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2025, a new era begins.....

(Legislative acts)

REGULATIONS

REGULATION (EU) 20212282 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 15 December 2021
on health technology assessment and amending Directive 2011/24/EU

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114 and 168 thereof,
Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinions of the Furopean Economic and Social Committee ('),

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (3},

Whereas:

(1) The development of health technologies is a key driver of economic growth and innovation in the Union and is key
to achieving the high level of health protection that health policies need to ensure for the benefit of all. Health
technologies constitute an innovative sector of the economy and form part of an overall market for healthcare
expenditure that accounts for 10 % of Union gross domestic product. Health technologies encompass medicinal
products, medical devices, in vitro diagnostic medical devices and medical procedures, as well as measures for
disease prevention, diagnosis or treatment.

(2} Health technology assessment (HTA) is a scientific evidence-based process that allows competent authorities to
determine the relative effectiveness of new or existing health technologies. HTA focuses specifically on the added
value of a health technology in comparison with other new or existing health technologies.

(3} HTAis able to contribute to the promotion of innovation, which offers the best outcomes for patients and society as
awhole, and is an important tool for ensuring proper application and use of health technologies.

(4} HTA can cover both clinical and non-clinical aspects of a health technology, depending on the healthcare system.
The Union'’s co-funded joint actions on HTA (EUnetHTA Joint Actions) have identified nine domains by reference to
which health technologies are assessed. Of these nine domains, four are clinical and five are non-clinical. The four
clinical domains of assessment concern the identification of a health problem and current health technology, the

() 0]C283,108.2018, p. 28 and O] C 286, 16.7.2021, p. 95.
() Position of the European Parliament of 14 February 2019 (O] C 449, 23.12.2020, p. 638) and position of the Council at first reading
of 9 November 2021 (0] € 493, 8.12.2021, p. 1). Position of the European Parliament of 14 December 2021 (not yet published in

the Official Journal).
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GUIdance fOI' Industry Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinions of the Furopean Economic and Social Committee (),
After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (3,

Whereas:

(1) The development of health technologies is a key driver of economic growth and innovation in the Union and is key
to achieving the high level of health protection that health policies need to ensure for the benefit of all. Health
technologies constitute an innovative sector of the economy and form part of an overall market for healthcare
expenditure that accounts for 10 % of Union gross domestic product. Health technologies encompass medicinal

U.S. Department of Health and Human Serviees products, medical devices, in vitro diagnostic medical devices and medical procedures, as well as measures for
Food and Drug Administration disease prevention, diagnosis or treatment.
Center for Drug Evaluation and Research (CDER)
Center far Blologles Evaluatien and Research (CHER) (2} Health technology assessment (HTA) is a scientific evidence-based process that allows competent authorities to

determine the relative effectiveness of new or existing health technologies. HTA focuses specifically on the added
value of a health technology in comparison with other new or existing health technologies.

November 2020 (3)  HTAis able to contribute to the promotion of innovation, which offers the best outcomes for patients and society as
Clinical/Medical N H
awhole, and is an important tool for ensuring proper application and use of health technologies.

(4)  HTA can cover both clinical and non-clinical aspects of a health technology, depending on the healthcare system.
The Union's co-funded joint actions on HTA (EUnetHTA Joint Actions) have identified nine domains by reference to
which health technologies are assessed. Of these nine domains, four are clinical and five are non-clinical. The four
clinical domains of assessment concern the identification of a health problem and current health technology, the

0] € 283,10.8.2018, p. 28 and O] C 286, 16.7.2021, p. 95.
Position of the European Parliament of 14 February 2019 (O] C 449, 23.12.2020, p. 638) and position of the Council at first reading
of 9 November 2021 (O] C 493, 8.12.2021, p. 1). Position of the European Parliament of 14 December 2021 (not yet published in
the Official Journal),




2025, a new era begins.....

Enhancing th
Clinical Trial |
Eligibility
Enrollment F
Trnal L
Guidance f

U.S. Department of Hed
Food and Drug

Center for Drug Evaluat
Center for Biologies Evalu:

Novem|
Clinical

Diversity Plans to Improve
Enrollment of Participants
from Underrepresented Racial
and Ethnic Populations in
Clinical Trials
Guidance for Industry

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

(& and sugg ing this draft ent should be submitted within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
puidanee. Submit c o hittps:/fwww regulations pov. Submit written comments

to the Dockets Management Staff (HFA-303 ), Food and Drug Administration, 3630 Fishers
Lane, Rm. 1061, Rockville, MD 20852, All comments should be identified with the docket
number listed in the notice of availability that publishes in the Federal Regisier.

Far questions regarding this draft document, contact (OCE/CDER) Lola Fashoyin-Aje, 240-402-
0205, (CBER) Office of Communication, Outreach, and Development, 800-835-4709, or 240-
402-8010, or CDRHClinicalEvidenced fda.hhs. gov.

U.S. Department of Health and Human Services
Food and Drug Administration
Oneology Center of Excellence (OCE)

Center for Drug Evaluation and Research (CDER)
Center for Biologics Evalu: n and Research (CBER)
Center for Devices and Ra, ogical Health (CDRH)
Office of Minority Health and Health Equity (OMHHE)

April 2022
Clinical/Medical
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(Legislative acts)

REGULATIONS

REGULATION (EU) 2021/2282 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 15 December 2021
on health technol and ding Directive 2011/24/EU

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114 and 168 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinions of the Furopean Economic and Social Committee (),

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (),

Whereas:

1

@

3)

(4)

The development of health technologies is a key driver of economic growth and innovation in the Union and is key
to achieving the high level of health protection that health policies need to ensure for the benefit of all. Health
technologies constitute an innovative sector of the economy and form part of an overall market for healthcare
expenditure that accounts for 10 % of Union gross domestic product. Health technologies encompass medicinal
products, medical devices, in vifro diagnostic medical devices and medical procedures, as well as measures for
disease prevention, diagnosis or treatment.

Health technology assessment (HTA) is a scientific evidence-based process that allows competent authorities to
determine the relative effectiveness of new or existing health technologies. HTA focuses specifically on the added
value of a health technology in comparison with other new or existing health technologies.

HTA is able to contribute to the promotion of innovation, which offers the best outcomes for patients and society as
awhole, and is an important tool for ensuring proper application and use of health technologies.

HTA can cover both clinical and non-clinical aspects of a health technology, depending on the healthcare system.
The Union's co-funded joint actions on HTA (EUnetHTA Joint Actions) have identified nine domains by reference to
which health technologies are assessed. Of these nine domains, four are clinical and five are non-clinical. The four
clinical domains of assessment concern the identification of a health problem and current health technology, the

0] C 283, 10.8.2018, p. 28 and O] C 286, 16.7.2021, p. 95.

Position of the European Parliament of 14 February 2019 (O] C 449, 23.12.2020, p. 638) and position of the Council at first reading
of 9 November 2021 (O] C 493, 8.12.2021, p. 1). Position of the European Parliament of 14 December 2021 (not yet published in
the Official Journal),

Official Journal of the European Union L 458/1
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Products

Guidance for Industry

DRAFT GUIDANCE
This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic 1o hitps -regulations.gov. Submit written
comments to the Dockets Management Staff (HFA-305), Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD 20852, All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register.

For i ej n this draft contact (OCE/CDER) Nicole Gormley 240-402-
0210, or (CBER) Office of Communication, Outreach, and Development, 800-835-4709 or 240-
402-8010.

U.S. Department of Health and Human Services
Food and Drug Administration
Oneology Center of Excellence (OCE)
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
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(Legislative acts)

REGULATIONS

REGULATION (EU) 2021/2282 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 15 December 2021
on health technol and ding Directive 2011/24/EU

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114 and 168 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinions of the Furopean Economic and Social Committee (),

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (),

Whereas:

1

@

3)

(4)

The development of health technologies is a key driver of economic growth and innovation in the Union and is key
to achieving the high level of health protection that health policies need to ensure for the benefit of all. Health
technologies constitute an innovative sector of the economy and form part of an overall market for healthcare
expenditure that accounts for 10 % of Union gross domestic product. Health technologies encompass medicinal
products, medical devices, in vifro diagnostic medical devices and medical procedures, as well as measures for
disease prevention, diagnosis or treatment.

Health technology assessment (HTA) is a scientific evidence-based process that allows competent authorities to
determine the relative effectiveness of new or existing health technologies. HTA focuses specifically on the added
value of a health technology in comparison with other new or existing health technologies.

HTA is able to contribute to the promotion of innovation, which offers the best outcomes for patients and society as
awhole, and is an important tool for ensuring proper application and use of health technologies.

HTA can cover both clinical and non-clinical aspects of a health technology, depending on the healthcare system.
The Union's co-funded joint actions on HTA (EUnetHTA Joint Actions) have identified nine domains by reference to
which health technologies are assessed. Of these nine domains, four are clinical and five are non-clinical. The four
clinical domains of assessment concern the identification of a health problem and current health technology, the

0] C 283, 10.8.2018, p. 28 and O] C 286, 16.7.2021, p. 95.

Position of the European Parliament of 14 February 2019 (O] C 449, 23.12.2020, p. 638) and position of the Council at first reading
of 9 November 2021 (O] C 493, 8.12.2021, p. 1). Position of the European Parliament of 14 December 2021 (not yet published in
the Official Journal),

Official Journal of the European Union L 458/1
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DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 90 days of

publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic comments to hit .gov. Submit written

to the Dockets Staff (HFA-305), Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD 20852. All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register.

For questions regarding this draft document contact (CDER) Heather Stone, 301-796-2274, or

(CBER) Office of Communication, Outreach and Development, 800-835-4709 or 240-402-8010.

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
Oncology Center of Excellence (OCE)

September 2024
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22.12.2021

(Legislative acts)

REGULATIONS

REGULATION (EU) 2021/2282 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 15 December 2021
on health technol and ding Directive 2011/24/EU

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114 and 168 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinions of the Furopean Economic and Social Committee (),

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (),

Whereas:

1

@

3)

(4)

The development of health technologies is a key driver of economic growth and innovation in the Union and is key
to achieving the high level of health protection that health policies need to ensure for the benefit of all. Health
technologies constitute an innovative sector of the economy and form part of an overall market for healthcare
expenditure that accounts for 10 % of Union gross domestic product. Health technologies encompass medicinal
products, medical devices, in vifro diagnostic medical devices and medical procedures, as well as measures for
disease prevention, diagnosis or treatment.

Health technology assessment (HTA) is a scientific evidence-based process that allows competent authorities to
determine the relative effectiveness of new or existing health technologies. HTA focuses specifically on the added
value of a health technology in comparison with other new or existing health technologies.

HTA is able to contribute to the promotion of innovation, which offers the best outcomes for patients and society as
awhole, and is an important tool for ensuring proper application and use of health technologies.

HTA can cover both clinical and non-clinical aspects of a health technology, depending on the healthcare system.
The Union's co-funded joint actions on HTA (EUnetHTA Joint Actions) have identified nine domains by reference to
which health technologies are assessed. Of these nine domains, four are clinical and five are non-clinical. The four
clinical domains of assessment concern the identification of a health problem and current health technology, the

0] C 283, 10.8.2018, p. 28 and O] C 286, 16.7.2021, p. 95.

Position of the European Parliament of 14 February 2019 (O] C 449, 23.12.2020, p. 638) and position of the Council at first reading
of 9 November 2021 (O] C 493, 8.12.2021, p. 1). Position of the European Parliament of 14 December 2021 (not yet published in
the Official Journal),

Official Journal of the European Union L 458/1
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(Legislative acts)

REGULATIONS

REGULATION (EU) 2021/2282 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 15 December 2021
on health technol and ding Directive 2011/24/EU

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114 and 168 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinions of the Furopean Economic and Social Committee (),

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (),

Whereas:

1

@

3)

(4)

The development of health technologies is a key driver of economic growth and innovation in the Union and is key
to achieving the high level of health protection that health policies need to ensure for the benefit of all. Health
technologies constitute an innovative sector of the economy and form part of an overall market for healthcare
expenditure that accounts for 10 % of Union gross domestic product. Health technologies encompass medicinal
products, medical devices, in vifro diagnostic medical devices and medical procedures, as well as measures for
disease prevention, diagnosis or treatment.

Health technology assessment (HTA) is a scientific evidence-based process that allows competent authorities to
determine the relative effectiveness of new or existing health technologies. HTA focuses specifically on the added
value of a health technology in comparison with other new or existing health technologies.

HTA is able to contribute to the promotion of innovation, which offers the best outcomes for patients and society as
awhole, and is an important tool for ensuring proper application and use of health technologies.

HTA can cover both clinical and non-clinical aspects of a health technology, depending on the healthcare system.
The Union's co-funded joint actions on HTA (EUnetHTA Joint Actions) have identified nine domains by reference to
which health technologies are assessed. Of these nine domains, four are clinical and five are non-clinical. The four
clinical domains of assessment concern the identification of a health problem and current health technology, the

0] C 283, 10.8.2018, p. 28 and O] C 286, 16.7.2021, p. 95.

Position of the European Parliament of 14 February 2019 (O] C 449, 23.12.2020, p. 638) and position of the Council at first reading
of 9 November 2021 (O] C 493, 8.12.2021, p. 1). Position of the European Parliament of 14 December 2021 (not yet published in
the Official Journal),
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