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Solving a Mission-critical CGT Challenge

Replacing confusion with consistency
Thousands of disparate clinical trials, processes, preferred practices, and other splintering
factors result in a fractured sector that struggles to scale and and cannot efficiently create the
systems needed to serve the millions of patients who would benefit from CGTs.

“Instead of asking
About 3,000 2024 o e S e 200 transplant
therapeutic centers to conform,
developers North 1,243 maybe these
operating almost companies can join

2.000 clinical i 1,000 hands together...
and start to

trials worldwide. !
standardize and

harmonize.” 2

Europe

Total 2,919* 1,851*
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The Need for Regenerative Medicine Standards

QMo g e\.‘o 3 v.
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Encourage Facilitate innovation Accelerate Reduce cost to Build public
and product regulatory review manufacturers support for new
and patients therapies

collaboration and
of new therapies

knowledge sharing development

Regenerative medicine therapies present unique challenges related
to product testing, scientific protocols, product quality and
specifications, performance characteristics, and compliance criteria.
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What is a Standard?

Common and repeated use of rules, conditions,
guldelines or characteristics for products or
related processes and production methods, and
related management systems practices.
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Documentary & Reference Standards

v/
Documentary Standards Reference Standards
» Written document containing technical « Homogenous and stable material; highly
specifications or other criteria characterized reagents that are distributed to

assure consistency, quality, and safety

« Written rules, guidelines, or definitions of
characteristics e Established to be fit for intended use in a
measurement process
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Voluntary Consensus Standards (VCS)

Requirements for the creation process for a voluntary consensus
standard are:

Openness

Balance of Interest
Due Process
Appeals Process
Consensus

ANSI

American National Standards Institute
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Founding of the Standards Coordinating Body (SCB)

THE STANDARDS
COORDINATING BODY

Established in 2016 and launched in January 2017,

COORDINATES standards activities SCB is an independent 501(c)(3) organization
across the community to accelerate . ) . o .

standards advancement Occupies unique niche within field with no vested
ENGAGEE RTINS . 1111.te.res1ts in sII).ec1fic smen;llfic, commercial,
the identification, prioritization, and clinical or poiicy approacnes

advancement of potential standards to .

incorporate a range of perspectives and SCB is not an Standards Development

expertise Organization (SDO), but rather coordinates

EDUCATES the community about the standards development process

available standards and their benefits, . . .
stARClSrE CUIE L HGHE processes, Serves as communication vehicle among all

and standards implementation stakeholders, including government agencies,
critical to the development of standards
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How SCB Works

The most robust, effective organization in CGT standards
We work with thousands of experts and stakeholders in independent, non-biased operational
models to facilitate discussion, identify needs, and advance impactful standards development.

5\3 Before standards are developed: educate, identify needs, prioritize, assess feasibility

::3 During standards development: initiate, develop drafts, gather reviews and comments,
voting

g\: Across the lifecycle: facilitate sector-wide discussion and education, conduct workshops,
< conduct surveys and gather feedback, manage Focus Areas of critical sector importance,
ensure that regional voices are surfaced in global standards forums

53 Substantial impact across CGT: workforce development training, ongoing education,
- ongoing neutral forum for standards discussion and vetting, online learning platform
and standards library, curated standards packages, and more

EBAONRDDAl\I\RIE-%l NG 1. Alliance for Regenerative Medicine ,2024

.. \ BODY 2. Cell and Gene Therapy Insights, 2022
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Delivering Dramatic Standards Acceleration

Pre-Development Development Qutreach
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A Proven Track Record Across our Sector

E} INCREASING THE NUMBER OF REGENERATIVE MEDICINE

SCB has increased the STANDARDS BEING ADVANCED IN THE FIELD

average rate of a standard’s

development by 3 FOLD. - 7S r:r'.
—139) (34) i

With SCB, time from the = == o .
establishment of need to a completed
standards advancement standards advanced to SDOs SCB-coordinated
consensus standard has been projects coordinated by SCB with SCB support standards finalized

shortened to less than 4 years.

ACCELERATING THE ADVANCEMENT AND AVAILABILITY
OF REGENERATIVE MEDICINE STANDARDS

Additionally, more than half of the |
standards recognized by the CBER |1, 20 Q+ [fsiener sbserbers wochted 1 75 prolect paticieants

Voluntary Consensus Standards
Recognition Program were facilitated
by SCB.

1 1 7 working group calls to move standards 22 step advances to a new stage
y advancement projects forward of standards development
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Voluntary Consensus
Standards (VCS)
Development Process
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Standard Development Process

Pre-Development Development Outreach
Identify Prioritize Assess Initiation Initial Review/ Final Finalization Ongoing

Needs Standards Feasibility Drafting Comment Voting Outreach and
Education
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Standard Development Process

Pre-Development Development Outreach
Identify Prioritize Assess Initiation Initial Review/ Final Finalization Ongoing
Needs Standards Feasibility Drafting Comment Voting Outreach and

Education

'eny Identify Needs
o]

1| Identify the need for a written/documentary standard or reference material/physical standard

Prioritize Standards
Solicit input from the community to determine which areas of need would have the
greatest benefit for the field if standardized

(N)
o)

— @)
I

Assess Feasibility
Gather experts to discuss the feasibility of developing the standard and confirm whether a
standard has the necessary technical foundation and community support to move forward

o? ¢
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Feasibility Assessment Plan

Conduct Feasibility
Assessment

FEASIBILITY ASSESSMENT

Tier 1 Factors
* Technical
« Economic
* Operational

[V potentially
reconcilable obstacle

[M not an obstacle

[ irreconcilable obstacle

FEASIBILITY ASSESSMENT

Tier 2 Factors
 Legal
» Resource
« Schedule

A potentially
reconcilable obstacle

A not an obstacle

[ irreconcilable obstacle

l

Potential
standards
are specific/
robust and have
a champion
identified

Develop a plan and advance

potential standards
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https://www.cellandgene.com/doc/the-importance-of-feasibility-assessments-in-the-standards-development-process-0001
https://www.cellandgene.com/doc/the-importance-of-feasibility-assessments-in-the-standards-development-process-0001

Needed Regenerative Medicine Standards

In order to create standards that are impactful and needed by the field we need to
coordinate and devote resources to getting these standards developed

It is important to identify gaps in standards that can be filled so that we can
ensure these standards that will advance the field are created

To share your standardization needs click here:
https://www.standardscoordinatingbody.org/needsurvey
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https://www.standardscoordinatingbody.org/needsurvey

Needed Regenerative Medicine Standards

Areas of Need

SCB regularly solicits input from the regenerative medicine community to help identify and prioritize areas of need. Take our survey to provide feedback on:
» The impact that a standard could have on the availability of safe and high-quality regenerative medicine therapies
s The level of urgency with which a needed standard should to be pursued to mitigate risk and realize opportunities

Based on the feedback, the chart below is updated semi-annually to reflect the community’s prioritization perspectives. TAKE THE SURVEY [/

URGENCY AND IMPACT See All >

High urgency/low impact High urgency/medium impact High urgency/high impact
& 7 22 2
O
% Medium urgency/low impact Medium urgency/medium impact Medium urgency/high impact
Low urgency/low impact Low urgency/medium impact Low urgency/high impact
IMPACT

STANDARDS
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https://www.standardscoordinatingbody.org/needsurvey

Standard Development Process

Pre-Development Development Outreach
Identify Prioritize Assess Initiation Initial Review/ Final Finalization Ongoing
Needs Standards Feasibility Drafting Comment Voting Outreach and

Education

(4) Q Initiation: Present the standard concept to an SDO or other standards developing body and receive
acceptance for standard development

Al Initial Drafting: Experts within a working group begin to draft the standard

6 % Review/Comment: Drafts of the written standard are circulated for comment, voting, and editing.

@ % Final Voting: A final round of voting is conducted and the standard is approved for publication

(8 g Finalization: Final changes are incorporated into the standard and it is prepared for publication
!
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Standard Development Process

Pre-Development Development Outreach
Identify Prioritize Assess Initiation Initial Review/ Final Finalization Ongoing

Needs Standards Feasibility Drafting Comment Voting Outreach and
Education

o
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Working Group Survey

SCB has established a simple and direct way to sign BT
up and share SCB working groups by creating a short

survey. 0—
00— V)
Any working group discussed during this call can be 00—

signed up for here:
https://www.surveymonkey.com/r/SCBWorkinggrou

ps
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https://www.surveymonkey.com/r/SCBWorkinggroups
https://www.surveymonkey.com/r/SCBWorkinggroups

VCS & the
Regulatory Process
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Regulations, Guidances, and Standards

Regulations:

Have the force and effect of law and are usually mandatory, setting out specific requirements
that regulated products and organizations must meet. In the United States, regulations are written in the
Code of Federal Regulations and published in the Federal Register.

Guidances:
Formal documents issued by a government agency to clarify the agency’s thinking on existing laws
or regulations and offer guidelines for how industry can comply with these regulations.

Standards:
Voluntary rules, conditions, characteristics, or physical materials that an organization can adopt to
make a process safer, more efficient, or better aligned with the practices of other organizations in their
industry.
Different standards types include:
‘Documentary Standards
Standard Reference Material
*Standard Reference Data
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Legal Basis for the Use of Standards in the
Regulatory Process

The legal basis of the federal use of consensus standards is found in the:
1. National Technology Transfer and Advancement Act (NTTAA)

2. Federal Food, Drug, and Cosmetic Act (FD&C)

It is further clarified in two FDA guidances,
1. Standards Development and the Use of Standards in Regulatory Submissions Reviewed in the
Center for Biologics Evaluation and Research
2. Appropriate Use of Voluntary Consensus Standards in Premarket Submissions for Medical
Devices

This stance across the federal government is well sumnmarized by the Office of Management and Budget (OMB) as follows:

“Agencies shall use existing voluntary consensus standards, both domestic and international, in their regulatory
and procurement activities as a means of carrying out policy objectives or activities determined by the agencies,
unless use of such standards would be inconsistent with applicable law or otherwise impractical. Agencies shall
use such voluntary consensus standards for test methods, procurement guidelines, management
systems, sampling procedures, or protocols to determine whether established regulatory limits or
targets have been met.”
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https://www.congress.gov/congressional-report/104th-congress/house-report/390/1
https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/standards-development-and-use-standards-regulatory-submissions-reviewed-center-biologics-evaluation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/standards-development-and-use-standards-regulatory-submissions-reviewed-center-biologics-evaluation
https://www.fda.gov/media/71983/download
https://www.fda.gov/media/71983/download
https://obamawhitehouse.archives.gov/omb/circulars_a119_a119fr

Regulatory perspective on standards

* Regulatory agencies have clearly expressed the preference for the use of
consensus based standards in the approval process when applicable

A. The National Technology Transfer and Advancement Act
(NTTAA)

In 1996, Congress passed the National Technology Transfer and Advancement Act (NTTAA)
(Pub. L. No. 104-113), codifying an Office of Management and Budget (OMB) directive, Circular
A-119, Federal Participation in the Development and Use of Voluntary Consensus Standards and
in Conformity Assessment Activities, that had previously been issued several times, dating back
to the late 1970s.! The NTTAA and OMB Circular A-119 established Federal government
policies to improve the internal management of the Executive Branch by directing agencies to use
voluntary consensus standards in lieu of government-unique standards except where voluntary
consensus standards are inconsistent with law or otherwise impractical.?

*edl/ STANDARDS
) COORDINATING

21\ BODY

REGENERATIVE MEDICINE




Regulatory perspective on standards
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B. The Food and Drug Administration Modernization Act and 21*
Century Cures Act

Congress also enacted the Food and Drug Administration Modernization Act of 1997 (FDAMA)
(Pub. L. No. 105-115) and the 21st Century Cures Act (Pub. L. 114-255), which amended section
514(c) of the Federal Food, Drug, and Cosmetic Act (FD&C Act). Section 514(c) states, in part,
that FDA “shall, by publication in the Federal Register . . . recognize all or part of an appropriate
standard established by a nationally or internationally recognized standard development
organization for which a person may submit a declaration of conformity in order to meet a
premarket submission requirement or other requirement,” 21 U.S.C. 360d(c)(1)(A).

The term “recognize™ in section 514(c) of the FD&C Act refers to FDA’s formal identification of
a standard after a determination that it is appropriate for manufacturers of products to declare
conformance to meet relevant requirements in the FD&C Act, including premarket submission
requirements.

This guidance refers to voluntary consensus standards recognized by FDA in the Federal Register
in accordance with section 514(c) of the FD&C Act as “FDA-recognized consensus standards.” A
list of consensus standards that FDA has recognized or decided to recognize is available on the
FDA Recognized Consensus Standards Database Web site.® See section IV for more information
about standards that FDA has decided to recognize but for which recognition is still pending.




Voluntary Consensus Standards
Recognition Program for Regenerative
Medicine Therapies

Dratt Guidance for Industry
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Overall purpose/scope of guidance

This program is modeled after the formal standards and conformity
assessment program or S-CAP for medical devices

This guidance describes a program at CBER for recognition of VCS
relevant to RMT products regulated in CBER. This guidance also describes
how CBER intends to review VCS for recognition in the SRP-RMT. This
program will not apply to: statutory and regulatory standards that are legally
binding, such as certain provisions of the FD&C Act (21 U.S.C. 301-et seq.)
and PHS Act (42 U.S.C.); to standards developed by SDOs that do not follow
consensus mechanisms; or to electronic data exchange standards for
submissions to CBER.
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The SRP-RMT is expected to facilitate product
development by:

e Using Agency expertise to evaluate and recognize voluntary consensus standards related to RMT
products that are potentially useful to industry and CBER staff. Specifically, this process will allow
CBER to:

0 Receive a candidate VCS, with relevant information (e.g., the scope of the standard and the
purpose), from internal or external parties for informal recognition.

o Determine whether to recognize a standard in whole or in part following an internal scientific
evaluation.

o List the recognized standards in a publicly searchable database on CBER'’s website,
accompanied by an information sheet describing the scope and the extent of CBER's
recognition of that standard and any other relevant information about the standard.

e Providing transparency to industry and other stakeholders regarding CBER'’s thinking about a
particular method or approach, thereby increasing regulatory predictability.

e Promoting the visibility and use of standards applicable to its public health mission.
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FDA evaluation of standards

e The standard does not conflict with the FD&C Act, the PHS Act,
applicable regulations, or current policies;

e The standard is scientifically sound;

e The standard can assist in the assessment of a regulatory submission
for RMT products; and;

e Use of the standard may facilitate the ability of a sponsor to meet
regulatory requirements for RMT products reviewed in CBER.

21\ BODY
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Voluntary Consensus Standards
Recognition Program for Regenerative
Medicine Therapies

Guidance for Industry

e Guidance outlines a program for the FDA to vet and formally recognize standards that are applicable
to regulatory approval of regenerative medicine products

e SCB hosted a webinar on 2/21 information. The recording is posted on our website:
https://www.standardscoordinatingbody.org/release-scb-webinar-cber-consensus-std-recog

e Link to FDA Guidance:

https://www.fda.gov/requlatory-information/search-fda-guidance-documents/voluntary-consensus-standards-recognition-
program-regenerative-medicine-therapies

 CBER Recognized Standards List:

https://www.fda.gov/vaccines-blood-biologics/standards-development-regenerative-medicine-therapies
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https://www.standardscoordinatingbody.org/release-scb-webinar-cber-consensus-std-recog
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-consensus-standards-recognition-program-regenerative-medicine-therapies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-consensus-standards-recognition-program-regenerative-medicine-therapies
https://www.fda.gov/vaccines-blood-biologics/standards-development-regenerative-medicine-therapies

Standards Resources
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SCB’s Standards Portal

Q Enter keywords SPECIAL DESIGNATIONS: [ Fpa RECOGNIZED [ ANSI PACKAGES

Jse double quotes to search for an exact match ("F2233-22

SECTOR FUNCTIONAL AREA ORGANIZATION STATUS TYPE

All v All v All v All b All v

SEARCH RESULTS

365 | 4 29 g 270 | , T m 54

STANDARDS = ORGANIZATIONS PUBLISHED / RELEASED = IN DEVELOPMENT AREAS OF NEED

* Portal.standardscoordinatingbody.org
* Launched publicly in March 2021

* |nteractive database of easily searchable information on published standards, in-development
standards, and areas of need for the regenerative medicine community
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https://portal.standardscoordinatingbody.org/

ANSI Packages for Recognized Standards

SCB has curated four new ANSI packages:

1. CBER Voluntary Consensus Standards Recognized: Cell
Characterization

2. CBER Voluntary Consensus Standards Recognized: Sequencing

3. CBER Voluntary Consensus Standards Recognized: Cryropreservation
and Storage

4. CBER Voluntary Consensus Standards Recognized: Scaffolds

These packages are available here:
https://www.standardscoordinatingbody.org/reqgen-med-standards-packages
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https://www.standardscoordinatingbody.org/regen-med-standards-packages

SCB’s Standards Portal

Help with definitions @

Q, Enter keywords SPECIAL DESIGNATIONS: [ Fpa rRecoGNIZED [] ANSI PACKAGES
. Jse double guotes to search for an exact match ("F2233-22 l
SECTOR FUNCTIONAL AREA ORGANIZATION STATUS TYPE
All v All v All v All v All v

SEARCH RESULTS

365 29 5 270 s 7 m o4

STANDARDS ORGANIZATIONS PUBLISHED / RELEASED : IN DEVELOPMENT AREAS OF NEED

e Search features for special designations were added to select standards recognized by the CBER
Standards Recognition Program and/or those available as part of an SCB Curated ANSI Package.
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SCB’s Standards Portal

Note: This portal searches on standards titles and summary descriptions, not within the full text of the standard itself.

— Search Filters

Reset all filters

‘ Q_ Enter keywords Help with definitions (2)
Use double quotes to search for an exact match ("F2233-22")
and/or

SECTOR FUNCTIONAL AREA ORGANIZATION STATUS TYPE
O au ® au All v ‘ @® au @ au
Cell Therapy D Bioprocessing and Production D In Development D Documentary
D Gene Therapy D Analytical and Testing Methodologies D Published / Releaszad D Reference
D Tissue Engineering D Product Quality and Characterization D Withdrawn
D Supportive D Logistics and Compliance Criteria D Area of Need

D Preclinical Studies

D Clinical Trials

128 | . 18 101 2 | @ 28

STANDARDS ORGANIZATIONS PUBLISHED / RELEASED ! IN DEVELOPMENT AREAS OF NEED

STANDARDS
COORDINATING

EODY https://portal.standardscoordinatingbody.org/
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Standards in Development

Note: This portal searches on standards titles and summary descriptions, not within the full text of the standard itself.

— Search Filters Reset all filters

Help with definitions (3)

‘ Q Enter keywords ‘ SPECIAL DESIGNATIONS: [J Fpa RECOGNIZED  [J] ANSI PACKAGES
Use double quotes to search for an exact match ("F2233-22")
SECTOR FUNCTIONAL AREA ORGANIZATION STATUS TYPE
‘ All v ‘ ‘ All v ‘ ‘ All v InDevelo... X = ‘ All M
O a
SEARCH RESULTS [ sHOW FDA RECOGNIZED [] SHOW A
84 ,"i‘:i‘ 8 O D Published / Released F o
STANDARDS - ORGANIZATIONS PUBLISHED / RELEASED I [ thdrawr AREAS OF NEED
ORGANIZATION DESIGNATIONS ID TITLE TYPE
. ASTM Guide for Sampling Methods of Tissue Engineered In Development
-~ ASTM International i i i X K Documentary
WK70143 Medical Products for Microbiclogical Safety Testing October 2019

STANDARDS
COORDINATING
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SCB’s Standards Portal

v E0ORBINATING The Regenerative Medicine Standards Portal
- BODY

REGEMERATIVE MEDICINE SEARCH FOR STANDARDS ABOUT CONTACT | SCB HOME

A unique interactive database of the landscape of regenerative medicine standards

+ Search for current information on existing and in-development standards to help your organization improve its operations

» Leam about current efforts that need your support
» Provide feedback on in-development standards or standards areas of need

New Updates

Spotlight on changes to the regenerative medicine standards landscape within the past 45 days. Select a featured standard for more detail or access the comprehensive Standards Search. These updates are also highlighted on the search page.

s Published / Released: Newly published documentary standards or released reference materials

® Recent Activity: Recent activity includes new open ballots, calls to action, and more

* New To The Portal: Existing or in-development standards or areas of need recently added to the portal
= Revised By SDOs: New editions or standards recently revised by standards developing organizations

PUBLISHED / RELEASED ® RECENT ACTIVITY = REVISED BY SDOS

New editions or standards recently revised by standards developing organizations

ORGANIZATION ID TITLE STATUS TYPE
\ Published
— AABB N/A Standards for a Patient Blood Management Program (3rd Edition) 2091 Documentary
Published
— AABB N/A Standards for Molecular Testing for Red Cell, Platelet, and Neutrophil Antigens (5th Edition) October 2020 Documentary
ctober
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https://portal.standardscoordinatingbody.org/

SCB’s Standards Portal

Biotechnology — Provenance information model for biological

International Organization for ISO/AWI TS . . In Development
-+ oL material and data — Part 1: Design concepts and general Documentary
Standardization — 1SO 23494-1 . May 2020
requirements
International Organization for ISO 20391- Biotechnology - Cell Counting - Part 1: General guidance on cell Published 5 ;
— ocumenta
Standardization — 1SO 1:2018 counting methods 2018 Y

Applicable Sector(s) n% Cell Therapy

Functional Area(s) % Analytical and Testing Methodologies

Description SO 20391-1:2018 defines terms related to cell counting for biotechnology. It describes counting of cells in suspension (generally cell concentration) and cells
adhered to a substrate (generally area density of cells). It provides key considerations for general counting methods (including total and differential
counting, and direct and indirect counting) as well as for method selection, measurement process, and data analysis and reporting.

Additional Keywords  advanced therapies, front end, upstream, product development, regenerative medicine, hemocytometer, dyes, stains

Availability  https://www.iso.org/standard/68879.html

n Report errors or needed updates

STANDARDS
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https://portal.standardscoordinatingbody.org/

Workforce Development Course Update

Pilot training program for standards:

SCB is designing and implementing a pilot training program (with ARMI | BioFab USA)
to help manufacturers avoid/minimize many of the common front-end issues of the
manufacturing process.

ISO Cell Counting Part 1&2: The course has been launched through ISCTs platform.

ISO Ancillary Materials: SMEs working on course content.

If interested in serving as a subject
matter expert or to contribute case

S DR studies, please contact Katie at

“™ SDYC CZander@regenmedsch.org.



mailto:CZander@regenmedscb.org

ISO Cell Counting Implementation Course

Q. cContactUs ISCTintheNews Media CareerCenter Donate ISCTCommunity % in i3

.= [nternational Society
for Cell & Gene Therapy

ANNUAL & REGIONAL MEETINGS ~ MEMBERSHIP WORKFORCE DEVELOPMENT - = PUBLICATIONS - EDUCATION - ABOUTISCT -

THE IMPLEMENTATION OF CELL COUNTING STANDARDS ISCT

A Partnership between ISCT & SCB Lngzggggpc:‘zmnmma

ABOUT THE COURSE

The Implementation of the ISO Cell Counting Standards course is
partnership between ISCT and the Standard Coordinating Body
(SCB). This course was developed with input from the Subject Matter
Experts {:SMES), including NIST, FDA, and device manufacturers, who
created the ISO 20391-1:2018 (Part 1) and 1SO 20391-2:2019 (Part 2)
Standards.

This course will give you a fundamental understanding of cell
counting terminology, methods, reporting, processes for cell counts,
sample selection, and data analysis. You will learn from experts how
to apply the principles of quality indicators for evaluating the quality
of a cell counting measurement process. As part of the course, you
will receive an electronic copy of 1SO 20391-1:2018 (Part 1) and ISO
20391-2:2019 (Part 2) Standards.

At the end of the course, you will be confident in implementing 1SO

https://www.isctglobal.org/resources/training-programs/iso-cell-counting



https://www.isctglobal.org/resources/training-programs/iso-cell-counting

Stay up to date on standards

Follow us on social media to stay up to date on news surrounding
regenerative medicine standards, including webinars, FDA guidance
documents, NIST consortium opportunities, open ballots, and new working

groups.

@ Linkedin:https://www.linkedin.com/company/standards-coordinating-body

y Twitter: https://twitter.com/SCBRegenMed
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https://www.linkedin.com/company/standards-coordinating-body
https://twitter.com/SCBRegenMed

Questions?



.:.;(k,

FOR MORE INFORMATION VISIT

OR CONTACT


http://www.standardscoordinatingbody.org/
mailto:dhenke@regenmedscb.org

Thank you!
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