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UPS EXPRESS MAIL
April 3, 2019

Rejuvenate Health HHI
1544 Fording Island Road
Hilton Head Island, SC 29926

To Whom It May Concern:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 coniprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521

8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and
engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

! For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration
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Silver Spring, MD 20993
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FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https: //www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucm58521

8.htm.

Sincerely,

/S/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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UPS EXPRESS MAIL
April 3, 2019

Christopher Schroeder, DC
Stem Cell Regeneration, LLC
421 E 30th Avenue
Hutchinson, KS 67502

Dear Dr. Schroeder:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.?

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521

8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This penod provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https: //www.fda.gov/BiologicsBloodVaccines/Cell eneTherapyProducts/ucms58521

8.btm.

Sincerely,

IS/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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Mike Van Thielen, PhD

President and CEO

Neo Matrix, Inc., dba Neo Matrix Medical
290 Clyde Morris Blvd, Suite D-1
Ormond Beach, FL 32174

Dear Dr. Van Thielen:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA'’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /uems8521

8.htm.

FDA’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA'’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA,

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and'who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations _for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https://www.fda.gov/Biologics accines/CellularGeneTherapyProducts/ucm58521
8.htm.
Sincerely,
/sl
<. - r
Mary A. Malarkey
Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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UPS EXPRESS MAIL
April 3, 2019

Guadalupe Nuno, DC

Tyrone Isquirdo, DC

East Bay Health and Wellness
2255 Ygnacio Valley Road #W
Walnut Creek, CA 94598

Dear Drs. Nuno and Isquirdo:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/uems8521

8.htm.

FDA’s final guidance, Regulaiory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and:

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucms8521

8.htm.,

Sincerely,

/S/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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April 3, 2019

Melissa Golden, MBA, Director.
Stemcellix LLC

4401 West Kennedy Boulevard, Suite 101
Tampa, FL 33609

Dear Ms. Golden:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA'’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521

8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November.2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA'’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain produicts with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at
https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucms8521
8.htm.

Sincerely,

/s/

Mary A. Malarkey

Director .

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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April 3, 2019

Scott Sneller, DC, Clinic Director

Garry Clark, DO, ACOFP, Medical Director
Multi Care Health Clinic, PC

3930 Stadium Drive

Sioux City, IA 51106

Dear Drs. Sneller and Clark:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaceines/CellularGeneTherapyProducts /ucm58521
8.htm.

FDA’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

htips://www.fda.gov/BiologicsBloodVacci CellularGeneTherapyProd ucms58521
8.htm,

Sincerely,

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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Christopher R. Sforzo, MD

Christopher L. Dillingham, MD

Charles E. Stewart, MD

Philip Meinhardt, MD

Sforzo | Dillingham | Stewart Orthopedics + Sports Medicine
5831 Bee Ridge Road, Suite 200

Sarasota, FL 34233

Dear Drs. Sforzo, Dillingham, Stewart, and Meinhardt:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as -
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are avallable on FDA’s website at

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA's intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. . Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.{da.gov
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reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and
engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND '
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at
https://www.fda.gov/BiologicsBloodVacci CellularGeneTherapyProducts /ucm58521

8.htm.

Sincerely,

/s/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.


www.fda.gov/BiologicsBloodVaccines

.,ﬁ A U.S. FOOD & DRUE

- ADMINISTRATION

UPS EXPRESS MAIL
April 3, 2019

Regan J. Archibald, Founder
East West Health Solutions, Inc.
34 S 500 E #203

Salt Lake City, UT 84102

Dear Mr. Archibald:
It has come to the attention of the United States Food and Drug Administration (FDA or

the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat

a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as blologlcal products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucms8521

8.htm.

FDA’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Mampulanon and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s preiarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at
https://www.fda.gov/Bi icsBloodVaccines/CellularGeneTherapyProducts /ucm58521

8.htm,

Sincerely,

/s/

Mary A. Malarkey
Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.


https://htt,Ps://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521

.S. FOCD & DRUG

ADMINISTRATION

UPS EXPRESS MAIL
April 3, 2019

Brian Roadhouse, DC
Regeneration Nation LLC
6565 S. Yale Avenue, Suite 106
Tulsa, OK 74136

Dear Dr. Roadhouse:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Blologlcs Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at
https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521
8.htm.

FDA’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Miniimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https: //www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521

8.htm.

Sincerely,

[s/ ,

Mary A. Malarkey

Director ‘

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.


https://ht1J)s://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521

RPN S,

{C Esm U.S. FOOD 8 DRUG

. ADMINISTRATION

e

%

UPS EXPRESS MAIL
April 3, 2019

Lindsay Carmody, MSN, FNP-BC, APNP
Forward Healthy Lifestyles, LLC

N112 W15568 Mequon Road, Suite 6
Germantown, WI 53022

Dear Ms. Carmody:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.?

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

hitps://www.fda.gov/Biolo g;fcsBloodYaccines /CellularGeneTherapyProducts Zucﬁl58 521

8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipuiation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The °
guidance outlined FDA'’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements wheh the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a .
showing of safety and efficacy for the product’s intended use. ‘While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucm58521

8.htm.

Sincerely, .

/S/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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UPS EXPRESS MAIL
April 3, 2019

Jason Y. Hui, NMD, DC, DACBN, President and Secretary
Progressive Health & Rehabilitation, Ltd.

1283 West Dundee Road

Buffalo Grove, IL 60089

Dear Dr. Hui:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.?

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at
https://www.fda.gov/BiologicsBloodVacci CellularGeneTherapyProducts/ucms58521
8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage.with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https://www.fda.gov/BiologicsBloodVacci CellularGeneTherapyProducts/ucm58521
8.htm,
Sincerely,
Vi P =
/s/ :
Mary A. Malarkey
Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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Thomas A. Santucei, DC
Advanced Regen Medical, Inc.
471 Division Street

Campbell, CA 95008

Dear Dr. Santucci:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
‘products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.*

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucms8521

8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA'’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

'U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

htips://www.fda.gov/BiologicsBloodVaccin lularGeneTherapyProducts /ucm58521
8.htm.

Sincerely,

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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April 3, 2019

Orca Biotech LLC
126 West Sego Lily Drive, Suite 195
Sandy, UT 84070

To Whom It May Concern:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

‘FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https: //www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521

8.htm.

FDA’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these produets. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and
engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenuc

Silver Spring, MD 20993

www.fda.gov
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FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
‘Products: Minimal Manipulation and Homologous Use, available at
://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/uc 1

8.htm.

Sincerely,

/s/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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James P. Dickens, MD, Medical Director
Natural Foundations Medical Group, Inc.
4450 Capitola Road, Suite 105

Capitola, CA 95010

Dear Dr. Dickens:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.?

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at
https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521
8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product-does not raise
reported safety concerns or potential significant safety concerns. This period provides.
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at
https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521
8.htm.

Sincerely,

/S/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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Wisconsin Stem Cell LLC
1370 Pabst Farms Circle, #340
Oconomowoc, WI 53066

To Whom It May Concern:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.! '

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at
https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucms8521
8.htm. '

FDA’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA'’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and
engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled.
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at
https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms58521
8.bhtm.

~ Sincerely,

/S/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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April 3, 2019

Joshua LeBlanc, DC

Alpha Spine and Wellness, LLC
3648 Pontchartrain Dr., Suite 100
Slidell, LA 70458

Dear Dr. LeBlane:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologies Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.’

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
sulte of four guidance documents that are available on FDA’s website at
www.fda.gov/BiologicsBloodVaccin llularGeneTherapyProducts/ucm5852

8.h1m.

FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA'’s intent to exercise enforcement discretion for the first 36
 months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. Whilein the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at
https://www.fda.gov/BiologicsBloodVaccines/CellularGen rapyProducts/ucm58521

8.htm.

Sincerely,

/s/

Magy A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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Active Integrated Medical Centers PC
797 East Lancaster Ave., Suite 7
Downingtown, PA 19335

To Whom It May Concern:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the .
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA'’s website at
bttps://www,fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521
8.him. '

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA's intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requiremeénts and
engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND):

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521

8.htm.

Sincerely,
» -

/s/

[ 4 . 4
Mary A. Malarkey
Director
Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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UPS EXPRESS MAITL
April 3, 2019

Darcy E. Brunk, DC
Achieve Vitality LLC
1606 Wynn Joyce Road
Garland, TX 75043

Dear Dr. Brunk:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts /ucm58521

8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36

months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND A
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at
https://www.fda.gov/BiologicsBloodVaceines/CellularGeneTherapyProducts/ucms8521

8.htm.

Sincerely,

/S/

LYY SRS
Mary A. Malarkey
Director
Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

J

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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April 3, 2019

Anand Srivastava, MS, PhD

Chairman, Cofounder and Chief Scientific Officer

Global Institute of Stem Cell Therapy and Research, Inc. (GIOSTAR)
4660 La Jolla Village Drive

Suite 100 & 200

San Diego, CA 92122

Dear Dr. Srivastava:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA'’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521
8.htm.

FDA'’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforeement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides

1 For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only after a
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical usé in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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manufacturers time to comply with the IND and premarket approval requirements and
engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
doene so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at '

https: //www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521
8.htm.

Sincerely,

/s/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

CC: GIOSTAR, Inc.
13278 Birch Tree Lane
Poway, CA 92064

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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April 3, 2019

Charles Roger Carroll, President
Body Garage LLC

123 Webster Street

Dayton, OH 45402

Dear Mr. Carroll:

It has come to the attention of the United States Food and Drug Administration (FDA or
the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance
and Biologics Quality (OCBQ) that you appear to be offering “stem cell” products to treat
a variety of diseases or conditions. FDA generally regulates such products under the
Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based
products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as
HCT/Ps, such products may also be regulated under the PHS Act and the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and
may require pre-market review.!

FDA’s November 2017 comprehensive regenerative medicine policy framework is
intended to spur innovation and efficient access to safe and effective regenerative
medicine products, including HCT/Ps. An overview of the framework is outlined in a
suite of four guidance documents that are available on FDA’s website at
https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/uc 21

8.htm.

FDA’s final guidance, Regulatory Considerations for Human Cells, Tissues, and Celiular
and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in
November 2017, informed manufacturers, health care providers, and other interested
parties about the Agency’s compliance and enforcement policy for these products. The
guidance outlined FDA’s intent to exercise enforcement discretion for the first 36
months following issuance of the guidance for certain products with respect to FDA’s
IND and premarket approval requirements when the use of the product does not raise
reported safety concerns or potential significant safety concerns. This period provides
manufacturers time to comply with the IND and premarket approval requirements and

! For example, in order to lawfully market an HCT/P that is also a biological product and
a drug, a valid biologics license must be in effect. Such licenses are issued only aftera
showing of safety and efficacy for the product’s intended use. While in the development
stage, such products intended for clinical use in humans, generally require an
investigational new drug application (IND).

U.S. Food & Drug Administration

10903 Nedy Hampshire Avenue

Silver Spring, MD 20993

www.fda.gov
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engage with FDA to determine whether they need to submit an IND or marketing
authorization application, and if so, to submit their application to FDA.

FDA is currently applying a risk-based approach to enforcement, accounting for how
products are being administered and the diseases and conditions for their use, and
reminds you that the 36-month period during which FDA intends to exercise
enforcement discretion will end in November 2020.2

Manufacturers, health care providers, and other interested parties who have any
uncertainty regarding the regulatory status of their products, and who have not already
done so, are encouraged to contact FDA well in advance of November 2020, to determine
whether their products are subject to the agency’s premarket approval requirements.

For more information on how to contact FDA to obtain a recommendation or decision
regarding the classification of an HCT/P, or for further information about IND
requirements for biological products, please see pages 23 and 24 of the guidance entitled
Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based
Products: Minimal Manipulation and Homologous Use, available at

htips://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucms8521

8.htm.

Sincerely,

/s/

Mary A. Malarkey

Director

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

2 Please be advised that FDA has not evaluated the application of the compliance and
enforcement policy to your firm or its products. You and your firm are responsible for
ensuring full compliance with the PHS and FD&C Acts and all applicable regulations.
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	Regulatory Ccmsiderationsfor Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 
	8.hrn. . . 
	Sincerely, 
	Mary A. Malarkey Director Office ofCompliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with_the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD 11 DRUG ADM INISTRATIO N 
	UPS EXPRESS MAIL April 3, 2019 Guadalupe Nuno, DC Tyrone Isquirdo, DC East Bay Health and Wellness 2255 Ygnacio Valley Road #W Walnut Creek, CA 94598 
	Dear Ors. Nuno and Isquirdo: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics EvaluatiQn and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regul
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT /Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at htn,s://www.fda.gov/BiologicsBloodVaccines/CellularGeneTher;myProducts/ucm58521 8.htm. . 
	FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-.8ased Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and pre
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing ofsafety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration I0903 New Hampshire A venue Silver Spring, MD 20993 
	Page 2 -East Bay Health and Wellness 
	engage with FDA to determine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise 2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 
	fil!1m.. 
	Sincerely, 
	Mary A Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG ADMINISTRATIO N 
	UPS EXPRESS MAIL April 3, 2019 Melissa Golden, MBA, Director. Stemcellix LLC 4401 West Kennedy Boulevard, Suite 101 Tampa, FL 33609 
	Dear Ms. Golden: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research {CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety ofdiseases or conditions. FDA generally regulates such products under the Public Health Service Act (PttS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CI1R 1271.3(d). Although generally regu
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at · 8.htm. · 
	FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November.2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and prem
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigatjonal new drug application (IND). 
	U.S. Food & Drug Administration 10903 New Hampshire Avenue Silver Spring, MD 20993 
	Page 2 -Stemcellix LLC 
	engage with FDA to determine whether they need to submit an IND or marketing 
	authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how 
	products are being administered and the diseases and conditions for their use, and 
	reminds you that the 36-month period during which FDA intends to exercise 
	enforcement discretion will end in November 2020.2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance ofNovember 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, ar:ui Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at .8..J!tm. 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application cifthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	l U.S. FOOD & DRU 
	AOMINIST.ATION 
	UPS EXPRESS MAIL April 3, 2019 Scott Sneller, DC, Clinic Director Garry Clark, DO, ACOFP, Medical Director Multi Care Bea.Ith Clinic, PC 3930 Stadium Drive Sioux City, IA 51106 
	Dear Drs. Sneller and Clark: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office ofCompliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to·treat a variety ofdiseases or conditions. FDA generally regulates such products under the Public Health Service Act (PH$ Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulat
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT /Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at 8.htm. 
	FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health ·care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for _certain products with respect to FDA's IND and pr
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license niust be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). . . . 
	U.S. Food & Drug Administration 10903 New Hampshire Avenue Silver Spring, MD 20993 www.fda .gov 
	Page 2 -Multi Care Health Clinic, PC 
	engage '"'itb FDA to determine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-montb period during which FDA intends to exercise 2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who ha:ve not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification ofan HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at .8..htm.. 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG ADMINISTRATION 
	UPS EXPRESS MAIL 
	April 3, 2oi9 
	Christopher R. Sforzo, MD 
	Christopher L. Dillingham, MD 
	Charles E. Stewart, MD 
	Philip Meinhardt, MD Sforzo IDillingham I Stewart Orthopedics + Sports Medicine 5831 Bee Ridge Road, Suite 200 
	Sarasota, FL 34233 
	Dear Drs. Sforzo, Dillingham, Stewart, and Meinhardt: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Centedor Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulat
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview of the framework is outlined in a suite offour guidance documents that are available on FDA's website at 
	8.htm. 
	FDA's final guidance,.Regulatory Considerationsfor Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and prema
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect .. Such licenses are issued only after a showing ofsafety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration 10903 New Hampshire Avenue Silver Spring, MD 20993 
	Page 2 -Sforzo I Dillingham IStewart Orthopedics + Sports Medicine 
	reported safety concerns or potential significant safety concerns. This period provides manufacturers time to comply with the IND and premarket approval requirements and engage with FDA to determine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the di!;>eases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise enforcement discretion will end in November 2020.2 
	Manufacturers, health care providers, and other interested, parties who have any uncertainty regarding the regulatory status of their products, and who have not already done so; are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 
	~ 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You and your firm are rE!Sponsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG ADMINISTaATIO N 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Regan J. Archibald, Founder East West Health Solutions, Inc. 34 S 500 E #203 Salt Lake City, UT 84102 
	Dear Mr. Archibald: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Qt1~ty (OGB_Q) th~tyou ~!!UQJ:>e offering "stem cell" products to treat_ ___ _ _ a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally 
	may require pre-market review.1 FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regen~rative medicine products, including HCT /Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at https://www.fda.gov/BiologicsBloodVaccines/CelluJarGeneTherapyProducts/ucm58521 8.htm. · FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and

	P
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. FOQ<l & Drug Administration 10903 New Hampshire Avenue Silver Spring, MD 20993 
	Page 2-East West Health Solutions, Inc. 
	engage with FDA to determine whether they need to submit an IND or marketing 
	authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and 
	reminds you that the 36-month period during which FDA intends to exercise 
	2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status of their products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to _determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 of the guidance entitled 
	Regulatory D:msiderationsfor Human Cells, Tissues, and Cellular and Tissue-Based Products: MinimalManipulation and Homologous Use, available at a.h!m. 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&CActs and all applicable regulations. 
	U.S. FOOD & DRUG ADMINIS TRATION 
	UPS EXPRESS MAIL 
	April3,2019 
	Brian Roadhouse, DC 
	Regeneration Nation LLC 
	6565 S. Yale Avenue, Suite 106 Tulsa, OK 74136 
	Dear Dr. Roadhouse: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT /Ps), as defined in 21 CFR 1271.3(d). Although generally regu
	FDNs November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview ofthe framework is outlined in a suite offour guidance docwnents that are available on FDA's website at 8.htm. 
	FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Ba.sed Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance of the guidance for certain products with respect to FDA's IND and pr
	1 For example, in order to lawfully market an HCT/P that is also a biqlogical product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration I0903 New Hampshire A venue Silver Spring, MD 20993 www.fda .gov 
	Page 2 -Regeneration Nation LLC 
	engage with FDA to determine whether they need to submit an IND or marketing authorization application, and ifso, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise enforcement discretion will end in November 2020.2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance ofNovember 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation an.d Homologous Use, available at 8.htm. 
	Sincerely, 
	Mary A Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD 81 DRUG ADMINISTIATIOti 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Lindsay Carmody, MSN, FNP-BC, APNP 
	Forward Healthy Lifestyles, LLC 
	N112 W15568 Mequon Road, Suite 6 
	Germantown, WI 53022 
	Dear Ms. Carmody: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency); Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health ServiceAct (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regula
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at 
	8.htm. . 
	FDA's final guidance, Regulatory Considerationsfor Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homoiogous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for theseproducts. The · guidance outlined FDA's intentto exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND andpremar
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration 10903 New Hampshire Avenue Silver Spring, MD 20993 
	Page 2 -Forward Healthy Lifestyles, LLC 
	engage ·with FDA to determine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to· exercise 2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance ofNovember 2020, to determine whether their products are-subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled 
	Regulatory Considerations/or Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 8.htm. 
	Sincerely, . 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You and your finn are responsible for ensuring full compliance with the PHS and FD&CActs and all applicable regulations. 
	U.S. FOOD & DRUG ADMINIST RATIO N 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Jason Y. Hui, NMD, DC, DACBN, President and Secretary 
	Progressive Health &Rehabilitation, Ltd. 
	1283 West Dundee Road 
	Buffalo Grove, IL 60089 
	Dear Dr. Hui: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the.Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT /Ps), as defined in 21 CFR 1271.3(d). Although generally regu
	may require pre-market review .1 FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT /Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at https://wwv.•.fda.gov/BiolodcsBloodVaccines/CellularGeneThera.pyProducts/ucm58521 8.htm. FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, an

	P
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration I 0903 New Hampshire A venue Silver Spring, MD 20993 
	Page 2 -Progressive Health &Rehabilitation, Ltd. 
	engage with FDA to determine whether they need to submit an IND or marketing authorization application, and ifso, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise enforcement discretion will end in November 2020.2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 of the guidance entitled 
	~egulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 8.htm. 
	Sincerely,
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your finn or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	· U.S. FOOD & DRUG 
	ADMUHSTIIATIO N 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Thomas A. Santucci, DC 
	Advanced Regen Medical, Inc. 
	471 Division Street 
	Campbell, CA 95008 
	Dear Dr. Santucci: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" prqducts to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regul
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at 8.htm. 
	FDA's final guidance, Regulatory Considerationsfor Human Cells, Tissues, and Cellular and Ti.c;sue-Based Products: }'.finimal Manipulation and Homoiogous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and 
	1 For example, in order to lawfully market an HCT/fithat is also a biological product and a drug, a. valid biologics license mustbe in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in hwnans, generally require an investigational new drug application (IND). 
	·u.s. Food & Drug Administration 
	I0903 New Hampshire Avenue 
	Silver Spring, MD 20993 
	www.fda.gov 
	Page 2 -Advanced Regen Medical, Inc. 
	engage with FDA to determine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise enforcement discretion will end in November .2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 of the guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 8.htm. 
	Sincerely, 
	Mary A Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG AO MUil lST RATIO N 
	UPS EXPRESS MAIL April 3, 2019 Orea Biotech LLC 126 West Sego Lily Drive, Suite 195 Sandy, UT 84070 
	To Whom It May Concern: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office ofCompliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271;3(d). Although generally regula
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at 8.htm. 
	FDA's final guidance, Regulatory Considerations for Humon Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health ·care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and pre
	1 For exampie, in order to lawfully market an HCT/P that.is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration 10903 New Hampshire Avenue Silver Spring, MD 20993 WWW.fda.gov . 
	Page 2 -Orea Biotech LLC 
	FDA is currently applying a risk-based approach to enforcement, accounting for how 
	products are being administered and the diseases and conditions for their use, and 
	reminds you that the 36-month period during which FDA intends to exercise 
	2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status of their products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 of the guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based ·Products: Minimal Manipulation and Homologous Use, available at 
	htt;ps://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521 
	8.htm. 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please 'be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&CActs and allapplicable regulations. 
	.U.S. FOOD & DRUG 
	AOMIN1STRATl0N 
	UPS EXPRESS MAIL 
	April 3, 2019 
	James P. Dickens, MD, Medical Director 
	Natural Foundations Medical Group, Inc. 
	4450 Capitola Road, Suite 105 
	Capitola, CA 95010 
	Dear Dr. Dickens: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or theAgency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or ce1lular or t.issue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regul
	may require pre-market review.1 FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, .including HCT /Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521 §.Jmn, FDA's final guidance, Regulatory Considerations for Human Cells, Y.:.ssues, an

	P
	1 For example, in order to lawfully market an HCT/P that is also a biological product and 
	a drug, a valid biologics license m.ust be in effect. Such licenses are issued only after a 
	showing of safety and efficacy for the product's intended use. While in the development 
	stage, such products intended for clinical use in humans, generally require an 
	investigational new drug application (IND). · U.S. Food & Drug Administration 
	I0903 New Hampshire Avenue 
	Silver Spring, MD 20993 
	www.fda.gov 
	Page 2 -Natural Foundations Medical Group, Inc. 
	engage with FDA to detennine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products ~e being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise 2 
	Manufacturers, health care providers, and·other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 of the guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous_Use, available at 8.htm. 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You an<l your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG AOMINISTIIATiON 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Wisconsin Stem Cell LLC 
	1370 Pabst Farms Circle, #340 
	Oconomowoc, WI 53066 
	To Whom It May Concern: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality ( OCBQ) that you appear to be offering "stem cell" products to treat a variety ofdiseases or conditions. FDA generally regulates such products under the . Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally reg
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at 8.htm. . 
	FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and prem
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Qrog Adminis1rl!tion 10903 New Hampshire Avenue Silver Spring, MD 20993 
	Page 2 -Wisconsin Stem Cell LLC 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise enforcement discretion will end in November 2020.2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled_ 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulatio11 and Homologous Use, available at 8.btm. . 
	Sincerely, 
	Mary A. Malarkey Director Office ofCompliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its.products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG ADMINISTRATION 
	UPS EXPRESS MAIL April 3, 2919 Joshua LeBlanc, DC Alpha Spine arid Wellness, LLC 3648 Pontchartrain Dr., Suite 100 Slidell, LA 70458 
	Dear Dr. LeBlanc: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety ofdiseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regula
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including Her/Ps·. An overview ofthe framework is outlined in a suite offour. guidance documents that are available on FDA's website at .8..J:!1m.. 
	FDA'.s final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and pre
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration ·I0903 New Hampshire A venue Silver Spring, MD 20993 
	Page 2 -Alpha Spine and Wellness, LLC 
	engage with FDA to determine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the. diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise enforcement discretion will end in November 2020.2 
	Manufacturers, 'health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products:. Minimal Manipulation and Homologous Use, available at 8.htm. . 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance withthe PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG ADMIN IST RATIO N 
	UPS EXPRESS MAIL 
	April 3, 2_019 
	Active Integrated Medical Centers PC 
	797 East Lancaster Ave., Suite 7 
	Downingtown, PA _19335 
	To Whom It May Concern: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "_stern cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally reg
	may require pre-market review.1 F.DA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT /Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTherapyProducts/ucm58521 ~ . FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cel

	P
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing ofsafety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND): 
	U.S. Food & Drug Administration 10903 New Hampshire Avenue Silver Spring, MD 20993 
	Page 2 -Active Integrated Medical Centers PC 
	FDA is currently applying a risk-based apprm1ch to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise 2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance ofNovember 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a' recommendation or decision regarding the classification of an HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 ofthe guidance entitled Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 
	8.htm. . 
	Sincerely, 
	Mary A. Malarkey Director Office ofCompliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD l:t DRUG 
	AOMl~ ISTaATION 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Darcy E. Brunk, DC 
	Achieve Vitality LLC 
	1606 Wynn Joyce Road 
	Garland, TX 75043 
	Dear Dr. Brunk: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office of Compliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety of diseases or conditions. FDA generally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regul
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT /Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at 
	8.htm. 
	FDA's final guidance, Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 · months following issuance ofthe guidance for certain products with respect to FDA's IND and pr
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug A~tration I0903 New Hampshire A venue Silver Spring, MD 20993 
	Page 2 -Achieve Vitality LLC 
	engage with FDA to determine whether they need to submit an IND or marketing 
	authorization application, and if so, to submit their application to FDA 
	FDA is currently applying a risk-based approach to enforcement; accounting for how 
	products are being administered and the diseases and conditions for their use, and 
	reminds you that the 36-month period during which FDA intends to exercise 
	enforcement discretion will end in November 2020.2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status of their products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision 
	regarding the classification of an HCT/P, or for further infonnatiqn about IND . . requirements for biological products, please see pages 23 and 24 of the guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at htn,s://www.fda.gov/BiologicsBloodVaccines/C,ellularGeneTherapyProducts/ucm58521 
	~ 
	Sincerely, 
	Mary A. Malarkey Director Office of Compliance and Biologics Quality C-enter for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application of the compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&c Acts and all applicable regulations. 
	U.S. fOOD & DRUQ AD M I NIST RATION 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Anand Srivastava, MS, PhD 
	Chairman, Cofounder and Chief Scientific Officer 
	Global Institute of Stem Cell Therapy and Research, Inc. (GIOSTAR) 
	4660 La Jolla Village Drive 
	Suite 100 & 200 
	San Diego, CA 92122 
	Dear Dr. Srivastava: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or 
	the Agency), Center for Bio.logics Evaluation and Research (CBER), Office of Compliance 
	and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat 
	a variety ofdiseases or conditions. FDA generally regulates such products under the 
	Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based 
	products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulated as .HCT /Ps, such products rp.ay also be regulated under the PHS Act and the Federal Food, 
	Drug, and Cosmetic Act (FD&C Act), as biological products, drugs, and/or devices, and 
	1 
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview of the framework is outlined in a suite offour guidance documents that are available on FDA's website at .8.Jm!h 
	FDA's final guidance, Regulatory Considerati.onsfor Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and prem
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a showing ofsafety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new·drug application (IND). 
	U.S. Food & Drug Administration I0903 New Hampshire A venue Silver Spring, MD 20993 
	Page 2 -Global Institute of Stem Cell Therapy and Research, Inc. (GI OSTAR) 
	manufacturers time to comply with the IND and premarket approval requirements and engage with FDA to determine whether they need to submit an IND or marketing authorization application, and if so, to submit their application to FDA 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise 2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the _regulatory status oftheir products, and who have not already done so, are encouraged to contact FDA well in advance of November 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification ofan HCT/P, or for further information about IND requirements for biological products, please see pages 23 and 24 of the guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, a_nd Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at · 
	~ 
	Sincerely, 
	Mary A Malarkey Director Office of Compliance and Biologics Quality Center for Biologics Evaluation and Research 
	cc: GIOSTAR, Inc. 13278 Birch Tree Lane Poway, CA 92064 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 
	U.S. FOOD & DRUG AP MINISTRATION 
	UPS EXPRESS MAIL 
	April 3, 2019 
	Charles Roger Carroll, President 
	Body Garage LLC 
	123 Webster Street 
	Dayton, OH 45402 
	Dear Mr. Carroll: 
	It has come to the attention ofthe United States Food and Drug Administration (FDA or the Agency), Center for Biologics Evaluation and Research (CBER), Office ofCompliance and Biologics Quality (OCBQ) that you appear to be offering "stem cell" products to treat a variety ofdiseases or conditions. FDAgenerally regulates such products under the Public Health Service Act (PHS Act) as human cells, tissues, or cellular or tissue-based products (HCT/Ps), as defined in 21 CFR 1271.3(d). Although generally regulate
	FDA's November 2017 comprehensive regenerative medicine policy framework is intended to spur innovation and efficient access to safe and effective regenerative medicine products, including HCT/Ps. An overview ofthe framework is outlined in a suite offour guidance documents that are available on FDA's website at 
	~ 
	FDA's final guidance, Regulatory Com:iderationsfor Human Cells, 1-Yssues, and Ceilular and Tissue-Based Products: Minimal Manipulation and Homologous Use, issued in November 2017, informed manufacturers, health care providers, and other interested parties about the Agency's compliance and enforcement policy for these products. The guidance outlined FDA's intent to exercise enforcement discretion for the first 36 months following issuance ofthe guidance for certain products with respect to FDA's IND and prem
	1 For example, in order to lawfully market an HCT/P that is also a biological product and a drug, a valid biologics license must be in effect. Such licenses are issued only after a . showing of safety and efficacy for the product's intended use. While in the development stage, such products intended for clinical use in humans, generally require an investigational new drug application (IND). 
	U.S. Food & Drug Administration 10903 Ne+.r Hampshire Avenue Silver Spring, MD 20993 
	Page 2 -Body Garage LLC 
	engage with FDA to determine whether they need to submit an IND or marketing authorization appli~tion, and ifso, to submit their application to FDA. 
	FDA is currently applying a risk-based approach to enforcement, accounting for how products are being administered and the diseases and conditions for their use, and reminds you that the 36-month period during which FDA intends to exercise · enforcement discretion will end in November 2020.2 
	Manufacturers, health care providers, and other interested parties who have any uncertainty regarding the regulatory status of their products, and who have not already done so, are encouraged to contact FDA well in advance ofNovember 2020, to determine whether their products are subject to the agency's premarket approval requirements. 
	For more information on how to contact FDA to obtain a recommendation or decision regarding the classification ofan HCTiP, or for further information about IND . requirements for biological products, please see pages 23 and 24 ofthe guidance entitled 
	Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use, available at 8.htm. 
	Sincerely, 
	Mary A. Malarkey Director Office ofCompliance and Biologics Quality Center for Biologics Evaluation and Research 
	2 Please be advised that FDA has not evaluated the application ofthe compliance and enforcement policy to your firm or its products. You and your firm are responsible for ensuring full compliance with the PHS and FD&C Acts and all applicable regulations. 




