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PACT-Sponsored Workshop at UMN in October

In this Issue:
From October 27 the University of Minnesota Molecular and Cellular Therapeutics (M
* PACT-Sponsored will be hosting a PAGIponsored Workshop The title of the workshop igranslational
quksh_op at Development & Scale Up: Focus on Immune Cell Populations. There is no charge to atten
University of the workshop which will be held at the University of Minnesota Continuing Educati
Minnesota MCT Conference Center in St. Paul and th€MFacility. To register for the workshop and fc
* Technical Column more information including the agendavisit www.pactgroup.nej registration is currently
* Scientific Meeting open. The agenda includeatiscussions on clinical trial development, ségies for hosting ar
Attendance FDA audit and a tour of the MCT GMP Facility.
e Cardiovascular
Update The intended audience for the workshop includes Laboratory Medical Directors, Super
* Applying to PACT Clinical Investigators, Scientists/Researchers and Technologists specializing in cell thel

The workshop haghe followingprimary objecives:

e Tointroduce critical aspects in phase l/early phase Il clinical trial design ir
context of immunebased therapies.
Contact Us: e Discussions on immune monitoring applications and QC testing in cellular theraj
e Areview of regulatory requirements and technical issues in cell processing me!
from the research laboratory to the clinical laboratory.

Website:
http://www.pactgroup.net

Listed below are the speakers and presesfer the workshop.

¢ John E. Wagner, MD o Jeffrey S. Miller, MD

e David H. McKerm Jr., MD e Claudio G. Brunstein, MD
e John R. Ohlfest, PhD e Keli L. Hippen, PhD

e Julie M. Curtsinger, PhD e Allison Hubel, PhD

e Diane M. Kadidlo, BS, MASCP), SBB
¢ Fran Rabe, MS, CQM (ASQ)

Darin J. Sumstad, BS, ¥NSCP)
Adrian P. Geeayll Biol, PhD

Pagel


http://www.pactgroup.net/
mailto:pactinfo@pactgroup.net
http://www.pactgroup.net/









http://www.eurekalert.org/pub_releases/2010-09/mhif-fut091410.php
http://www.eurekalert.org/pub_releases/2010-09/mhif-fut091410.php
http://ccct.sph.uth.tmc.edu/cctrn/Public/PublicHome.aspx
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In this Issue:

e PACT Website Update
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Announcements

» Scientific Meeting
Attendance

e Applications

Contact Us:

Website:
http://www.pactgroup.net

Email:
pactinfo@pactgroup.net
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PACT Website Update

In the May 2010 newsletter, the PACT Group announced the launch of the new PACT public
website. Since this time, we have added a large amount of educational and informational
content for our users. Under the Education tab you can find a list of relevant cell therapy
books and presentations; as well as, slides and recordings from PACT workshops and web
seminars. Our Resources tab includes instructions for SOP requests, a listing of commercial
cytokines, antibodies and culture bags as well as an extensive links page which features links

to cell therapy organizations and relevant regulatory references.

website at www.pactgroup.net to find this content.

PACT Group
Education >
Home

Apply to PACT

Contact Us

PACT Program Login

Username: *

Password: *

* Request new password

Production Assistance for Cellular Therapies
PACT | = —
National Heart Lung and Blood Program

Resources >

National Heart
Lung and Blood Institute

People Science Health

Home »

Cell Therapy Publications
Cell Therapy Books

HHLBI PACT Supported:

Cell Therapy: ¢GMP Facilities and Manufacturing
Edfite] by Acirign Gee, MiBiol, PhD

Cell Therapy
G ]

Cell Therapy: cGMP Facilties and Manufacturing is the source for & complete discussion of facility
cesign and operation with practical approaches to a varisty of day-to-day activities, such as staff
training and competency, cleaning procedures, and environmental monitoring. This in-depth book also
includes detailed reviews of guality, the framework of regulstions, and professional standards.
meets & previously unmet need for a thorough faciity-focused resowrce, Cell Theramye cGMP
Facilities and Manufacturing wil be an important addition to the cell therapy professional's library

This volume cortains a collection of chapters authored by individuals who are active in the field of cell therapy product
manufacturing. The collection snd editing of these chapters was supported in part by the Mationsl Institutes of Health (National
Heart, Lung and Blood Institute) program Production Assistance for Cellular Therapies (PACT)

(2009, 256 p. 62 ilus ., 11 in color., Hardoover)
ISBN: 973-0-357-89583-3
List Price: $159

Figure 1: Cell Therapy Publications page in Education section

of the PACT website

Please visit the PACT
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People Science Health

"’Acr Production Assistance for Cellular Therapies National Heart
National Heart Lung and Blood Program Lung and Blood Insfitute

PACT Group Home :

Education » Resources

Home L

e ——— Resource Initiative

Contact Us The PACT Education Committee mission is to promote interest in cellular therapyfengineering among physicians and scientists-
Resources > in-training anc to prepare interested individuals for academic careers in cellular therapyienginesring. PACT cortinues to achieve its

ohjectives in contributing to the advancements inthe field of cellular therapy through information exchange and research

PACT Program Login

Username: *

Listing of Commercially Available Cytokines, Antibodies and Freezing/Culture Bags
(A bridged List-Disciaimer)

Password: * Human Cytokine Vendor/Grade

Bierlex Laborstories (integrated with

Leuking (G3h-C5F) Bayer HeafthCare Pharmaceticals)Clinical

L
IFi-gamma Irtermune Inc /Research
* Request new password IL-1-heta CellGro@ Cell GenixiClinical

Chiran CorpiClinical

IL-2
Stem Cell TechnologiesResearch

Figure 2: Resource Initiative page including a list of commercially available cytokines,
antibodies, and freezing/culture bags

Publication Announcements

e A PACT manuscript titled, “Shipping of Therapeutic Somatic Cell Products” has been accepted for
publication in Cytotherapy. The PACT group conducted a validation study of shipments of cryopreserved
somatic cells, fresh peripheral blood specimens, and apheresis products. Comparisons of pre- and post-
shipped cells or cell products at the participating PACT facilities included measurements of viability,
phenotypic profiles and cellular functions.

e A PACT abstract has been accepted for the 2010 AABB Annual Meeting/TXPO to be held October 9-12 in
Baltimore, MD. The abstract titled, “NIH/NHLBI-Funded Program Production Assistance for Cellular
Therapies (PACT) Renewed” will be displayed as a poster session of the meeting and published in the
meeting abstract supplement in the journal Transfusion.

Scientific Meeting Attendance

» May 24-26, 2010 - 16th Annual Meeting of the International Society for Cellular Therapy (ISCT) in
Philadelphia, PA. The PACT Group had an informational booth at this meeting.

Applications

PACT is currently accepting new applications. Interested applicants can access materials and guidelines for
assistance in submitting their applications on the PACT website, along with a link to the online application
system. Click Apply to PACT for instructions on how to apply on line.

The following requests to PACT will be accepted and evaluated:
e Products that aid in the repair and regeneration of damaged/diseased tissues, organs, and biologic
systems
e Preclinical studies including basic and early translational (animal models) work
e Products of programmatic interest to the Institute and associated with a funded clinical study

e Proposals possessing procedural advancements to further foster and standardize cellular therapies
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Contact PACT

Please contact the PACT Coordinating Center if you have any questions regarding the PACT program. We look
forward to offering manufacturing and translational services to the cell therapy community.

Contact Person(s): Jamie Winestone or Debbie Wood

Address: The EMMES Corporation Telephone: 301.251.1161
401 North Washington Street Fax: 240.306.2527
Suite 700 Email: pactinfo@pactgroup.net

Rockville, MD 20850
Website: www.pactgroup.net

This project has been funded in whole or in part with Federal funds from the National Heart, Lung, and Blood
Institute, National Institutes of Health, Department of Health and Human Services.

National Heart 5 P ACT Production Assistance for Cellular Therapies
lung and Blood Insfitute : National Heart Lung and Blood Program
People Science Health

-PACT Cell Processing Facilities-
Baylor College of Medicine Center for Cell and Gene Therapy
Contract Number: HHSN268201000007C
University of Minnesota Molecular and Cellular Therapeutics Facility
Contract Number: HHSN268201000008C
Center for Human Cell Therapy Boston
Contract Number: HHSN268201000009C
University of Wisconsin — Madison Waisman Clinical BioManufacturing Facility
Contract Number: HHSN268201000010C
City of Hope Center for Applied Technology Development
Contract Number: HHSN268201000011C

-PACT Coordinating Center-
The EMMES Corporation Contract Number: HHSN268201000006C
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PACT Group Conducts Webcast on May 4, 2010
T o) s

PACT WebcaSt A free, interac as s the PACT Program and to

answer participants” guestios 1t the program’s goals, the

In this Issue:

Ove rvi ew application process and crit d the details surrounding Please Join Us!
PACT manufacturing assistance
. ‘ PACT Webcast
ebsite P ate -Speakers-
Updat Representatives from the 5 PACT Cell Pracessing Facilities will Tuesday, May 4, 2010
present on novel clinical and translational development projects. O
p a e The process for reguesting PA ervices will be discussed RS R

Applyl ng tO PACT followed by a Question .:ndnnswer Session Reg[i:::!:tcilzz :Z:i;if:
-PALT Facilities- 2 P S
Scientific Meeti ng Baylr Collegeof Medicne, Cener or Cll and Gene Therasy ‘Clinical Investigators, Sientists,
Attendance University of Fanmeses, Molecdor and Cellr Therapeses Faclity
University of Wisconsin - Madison, Waisman Clinical BioManufacturing Facility
PACT Awareness
-PACT MISSION-
Provide assistance for cellular therapy translational research and
the manufacture of cellular therapy products
Contact Us: g W o Cons paw s 0
Hope
Website:
nttp-/fwww.pactgroupnet | PACT \Webcast Overview
Email: On May 4™ the PACT Group conducted its first webcast of the new PACT program. The

pactinfo@pactgroup.net  content of the webcast featured speakers from NHLBI, the five Cell Processing Facilities and
the Coordinating Center. Dr. Traci Mondoro, Contracting Officer’s Technical Representative
from NHLBI provided an overview of the new PACT program. Next the facilities each
presented examples of current ongoing clinical and translational cell therapy projects at their
institutions. Below is a list of the representatives who presented from each facility:
Facility Speakers:
» Ann Leen, PhD, Baylor College of Medicine Center for Cell and Gene Therapy,
Houston, Texas
» Larry Couture, PhD, City of Hope Center for Applied Technology Development,
Duarte, California
» Myriam Armant, PhD, Center for Human Cell Therapy, Boston, Massachusetts
» Derek Hei, PhD, University of Wisconsin-Madison Waisman Clinical
BioManufacturing Facility, Wisconsin
» John Wagner, MD, University of Minnesota Molecular and Cellular Therapeutics
Facility, Minneapolis, Minnesota
Lastly, Dr. Robert Lindblad from the Coordinating Center spoke on the PACT application
process. A detailed overview and description of the webcast is available on the PACT website
www.pactgroup.net. Included in the overview are Dr. Mondoro’s and Dr. Lindblad’s slide
presentations, and contact information for the facility speakers. Future webcasts are
anticipated on a variety of cell therapy topics.
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PACT Website Update

» The PACT website has recently been updated. Our URL is still www.pactgroup.net; however, the design
and layout of the website have changed. Website content can now be navigated easily using either the
images in the center of the homepage, or the sidebar on the left hand side of the website. A search bar
is also available on the homepage. The online application system can be accessed on the website.

mcr Production Assistance for Cellular Therapies National Heart
National Heart Lung and Blood Program Lung and Blood Institute

People Science Health

[
PACT Group H ome
Education >
Home Click here for PACT Wehcast Presentation information
DpRIGIEEACT PACT is now accepting applications for contract manufacturing
Contact Us
Resources » fply Here

Member Login

Username: *

Password: *

= Request new password
Apphy to PACT Education Resources
Figure 1: Homepage of the recently updated PACT website.
Applications

PACT is currently accepting new applications. Interested applicants can access materials and guidelines for
assistance in submitting their applications on the PACT website, along with a link to the online application
system. Click Apply to PACT for instructions on how to apply on line.

The following requests to PACT will be accepted and evaluated:
Products that aid in the repair and regeneration of damaged/diseased tissues, organs, and biologic
systems
Preclinical studies including basic and early translational (animal models) work
Products of programmatic interest to the Institute and associated with a funded clinical study
Proposals possessing procedural advancements to further foster and standardize cellular therapies
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Scientific Meeting Attendance

» May 14-19, 2010 - American Thoracic Society (ATS) International Conference in New Orleans, LA.
NHLBI had a booth featuring PACT brochures and product lists.

» May 17-22, 2010 - 13th Annual Meeting of American Society of Gene and Cell Therapy (ASGCT) in
Washington, DC. NHLBI presented on PACT.

» May 24-26, 2010 - 16th Annual Meeting of the International Society for Cellular Therapy (ISCT) in
Philadelphia, PA. PACT will have an informational booth at this meeting.

PACT Awareness
ISCT announced the renewal of PACT in the ISCT Telegraft No.1: 2010: Report from PACT
PACT has secured an ad in the following journals:

» CHEST May 1, 2010; 137 (5) (back inside cover)

» American Journal of Respiratory Cell and Molecular Biology Volume 42, Issue 5; May 1, 2010 (back
outside cover)

The Natignal Hear, Lung, and Blocd instaune [NHLEI), 3 pan of the
Mational Instiufes of Heaith (NIiH), nas provided funding fo fve GMPIGTR
cell processing faciiies and a Coardinating Center io provide investigatoes
wit fransiational senvices and celular therapy Mamufaciuning for phase I
shadies Formaee information on the PACT application process ard
educatianal inifatives, please vist our websie at ww.pacigroup net

Application Process
On-iine prefiminasy npplicabon

Evalussion by Steering Commitize
Subrmizion of 4l appication
Approvel of budged and Smefines
Preduct mansfaciuring begine

(J e T Product Manufacturing
I'J"i'mm v Tramaiational Reaesech
ey it Predust Scaleap

E0Ps Equipment Vald=fon

“ Buich Prodection Recards

Relesse Specificafions, Testng, snd Cerficates of Analysis
D Amsiztance

Preduct Shipping to Clinical Sites
.‘ ’ Apply now at www.pacitgroup.net

: 0.5, Dapartward of el and Furman Servies fD e
e A -ty T alhonaIrgatutzs gl Haath Lamgandb 111
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Contact PACT

Please contact the PACT Coordinating Center if you have any questions regarding the PACT program. We look

forward to offering manufacturing and translational services to the cell therapy community.

Contact Person(s): Jamie Winestone or Debbie Wood

Address:  The EMMES Corporation Telephone: 301.251.1161
401 North Washington Street Fax: 240.306.2527
Suite 700 Email: pactinfo@pactgroup.net

Rockville, MD 20850

Website:  www.pactgroup.net

This project has been funded in whole or in part with Federal funds from the National Heart, Lung, and Blood

Institute, National Institutes of Health, Department of Health and Human Services.

National Heart s Production Assistance for Cellular Therapi
pies
: PACT P ——— i T e ol i
@ Lung and Blood Institute -V National Heart Lung and Blood Program

People Science Health

-PACT Cell Processing Facilities-
Baylor College of Medicine Center for Cell and Gene Therapy
Contract Number: HHSN268201000007C
University of Minnesota Molecular and Cellular Therapeutics Facility
Contract Number: HHSN268201000008C
Center for Human Cell Therapy Boston
Contract Number: HHSN268201000009C
University of Wisconsin — Madison Waisman Clinical BioManufacturing Facility
Contract Number: HHSN268201000010C
City of Hope Center for Applied Technology Development
Contract Number: HHSN268201000011C

-PACT Coordinating Center-
The EMMES Corporation Contract Number: HHSN268201000006C
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The PACT program has been renewed!

In this Issue:
pacT Program Update  PACT Program Update
iACI W?bS'te During the past year, a competitive process has occurred to determine the members of the
RGeS renewed PACT program. On January 14, 2010 the original PACT ended, and on
January 15, 2010 the NHLBI awarded five year contracts to five cell processing facilities and
one coordinating center who will participate in the renewed PACT program. In the coming
weeks the PACT Steering Committee will convene to discuss the direction of this renewed
program and to begin the process for accepting new applications. Here are the members of
the renewed PACT program:
Cell Processing Facilities:
Contact Us:

» Baylor College of Medicine

Website: Center for Cell and Gene Therapy, Houston, Texas
http://www.pactgroup.net

» Center for Human Cell Therapy
Email: Immune Disease Institute, Boston, Massachusetts
pactinfo@pactgroup.net

» Center for Applied Technology Development
Beckman Research Institute City of Hope, Duarte, California

» Molecular and Cellular Therapeutics Facility
University of Minnesota, Minneapolis, Minnesota

» Waisman Clinical Biomanufacturing Facility
University of Wisconsin, Madison, Wisconsin

Coordinating Center:
» The EMMES Corporation, Rockville, Maryland

The PACT Group is an NHLBI-funded initiative for the advancement of effective cell therapies.
The objective of this program is to promote the advancement of cellular therapy research in
the areas of regeneration of damaged/diseased tissues, organs, and biologic systems, and
targeted treatments for serious diseases without effective therapies. The Cell Processing
Facilities will support translational research in novel cell therapies, to advance the field of
cellular therapy, and to enable scientifically meritorious research to reach the clinical trial
stage. Additionally, the group will offer educational initiatives including educational web
seminars, workshops and information/education sessions at upcoming scientific conferences.
Please continue to visit www.pactgroup.net for more information.
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PACT Website

» Please visit the PACT website at www.pactgroup.net. The website includes educational materials for the
cell therapy community including 24/7 access to a diverse library of training materials. These include a
listing of relevant cell therapy books, recordings, slides and Q&A transcriptions from PACT Web Seminars
and slide presentations from workshops held at the PACT facilities. A library of GMP facility SOPs are
available upon request.

» PACT has engaged in reciprocal linking to other cell therapy organizations both nationally and
internationally.

Applications

PACT will begin accepting new applications starting March 1, 2010. Interested applicants will be provided access
to materials and guidelines for assistance in submitting their applications on the PACT website, along with a link
to the online application submission system.

Contact PACT

Please contact the PACT Coordinating Center if you have any questions regarding the renewed PACT program.
We look forward to offering manufacturing and educational opportunities to the cell therapy community.

Contact Person(s): Jamie Winestone or Debbie Wood

Address: The EMMES Corporation Telephone: 301.251.1161
401 North Washington Street Fax: 240.306.2527
Suite 700 Email: pactinfo@pactgroup.net

Rockville, MD 20850
Website: www.pactgroup.net

This project has been funded in whole or in part with Federal funds from the National Heart, Lung, and Blood
Institute, National Institutes of Health, Department of Health and Human Services.

National Heart s Production Assistance for Cellular Therapi
pies
: PACT Y —————ac stsce Dl b
@ Lung and Blood Institute ; National Heart Lung and Blood Program

People Science Health

-PACT Cell Processing Facilities-
Baylor College of Medicine Contract Number: HHSN268201000007C
University of Minnesota Contract Number: HHSN268201000008C
Immune Disease Institute Boston Contract Number: HHSN268201000009C
University of Wisconsin - Madison Contract Number: HHSN268201000010C
Beckman Research Institute of City of Hope Contract Number: HHSN268201000011C

-PACT Coordinating Center-
The EMMES Corporation Contract Number: HHSN268201000006C
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