND

This proposal seeks fo formally establish an Interdisciplinary Stem Cell Institute at the
University of Miami Miller School of Medicine that will take its place among the nation’s
leading stem cell research institutes. The Institute will be called the Interdisciplinary Stem Cell
Institute of Miami (ISCI Miami).

Qter cells are undifferentiated cells that have the potential to develop into a variety of different
cell types. With their ability fo develop into specialized tissue cells, understanding fundamental
features of stem cell biology and harnessing this regenerative potential into high impact
treatments for devastating diseascs arc some of the fastest growing areas of basic and clinical
science. In fact, one of the most important basic questions in the life sciences today is: What arc
the properties that allow stem cells not only to differentiate into any cell type in the body, but
also to reprogram other cells and repair damaged tissue?

1SCT Miami is a ground breaking scientific enterprise because it is dedicated to finding the
answers {o these questions and fast-tracking them to patients’ bedsides in the form of new
treatments for conditions such as Parkinson’s disease, diabetes, heart disease, and cancer. Due
fo the potential of stem cells in the treatment of human disease, significant public attention has
been generated regarding the origin of stem cells (embryonic versus adult), nuclear
reprogramming, cloning, and organogenesis. The progress in stem cell research together with
advances in deciphering of the genetic code and geneiic diagnosis requires responsible and
ethical conduct in research. Like all research units at the University of Miami, ISCL Miamni is
committed to conducting responsible and ethical research. In addition, ISCI offers a dynamic
yenue for the interrogation of the ethics and science policy that surround stem cell research and
regenerative medical therapies.

There is an urgent need for an integrated, interdisciplinary institute that offers the expertise,
infrastructure, and resources necessary to energize fundamental aspects of stem cell science and
advance translational research in regenerative medicine at the Leonard M. Miller School of
Medicine.

2. MISSION

1SCI Miami seeks to discover and explain the fundamental science of stem cell biology and fo
pioneer the field of regenerative medicine by applying this knowledge to the development of
novel stem cell based therapies for the treatment of incurable diseases.

[SCI Miami is commitied to catalyzing basic stem cell research at the Miller School that reveals
the characteristics and potential of stem cells and then translating these findings to impact patient
care. 1SCI Miami-mediated interdisciplinary collaborations aim to increase the number of high-
impact publications and investigators receiving extramural funding as well as expand the
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visibility of the University of Miami Miller School of Medicine in the national and international
research community.

Although ISCI Miami will initially be based at the School of Medicine and focus on the
biomedical and bioethical aspecis of stem cells and regenerative medicine, it is anticipated that,
over time, ISCI Miami will become a locus for the establishment and development of fruitful
collaboration across other University Schools and Colleges by bringing fogether and matching
interests and expertise in an intentional and productive manner. At such time as those
collaborations are established, 1SCI Miami would be taken through the proper University
procedure for consideration as a University Institute. :

3, MARKET ANALYSIS

The potential establishment of 18CI Miami at the Miller School of Medicine needs to be
examined with due consideration of our strengths and weaknesses, the opportunities that are
currently open to us, and the challenges that we may face in the future.

Strengths

e« We are the oldest and most established medical school in South Florida, serving a
population of 7 million or more.

e We have a large group of clinicians and researchers who are experts in areas of stem cell
biology and regenerative medicine. This situation can pave the way for translational work.

o With the recruitment of Dr. Joshua M. Bare and his colleagues, we are poised to have
unmatched expertise in stem cell based therapies.

« With the recruitment of Dr. lan McNiece and his colleagues, we are poised to have
unmatched expertise in cell manufacturing.

e There are a number of ongoing studies and faculty members with unique expertise who
would benefit from and who would be assets to an entify such as is proposed. With
access to resources and an institute around which to organize, the expertise and research
activities in stem cell biology and regenerative medicine already in place would grow and
thrive.

e Collaborative agreements with industry partners bave been established to facilitate the
development of stem cell based therapies.

o The Louis Calder Memorial Library has significant journal subscriptions and book
holdings in the areas of stem cell biology and regenerative medicine.

‘Weaknesses

e There is no situcture or an organization that fosters intramural collaboration and
communication in stem cell biology and regenerative medicine.
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The Experimental and Clinical Cell-Based Therapies Program will provide the infrastructure to

rapidly translate novel stem cell products from research to clinical therapentic application. 1t will

encompass all aspects of cell manufacturing, IND preparation, regulatory oversight and will

include:

1., Manufacture of cellular products for clinical trials through a cGMP manufacturing
facility (cGMP lab).

2. Scale up process development through the Clinical Development Laboratory (CDL). The
CDI. will develop scale up processes for all cellular manufacturing, develop standard
operating procedures (SOPs) for clinical manufacturing and undertake validation studies
for IND submission.

3. Support for preclinical validation and animal models through the Preclinical
Development Laboratory (PDL). The PDL will support faculty in cellular manufacturing
through identification of cGMP reagents for clinical applications, process development
and production of cellular products for large animal models and testing.

4. The PDL and CDL will support clinical trials with assay development and performance
in particular for defining release criteria and potency testing assays for cellular producis.

5. Regulatory Core: All aspects of the clinical manufacture for IND submissions and
regulatory oversight will be provided through the Regulatory Core. The Core will include
a Quality Manager for all aspects of quality control and quality management and the
maintenance of the quality program.

Research Platforms:

The primary research platforms will initially be Blood diseases, Bone diseases, Cancer,
Cardiovascular discase, Diabetes, and Nervous system discases. An additional platform for
Ethics and Science Policy will also be supported.

Administrative Support:
ISCI Miami will have dedicated staff for regulatory and compliance issues, operations, and
general administrative duties.

1SCI Miami Research Cabinet:

The I1SCI Miami Research Cabinet meets quarterly to provide feedback and consultation to the
ISCI Miami Director regarding ISCI Miami’s scientific progress and technological advances and
needs. The Cabinet will be comprised of the ISCI Miami Director, the Director of Experimental
and Clinical Cell-Based Therapies Program, and Research Platform Leaders. Other Miller
Qchool of Medicine or University leaders will be invited at the discretion of the ISCI Miami
Director on an as needed basis.

{SCI Miami Advisory Board:

The 1SCI Miami Advisory Board meets annually to provide feedback and consultation to the
ISCI Miami Director regarding ISCI Miami’s progress and future plans including development
and strategic planning. The Board will be comprised of the [SCI Miami Director, the Dean of
the Miller School of Medicine and two external scientific luminaries — one world class expert in
fundamental aspects of stem cell biology and one international leader in regenerative inedicine
and/or cell-based therapies. Other Miller School of Medicine or University leaders will be
invited at the discretion of the ISCI Miami Director on an as needed basis.
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Membership
1SCI Miami will have a formal membership application and review process. Membership is

open to all faculty at the University of Miami and affiliated institutions according fo the criteria
fisted below. All members must have an appointment in an academic department. Membership
categories are independent of academic rank. .

New members are recruited (o augment established or developing multidisciplinary research
activities. At the time of application, members are assigned primary affiliation with one of the
1SCI Miami’s Research Platforms. Although many members collaborate with colleagues in
other Research Plaiforms, formal alignment is generally assigned to a single Research Platform
so that leadership can track collaborations throughout with clarity. Some members are
considered affiliated with more than one Research Platfoim because they make fundamental
contributions across Research Platforms.

All new members attend a formal orientation process that includes information on the
organizational structure as well as the benefits and responsibilities of membership.

Types of Membership:
o Primary members hold faculty appointments at the University of Miami. They may or
may not reside in ISCE Miami space. They are required to be affiliated with an ISCI
Miami Research Platform. The Executive Committee is drawn from the primary
membership.

o Affiliate Members hold faculty appointments at accredited academic institutions outside
the University of Miami. They are required to be affiliated with an ISCI Miami Research
Platform

Criteria for ISCI Miami Membership (all are not required for consideration):
e Demonstrated research activity in stem cell biology or regenerative medicine
e Demonstrated interest in stem cell and/or regenerative medicine research
e Active/Proposed peer-reviewed or non-peer-reviewed funding in research with stem cell
and/or regenerative medicine relsvance
e Stem cell or regenerative medicine-focused publications
o Agree to fulfill the responsibilities of membership

Application and Selection Process:
Tnterested faculty members should submit:
o Completed Membership Application form (including description of research interest and
statement of stem cell or regenerative medicine research focus)
e Current CV and NIH or NSF Biosketch
o Current research funding information

Initial membership appointments will be for three years and will be contingent upon successful
completion of an annual review process.
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Prospective members are asked fo select one of the Research Platforms for alignment, and must
consult with the Platform Leader for approval of the application prior to submission. Initially,
these include:

e Cardiology

e Diabetes

"o Nervous System Diseases
« Bone Diseases
o Cancer

¢ Blood Discases
« FEthics and Science Policy

This information is then reviewed by the TSCI Miami Executive Commiitee, chaired by the ISCI
Miami Director, and consisting of the Research Platform Leaders and 7 ISCI Miami members
sclected by the ISCI Miami Director. Membership is awarded for an initial period of three years.
The ISCI Miami Executive Committee will meet yearly to review the entire membership roster,
to make sure that it reflects ISCI Miami’s mission.

Should an applicant be denied membership, the applicant can appeal in writing directly to the
ISCI Miami Director for re-consideration.

Benefits of Membership:
» Eligibility to have access to shared resources at a subsidized rate
o Eligibility to receive developmental funding for innovative ideas
o Administrative support for submission of stem cell or regencrative medicine - related
grants and contracts
o Administrative support for management of stem cell or regenerative medicine - related
grants and contracts

Responsibilities of Membership: _
AlLISCI Miami members are expected to contribute fo the mission and growth of ISCI Miami.
The responsibilities of members include:

o Willingness to work collaboratively with other scientists and clinical researchers on
problems related to stem cell biology.

o Active participation in ISCI Miami activities incloding Research Platforms and other
working groups.

o Attendance at scheduled ISCI Miami functions

e Willingness to provide mentoring to junior faculty and other ISCI Miami members.

e  All ISCI Miami members will be responsible to provide information updates as required,
and must be willing to share this information for the purpose of reporting requirements.

Annual Review:
The 1SCI Miami Executive Committee will meet yearly for a thorough review of the entire
membeysship roster. Each member is reviewed on the basis of evidence for:
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e Demonstrated independent or collaborative research in stem cell biology or tegenerative
medicine

Publications with other ISCI Miami members

Service as a PI or Co-investigator on grant/grant proposal(s) with other members
Service as a PI or Co-investigator on clinical protocol with other members

Pparticipation as a mentor to more junior members

Participation in [SC1 Miami committees, special initiatives and meetings

L
> .8 & @

Members not meeting these criteria are counscled. Membership is withdrawn if progress is not
demonstrated in the 12 month period following counseling. Should membership be withdrawn,
the member can appeal directly to the ISCI Director for re-consideration.

5. Space

ISCT Miami research activities require well equipped laboratory, analytical and administrative
space. Initially research will be conducted in space at the Rosenstiel Medical Sciences Building
on the Miller School of Medicine campus. ISCI Miami will have permanent space in the
Multidisciplinary Research Building at its completion in 2008.

6. Funding Sources and Budget Projections

1SCI Miami is being initially supported as part of a $30 million commitment by the Dean of the
Miller School of Medicine. These funds are (o be expended over a five year period and will be
used to create the infrastructure necessary to support ISCI Miami activities and resources as
described above. In addition, the initial primary members have brought approximately $2
million in sponsored research for the current fiscal year as well as a Specialized Center for Cell-
Rased Therapics (SCCT) Grant. All members are expected to seck external funding for their
research, thus there are high expectations for significant growth in sponsored funding. The table
below illustrates the five-year financial projections for ISCI Miami.

Sponsored

Year UM Activity

2007 6,000 2,000
2008 6,000 3,000
2009 6,000 4,000
2010 6,000 5,000
2011 6,000 6,000
Total 30,000 20,000

All amounts are in “000s
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7. Appendix
Table 1. Top ten NIH-funded medical schools in the country (FY 2005)

N AN

=e

0.

Johns Hopkins University - Stem Cell Biology Program

University of Pennsylvania — Stem Cell Core

UC, San Francisco~ Institute for Regeneration & Human Embryonic Stem Cell Research Center
Washington University — Embryonic Stem Cell Core

Duke University — Organogenesis and Stem Cell Biology Program

University of Washington — The Institute for Stem Cell and Regenerative Medicine

UC, Los Angeles — Eli and Edythe Broad Center of Regenerative Medicine and Stem Cell
Research

Yale University — Yale Stem Cell Center

Upiversity of Pittsburgh — Stem Cell Core

University of Michigan — Center for Stem Cell Biology & The Michigan Center for Human
Embryonic Stem Cell Research

Table 2, American Association of Universities (AAU) Members with Institutes, Centers.
Programs or Cores for Stem Cells and/or Regenerative Medicine.

California Institute of Technology
Case Western Reserve University
Columbia University

Cornell University

Dulke University

Emory University

Harvard University

Indiana University

Johns Hopking University

New York University

Rutgers University

Stanford University

University of California, Berkeley
University of California, Davis
University of California, Irvine
University of California, Los Angeles
University of California, San Diego
University of Michigan

University of Minnesota, Twin Cities
University of Pennsylvania
University of Pittsburgh

University of Southern California
University of Virginia

University of Washington
University of Wisconsin — Madison
Vanderbilt University

Washington University, St. Louis
Yale University

of 22
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MILLER

SCHOOL OF MEDICINE

Pascal ], Goldschimidt, M.D., FACC
Senior Vice Predident for Medical Affairs and Dean
Chicf Eveentive Officer, Miami Mediciue

Memorandum

To: Iris Barrios
Secretary of the Faculty Senate

From: Pascal G. Goldschmidt, MiD. "P J’ Cl
Semior Vice President for Medical Affairs and Dean

Date; Tatmary 7, 2008

Subject: Support for the Interdisoiplinary Stem Cell Tnstitute

This memo is to éxpress my strong sopport. for the University of Miami Faculty
Senate to approve the creation of thie Interdisciplinary Stem Cell Institute (ISCI} at the
Miller School of Medieine.

The establishment of the ISCI represents a clear expansion of the School and
University efforts in the highty-interdisciplinary arena of stemt cell biology and
regencrative- niedicine. The- ISCI is a critical piece of the research infrastrueture —
providing a framework around which to focus our recent recruiting efforts and existing
strengths while efficiently- providing top-flight. shared resources in both expertise and
technology.

We are in the middle of a revolution — stem cells offér seemingly fimitless
potential to shiff paradigms across disciplines. Understanding the fundamental features
of stem cell biology and hariéssing their regenerative potential into high impact
treatidents for devastating diseases aré some of the fastest growing areas of the basic and
clinical sciences. The ISCI is innovative because it brings together scientists and
clinicians wifh expertise spanning the basic to the applied with the clear mission of fast-
tracking leading-edge therapies for debilitating conditions like heart disease, diabetes aud
cancer. Tn addition, ISCL provides a forum for the discussion and investigation of the
ethical and moral cliallenges posed by stemi cell research and regenerative medicine. By

offering a dyndmic and cross-disciplinary platform for these discussions, ISCI will

provide a venue. for dialogue regarding the ethics and science policy- surrounding stem
cell research and regenerative medical therapies.
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The creation of the ISCL is an jmportant and timely addition to the Miller School

of Medicine. The School has earmarked significant financial resonices for the
development of the stem cell biology and regenerative medicine. infrastructure and is

fully committed fo the success of the ISCL. 1 fully endorse-ité création without hesitation

or reservation and Took forward to the Senate’s approval of this vital institute.
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Bloethiles Prograny:
Buginess Ethits Progran
Pan American Bloethlcs Initiafive

FTHICS PROGRAMS

MEMORANDUM

Ta: Tris Barrios
' Secretary of the Faculty Senate.

@1”’
From: Kenneth W. Goodman, Ph.D: (D&b

Directot, Bioethics Program.
Associate Professor of Medicine

Date: December 17, 2007

Subject: Bihics Programs’ Suppoit for the Inferdisciplinary Stem Cell nstitute

I wtite to express iy enthusiastic support for the ereation of the Infedisciplinary Stem Cell
Tnstitute (ISCI) at the Miller School of Medicine:

Givén (i) the exciling medical and other seientific potential of stetti-cell-based thierapies, (i)
the importance of those therapies for future translational research, (i) the role of the I3 Cl as
part of the.dramatic transformation of the Miller Scho ol of Medicine, and (iv) plans to ensure
that ethical, social and Iegal issues are to be givein prominence inl the new jnsfitute— it is clear
that the ISCI will be poised to make ynajor contributions to the School, the University and.
soclety: _

Leaders of the planned in&titute, members of the Senate and all students and faculty are well
aware that ethical issues loom Targe in stem cell research. I have Tong argued that-all forms of -
stem cell research are.morally obligatory, and that a robust ethics process is essential to
ensuring the harvest of the scientific and clinical fyuits of such research.

Tor these reasons, 1 offer my unalloyed suppott and that of the University of Miami Bioethics
Program in the establishment of the institate and in its operations. We have an exciting.
opportunity to ensure. the suceess of an ethically optimized new reseatth platforin, and I very

much look forwatd to conttibuting 1o it

Please let _n‘ié-know'if you or the Sefiators have any questions or want rore information about
the imporfance of ethics in stemn cell research and the utility of our program’s role inthis
exciting new institute.

co: Pascal G, Goldschmidi, M.ID., Senior Vieo President for Medical Affairs arid Deag,
UM Millér School of Medicine

PO, Box 016960 (he-825) * Miami, FL33101, * Tel: 3052435723 * Fax 305:243-6416
Enall: ethics@miamledu * hitpsfasrmmiamledu/ethles
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To: Tris Barrios
Secretary of the Faculty Senate

From: Marc E. Lippman, M.D. rl—
Chairman, Department.of Medicine
Date: December 12, 2007
Subjeet: Suppeort for the Interdisciplinary Stem Cell mstitute (ISCD

This memo is fo express my entlmsiasm for the establishuent of tlie Interdisciplinary
Stem Cell Institute (ISCI) at the Miller School of Medicine.

The potential for novel stein cel] based therapies for a variety of diseases and disorders is
tremendous. The néw institute comes at an exciting time of expansion at the Miller
Schoo! of Medicine and the 1SCY is positioned to not only provide leading edge:

technologies fot basic discoveries, but to build bridges transferring new knowledge to the,
clinie.

Faculty in the Depaitment of Medicine are thrifled at the prospeet of collaborating with
fhe new institute and I offer our full cooperation in establishing strong ties with the 1SCIL

Ce: Pascal G. Goldschmidt, M.D.

Department of Medicine » Leonatd . Miller:Schiool of Medizine
Post Office Box 016760 (R-761} » Miami, Florida 33101
Chaitmanfs Office: 365-243-9120 = Fax: 505-243-3'124-- Administrative Officer 305-243-6484 » Fax: 305-243-5819
wwwomed. piami.edis .
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HE MIAM PROJECT TO CURE PARALYSIS

—

|

IAMI PROJECT TO CURE FARALISA
A NATIONAL CENIER FOR-SPINAL CORD INJURY RESEARCH

=z

W, Dalron Dietricl, Ph.D.

Seientific Ditector
To: Tris Barrios:
Sectetary of the Faculty Senate
Date: Drecerber 17, 2007
Subject: Suppott for the Interdiseiplinary Stem Cell Instifute (ISC1)

This memd is. to request support fromi the University of Miami Faculty Senaie to approve:

the creation of the Taterdisciplinary Stem.Ceil Institute (ISCI) at the Millei Schoot of
Medicine.

The establishuient of the I8CI synergizes with our recent rectu iting effoits and owy’
existing strengfhs it sten cell biclogy. The niew institute would position the Miller
School of Medicine for rapid expansion and afford fhe-ojpjportunify to create a world-class
enviranment for resgarch in stem cell biology and regenciative medicine: Importantly,
the creatton of the ISCI wonld build an interdiseiplinary home for' stem cell résearcli at
the University and allow us to make & significant inipact o1l clinical practices and human
health by investigating the potential for stem cell based therapies for a variety of
devastating diseases.

The new institute is an fmportant and timely additioti o the Miller School of Meditiiie;
ihe School is fully committed to the suceess of the 1SCL. Faculty within the Miami
Project to Cure Paralysis ate conducting stem cell research tavgeting brain and spinal cord -
injury. Thus, this new Institule will significantly enhance: those established progeanis. I
offex the full cooperation of {lie Miami Project and ool forward to establishing stiong
collaborations with the new Tnstitute. I folly endorse its creation.

Sincerely,

(prgp | A

W. Dalton Diefrich, Ph.D. ’

Kinetic Concepts Distinguished Chair in Neurosurgery

Professor of Newrplogical Surgery, Neurology and Cell Biology and Anatomy
Yoientific: Divector, The Miami Project to Cuire Paialysls

MILLER

SCHOOLOF MEDICINE
UNIVERSITY OF MIAMI

Lois Pope LIFE Center
Post Office Box 016960 (R-48) = Miani, Plorida 33101
Location: 1695 MW 14th Terraee » Miami; Florida 33136
305.243-2297 » Tax 505-243-0017 = winw.theiamiproject.org
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T B e s pa]
Compicliensive Cancer Conler

December 13, 2007

Irls Bairios
Secretary of the Facully Senale

Re: Support forthe Interdiseiplinary Stem Cell Institute (ISCT)
Dear Colleagues

{ wiite i strong sapport for-the formal establishment of the 18CT within the University Of
Miami Miller School OF Medicine. T, and mauy-of my colleagues in tlie Cancér Cenler,
have taken advantape of the symposia and seminars developed by the ISCI to date, 1 have
been impressed with the inventory of sterm cell research developing o campus and the
ability of this Institute to gogrdinate and expand the teseavch i thig field, T believe thal
(he activities of the Instituie have already bad a significant positive impact on the
academic environment of our universily.

The Cancer Cenler is coflaborating actively with the leadership of the. ISCI in.a joinl
recruitment cffort to éstablish a femnt of investigators with expertise in Canegt Sten Cell
Biology: We are also workiug actively with the Institute to expanc. our shared research
resoliees. We have béen impressed with the coliaborative attitude of those involved with
the ISCI.

Ty eummary, [ think fhe 18C) g aleady emiched (i€ academic envifommeit of our
wniversity and T strongly support its formal establishment.

Sincerely,

7y ’ :
/.:,}xum. Aol

/ \K;’ .Iak'r{ar{l ;}(5‘6 win, M.D,, FA.C.S.
Dircﬁ ot FMN lvester Comiprehensive Cancer Ceéviter
? estel Profifssor of Ofplaryngology
d .

Mg

LEONARD i, MTLLER SCHOOL QF MEDICINE
Office of the Ditecior = Paisi Offiee Box 016960 (D-1) « Midni, Forida 33101
Tocation: 1475 MWL 12ddr Avenise ~ diami, Floridd 33136
305-243-4918 # Thix: 3052454901 « jpoodwin@ngiami.cdu syl srer.orng,
Leadivg the Serch fora Citneer Cure
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To: Tris Bairios
Secretary of the Faculty Senate

From: Camillo Rieordh, M.D.
Seientific Pirector, Diabetes Reseatch Imstit
Date: December 13, 2007
Subject: Sugport for the Interdiseip finary Stem Cell Institute (I5CY)

This memo is to express nyy enthusiasni and request support from the Universgity of
Mimmi Faculty Senate to-approve-fhe creation of the Tnterdisciplinary Stem Cell
Tnstitute (ISCT) at the Miller Scheol-of Medicine,

Tl establishment of the ISCI synergizes with ourrecent recruiting efforts and eur
existing strengths in stent cellbintogy. The mew instifute would position the Miller
Sehool of Medicine for sapid expansion and afford the gppertunity to create a world-
class environment for vesearch in.sterm.coll biology and tegencrative medicine,
Tmportantly, fhie creation of the ISCI would build an nterdischplinary ome for stom
cell reseatoh at the University and allow-us o make-a significant impact on clinieal
practices and human ealth by investigating the potential for stem esll based
therapies for a vaviefy of deyastatiig diseases.

The new institute.igan imp_oLta_ntand'timaly-additi_en to the Miller School af
Medicine: tlie School is fully comsnitied fo the suscess of the 1QCI, I offer the full
cooperation of the Diabetes Tescarch Institufe and Jook forward to establishing
strong collabotations with the new institute. [ fully spdorse its creation.
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Ralph L. Sacco; MD, MS, FAHA, PAAN

Miller Profépror of Neterelogy: Bpidemiolgy & Hisman Genetict
Chaitinan, D.e]'ynrmiem'qﬂ\'ﬁuro}ogy

Nenrologist-Tn-Clilef Jacson Membrial Hogpital

To: Tris Barios
Secretary of the Faculty Sénate

Fromi: Ralph L. Sacco, MS MD
Chaizman, Department of Neurology
Date:: December 12, 2007
Subjett: Support for the Interdisciplinaty Stem Cell Institute (ISCI)

This memo i¢ to request support from the: University of Miand Faculiy Senate to approve

the, ¢reation of ihe Tnterdisciptinary Stem Cell Institute: (ISGI). at the. Miller Sehool of
Medicine.

The establishment of the ISCI synergizes with our receit recruiting efforts and. our
existing strengths in stem cell biology. The new institute would position the Miller
Schiool of Medicine for rapid expansion and afford the epportunity fo cieate a world-class
environment for research in stem cell biology and regenerative. medicine. Importantly,
the creation of the ISCI would build an: inferdisciplinary home for stem cell fesearch at
the University and allow us to make a significant impact on clinical practices and humar
health by investigating the pofeitial for stem cell based fherapies for a vaviety of
devastaling diseases.

The new institute is an important and timely addition to the Miller Schpol of Medicine;
the Sehool is fully committed o the success of the ISCL

We wonld look forward to scholarly collaborations betweern the Tnstitute and the
Department of Nevrology. We would look forward to lielping to recruit & {eader in the
program in Nervous System Diseases, I offer the full cooperation of the Department and
look forward to establishing strong collaborations with the new institute; 1 fully endorse
its creationt.

Depattment of Meurolagy = Leonard M. Miller School 6f _Méc_ii__é'l,qe_'.f‘_ o
Clinieal Research Building = 1120 N 14th Streer, Suite 853 » Miami, Blpridd 33136
neie A2 7210 = Fave 305.243.7081 » rsacco@rined. pafami.gdu:
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Jarnes I, Potter, Ph.D., FAHA
Pmﬁswrm:d Chdiruan ‘
Departnent anokm[r!r and C'e.’!ulr'g,rJ’?mmmcolayl

Tov Tvis Barrios
Secretary of the Faculty Senafe

From: Tames D. Potter, Ph.D., FAHA 4 .
Professor and Chairmat
Department of Molecular and Cellular Pharmacology

Date: December 13, 2007

Subject: Suppott for the Tnterdisciplinary Stem Cell Tnstitute (ISCI)

This mewmo is to Tequest support from the University of Miami Faculty Sena6 fo approve
the creation. of the Interdisciplinary Stem Cell. Institute: (ISCT) at the Miller School of

Medijcite.

The potential for novel stem cell based therapies for a myriad of devastating dise

such as Cancer, Parkinson’s disease, Heart disease and Diabetes, is fremendous,

creation of the ISCIL would provide the expertise, infrastructure and resources necessary
to advance translational research in 1'eg,ene1‘ative medicine and accelerate fhe pace of new
discoveries and treatments. It would also provide. numerous opportunities for
{nterdisciplinary collaborations resulting in inereased funding, high.impact publications
and. expanded. visibility. in the national and international reseatch comunity for the

University of Miami.

“The 18CI would be an important and tiniely addition to the Miller School of Medicitie,
and 1 offer the full cooperation of the Department of Molecular and Cellular
ts success. The faculty and I ook forward td establishing

Pharmacology int supporting _
strong collaborations wifh the nesv-institute, and I fully endorse its creation.

JDP:el

cc: Pascal G. Goldschmid, M.D.

[EONARD M. MILLER SCHOOL OF MEDICINE.
Pose Office Box 016189, (R-189) Miami, Florida 33101
Location: 1660 NW 10th Avenue, RMSB 6085 = Miami, Florida 33136
e 2 2074w Tave A15-324-6024 - = idp’nt’ta[@ri.iiami.edu
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SCHOOL OF MEDICINE
Kart 1. Magleby TH.D.

Trfess and 1 dafuin;
Pepstetonien of Phyalie o Uoeplipe v

MEMORANDUM

To: Iris Barrios

Secretaty of the Faculty Senate

e i

From: Katl L. Magleby, Ph.D. FEEA

Chairman, Deparfmeiit of Physiology and Biophysics
Date: December 14, 2007
Subject: Support for the Tnterdisciplinary Stem Cell Institufe (ISCI)

This shemo is to request support from the University of Miami Faculty Senate to appiove
the creation of fhe Interdisciplinary Stem Cell Institute (ISCI} at the Miller School of
Medicine. '

Stem cell fesearch offers the possibility of curing discase by replaciilg defective tissue
with iew. The difficulties assoeiated with this simple concept ate many and best
approached under the umbtella of an Interdisciplinary Stem Cell Institute (ISET). The
establishment of an ISCI at the University of Miami would provide a needed means to
bring the different scientific disciplifies together foi success in developing stem-coll
based therapies. The new institute would provide the opportunity to cizate a world-class
environmient for résearch in stem cell biology and regenerative medicine.:

The ISCT is an important and timely addifion to the Miller School of Medicisie and I offer
the full cooperatioii of the Department of Physiology and Biophysics in supporting its
success. Such an institute would facilitate the researght of many of the, faculty in the
Department and conversely, many of the faculty have unique skills and knowledge that
could facilitate the success of the institute. T fully endorse the creation of the ISCI arid
Took forwatd to establishing stiong and frsitful collabosations.

KLVsb

Midiiil

Iyepanment nf Phystology & Wephysics = Eeenrsrrdd N Mllkee Schigol of Fladicioe
_ Pust Olljee Tos OFGEI0 (4200 - S, Badda 33001
.lJu_zui'nu;Rnﬁu'_-mric-i:!slwli’r:ial St nieeh I'.nihﬁngr Roony S066, 1600S0W 1001 Ao « Miami ITackla
ANG-TA3-G3A6 o Tax: 35 343 GRON « Rui.;gl.g.-l'i‘\:li'ﬂ:nt"i.uui'.i.du

3130
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Pecember 18, 2007

To: Facully Senate

The Deparment of Microbiology & Immunology enthusiastically: sipports the. establishment of an
Interdisciplinary Stem Cell Instituté (SCI) af the Miller School of Medicine-at the University of Miami,

The ISCI will greatly facilitate the research efforts of individua! faculty members in the Basic Stience
Départments interested in developmental pathsvays of embrybnal and organ specific stem celly. It will
alsp provids 4 new platform for- collaborafive research and the formulation and execwtion of program
project type research including sutmission of grant applications with multi investigator panicipation, The
Institute also is likely to provide a focus and incentive for charitable dosations. Importanily, the visibility
of 2 sirong Stem Cell Tnstituts will help fo attract, t2lented rescarchers to the University and further
strengthen our reseasch enterprise,

Beyond the Basio Science implications, the 1SCY is clearly wel} suited to provide avenues for clinical and
tranelational research, With the Stem Cell Instituta, the. University will be well positioned to carry out
cutting edge research and pravide the next breakthrough in the Medical Scisnces.

We therefore strongly and enthusiastically recommend approval of the Interdisciplinary Stem- Cell
Institufs (ISCI) initiative at-the Miller School of Medicine by the University of Miami Faculty Senate,

Ecldfard R, Podack, M.D.; PhD.
Sylvester Distinguished Professor and. Chairman

So5407 ’%ﬁfw’

Diepanment of Microbiology 2ad Tomunology. » Leanard M. Miller School of Medjcine
Post Office Box 016960 (R-138) » Miami, Flerida 33101
Location: 1600 N7 10th Avenus, 30452 RMSB » Mizmi, Florida 33130
305.243-6655 & Fax: 305-243-4623 « hpe/fchroma.med miami.edu/mlcro
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MEMORANDUM

TO: Iris Barrios
Seeretary of the Faculty Senate

FROM: Robeit Warten, Ph.D. &ﬂ (fL\k L/b LA G

Interim Chair, Chair Biology & Anatomy
SURJECT: Support for the Interdisciplinary Stem Cell Institute
DATE: January 22, 2008

This mmemorandum ig to add niy enthusiastic sapport fo the proposal from the Miller School of
Medigine for the creation of the Interdisciplinary Stem Cell Tnstitute at medical school,

The potential value of stem cell therapy in the treatment of a large variefy of illnesses is self-
evident tq those in the basic sciences and clinical disciplines in the medical school. The titae is
clearly appropriate {o create an interdisciplinary institute that can bring together rese archers and
clincians from all departments in the medical school to work together and shaie their knowledge.
fo creaté new therapies for eld diseases.

The, prospect of having a stem cell inistitute at the medical sehool i__s.l?micularly exciting for our
departmeént as we anticipate the conclusion of negotiations with our chaiv select, Doris Taylor,

who has already gainered wotld-wide publicity for her ground-breaking work with cardiac stem
cells and heart 1"eg¢nerat_ion_.-'1‘_he existence of a stem cell institute would greatly enhance her
ability to reciuit researchers to the department who can strengthen the school’s efforts to develop

the potential of stem cell therapies.

Mik_‘ IVERSITY OF -

Bepa.:tment_cif Celf Biology and Anatomy « Leonard M, Miller School of Medicine
' Post Office Box 016960 (R-124) = Miarmi, Florida 33101
JLocation: Rosenstiel Mzdical Sciences Building = 1600 MW 10t Avenue = Mizmi, Flprida 33136
305-243:6691 = Faxx 305-345-7166
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General Welfare Committee
February 13, 2008
3:30 p.m.
Law Library Conference room, 4™ floor

1. Chair’s remarks (3:30)

2. Review of Draft Minutes of January 30, 2008 (3:35)

3, Interdisciplinary Stem Cell Institute (ISCI) proposal
Interdisciplinary Stem Cell Institute metnos of support
Jemnifer McCafferty-Cepero, PhD (4:00)

4. Updated Faculty Disclosure Form (to be brought to the Faculty Senate meeting on

February 27" for an informational) (4:35)

5. Other Matters (4:45)
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MILLER

SCHOOL OF MEDICINE
UNIVERSITY OF MIAMI

Proposal for the Establishment of the
Interdisciplinary Stem Cell Institute of Miami
at the University of Miami Miller School of Medicine

1. BACKGROUND

This proposal seeks to formally establish an Interdisciplinary Stem Cell Institute at the
University of Miami Miller School of Medicine that will take its place among the nation’s
leading stem cell research institutes. The Institute will be called the Interdisciplinary Stem Cell
Institute of Miami (ISCI Miami).

Stem cells are undifferentiated cells that have the potential to develop into a variety of different
cell types. With their ability to develop into specialized tissue cells, understanding fundamental
features of stem cell biology and harnessing this regenerative potential into high impact
treatments for devastating discases are some of the fastest growing areas of basic and clinical
science In fact, one of the most important basic questions in the life sciences today is: What are
the properties that allow stem cells not only to differentiate into any cell type in the body, but
also to reprogram other cells and repair damaged tissue? The ISCI is a ground breaking scientific
enterprise because it is dedicated to finding the answers to these questions and fast-tracking them
to patients’ bedsides in the form of new treatments for conditions such as Parkinson’s disease,
diabetes, heart discase, and cancer. Due to the potential of stem cells in the treatment of human
disease, significant public attention has been gencrated regarding the origin of stem cells
(embryonic versus adult), nuclear reprogramming, cloning, and organogenesis. The progress in
stem cell research together with advances in deciphering of the genetic code and genefic
diagnosis requires responsible and ethical conduct in research. Like all research units at the
University of Miami, the ISCI is committed to conducting responsible and ethical research. In
addition, ISCI offers a dynamic venue for the interrogation of the ethics and science policy that
swrround stem cell research and regenerative medical therapies.

There is an urgent need for an integrated, interdisciplinary institute that offers the expertise,
infrastructure, and resources necessary to energize fundamental aspects of stem cell science and
advance translational research in regenerative medicine at the Leonard M. Miller School of
Medicine.

2. MISSION

The ISCI seeks to discover and explain the fundamental science of stem cell biology and to
pioneer the field of regenerative medicine by applying this knowledge to the development of
novel stem cell based therapies for the freatment of incurable diseases.

The ISCI is committed to catalyzing basic stem cell research at the Miller School that reveals the
characteristics and potential of stem cells and then translate these findings to impact patient care.
The ISCI will become a locus for the establishment and development of fruitful collaboration
across many disciplines by bringing together and maiching interests and expertise in an
intentional and productive manner. The presence of the Institute will accelerate the pace of
discovery and expand the breadth and width of the impact of these discoveries. These types of




interdisciplinary collaborations will also result in an increase in high-impact publications, a
greater number of investigators receiving extramural funding, and expanded visibility in the
national and international research community for the University of Miami. Through the ISCI,
the University will be able to take pride in being at the crossroads between fundamental research
and clinical applications, such that knowledge transfers in both directions, for the uitimate
benefit of human health.

3. MARKET ANALYSIS

The potential establishment of the ISCT at the Miller School of Medicine needs to be examined
with due consideration of our strengths and weaknesses, the opportunities that are currently open
to us, and the challenges that we may face in the foture.

Strengths

¢ We are the oldest and most established medical school in South Florida, serving a
population of 7 million or more.

e We have a large group of clinicians and researchers who are experts in areas of stem cell
biology and regenerative medicine. This situation can pave the way for translational work.

e With the recruitment of Dr. Joshua M. Hare and his colleagues, we are poised to have
unmaiched expertise in stem cell based therapies.

e With the recruitment of Dr. Jan McNiece and his colleagues, we are poised to have
unmatched expertise in cell manufacturing.

e There are a number of ongoing studies and faculty members with unique expertise who
would benefit from and who would be assets to an entity such as is proposed. With
access to resources and an institute around which to organize, the expertise and research
activities in stem cell biology and regenerative medicine already in place would grow and
thrive.

o Collaborative agreements with industry pariners have been established to facilitate the
development of stem cell based therapies.

e The Louis Calder Memorial Library has significant journal subscriptions and book
holdings in the areas of stem cell biology and regencrative medicine.

Weaknesses

e There is no structure or an organization that fosters intramural collaboration and
communication in stem cell biology and regenerative medicine.

e There is no coordination of technological resources related fo stem cell biology and
regenerative therapy development resulting in them being unavailable or undershared and
underutilized.




e There is no coordination of regulatory processes making it difficult to manufacture
cellular products or biologics at the scale required for research studies.

e We arc one of the few top-level medical schools in the country that does not have an
interdisciplinary research unit dedicated to stem cell biology and/or regenerative
medicine. In 2005, ten of the top 10 medical schools by NIH funding had such dedicated
interdisciplinary research units (Table 1) and approximately 50% of American
Association of Universities (AAU) members have such interdisciplinary research units
(Table 2).

Opportunities

There are a number of world class research programs in stem cell biology and regenerafive
medicine already functioning at the Miller School of Medicine. With recent high impact recruits,
and a new suite of laboratories being built, we are uniquely placed to build upon our assets and
overcome our weaknesses. It is the ideal moment to establish an interdisciplinary, integrated,
focused organization dedicated to stem cell biology and regenerative medicine. ISCI Miami will
provide infrastructure, laboratory resources, and expertise to all research at the University that
involves stem cells, and further provides the potential of a focused recruitment program that
builds upon and expands existing infrastructure.

Challenges
As with all science, timing is of the essence. There are several competing groups within the

United States and abroad who are also working on both the fundamental science of siem cells
and developing stem cell based-therapies and regenerative medicine techniques. We need to hit
the ground running with an instituic that will outshine existing efforts, and lead the way in
regenerative medicine.

4. ORGANIZATION AND MEMBERSHIP

Organization

The proposed ISCI will be directed by Dr. Joshua M. Hare. The ISCI will initially consist of 7
Research Platforms built primarily around groups of related diseases and 1 Program that spans
the platforms (Experimental and Cell Based Therapies). The Research Platforms are headed by
Platform Leaders and the Program is headed by a Program Director. This organization is
explained in more detail below.

Proposed ISCI Director:
Dr. Joshua Hare, M.D., Chief, Division of Cardiology, and Louis Lemberg Professor of
Medicine, will be the Director of SCI Miami.

Experimental and Clinical Cell-Based Therapies Program:
The Program Director is selected and reviewed by the ISCI Director. The proposed Program

Director is Dr. Ian McNiece, Ph.D.

The Experimental and Clinical Cell-Based Therapies Program (Cell Therapies Program) will
provide the infrastructure to rapidly translate novel stem cell products from research to clinical




therapeutic application. It will encompass all aspects of cell manufacturing, IND preparation,
regulatory oversight and will include:

1. Manufacture of cellular products for clinical trials through a ¢GMP manufacturing
facility (cGMP lab).

2. Scale up process development through the Clinical Development Laboratory (CDL). The
CDL will develop scale up processes for all cellular manufacturing, develop standard
operating procedures (SOPs) for clinical manufacturing and undertake validation studies
for IND submission.

3. Support for preclinical validation and animal models through the Preclinical
Development Laboratory (PDL). The PDL will support faculty in cellular manufacturing
through identification of ¢cGMP reagents for clinical applications, process development
and production of cellular products for large animal models and testing.

4, The PDL and CDL will support clinical trials with assay development and performance
in particular for defining release criteria and potency testing assays for cellular products.

5. Regulatory Core: All aspects of the clinical manufacture for IND submissions and
regulatory oversight will be provided through the Regulatory Core. The Core will include
a Quality Manager for all aspects of quality control and quality management and the
maintenance of the quality program.

Research Platforms:

The primary research platforms will initially be Blood discases, Bone diseases, Cancer,
Cardiovascular disease, Diabetes, and Nervous system diseases. An additional platform for
Ethics and Science Policy will also be supported.

Administrative Support:
The ISCI will have the standard array of dedicated staff for regulatory and compliance issues,

technology transfer, operations, and general administrative duties.

ISCI Research Cabinet:

The ISCI Research Cabinet meets quarterly to provide feedback and consultation to the ISCI
Director regarding ISCI’s scientific progress and technological advances and needs. The Cabinet
will be comprised of the ISCT Director, the Director of Experimental and Clinical Cell-Based
Therapies Program, and Research Platform Leaders. Other Miller School of Medicine or
University leaders will be invited on an as needed basis.

ISCI Advisory Board:

The ISCI Advisory Board meets annually to provide feedback and consultation fo the ISCI
Director regarding ISCI’s progress and future plans including development and strategic
planning. The Board will be comprised of the ISCI Director, the Dean of the Miller School of
Medicine and two external scientific luminaries — one world class expert in fundamental aspects
of stem cell biology and one international leader in regenerative medicine and/or cell-based
therapies. Other Miller School of Medicine or University leaders will be invited on an as needed
basis.

Membership
The 1SCI will have a formal membership application and review process. Membership is open to

aill faculty at the University of Miami and affiliated institutions according to the criteria listed




below. All members must have an appointment in an academic department. Membership
categories are independent of academic rank.

New members are recruited to augment established or developing multidisciplinary research
activities. At the time of application, members are assigned primary affiliation with one of the
ISCI’s Research Platforms. Although many members collaborate with colleagues in other
Research Platforms, formal alignment is generally assigned to a single Research Platform so that
leadership can track collaborations throughout the ISCI with clarity. Some members are
considered affiliated with more than one Research Platform because they make fundamental
contributions across Research Platforms.

All new members attend a formal orientation process that includes information on the structure
of the ISCI as well as the benefits and responsibilities of membership.

Types of Membership:
* Primary members hold faculty appointments at the University of Miami. They may or
may not reside in ISCI space. They are required to be affiliated with an ISCI Research
Platform. The Executive Committee is drawn from the primary membership.

o Affiliate Members hold faculty appointments at accredited academic institutions outside
the University of Miami. They are required to be affiliated with an ISCI Research
Platform

Criteria for ISCI Membership (all are not required for consideration);

s Demonsirated research activity in stem cell biology or regenerative medicine

* Demonstrated interest in stem cell and/or regenerative medicine research

* Active/Proposed peer-reviewed or non-peer-reviewed funding in research with stem cell
and/or regenerative medicine relevance

¢ Stem cell or regenerative medicine-focused publications

e Agree to fulfill the responsibilities of membership

Application and Selection Process:

Interested faculty members should submit:
* Completed ISCI Membership Application form (including description of research interest
and statement of stem cell or regenerative medicine research focus)
e Current CV and NIH or NSF Biosketch
¢ Current research funding information

Initial membership appointments will be for three years and will be contingent upon successful
completion of an annual review process.

Prospective members are asked to select one of the ISCI Research Platforms for alignment, and
must consult with the Platform Leader for approval of the application prior to submission.
Initially, these include:

e Cardiology

¢ Diabetes




Nervous System Diseases
Bone Diseases

Cancer

Blood Diseases

Ethics and Science Policy

This information is then reviewed by the ISCI Executive Committee, chaired by the ISCI
Director, and consisting of the ISCI Platform Leaders and 7 ISCI members selected by the ISCI
Director. Membership is awarded for an initial period of three years. The ISCI Executive
Committee will meet yearly to review the entire ISCI membership roster, to make sure that it
reflects the mission of the ISCIL

Benefits of Membership:

Eligibility to have access to shared resources at a subsidized rate

Eligibility fo receive developmental funding for innovative ideas

Administrative support for submission of stem cell or regenerative medicine - related
grants and confracts

Administrative support for management of stem cell or regenerative medicine - related
granfs and contracts

Responsibilities of Membership:
All ISCI members are expected to contribute to the mission and growth of the SCI through

support of ISCI activities. The responsibilities of members include:

Willingness to work collaboratively with other scientists and clinical researchers on
problems related to stem cell biology.

Active participation in ISCI activities including Research Platforms and other working
groups.

Attendance at scheduled functions of the ISCI

Willingness to provide mentoring to junior faculty and other ISCI members.

All ISCI members will be responsible to provide information updates as required, and
must be willing to share this information for the purpose of reporting requirements.

Annual Review:

The ISCI Executive Committee will meet yearly for a thorough review of the entire membership
roster. Each member is discussed on the basis of evidence for:

Demonstrated independent or collaborative research in stem cell biology or regenerative
medicine

Publications with other ISCI members

Service as a PI or Co-investigator on grant/grant proposal(s) with other members
Service as a PI or Co-investigator on clinical protocol with other members

Participation as a mentor to more junior members

Participation in ISCI committees, special initiatives and meetings




Members not meeting these criteria are counseled. Membership is withdrawn if progress is not
demonstrated in the 12 month period following counseling.

5. Space
The research activities of the ISCI require well equipped laboratory, analytical and

administrative space. Inifially research will be conducted in space at the Rosenstiel Medical
Sciences Building on the Miller Campus. The ISCI will have permanent space in the
Multidisciplinary Research Building at its completion in 2008.

6. Funding Sources and Budget Projections

The ISCI is being initially supported as part of a $30 million commitment by the Dean of the
Miller School of Medicine. These funds are to be expended over a five year period and will be
used to create the infrastructure necessary to support ISCI activities and resources as described
above. In addition, the initial primary members have brought approximately $2 million in
sponsored research for the current fiscal year as well as a Specialized Center for Cell-Based
Therapies (SCCT) Grant. All members are expected to seek external funding for their research,
thus there are high expectations for significant growth in sponsored funding. The table below
illustrates the five-year financial projections for ISCIL.

Sponsored

Year UM Activity

2007 6,000 2,000
2008 6,000 3,000
2009 6,000 4,000
2010 6,000 5,000
2011 6,000 6,000
Total 30,000 20,000

All amounts are in “000s




7. Appendix
Table 1. Top ten NIH-funded medical schools in the country (FY 2005)

NoLuAwN -
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9.

10.

Johns Hopkins University - Stem Cell Biclogy Program

University of Pennsylvania — Stem Ceil Core

UC, San Francisco- Institute for Regeneration & Human Embryonic Stem Cell Research Center
Washington University — Embryonic Stem Cell Core

Duke University — Organogenesis and Stem Cell Biology Program

University of Washington — The Institute for Stem Cell and Regenerative Medicine

UC, Los Angeles — Eli and Edythe Broad Center of Regenerative Medicine and Stem Cell
Research

Yale University — Yale Stem Cell Center

University of Pittsburgh — Stem Celt Core

University of Michigan — Center for Stem Cell Biology & The Michigan Center for Human
Embryonic Stem Cell Research

Table 2. American Association of Universities (AAU) Members with Institutes, Centers.
Programs or Cores for Stem Cells and/or Regenerative Medicine.

California Institute of Technology
Case Western Reserve University
Columbia University

Cornell University

Duke University

Emory University

Harvard University

Indiana University

Johns Hopkins University

New York University

Rutgers University

Stanford University

University of California, Berkeley
University of California, Davis
University of California, Irvine
University of California, Los Angeles
University of California, San Diego
University of Michigan

University of Minnesota, Twin Citics
University of Pennsylvania
University of Pittsburgh

University of Scuthern California
University of Virginia

University of Washington
University of Wisconsin — Madison
Vanderbilt University

Washington University, St. Louis
Yale University
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MILLER

SCHOOL OF MEDICINE

Pascal ]. Goldschmidr, M.D., FACC
Senior Vice President for Medical Affairs and Deant
Chief Evecutive Officer, Miwmi Medicine

Memorandum

To: Iris Barrios
Secretary of the Faculty Senate

From: Pascal G. Goldschmidt, M.D. ']’ J’ c‘
Sentor Vice President for Medical Affairs and Dean

Date: January 7, 2008

Subject: Support for the Interdisciplinary Stem Cell Institute

This memo is to express my strong support for the University of Miami Faculty
Senate to approve the creation of the Interdisciplinary Stem Cell Institute (ISCI) at the
Miiler School of Medicine.

The establishment of the ISCI represents a clear expansion of the School and
University efforts in the highly-interdisciplinary arena of stem cell biology and
regenerative medicine, The ISCI is a critical piece of the research infrastructure —
providing a framework around which to focus our recent recruiting efforts and existing
strengths while efficiently providing top-flight shared resources in both expertise and
technology.

We are in the middle of a revolution — stem cells offer seemingly limitless
potential to shift paradigms across disciplines. Understanding the fundamental features
of stem cell biology and harnessing their regencrative potential into high impact
treatments for devastating diseases are some of the fastest growing areas of the basic and
clinical sciences. The ISCI is innovative because it brings together scientists and
clinicians with experlise spanning the basic to the applied with the clear mission of fast-
tracking leading-edge therapies for debilitating conditions fike heart disease, diabetes and
cancer, In addition, ISCI provides a forum for the discussion and investigation of the
ethical and moral challenges posed by stem cell research and regenerative medicine. By
offering a dynamic and cross-disciplinary platform for these discussions, ISCI will
provide a venue for dialogue regarding the ethics and science policy surrounding stem
cell research and regenerative medical therapies.

Mi.\:l'vmsu'\'a-‘




The creation of the ISCI is an important and timely addition to the Miller School
of Medicine. The School has earmarked significant financial resources for the
development of the stem cell biology and regenerative medicine infrastructure and is
fully committed to the success of the ISCL. I fully endorse its creation without hesitation
or reservation and look forward to the Senate’s approval of this vital institute.




‘Bloethles Program
Business Kthics Program
Pan Amerlcan Bloethics Initiatlve

B ] UNIVERSITY OF

ETHICS PROGRAMS

MEMORANDUM

To: Iris Bairios
Secretary of the Faculty Senate

5
From: Kenneth W. Goodman, Ph.D. Q)SD

Director, Bioethics Program 1
Associate Professor of Medicine t

Date: December 17, 2007

Subject: Ethics Prograns’ Support for the Interdisciplinary Stem Cell Institute

I write to express my enthusiastic support for the creation of the hiterdisciplinary Stem Cell “
Institute (ISCI) at the Miller School of Medicine, ‘

Given (i) the exciting medical and other scientific potential of stem-cell-based therapies, (ii) o
the importance of those therapies for future translational research, (jii) the role of the ISCI as :
part of the dramatic transformation of the Miller School of Medicine, and (iv) plans to ensure
that ethical, social and legal issues are to be given prominence in the new institute — it is clear
that the ISCI will be poised to make major contributions fo the School, the University and
soclety.

Leaders of the planned institute, members of the Senate and all students and faculty are well
aware that ethical issues loom large in stem cell research. I have long argued that all forms of
stein cell research are morally obligatory, and that a robust ethics process is essential to
ensuring the harvest of the scientific and clinical fruits of such research.

For these reasons, I offer my unalloyed support and that of the University of Miami Bioethics
Program in the establishment of the institute and in its operations. We have an exciting
opportunity to ensure the success of an ethically optimized new research platform, and I very
much look forward to contributing to it.

Please let me know if you or the Senators have any questions or want more information about
the importance of ethics in stem cell research and the utility of our program’s role in this
exciting new institute.

cc: Pascal G. Goldschmidt, M.D., Senior Vice President for Medical Affairs and Dean,
UM Miller School of Medicine

EO. Box 016960 (M-825) *+ Miamd, L 33101 * Tel: 305-243.5723 + Fax: 305-243.6416
B-mall: ethics@mlamledu * hup:avwwmiaml.edu/ethles
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SCHOOL OF MEDICINE

To: Iris Batrios
Secretary of the Faculty Senate

From: Marc E. Lippman, M.D. V1~
Chairman, Department of Medicine
Date: December 12, 2007
Subject: Suppott for the Interdisciplinary Stem Cell Institute (ISCI}

This memo is to express my enthusiasm for the establishment of the Interdisciplinary
Stem Cell Institute (ISCI) at the Miller School of Medicine.

The potential for novel stem cell based therapies for a variety of diseases and disorders is
tremendous. The new institute comes at an exciting time of expansion at the Miller
School of Medicine and the ISCI is positioned to not only provide leading edge
technologies for basic discoveries, but to build bridges transferring new knowledge to the
clinic,

Faculty in the Department of Medicine are thrilled at the prospect of collaborating with

the new institute and I offer our full cooperation in establishing strong ties with the ISCL

Cc: Pascal G. Goldschmidt, M.D.

I

Depattment of Medicine » Leonard M. Miller School of Medicine
Post Office Box 016760 (R-761) = Miami, Florida 33101
Chairman’s Office: 305-243-9120 = Fax: 305-243-9124 » Admlnistrative Office: 305-243-6484 = Fax: 305-243-5819
wwv.med.miami.edu




THE MIAMI PROJECT TO CURE PARALYSIS

AN INTERNATIONAL CENTER FOR SPINAL CORD INJURY RESEARCH

W. Dalton Dietrich, Ph.D.

Scientific Ditector
To: Iris Barrios
Secretary of the Facully Senate
Date: December 17, 2007
Subject: Supporl for the Interdisciplinary Stem Cell Institute (ISC1)

This mema is to request support from the University of Miami Faculty Senate to approve
the creation of the Interdisciplinary Stem Cell Institute (ISCI) at the Miller Schoot of
Medicine.

The establishment of the ISCI synergizes with our recent recruiting efforts and our
existing strengths in stem cell biology. The new institute would position the Miller
School of Medicine for rapid expansion and afford the opportunity to create a world-class
environment for research in stem cell biology and regencrative medicine. Importantly,
the creation of the TSCI would build an interdisciplinary home for slom cell tesearch at
the University and allow us to make a significant impact on clinicel practices and human
health by investigating the potential for ste cell based therapies for a variety of
devastating discases.

The new institute is an important and timely addition to the Mitler School of Medicine;
the School is fully committed to the success of the ISCI. Facully within the Miami
Project to Cute Paralysis are conducting stem cell research targeting brain and spinal cord
injury, Thus, this new Institute will significantly cnhance those established programs. 1
offer the fuil cooperation of the Miami Project and look forward te establishing strong
collaborations with the new Institute, I fully endorse its creation,

Sincerely,

W. Dalton Dietrich, Ph.D.

Kinetic Concepts Distinguished Chair in Neurosurgery

Professor of Newrological Sutgery, Neurology and Cell Biology and Anatomy
Scientific Director, The Miami Project to Cure Paralysis

MILLER

SCHOOL OF HEDICINE
NIV ERSTTY OF MiAMI

Lois Pope LIPE Centet
Past Office Box 016960 (R-48) » Miami, Florida 33101
Location: 1095 N 14th Terrace » Mlami, Florida 33136
305-243-2297 » Fax: 305-243-6017 * wwiw.theimiamipraject.org
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Compirelivnslve Cancer Center

wester

December 13, 2007

Iris Barrios
Secrelary of (he Facully Senate

Re: Supporl Jor the Interdisciplinary Stem Cell Institute (ISCT)
Dear Colleagues

1 write in strong support for the formal establishment of the ISCI within the University Of
Miami Miller School Of Medicine. T, and many of my colleagues in ihe Cancer Cenler,
have taken advantage of the symposia and seminars developed by the ISCI {o date. | have
been impressed with the inventory of stem cell research developing on campus and the
ability of this Institute to covrdinale and expand the tesearch in this field. [ believe that
ihe activities of he Iustitute have already had a signilicant positive impacl on the
academic environment of our university,

The Cancer Center is collaborating actively wilh the leadership of the ISCT in a joint
rccruitment effort to cstablish a teamt of investigators with expertise in Cancer Stem Cell
Biology. We are also working actively with the Institute to expand owr shared research
resources. We have been impressed with the collaborative attilude of those involved with
the ISCT.

In summary, I think the ISCI has alrendy enviched the academic environment of our
university and I strongly support its formal establisiinent.

Sincerely,

p _
)(’ 00 *J‘T'({‘J(,.'f'(.‘/ AL

o N

/W. Juu“ard Foodwin, M.D., F.A.C.S.

Dice (01', MIvl/Sylvester Comprehensive Cancer Center
Syl cstt' l’yssm‘ of Otolaryngology

UNIYEILA Y OF
Mgt
AR

LEOMARD M, MILLER SCHOOIL, OF MEDICINE
Office of thie Director » Post OMice Box Q16960 {13-13 » Aiuni, Florida 33101
Location: 1475 N.W. 12dh Avenne = Mianai, Florida 33136
A5-243-4918 = Fax: 305-243-4901 « jroodwin@minmiethe ¢ wwwsylvesterong,
Leading the Scarch fov it Crnicer Cure




DIARETES
RESEARCH
INSTITUTB

1450 NW' 10 AVENUE
MIAML L 33136
PHONE: 305/ 243-5376
EAN: 305 7 43-H04

MAILING ADDRESS:
P03 BOX 016960 (R-134)
MIAME, EL 33140

To: Iris Barrios
Secretary of the Faculty Senate

From: Camillo Ricordi, M.D. @
Scientific Director, Diabetes Research Instititte—

Date: December 13, 2007

Subject: Support for the Interdisciplinary Stem Cell Institute (ISCI)

This memo is to express my entlusiasm and request support from the Univessity of
Miami Faculty Senate to approve the creation of the Interdisciplinary Stem Cell
Institute (ISCI) at the Miller School of Medicine.

The establishment of the ISCI synergizes with our recent recruiting efforts and our
existing strengths in stem cell biology. The new institute would position the Milter
School of Medicine for rapid expansion and afford the opportunity to create a world-
class environment for research in stem cell biology and regenerative medicine.
Importantly, the creation of the ISCI would build an interdisciplinary home for stem
cell research at the University and allow us to make a significant impact on clinical
practices and human health by investigating the potential for stem cell based
therapies for a variet atiog di




Steven L. Lipshultz, M.D.

Profesio]

MILLER

SCHOOL OF MEDICINE
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Tracking Sheet

Subject: Interdisciplinary Stem Cell Institute

History of Action Taken
DATE ACTION TAKEN
(9/18/06 At our weekly staff meeting I advised SS that I read an article teaching a new
Interdisciplinary Stem Cell Institute and believed hat is should have come to the
Senate for approval. He agreed and asked that I send Dean Goldschmidt an email to
let him know that this required Senate approval.
I sent Dean Goldschmidt an email stating that this requires Senate approval and I
supplied him with a link to the guidelines.
09/19/06 | Maggie emailed me and said that she would bring this to the Deans attention.
09/27/06 Received email from Maggie stating that the Dean received my previous email and
thanked me for the reminder.
09/29/06 | Ireplied to Maggie asking her to let Dean know that there is a provisional approval

option available. Maggie replied that she printed it out and turned it over to Dick.

Follow up tickler set for 10/23/06- Just prior to SS’s meeting with the Dean on
10/24/06.
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Faculty Senate Office

From: Robitaille, Magaly [MRobitai@med.miami.edu] on behalf of Goldschmidt, Pascal (Dean -
School of Medicine)} [PGoldschmidt@med.miami.edu]

Sent: Wednesday, Seplember 27, 2006 6:21 PM

To: Faculty Senate Office

Subject: RE: Interdisciplinary Stem Cell Institute

Dear Kim,

The Dean is in receipt of your email and thanks you for the reminder.
We are working on it, and are aware of the process.

Many thanks again for your kind reminder.

Maggie

Magaly A. Robitaille

Assistant Chief of Staff

Office of the Senior Vice President for Medical Affairs and Dean University of Miami
Leonard M. Miller School of Medicine Post Office Box 016099 (R-699}) Miami, Florida 33101
305.243.6545 Office

305.243.4888 Facsimile

mrobitai@med.miami.edu

————— Original Message-----

From: Faculty Senate Office [mailto:facsen@miami.edu]
Sent: Monday, September 18, 2006 1:01 PM

To: Goldschmidt, Pascal J.

Cc: Robitaille, Magaly

Subject: Interdisciplinary Stem Cell Institute

Dean Goldschmidt:

I recently read an article regarding the new Interdisciplinary Stem Cell Institute.

Please note that the creation of institutes such as this require Faculty Senate approval.
Copied below is a link containing the reguirements for submission of proposals. In reading
the article it appears that this will involve faculty from either different schools and/or
departments. If this is correct, item 1(a) in the linked procedures will be the
appropriate section to use for reference. If not, please follow the guidelines in the
appropriate section.

Centers-Institutes Guidelines

http://www6.miami.edu/UMH/CDA/UMH Main/0,1770,2460-1;27036-3,00.html?pf=

1

The proposal will need to come first before the Senate's General Welfare Committee, and if
approved there, the full Senate. Visit www.miami.edu/fs for a list of meeting dates.
Proposals need to be submitted two weeks prior to the GWC meeting that this item will be
discussed.

If you are not the person that I should be directing this e-mail to, please point me in
the right direction.

Contact me at your convenience if you have any questions.
Thank you.
-Kim

Kimberly Litman
Faculty Senate Office




325 Ashe Admin. Bldg.
Loc 4634

(305)284-3721 {office)
(205)284-5515 {fax)
http://www.miami.edu/FacultySenate




Checklist for proposals for University center or institute (g~ 'eline I{a))

A University Center or Institute (Facuity M: ' Bylaw B6.5) is an Independent academic unit  .ne University with ils primary
mission being multidisciplinary or interdisciplin.. y research in an area specified in its charter. It invoives faculty from different schools
I‘or different departments of a single school. A University Center or Institute, or any other such academic unit, however named or
itled, shall not award tenure, confer degrees, or offer primary faculty appointments {See | (a}).

Ttem Received [\"] Comments

A charter that describes the mission, funding sources, organization,
and administration, including reporting relationships of the director
| and any other appropriate aspects of governance.

A detailed budget

Description of the procedures for ongoing evaluation, for faculty
affiliation, for amending the charter, and for the appointment and
review of the director.

Center/Institute named with “University of Miami” preceding title.

Memo from the department chair(s) signifying approval of the faculty
of the appropriate department(s).

Memo from the dean(s) signifying approval of the faculty of the
appropriate school{s)/college(s).

Memo from the dean(s) and/or Provost indicating approval of the
proposed budget.

Memo indicating approval of the Academic Deans Policy Council
{ADPC).

Proposal reviewed/approved by GWC

Proposal reviewed/approved by the FS

If approved by GWC/FS, proposal sent to President as Class B
lepislation.

Periodic review schedule-if applicable: Make a reminder tickler and
tracking sheet if Senate or the Provost require a periodic review (FM
section C18.2.3) )
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From: Faculty Senate Office
Sent: Monday, September 18, 2006 1:01 PM
To: Goldschmidt, Pascal J.
Cc: Robitaille, Magaly
Subject: Interdisciplinary Stem Cell Institute

Dean Goldschmidt:

I recently read an article regarding the new Interdisciplinary Stem Cell Institute.

Please note that the creation of institutes such as this require Faculty Senate approval.
Copied below is a link containing the requirements for submission of proposals. In reading
the article it appears that this will involve faculty from either different schools and/or
departments. If this is correct, item 1(a) in the linked procedures will be the
appropriate section to use for reference. If not, please follow the guidelines in the
appropriate section.

Centers-Institutes Guidelines
http://wwwé.miami.edu/UMH/CDA/UMH Main/0,1770,2460-1;27036-3,00.html?pf=1

The proposal will need to come first before the Senate's General Welfare Committee, and if
approved there, the full Senate. Visit www.miami.edu/fs for a list of meeting dates.
Proposals need to be submitted two weeks prior to the GWC meeting that this item will be
discussed.

If you are not the person that I should be directing this e-mail to, please point me in
the right direction.

Contact me at your convenience if you have any questions.
Thank vyou.
-Kim

Kimberly Litman

Faculty Senate Office

325 Ashe Admin. Bldg.

Loc 4634

(305)284-3721 (office}
(305)284-5515 (fax)
http://www.miami.edu/FacultySenate
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----------------------------------------------- Renowned Johns Hopkins Cardiologist to Head Stem Cell
- Institute and Division of Cardiology at UM Miller School of

Alumni & Friends

o e Medicine
Faculty & Staff :
e e
INFCRMATION ABOUT:;
Schoot of Medicine i Joshua M. Hare, M.D., a Johns Hopkins University cardiologist who is pioneering the use of stem call therapy to
st s T@PAIF damaged hearts, has been named chief of the Division of Cardiology and director of the new
Residency & i Interdisciplinary Stem Cell Institute at the University of Miami Miller School of Medicine.

Fellowships
—p “Josh Hare is an outstanding cardiologist who directs the heart failure programs at Johns Hopkins, a premier
Momentum Campaign heart center in the U.S. Hare, the thought leader in our field, rejects the idea that we are doing enough for our
Tomm e patients with injured hearts,” said Pascal J. Goldschmidt, M.D., senior vice president for medical affairs and
Libraries . dean of the Miller School of Medicine. “He has come to the realization that once a heart attack has caused
""""""""""""""""""""""""" irreversible damage, standard therapies involving surgery, stents and medications no longer suffice. The need

Pubhcatlons is for novel interventions that aim at reconstituting normal cardiac tissue where the heart has been destroyed.”

i T 1 : . . . . . -
_Busmess&echnoogy The use of cell therapy to repair the damaged heart provides patients afflicted with the nation’s most common
Jackson Heaith ¢ disorder “an opportunity that is unmatched, barely explored, and incredibly promising,” Goldschmidt said.
System . .
Hare, who also heads cardiac transplantation at Hopkins, says he has a "very strong commitment to learning
about regeneralive medicine and applying it to people with a variety of chronic diseases.”

"With very recent scientific discoveries, we've uncovered a major new paradigm in biology,” Hare said. “Our
organs and our hodies contain stem cells and with them have an incredible capacily to heal themselves far
beyond what we had previously imagined. We are harnessing the body’s ability to heal itself.”

In the case of congestive heart failure, the need is acute and widespread. The demand for heart transplanis far
exceeds the available argans, leaving millions of people who could benefit from heart repair. At UM Hare will
conduct research and direct patient care in cardiology. “That works well because research starts in the lab but
advances fo palient care as soon as possible,” Hare said.

Post-doctoral fellows, technicians and graduate students from Hare's iab at Johns Hopkins will also make the
move to Miami. “The Universily of Miami School of Medicine is a wonderful environment in which to do
translational research in general and regenerative medicine specifically,” Hare said. “The president and the
dean have a very forward-thinking approach to academic medicine, one in which I think academics will flourish.”

Hare, Professor of Medicine and Biomedical Engineering, graduated from the University of Pennsylvania and
has a medical degree from Johns Hopkins. He did his residency at Hopkins and fellowships at Hopkins,
Harvard University and The Brigham and Women's Hospital in Boston.

Dean Goldschmidt hails Hare as the ultimate success story. “The fact that we were able to recruit a physician
and scientist of the caliber and stature of Josh Hare is a clear indication that the Miller School of Medicine is
ready for & new era,” Goldschmidt said. “While we already have great champions on our faculty who contribute
extensively to our strength as a school, recruiting an individuat like Josh Hare with all the skills and technical
tools that he brings represents an unprecedented apportunily that will impact our facuity, our staff, our trainees
and, most importantly, our patients.”

http://www.med.miami.cdu/news/view.asp?id=669 9/5/20006
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Centers-Institutes Guidelines

REQUIREMENTS FOR THE SUBMISSION OF PROPOSALS FOR THE ESTABLISHMENT
OR NAME CHANGE OF UNIVERSITY CENTERS OR INSTITUTES AND OTHER NAMED
OR TITLED ACADEMIC UNITS.

(See Faculty Manual sections B6 and C18 for more information)

A University Genter or Institute {Faculty Manual Bylaw B8.5} is an independent academic
unit of the Universily with its primary mission being multidisciplinary or interdisciplinary
research in an area specified in its charter. It involves faculty from different schools or different
departments of a single schoof. A University Center or Institute, or any other such academic
unit, however named or titled, shall not award tenure, confer degrees, or offer primary faculty
appointments (See | (a)).

Other Named or Titled Academic Units (Facuily Manual Bylaw B8.8) coordinate and
pramote research, instruction, conferences, seminars, workshops, etc.. within a specified
area. No such unit may award tenure, confer degrees, or offer primary faculty appointments
independent of a depariment (See 1 (b})).

Note: A provisional name consislent with these policies may be used prior to the name and
unit being approved. This provision applies to both University Centers and Institutes and
Other Named or Titled Academic Units the sponsors are pursuing specific funding
opportunities, such as sponsored awards or gifts. For development to proceed with use of a
pravisional name, approval must be obtained from the faculty of the units developing the
proposal, the deans of the schools involved, and the Executive Vice-President and Provost,
The Facully Senate is to be informed at the earliest opportunity that such planning is
underway and the date by which a formal proposal may be expected for review. Any such
pravisional name may not be used for more than ong year without the approval of the Faculty
Senate.

I(a). For submission of proposals for the establishment of a
University Center or Institute, proponents should provide to the
Faculty Senate a proposal that includes:

e A charter that describes the mission, {unding sources, organization, and
administration, including reporting relationships of the director and any other
appropriale aspects of governance, and a detailed budget (do not include names, just
titles). The proposal shall also describe the procedurss for ongoing evaluation, for
facully affiliation, for amending the charter, and for the appoinlment and review of the
director.

® The entities shall be named with "University of Miami* preceding such titles and are
the only academic units in addition lo schools and deparlments Lthat ordinarily may use
the unqualified prefix "Universily of Miami.”

&« A memo from the deparlmant chair{s) signifying approval of the Faculty of the
appropriate department{s).

o A memo from the dean(s) signifying approval of the Faculty of the appropriate school
{s)college(s).

¢ A mamo from the dean{s) and/or Provost indicating approval of proposed budget.

* A memo indicating approval of the Academic Deans Policy Council (ADPG)

I(b). For submission of proposals for the establishment of
Other Named or Titled Academic Units, proponents should .
provide to the Faculty Senate a proposal that includes:
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I1.

A brief description of the unit, including its operating rules.
The entity must use the name of the department or school as an immediate prefix to

the name of the unit except as provided for below. They are administrative and
academic components of a department or school and may be referred to by a

designation such as consortium, clinic, program, lahoratory, project, center, institute,
ar other appropriate name. At the time of the establishment of any such unit under
Bylaw 6.6, the unqualified prefix “University of Miami® may be approved if the unit is a
cooperative venture with an enlily outside of the University and its mission is justified
as being of university-wide significance or if there are other special circumstances.

A memo from the department chair(s) signifying approval of the Faculty of the
apprapriate depariment(s).

A memo from the dean(s) signifying approval of the Faculty of the appropriate school
(s)/college(s).

For name changes of existing University Centers/Institutes and

Other Named or Titled Academic Units, proponents should provide
to the Faculty Senate:

II.

IV.

A menw explaining the reason for the change and indicating that the new title is
justified and does not result in undue overlap with tifles of other existing programs.
A memp from the depariment chair(s) signifying approval by the faculty of the
appropriate department(s).

A memo from the dean{s) signifying approval of the facully of the apprapriate schoal
(s)college(s).

A memo indicaling approval of lhe Academic Deans Policy Council (ADPC) (for
University Center or Institute proposals only)

Senate approval process

Submission of the proposal to the General Welfare Commiltea. The proposal should
be received at least two weeks in advance of the relevant General Welfare Committee
meaeling in electronic and paper form. Visit www.miami.edu/FacultySenate or contact
the Senale office at (305)284-3721 for a list of meeling dates. The proponent shauid
present only a summary of the proposal to the General Welfare Committee assuming
that the Committee has already reviewed the document.

Upon the recommendation of the General Welfare Committee, the proposal will be
placed on the Senale agenda. A proponent should be present at the Faculty Senato
meeting to answer questions and to present a summary of the proposal if requested.
Visit www.miami.edu/FacultySenate or contact the Senate office al (305)284-3721 for
a list of meeting dates.

Approval of the proposal by the Faculty Senate as Class B lggislation will be
forwarded to the President by the Facully Senale Chair.

Required approvals beyond the Senate

Approval of the President.

Periodic five year reviews may be conducted on all programs as deemed appropriate by the
FFaculty Senale or the Execulive Vice President and Provost (per Faculty Manual section

C18.2.3).
Copyright 1997-2005 Faculty Senate
University of Miami, P.0. Box 248106
Alf Rights Reserved. Coral Gables, FL 33124-4634

Tetephone: 305-284-3721
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