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Phaseout Policy for IVDs offered as LDTs: 
Stage 2

Requirements NOT Covered in Other Stages of the Phaseout Policy, Including:

Labeling for In Vitro 
Diagnostic Products 

21 CFR Parts 801, 809

Laboratory Developed Tests | FDA 3

https://www.fda.gov/medical-devices/in-vitro-diagnostics/laboratory-developed-tests


Learning Objectives

• Understand labeling requirements for in vitro 
diagnostic products (IVDs) under 21 CFR 
809.10(b)

• Understand compliance with labeling 
requirements for test systems that are IVDs 
offered as LDTs

4



Labeling
Labeling is defined under section 201 of the Federal Food, Drug, and Cosmetic Act

“all labels and other written, printed, or graphic matter upon any article 
or any of its containers or wrappers, or accompanying such article.”

21 CFR Part 801
MEDICAL DEVICES LABELING

21 CFR Part 809 
IN VITRO DIAGNOSTIC PRODUCTS FOR HUMAN USE

21 CFR Section 809.10
Labeling for in vitro diagnostic products

809.10(b)
Labeling accompanying an IVD 5



What is labeling accompanying an IVD 
and why is it important?

Labeling provides users, HCPs, and patients 
information on the IVD including its use, 

limitations, and performance.

Labeling accompanying an IVD 
may include one or more of the 
following:
• Package Insert
• Test Protocol
• Reagent and instrument 

specification documents 
• Test Menu
• Test Report Template

Labeling must prominently display all 
required information and be truthful and 

non-misleading. An IVD without such 
labeling would be misbranded.

6



Labeling Process for IVDs

Labeling developed by manufacturer

Labeling reviewed by FDA (as applicable)

Labeling kept on file by the manufacturer

Labeling accompanies IVD during clinical use

7



FDA Expectations for Submission of 
Labeling for IVDs offered as LDTs

*This information is intended to provide a high-level overview of when labeling is submitted to FDA for IVDs offered as LDTs. This table 
does not address all IVDs (e.g., tests for 564 declarations). Please refer to the preamble to the rule for additional details and policies. 8

• IVDs offered as LDTs that are not exempt from premarket review

Provide labeling as part of premarket review submission 

• IVDs exempt from premarket review
• Modified version of another manufacturer’s FDA-authorized test within scope described in 

preamble to LDT Final Rule
• LDT, non-molecular antisera for rare RBC antigens when there is no alternative IVD

No submission of labeling to FDA

•IVD offered as LDT, first marketed before May 6, 2024, not modified beyond scope described in preamble 
to LDT Final Rule 

•LDT, unmet need within an integrated healthcare system
•LDT, approved by NYS CLEP

FDA intends to request submission of labeling at the time of device listing



Labeling Requirements Under 809.10(b)
21 CFR 809.10(b)

(1) Name of Product

(2) Intended Use

(3) Summary and Explanation of Test

(4) Principles of the Procedure

(5) Reagents

(6) Instruments

(15) Date of Issuance of Labeling
(7) Specimen Collection/Preparation

(8) Procedure

(9) Results

(10) Limitations

(11) Expected Values

(12) Specific Performance 
Characteristics 

(13) Bibliography

(14) Name/Place of Business

9

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-809


Examples of how to comply with 
labeling requirements under 809.10(b) 

for test systems, including LDTs

10

Labeling can be presented in different formats. 
For LDTs, the required information might be contained in more than one document, such as the 

test protocol, test report template, and test menu.  



Name and Intended Use
Example: FoundationFocus™ CDXBRCA

809.10(b)(1)
The proprietary name and 
established name (common or usual 
name), if any

809.10(b)(2)
The intended use or uses of the 
product and the type of procedure, 
e.g., qualitative or quantitative

11

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160018C.pdf


Summary and Explanation

Include a short history of the methodology, with pertinent references and a balanced statement of the special merits and limitations 
of this method or product. If the product labeling refers to any other procedure, appropriate literature citations shall be included and 
the labeling shall explain the nature of any differences from the original and their effect on the results.

Statement of the 
limitations of the test 

809.10(b)(3) 

Summarizes and explains 
the clinical context for test

Summarizes and explains the 
history of the method and 
analyte being measured by 
the test, with references

Example:  ARUP Laboratories AAV5 DetectCDx
Statement of the special 
merits of the test.

12

https://www.accessdata.fda.gov/cdrh_docs/pdf19/P190033C.pdf


Principles of the Procedure

• The chemical, physical, physiological, or biological principles of the procedure. 
• Explain concisely, with chemical reactions and techniques involved, if applicable

809.10(b)(4) 

Example: KIT D816V Mutation Detection by PCR for Gleevec Eligibility in Aggressive Systemic Mastocytosis

13

https://www.accessdata.fda.gov/cdrh_docs/pdf14/H140006C.pdf


Specimen Collection and Preparation

Specimen collection and preparation for analysis, 
including a description of:
(i) Special precautions regarding specimen collection 
including special preparation of the patient as it bears 
on the validity of the test.
(ii) Additives, preservatives, etc., necessary to 
maintain the integrity of the specimen.
(iii) Known interfering substances.
(iv) Recommended storage, handling or shipping 
instructions for the protection and maintenance of 
stability of the specimen.

809.10(b)(7) 

Example: FoundationFocus™ CDXBRCA

14

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160018C.pdf
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Specimen Collection and Preparation
Example: FoundationFocus™ CDXBRCA

809.10(b)(7) 
Specimen collection and preparation for 
analysis, including a description of:
(i) Special precautions regarding specimen 
collection including special preparation of the 
patient as it bears on the validity of the test
(ii) Additives, preservatives, etc., necessary to 
maintain the integrity of the specimen
(iii) Known interfering substances
(iv) Recommended storage, handling or shipping 
instructions for the protection and maintenance 
of stability of the specimen

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160018C.pdf
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Warnings and Precautions…Biopsy may pose a risk to 
the patient when archival tissue is not available for use 
with the assay. 

Specimen Collection and Preparation
Example: FoundationFocus™ CDXBRCA

809.10(b)(7) 
Specimen collection and preparation for 
analysis, including a description of:
(i) Special precautions regarding specimen 
collection including special preparation of the 
patient as it bears on the validity of the test
(ii) Additives, preservatives, etc., necessary to 
maintain the integrity of the specimen
(iii) Known interfering substances
(iv) Recommended storage, handling or shipping 
instructions for the protection and maintenance 
of stability of the specimen

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160018C.pdf


Specimen Collection and Preparation

809.10(b)(7) 
Specimen collection and preparation for 
analysis, including a description of:
(i) Special precautions regarding specimen 
collection including special preparation of the 
patient as it bears on the validity of the test
(ii) Additives, preservatives, etc., necessary to 
maintain the integrity of the specimen
(iii) Known interfering substances
(iv) Recommended storage, handling or shipping 
instructions for the protection and maintenance 
of stability of the specimen

Example: FoundationFocus™ CDXBRCA

17

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160018C.pdf
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Specimen Collection and Preparation

809.10(b)(7) 
Specimen collection and preparation for 
analysis, including a description of:
(i) Special precautions regarding specimen 
collection including special preparation of the 
patient as it bears on the validity of the test
(ii) Additives, preservatives, etc., necessary to 
maintain the integrity of the specimen
(iii) Known interfering substances
(iv) Recommended storage, handling or 
shipping instructions for the protection and 
maintenance of stability of the specimen

Example: FoundationFocus™ CDXBRCA

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160018C.pdf
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Specimen Collection and Preparation

Example:  
ARUP Laboratories AAV5 DetectCDx

Example:  Alinity m HR HPV AMP

https://www.accessdata.fda.gov/cdrh_docs/pdf19/P190033C.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf23/P230003C.pdf
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Procedure
Procedure: A step-by-step outline of recommended procedures from reception of the specimen to obtaining results. List any points that 
may be useful in improving precision and accuracy.

809.10(b)(8)(i) A list of all materials provided, e.g., reagents, instruments and equipment, with instructions for their use.

809.10(b)(8)(ii) A list of all materials required but not provided. Include such details as sizes, numbers, types, and quality.

809.10(b)(8)(iii) A description of the amounts of reagents necessary, times required for specific steps, proper temperatures, 
wavelengths, etc.

809.10(b)(8)(iv) A statement describing the stability of the final reaction material to be measured and the time within which it 
shall be measured to assure accurate results.

809.10(b)(8)(v) Details of calibration: Identify reference material. Describe preparation of reference sample(s), use of blanks, 
preparation of the standard curve, etc. The description of the range of calibration should include the highest and the lowest values 
measurable by the procedure.

809.10(b)(8)(vi) Details of kinds of quality control procedures and materials required. If there is need for both positive and 
negative controls, this should be stated. State what are considered satisfactory limits of performance.

809.10(b)(8) 

20

For LDTs, this information is typically contained in more than one document. Most commonly, high-
level information on the procedure is included as a summary in a “primary” labeling document while 

more detailed procedures are described in the test protocol
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Procedure
Example:  ARUP Laboratories AAV5 DetectCDx

https://www.accessdata.fda.gov/cdrh_docs/pdf19/P190033C.pdf


Procedure

A list of all materials provided, e.g., 
reagents, instruments and equipment, 
with instructions for their use.

809.10(b)(8)(i) 

Example: PartoSure Test

A list of all materials required but not 
provided. Include such details as sizes, 
numbers, types, and quality.

809.10(b)(8)(ii) 

22

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160052C.pdf


Procedure
Example: ADVIA Centaur Anti-HBe2 assay

A list of all materials provided, e.g., 
reagents, instruments and equipment, 
with instructions for their use.

809.10(b)(8)(i) 

A list of all materials required but not 
provided. Include such details as sizes, 
numbers, types, and quality.

809.10(b)(8)(ii) 

23

https://www.accessdata.fda.gov/cdrh_docs/pdf20/P200017C.pdf


Procedure

A description of the amounts of 
reagents necessary, times required 
for specific steps, proper 
temperatures, wavelengths, etc.

24

809.10(b)(8)(iii) 

Example: PartoSure Test

24

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160052C.pdf


Procedure

25

A statement describing the stability of 
the final reaction material to be 
measured and the time within which it 
shall be measured to assure accurate 
results.

809.10(b)(8)(iv) 

Example: PartoSure Test

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160052C.pdf


Procedure

Details of calibration: Identify reference 
material. Describe preparation of reference 
sample(s), use of blanks, preparation of the 
standard curve, etc. The description of the 
range of calibration should include the 
highest and the lowest values measurable 
by the procedure.

809.10(b)(8)(v) 

Example: PartoSure Test

Not applicable, there is no calibration for 
this visually read test

Example: Abbott RealTime IDH1

26

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160052C.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf
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Details of kinds of quality control 
procedures and materials required. If 
there is need for both positive and 
negative controls, this should be 
stated. State what are considered 
satisfactory limits of performance.

809.10(b)(8)(vi) 

Procedure
Example: PartoSure Test

Example: ADVIA Centaur Anti-HBe2 Assay

https://www.accessdata.fda.gov/cdrh_docs/pdf16/P160052C.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf20/P200017C.pdf


Results
Results:

• Explain the procedure for calculating the 
value of the unknown. 

• Give an explanation for each component 
of the formula used for the calculation of 
the unknown. 

• Include a sample calculation, step-by-
step, explaining the answer. 

• The values shall be expressed to the 
appropriate number of significant 
figures. 

• If the test provides other than 
quantitative results, provide an 
adequate description of expected 
results

809.10(b)(9) 
Example:  ARUP Laboratories AAV5 DetectCDx

28

https://www.accessdata.fda.gov/cdrh_docs/pdf19/P190033C.pdf


Limitation of the Procedure

29

809.10(b)(10) 
Limitation of the procedure:

Include a statement of limitations of the 
procedure. 

State known extrinsic factors or interfering 
substances affecting results. 

If further testing, either more specific or 
more sensitive, is indicated in all cases 
where certain results are obtained, the 
need for the additional test shall be stated.

Example: FoundationOne Liquid CDx

https://www.accessdata.fda.gov/cdrh_docs/pdf20/P200016C.pdf


Expected Values
Expected values: State the range(s) of expected values as obtained with the product from studies of various 
populations. Indicate how the range(s) was established and identify the population(s) on which it was 
established

809.10(b)(11) 

Example: ADVIA Centaur Anti-HBe2 Assay
Example:  ARUP Laboratories AAV5 DetectCDx

30

https://www.accessdata.fda.gov/cdrh_docs/pdf20/P200017C.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf19/P190033C.pdf


Example:  ARUP Laboratories AAV5 DetectCDx

Performance Characteristics
Specific performance characteristics: Include, as appropriate, information describing such things as accuracy, 
precision, specificity, and sensitivity. These shall be related to a generally accepted method using biological 
specimens from normal and abnormal populations. Include a statement summarizing the data upon which the 
specific performance characteristics are based.

31

809.10(b)(12) 

https://www.accessdata.fda.gov/cdrh_docs/pdf19/P190033C.pdf


809.10(b)(13) Bibliography: 
Include pertinent references 

keyed to the text.

809.10(b)(14) Name and place 
of business of manufacturer, 

packer, or distributor.

809.10(b)(15) Date of issuance 
of the last revision of the 

labeling identified as such.

32



Reagents:
(i) A declaration of the established name… quantity, 
proportion or concentration of each reactive 
ingredient… statement … characterizing catalytic or 
nonreactive ingredients...
(ii) A statement of warnings or precautions… a 
statement “For In Vitro Diagnostic Use” and any other 
limiting statements...
(iii) Adequate instructions for reconstitution, mixing, 
dilution, etc.
(iv) Appropriate storage instructions adequate to 
protect the stability of the product...
(v) A statement of any purification or treatment 
required for use.
(vi) Physical, biological, or chemical indications of 
instability or deterioration.

33

809.10(b)(5) Reagents 

Reagents and Instruments

Instruments:
(i) Use or function.
(ii) Installation procedures and special requirements.
(iii) Principles of operation.
(iv) Performance characteristics and specifications.
(v) Operating instructions.
(vi) Calibration procedures including materials and/or 
equipment to be used. 
(vii) Operational precautions and limitations.
(viii) Hazards.
(ix) Service and maintenance information.

809.10(b)(6) Instruments 



Reagents and Instruments Labeled for 
Clinical Diagnostic Use

34

Such reagents and instruments are typically listed in the test system labeling as the 
materials that are “required but not provided,” as required under 809.10(b)(8)(ii).

Test systems that are developed for use with reagents and instruments 
labeled for clinical diagnostic use (i.e., not labeled for research or 

investigational use) that have package inserts that comply with the 
requirements under 809.10(b)(5) and 809.10(b)(6), respectively, and where 

the reagents and instruments are being used in accordance with their labeled 
intended use, often reference the compliant labeling rather than repeating 

information in the test system labeling.



Reagents and Instruments NOT Labeled 
for Clinical Diagnostic Use

35

Test systems that are developed using reagent(s) or instrument(s)  that are 
NOT appropriately labeled for clinical diagnostic use (i.e., intended for 

research use only) or where the reagents and instruments are being used 
in the test system in a manner that is not in accordance with their labeled 

intended use, must include information in the test system labeling to 
meet the requirements under 809.10(b)(5) and 809.10(b)(6).

The manufacturer of the test system is responsible for qualifying, under its 
own quality system, such reagents and instruments for use in a test system.
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Reagents and Instruments
Example:  ARUP Laboratories AAV5 DetectCDx

Example: Abbott RealTime IDH1

Slides 37-47

https://www.accessdata.fda.gov/cdrh_docs/pdf19/P190033C.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf
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Reagents

• Declaration of the established name 
(common or usual name)
• Quantity, proportion, or 
concentration of each reactive 
ingredient. For biological material, the 
source and a measure of its activity

– Stated in the system generally 
used and recognized by the 
intended user (e.g., metric, 
international units)

• Statement indicating the presence of 
and characterizing any catalytic or 
nonreactive ingredients, e.g., buffers, 
preservatives, stabilizers

809.10(b)(5)(i) Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Statement of warnings or precautions for users as 
established in the regulations contained in 16 CFR 
part 1500 (Hazardous Substances) and any other 
warnings appropriate to the hazard presented by the 
product

Statement "For In Vitro Diagnostic Use"

Any other limiting statements appropriate to the intended use

The limiting statement appropriate to the intended use of a 
prescription in vitro diagnostic product shall bear the symbol 
statement “Rx only” or “℞ only” or the statement “Caution: 
Federal law restricts this device to sale by or on the order of a 
___”, the blank to be filled with the word “physician”, “dentist”, 
“veterinarian”, or with the descriptive designation of any other 
practitioner licensed by the law of the State in which the 
practitioner practices to use or order the use of the device.

Reagents

38

809.10(b)(5)(ii) 
Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf
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Statement of warnings or precautions for users as established in the 
regulations contained in 16 CFR part 1500 (Hazardous Substances) and 
any other warnings appropriate to the hazard presented by the product

Statement "For In Vitro Diagnostic Use"

Any other limiting statements appropriate to the intended 
use

The limiting statement appropriate to the intended use of a 
prescription in vitro diagnostic product shall bear the symbol 
statement “Rx only” or “℞ only” or the statement “Caution: 
Federal law restricts this device to sale by or on the order of a 
___”, the blank to be filled with the word “physician”, 
“dentist”, “veterinarian”, or with the descriptive designation 
of any other practitioner licensed by the law of the State in 
which the practitioner practices to use or order the use of the 
device.

809.10(b)(5)(ii) 

Reagents
Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Reagents

Adequate instructions for 
reconstitution, mixing, dilution, etc.

40

809.10(b)(5)(iii) 

Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Reagents

Appropriate storage instructions
• Adequate to protect the stability of the product

– As applicable, conditions such as 
temperature, light, humidity, other 
pertinent factors

• For products requiring manipulation, such as 
reconstitution and/or mixing before use, 
appropriate storage instructions shall be 
provided for the reconstituted or mixed product. 
The basis for such instructions shall be 
determined by reliable, meaningful, and specific 
test methods such as those described in 21 CFR 
211.166

41

809.10(b)(5)(iv) 
Example: Abbott RealTime IDH1

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-I/section-211.166
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-I/section-211.166
https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Reagents

42

Statement of any purification or treatment 
required for use

809.10(b)(5)(v) 

Physical, biological, or chemical indications of 
instability or deterioration

809.10(b)(5)(vi) 

Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Instruments

43

For LDTs, this information might be in the test protocol, the instrument’s 
Operations Manual, or other laboratory documents.

809.10(b)(6) 
(i) Use or function
(ii) Installation procedures and special 
requirements

(iii) Principles of operation.
(iv) Performance characteristics and specifications

(v) Operating instructions

(vi) Calibration procedures including materials and/or 
equipment to be used

(vii) Operational precautions and limitations

(vii) Hazards

(ix) Service and maintenance information

Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Instruments

44

809.10(b)(6) 
(i) Use or function

(ii) Installation procedures and special requirements

(iii) Principles of operation.

(iv) Performance characteristics and 
specifications
(v) Operating instructions

(vi) Calibration procedures including materials and/or equipment to 
be used

(vii) Operational precautions and limitations

(viii) Hazards

(ix) Service and maintenance information

When an LDT uses an instrument not 
previously labeled for clinical diagnostic use, 
labeling accompanying the LDT must include 

instrument-specific specifications. 

The list of performance characteristics required 
under 809.10(b)(6) for instruments used in a 
test system are the same as those described 

under 809.10(b)(12).

Instruments labeled for clinical diagnostic use 
include instrument specifications in compliant 

labeling accompanying the instrument.

44



Instruments

45

809.10(b)(6) 
(i) Use or function

(ii) Installation procedures and special requirements

(iii) Principles of operation.

(iv) Performance characteristics and specifications

(v) Operating instructions

(vi) Calibration procedures including materials and/or 
equipment to be used

(vii) Operational precautions and limitations

(viii) Hazards

(ix) Service and maintenance information

Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Instruments

46

809.10(b)(6) 
(i) Use or function

(ii) Installation procedures and special requirements

(iii) Principles of operation.

(iv) Performance characteristics and specifications

(v) Operating instructions

(vi) Calibration procedures including 
materials and/or equipment to be used
(vii) Operational precautions and limitations

(viii) Hazards

(ix) Service and maintenance information

Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Instruments

47

809.10(b)(6) 
(i) Use or function

(ii) Installation procedures and special requirements

(iii) Principles of operation.

(iv) Performance characteristics and specifications

(v) Operating instructions

(vi) Calibration procedures including materials and/or 
equipment to be used

(vii) Operational precautions and limitations

(viii) Hazards

(ix) Service and maintenance information

Example: Abbott RealTime IDH1

https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf


Summary
• Labeling requirements for IVDs under 21 CFR 809.10(b) are intended to 

help ensure that IVD labeling has a consistent set of information
– Consider the intended use of the IVD
– Focus on clarity and completeness of information for the intended user

• Most IVDs offered as LDTs are generally expected to comply with FDA’s 
labeling requirements by May 6, 2026.

– As described in the preamble to the LDT final rule, there are targeted enforcement discretion 
policies that may apply to certain IVDs offered as LDTs, and for certain policies, FDA intends to 
request labeling for those IVDs at the time of device listing. 

• There are many examples of IVD labeling publicly available on FDA’s 
website for LDT manufacturers to reference, including different 
approaches used to comply with the labeling requirements

– FDA anticipates that, for LDTs, the required labeling information may be encompassed in more 
than one document, such as a primary labeling document and the test protocol, test report 
template, and test menu 48



Next Webinar
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Laboratory Developed Tests | FDA

Date
October 24, 2024

Time
1:00 – 2:00 PM ET

Topic 
FDA’s Total Product Life Cycle 
Approach to In Vitro Diagnostic 
Products

https://www.fda.gov/medical-devices/in-vitro-diagnostics/laboratory-developed-tests
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www.accessdata.fda.gov/cdrh_docs/pdf16/P160052C.pdf

23, 27, 30 ADVIA Centaur Anti-HBe2 assay www.accessdata.fda.gov/cdrh_docs/pdf20/P200017C.pdf

26, 36-43, 
45-47

Abbott RealTime IDH1 assay
(using Abbott m2000rt instrument)

www.accessdata.fda.gov/cdrh_docs/pdf17/P170041C.pdf
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Previously Submitted Questions
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Thanks for Joining Today!

• Presentation and Transcript will 
be made available

• CDRH Events - Webinar Page
• CDRH Learn

• Additional questions about 
today’s webinar

• Email: DICE@fda.hhs.gov

• Upcoming Webinars
• www.fda.gov/CDRHevents
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mailto:DICE@fda.hhs.gov
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