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MEETING AT A GLANCE ... o
for note taking purposes
Sept 5 (Th) Resource Center and Operating Committee Meetings and Partnering Forums

7:30 am Welcome Remarks

8:00 am ITP Presentations
11:00 am Practicum Session 1: Commercialization
11:45 am Lunch

1:00 pm Practicum Session 2: Regulatory

1:45 pm Open Session Adjourns ITP Progress Presentations Partnering Forums
2:00 pm CLOSED DOOR SESSIONS

. ITP Teams ITP Teams ITP Teams
ITP Pro_gress Presentations Operating Committee | Advisory Team MPWRM RC Experts Industry Partners
Partnerlng Forums NIDCR Program Directors & Expert Panel Advisory Team

Operating Committee Discussions C-DOCTOR | MPWRM RC personnel

Sept 6 (F) Operating Committee Meetings and Partnering Forums

8:00 am CLOSED DOOR SESSIONS
ITP Progress Presentations
Partnering Forums
Operating Committee Discussions
12:00 pm Working Lunch
1:30 pm Meeting Adjourns
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OVERVIEW

State of the MPWRM Resource Center

Progress on Aims of Resource Center (Stage 2)
* Current ITP demographics
Updates since January 2019

e Stage 3 proposal submitted!
Looking Ahead to Stage 3

Regenerative Medicine Resource Center B
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PROJECTS REVIEWED IN CYCLES 1-3

Application demographics (n=82)

Y00

m Biologic = Device m Bone m Salivary gland ® [nternal
u Cellular = Drug = Dental implant ® Skin ® External
Muscle m TMJ

= Nerve = Tooth External: for-profit

m Periodontal m Other
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CYCLE 1-3 CURRENTLY ACTIVE ITPs

Awardee demographics (n=15)

p_
.
«

»

m Biologic = Device m Bone m Salivary gland ® [nternal
m Cellular = Drug = Dental implant ® Skin = External
Muscle mTMJ I f fi
Most products for = Nerve = Tooth External: for-profit
in-office (vs hospital) use 4 periodontal  m Other

To learn more about the projects, please visit https://doctrc.pitt.edu/funded-itp-projects/
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MIND THE GAP...

Application demographics (h=82) > Awardee demographics (n=15)
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S5 ‘ * No bias in review
x < e Limited pipeli
LS imited pipeline
_g w/o minority P/co-l, w/o minority P/co-I,
= 73, 89% 13,87% Room for improvement
- Work in progress
\ with C-DOCTOR
e
w/o female P/co-l, w/o female P/co-l,
57, 70% 11, 73%
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RESOURCE CENTER IMPACT

ITP Program in Numbers: Since project start in January 1, 2018

95% 100% 90% 55%

ITP01-03 teams ITPO1-03 teams ITP0O1-03 teams ITPO1-03 teams
with issued/ pending working with the working with the with submissions to
patent on core Market Needs Core Regulatory Core/ the FDA
technology Institution

Regulatory Support

Projects are well-positioned for Stage 3 Funding and Clinical Adoption
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RESOURCE CENTER IMPACT

ITP Program in Numbers: Since project start in January 1, 2018

— - 54%

20 >$1.9M > 600 hours

ITPs Supported Total funding committed Market Needs
to ITPs (% DC to Cores) Core time spent with
ITP teams

SUL Michigan - Pittsburgh - Wyss
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>70%

% of RC members
serving as ITP
Advisory Team
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UPDATES SINCE JANUARY 2019

Here's a look at the forecast when humidity is factored in and heat index
is figured.

WEATHER

GFS Apparent Tem perature [*F)
Init: 12Z11JUL2019 - [225] hr = Valid Sat 21Z20JUL2019

Midwest heat wave to bake 53 million,
including Michigan

Updated Jul 12, 2019; Posted Jul 11, 2019

N s . A ~T711.

|IADR/AADR/CADR General Session & Exhibition
Vancouver, BC, Canada - June 19-22, 2019

ﬁ : /’ﬁ— | & o on
Dr. Chai (USC), C-DOCTOR »,,_ o |
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STAGE 3 SUBMISSION (June 2019)

Revised Resource Center structure to more effectively support ITPs

4 N\
Steering Committee
MPWRM RC °
Leadership NIDCR C.DQCTOR
Operating Committee
N _/
=
ITP Project Team ITP Pl + team o
Home Institution/ Company Support )
P 7 * Regulatory (CTSA, external firms) — —
Customized ITP Support from MPWRM RC ? CCTEEIZIE: 17 EUSEEY =
(TechTransfer, external firms) GE-’
Consultative Cores =
©
=
Clinical Indications/ 5 Scientific Cores s
Trial Preparation s S oy .
E s Michigan Pittsburgh Wyss g
8 5 * Materials Fabrication < Cell Manufacturing * Prototyping c
emiatory & QA/QC % 2 & Characterization * Pre-Clinical Animal » Controlled Release 0.
Preclinical Validation ] Models » Pre-Clinical Testing
T E . . . * Process for Manufacturing
. B * Biomechanics/ Functional Assessment - Assay Development
Statistics & © « microCT/ microscopy/ image analysis y
B « Histology/ Histomorphometr
Manufacturing g g ey P Y
Training . Contract Research Services/ Support
*  Biocompatibility « Packaging/ Labeling
+  GMP/Manufacturing - Select GLP studies
* FDA Clinical Trial Preparation, IND/IDE Submissions
N J
S Michigan - Pittsburgh - Wyss o
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STAGE 3 SUBMISSION (June 2019)

Revised Resource Center structure to more effectively support ITPs

Clinical Trial Preparation
‘ Prototype/ & IND/ IDE or

I [ Manufacturing 510(k) Enablement Clinical Trials
E E QE’ ~ A % P o' :

DOCTRCentry 3 8 o % : -

TE/RM Technologies I = S T v - ‘ >
(7] (] -
SRR S e B(&)5
< < = V== R
vt DOCTRC exit
5 “ : ¥ Clinical Trial-Ready :
feedback Strategy Development Pre-Clinical Validation TE/RM Products Clinical Adoption

l l l

Corporate Partnership/ Technology Licensing
To existing revenue generating company
To new company with angel/ VC funding

O St30€ 2 )
ITP Stage 3 ————) O== Continued RC =g
Program ITP Guidance +

Program Support
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STAGE 3 SUBMISSION (June 2019)

Synergistic Collaborations with C-DOCTOR to benefit the larger RM Community

2%5 Michigan - Pittsburgh - Wyss

Regenerative Medicine Resource Center

www.doctrc.com

Specific Aim #3: Collaborate with C-DOCTOR to benefit DOCTRC as a single Consortium.

Leverage complementarity and benefit the larger RM community/ increase the probability of
clinical implementation for our collective ITPs:

a) Integrate the infrastructure of the two Resource Centers to support ITPs

b) Share core service support and standardize the path to commercialization and de-
risking of ITPs

c) Cross-validate ITP results across Resource Centers

d) Provide cross- Resource Centers training opportunities, creating a pipeline
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STAGE 3 SUBMISSION (June 2019)

Leveraged Support from Various Stakeholders

Source

MJ] | of JAental M ne
y ic vice R tM
SeR e

DoD, NIH:&H_?/UGB, BIR

in_leveraged funding support

@ Michigan- Pittsburgh-Wyss
,%_ resentations are being recorded for

Regenerative Medicine Resource Center ot tekng puposes

2nd Annual Stakeholder’s Summit SETAEIIEET S AU



MPWRM RC ACTIVITIES

Looking Ahead...

Continued support for ITPs

* Clinical trial preparation & IND/ IDE or 510(k) enablement
 Market adoption

Adapt programs and Resource Center based on lessons learned
Gear up for Stage 3 of DOCTRC Program

* Implementation of rigorous design controls

* Regulatory training opportunities

e |teration of commercialization roadmap

* I|dentification of leveraged funding

Regenerative Medicine Resource Center oie eking puposes
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A BIG THANKS TO...

CORPORATE SPONSORS, MPWRM RC MEMBERS & PARTNERS

: Dentsply GEISI;t!nItCh 'MC Avenues

- THE McGUIRE INSTITUTE™
Sirona

COI gatea M UNIVERSITY OF MICHIGAN Michigan Institute for Clinical & Health Research
N’ " DENTAL
[ED/A Abvisor

@ ZIMMER BIOMET

Your progress. Our promise’

O/adPHARMA

(2} University of Pittsburgh ® LYNCH BIOLOGICS wuc

/ Medical Device Regulatory Solutions™
o Wyss S INSTITUTE
© DELTA DENTAL o enbinitedotn e STFMRWARD
% stfraumann National Institute of Denta TECH TRANSFER
UMNIVERSITY OF MICHIGAN

@e’ ‘ N I ) and Craniofacial Research

Biocare'

€3 SCIVELO

University of Pittsburgh
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Stay tuned!

8 Patrick Cantini
Mutsumi Yoshida

Regenerative Medicine Resource Center R

September 5, 2019
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