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To amend the Federal Food, Drug, and Cosmetic Act to provide for the regulation of in vitro clinical tests, and for other purposes.

IN THE HOUSE OF REPRESENTATIVES
Mr. BUCSHON (for himself and Ms. DEGETTE) introduced the following bill; which was referred to the Committee on _______________

A BILL
To amend the Federal Food, Drug, and Cosmetic Act to provide for the regulation of in vitro clinical tests, and for other purposes.
Be it enacted by the Senate and House of Representatives of the United States of America in Congress assembled, 

[bookmark: H6924EFC047FA4FF3917841FB7DB5EA51]SECTION 1. SHORT TITLE; TABLE OF CONTENTS.
[bookmark: H212FB703BE8844769A3ED638B51B40DE](a) SHORT TITLE.—This Act may be cited as the “Verifying Accurate Leading-edge IVCT Development Act of 2018” or the “VALID Act of 2018”.
[bookmark: H4D3E10A88572483A90E00F2D9861D54A](b) TABLE OF CONTENTS.—The table of contents of this Act is as follows: 
[bookmark: HA6DC77CEF2E94839961118D7188915FE][bookmark: H70CC9511B66F49EF9376D532F38FEA02]
Sec. 1. Short title; table of contents.
Sec. 2. Definitions.
Sec. 3. Regulation of in vitro clinical tests. 
“SUBCHAPTER J—IN VITRO CLINICAL TESTS 

[bookmark: HB775FC51C2BC4CEFBDC225B74A596C22][bookmark: H0A01318AEB9942E28F05E8BE9575BE6B][bookmark: H82A534CDE41A49B5A4DC5E9D48C20645][bookmark: H9B68CD8C26B5433F89FBB8C5AE7D881C][bookmark: H46F8A349E61849AB961855ECE01DD230][bookmark: HD91A8D7A3E1747B98F7E07297C08C13E][bookmark: H24292F54A43140938E395E8170E78B0A][bookmark: H46CE20051C6E4BCA88FA44433F862765][bookmark: H757FFA9DC75746C3A79F623342197D29][bookmark: H9F3A2B1268CF4DFD95F5DA81C389CB99][bookmark: HE78E613411104249975998177DAD2920][bookmark: HF989096DAD4F4E3AA972828E298342D6][bookmark: HB170C7EC9A714F2EB84D3BF454672B53][bookmark: H068FC8DE919B4BFA8BB7455C512C06EB][bookmark: HCD73AB8500CE45ABA9A64078884978A7][bookmark: H34E8900DAABE4F8490F188F9399E9C1A][bookmark: HE08FB794166E4030AEAC31659EFD1113][bookmark: HA84B957B189C4A3E8454A408B471F920][bookmark: H0AEFF61E15A64C24B8E2DED47183F041][bookmark: HD2E64F7A49494C7CBB7812D8B41E0028][bookmark: H985DAD00F88144EFACC8609207B44D97][bookmark: HC5DB93B4C1EC4FA0A0F9DEB6CDD08A1F][bookmark: H506CD03595934B43A2D587771867962D][bookmark: HA527549A934C46A29079647678C853AE][bookmark: H67C4AE667FEA45F88B5F8210C967BABD][bookmark: HBCCE18596BD84D15A6A63C3FB397BAD8][bookmark: HBD8ED1F453114D2196D0EF9B08C5D846][bookmark: HEE9001DDE0E54622837EEA5CF71808DD][bookmark: H773834E0316F4EFFB6B8975449AFE7D2][bookmark: H25FC977E94474C0795097CD8976A33C5][bookmark: HFF96FBEBE4D54286984E9BB8DC4C9705][bookmark: HF60778D545374201B89D8FF3ABDD93FD][bookmark: HAAAACE5313A442BF86CA50512F1C00DA]
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SEC. 2. DEFINITIONS.
[bookmark: HCBC43142B1234C70AF4E281C991C4230][bookmark: H49021363E8A943639E2CF4033928C1F8](a) IN GENERAL.—Section 201 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321) is amended— 
(1) by adding at the end the following: 
[bookmark: HB8BE326FD8A54F1CBA59C5A930C4AFEB][bookmark: H04F79D5C839A4586BF9E274829D7D560][bookmark: HB2F389C179F84AF0B1E8AF494F51FBE0]“(ss)(1) The term ‘in vitro clinical test’ means— 
[bookmark: H9E118290BC164E579B8D2C82A75A4D40]“(A) a laboratory test protocol or finished product test intended by its developer for clinical use to be used in the collection, preparation, analysis, or in vitro clinical examination of specimens taken or derived from the human body for the purpose of— 
“(i) identifying, providing information for diagnosing diagnosing, screening, measuring, detecting, predicting, prognosing, analyzing prognosing, analyzing, or monitoring a disease or condition, including by making a determination of an individual’s state of health; or
[bookmark: HB8497DBD582347188323B2CEBC9015C3]“(ii) assisting in selecting, monitoring, or informing therapy or treatment for a disease or condition;
[bookmark: H127D81B029C24467AA8DE60A430C02F8]“(B) a test protocol intended to be used as described in clause (A);	Comment by Cynthia Bens: Should exclude lab developed protocols and operations regulated under CLIA.
[bookmark: HB8F0E2B2EDE0429F845E2D7DEFB817B0]“(C) a test platform (as defined in section 587) for use in or with a test described in clause (A);
[bookmark: H8D61EEC292054053B7323BF9CEF803C5]“(D) an article for taking or deriving specimens from the human body for a purpose described in clause (A);
[bookmark: HBAD3D381723A4EB183D249B02A856B1D]“(E) software for a purpose described in clause (A), excluding software that is excluded by section 520(o) from the definition of a device under section 201(h); or
[bookmark: HD6C0C2B1ACD04F78A9D7C25E93949C2F]“(F) subject to subparagraph (2), a component or part of a test, a test protocol, a test platform, an article, or software described in any of clause (A) through (E), whether alone or in combination, including reagents, calibrators, and controls.
[bookmark: HADDF415FA0364867AA60D902EC2E5A02][bookmark: H15242F181DD44D7F9D64DF2FEEC343A1]“(2) Notwithstanding subparagraph (1)(F), an article intended to be used as a component or part of an in vitro clinical test described in subparagraph (1) is excluded from the definition in subparagraph (1) if the article consists of any of the following: 	Comment by Cynthia Bens: Replace with definitions of laboratory test protocol and finished product.
“(A) Blood, blood components, or human cells or tissues, from the time of donation or recovery of such article, including determination of donor eligibility, as applicable, until such time as the article is released into interstate commerce as a component or part of an in vitro clinical test by the establishment that collected such article.
[bookmark: H898488232C264CA199F614FF105B07DD]“(B) An article used for invasive sampling.
[bookmark: H11EE26D249514EE9B20ED49C2C0FE552]“(C) General purpose laboratory equipment.
[bookmark: H9DFCDBE45EF44B4BA58804523C4A4D60]“(D) An article used solely for personal protection during the administering, conducting, or otherwise performing test activities.”;
[bookmark: H97074FCE58434076ACA637C3FE1B3090](2) by adding at the end of section 201(g) the following: 
[bookmark: H3267FAA7532C481D9AC3E1A6A8DC4A80]“(3) The term ‘drug’ does not include an in vitro clinical test.”; and
[bookmark: H57DE3A6DCA7C4F909BDD294E886FCBE0](3) in section 201(h), by striking “section 520(o)” and inserting “section 520(o) or an in vitro clinical test”.
[bookmark: H0970FEB60F494738B83A14CA2DFD454D][bookmark: H62590483B65D4104AA226536573BBA68](b) EXCLUSION FROM DEFINITION OF BIOLOGICAL PRODUCT.—Section 351(i)(1) of the Public Health Service Act (42 U.S.C. 262(i)(1)) is amended— 
(1) by striking “(1) The term ‘biological product’ means” and inserting “(1)(A) The term ‘biological product’ means”; and 
[bookmark: H2F3245512DEB4D7BB4C3D810B640ACBA](2) by adding at the end the following: 
[bookmark: HACB79552C3F5495CBDB6004DE0A24C29]“(B) The term ‘biological product’ does not include an in vitro clinical test as defined in section 201(ss) of the Federal Food, Drug, and Cosmetic Act.”.

SEC. 3. REGULATION OF IN VITRO CLINICAL TESTS.
The Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) is amended—
[bookmark: H58D7E2B296154AA082AFF8C6C4ACFD43](1) by amending the heading of chapter V to read as follows: “DRUGS, DEVICES, AND IN VITRO CLINICAL TESTS”; and
[bookmark: H93BABFFB09914291AD9B81A272594A3C](2) by adding at the end of chapter V the following: 
[bookmark: toc-HB775FC51C2BC4CEFBDC225B74A596C22]“subchapter J—In Vitro Clinical Tests

“SEC. 587. DEFINITIONS.
“In this subchapter:
[bookmark: H0766051767174AD387885A2FD8F0AC36][bookmark: H918415D42CCF4F4AA31DD70F5042D57E]“(1) ANALYTICAL VALIDITY.— 
[bookmark: H988D75F9F9D340E292C9BB8C0C452BC1]“(A) The term ‘analytical validity’ means, with respect to an in vitro clinical test, the ability of the in vitro clinical test, to— 
“(i) identify, measure, detect, calculate, or analyze one or more analytes, biomarkers, substances, or other targets intended to be identified, measured, detected, calculated, or analyzed by the test; or
[bookmark: H65F46E4DF4064CF3B8FECE3BD4FABFC6]“(ii) as applicable, assist in such identification, measurement, detection, calculation, or analysis as claimed by the developer.
[bookmark: H46A7BAD447C14117BC7C2789DDA40BD0]“(B) For an article for taking or deriving specimens from the human body described in section 201(ss)(1)(DD), the term ‘analytical validity’ means that such article performs as intended and will support the analytical validity of an in vitro clinical test with which it is used.
[bookmark: HCDB482472A55415C85178F75301CF45F]“(2) CLINICAL USE.—The term ‘clinical use’ means the operation, application, or functioning of an in vitro clinical test in connection with human specimens, including patient, consumer, and donor specimens, for the purpose for which it is intended as described by the developer in section 201(ss)(1)(A).
[bookmark: H1B75A1B0690B48EE8DFE7F3E66E1D5A9]“(3) CLINICAL VALIDITY.—The term ‘clinical validity’ means the ability of an in vitro clinical test to achieve the purpose for which it is intended as described in section 201(ss)(1)(A).
[bookmark: H73BACAC48A6C4474AE9920F85D9CC51A]“(4) COMPREHENSIVE TEST INFORMATION SYSTEM.—The term ‘comprehensive test information system’ means an online database that the Secretary may use to store and provide information about in vitro clinical tests to developers and the general public, as described in section 587U.
[bookmark: H4DD1FC5CFD694E4986F2CCF561C22882][bookmark: H60796D4BE50F442BBDC781E5A1403E89]“(5) CROSS-REFERENCED TEST.— The term ‘cross-referenced test’ means an in vitro clinical test that— 
“(A) references in its labeling the trade name or intended use of another medical product that is not an in vitro clinical test; or
[bookmark: HA2B5EA74867643C892D3C54A98AAC4C9]“(B) is referenced by trade name or intended use in the labeling of another medical product that is not an in vitro clinical test.
[bookmark: HDB7EA4AFA9F848B295CB20AF9E10F5D1][bookmark: H37ADE7FA0CB149B68F1A0D60593CFC22]“(6) DEVELOPER.—The term ‘developer’ means a person who— 
“(A) develops an in vitro clinical test, including by designing, validating, producing, manufacturing, remanufacturing, propagating, or assembling the kit of an in vitro clinical test;
[bookmark: H71483898AA714BF589D2B8713F375CE8]“(B) initially imports an in vitro clinical test; or
[bookmark: H2B23BD49F51E44F2ABB0429A6D54E9E1][bookmark: H08F2D79A58F549599BD38D97192C669E]“(C) modifies an in vitro clinical test initially developed by a different person in a manner that— 
“(i) changes any of the notification elements specified in paragraph (11) that define a test group, performance claims, or, as applicable, the safety of such in vitro clinical test; or
[bookmark: H885B4C87113B45149F28899ABDE6B5C0]“(ii) adversely affects the performance of the in vitro clinical test.
[bookmark: H47E34F6AE8E741A682BB7C11FDA4D39B][bookmark: HC0E8F6C226734D5EB5417AC543CA0E4E]“(7) HIGH-RISK.— 
[bookmark: HFBF53FC361D844C2A971D10063ED49D2]“(A) Subject to subparagraph (B), the term ‘high-risk’, with respect to an in vitro clinical test or category of in vitro clinical tests, means that an undetected clinically significant inaccurate result from such test or category— 
“(i) when used as intended, would likely cause serious or irreversible harm or death to a patient or patients, or would otherwise cause serious harm to the public health; and
[bookmark: HF90E222061894D18BB565315B07C15F0]“(ii) would pose a likelihood of adverse patient impact or adverse public health impact caused by such an inaccurate result that is not remote.
[bookmark: H673ADDDA46BA44C1A859462836DA7ABD][bookmark: H47BFD8CD567C406BB086EE738F60DCA6]“(B) Such term does not include an in vitro clinical test if mitigating measures are established and applied to sufficiently mitigate the risk of inaccurate results as described in subparagraph (A), taking into account— 
“(i) the degree to which the technology for the intended clinical use of the in vitro clinical test is well-characterized, and the criteria for performance of the test are well-established to be sufficient for the intended use; and
[bookmark: HBC77682D2E1E4B6280F48E4964B8ED61]“(ii) the clinical circumstances (including clinical presentation) under which the in vitro clinical test is used, and the availability of other tests (such as confirmatory or adjunctive tests) or relevant material standards.
[bookmark: H6E36692C7A324EC1B5DE9B6E3CC347ED][bookmark: HFF42081FB276488A99FBFE62E5669096]“(8) LOW-RISK.— 
[bookmark: HA793BDA169344D9A879737C9FFF6ABA9]“(A) Subject to subparagraph (B), the term ‘low-risk’, with respect to an in vitro clinical test or category of in vitro clinical tests, means that an undetected clinically significant inaccurate result from such in vitro clinical test, or such category of in vitro clinical tests, when used as intended— 
“(i) would cause minimal or no harm or disability, or immediately reversible harm, or would lead to only a remote risk of adverse patient impact or adverse public health impact; or
[bookmark: H6FAB12FF4FC24A7882281E9447CA90EA]“(ii) could cause non-life threatening injury or injury that is medically reversible, or delay necessary treatment.
[bookmark: H434C2BD2AFFA44199C7131281C05F660]“(B) Such term does not include an in vitro clinical test if mitigating measures are sufficient to prevent such inaccurate result, detect such inaccurate result prior to any adverse patient impact or adverse public health impact, or otherwise sufficiently mitigate the risk associated with such inaccurate result.
[bookmark: H3789D54AECC74B70BAEE8B8FCCF8A27F][bookmark: HB137F8CE7C22451C809943D301044670]“(9) MITIGATING MEASURES.—The term ‘mitigating measures’— 
[bookmark: H37A813CB784C46398719C5960A1CBC7C]“(A) means requirements that the Secretary determines, based on available evidence, are necessary— 
“(i) for an in vitro clinical test, or a category of in vitro clinical tests, to meet the relevant standard for its intended use as defined in paragraph (10); or
[bookmark: HB6B355828ED746758CD1FB32CD60CAFC]“(ii) to mitigate the risk of harm ensuing from a false result or misinterpretation of any result; and
[bookmark: H0B894626A99B47E09289D3EC19B52A83]“(B) includes applicable requirements regarding labeling, advertising, website posting of information, testing, clinical studies, postmarket surveillance, user comprehension studies, training, conformance to standards, and performance criteria.
[bookmark: H5FD2BBF6A6F941C9A660CF4747D1B45C][bookmark: H64D6EDC1EEAE4763A619D06F8F0BD0CF]“(10) RELEVANT STANDARD.— The term ‘relevant standard’, with respect to an in vitro clinical test, means a reasonable assurance of adequate analytical and clinical validity, except that such term— 
“(A) with respect to test platforms, means a reasonable assurance of adequate analytical validity; and
[bookmark: HBCBE25BE1DF74FA6982A51AB9A0478AE]“(B) with respect to articles for taking or deriving specimens from the human body for purposes described in clause (i) or (ii) of section 201(ss)(1)(A) means a reasonable assurance of adequate analytical validity and, where applicable, safety.
[bookmark: H81060CB9123448B691A12241E200BCBB][bookmark: H11959E145C3F42BDB567E0F58503DA66]“(11) TEST GROUP.—The term ‘test group’ means one or more in vitro clinical tests that have all of the following notification elements in common: 	Comment by Cynthia Bens: Inclusion of specimen and disease or condition triggers review requirements that will be onerous in managing modifications. Should provide rationale for inclusion of ALL notification elements in the test group. 

If this test group concept is kept, it should only be used for purposes of notifications.
“(A) Substance or substances measured by the in vitro clinical test, such as an analyte, protein, or pathogen.
[bookmark: HB3660385F241416CB7D4CCC91489C9E9]“(B) Type or types of specimen or sample.
[bookmark: HA641CB04DD7748EDA6FD763F57607E5B]“(C) Test method.
[bookmark: H8A7DAB32D9AA4AA59E7322B7589C8124]“(D) Test purpose or purposes, as described in section 201(ss)(1)(A).
[bookmark: H52847484E2A44A64AFE7FC0B6A1C09A1]“(E) Diseases or conditions for which the in vitro clinical test is intended for use.
[bookmark: H202CEEFEE37D4E8FBBBFB2A2BB785A21]“(F) Intended patient populations.
[bookmark: H9911C154121945869E014DFECEE087FD]“(G) Context of use, such as in a clinical laboratory, in a health care facility, prescription home use, over-the-counter use, or direct-to-consumer testing.
[bookmark: H18A7215C6E864F518CC33169A6A4720E]“(12) TEST PLATFORM.—The term ‘test platform’ means an in vitro clinical test that is hardware intended by the hardware’s developer to be used with one or more in vitro clinical tests to generate a clinical test result, including software used to effectuate the hardware’s functionality.
[bookmark: HB88BCC87F74E4EA2B3DBA49553C6B6E0][bookmark: HD0EE3512DDA3495DBC903EA1DDC14EAB]“(13) VALID SCIENTIFIC EVIDENCE.— 
[bookmark: H8EB7478022CF491787F93B3CAE0C9B63]“(A) VALID SCIENTIFIC EVIDENCE.—The term ‘valid scientific evidence’ means, with respect to an in vitro clinical test, evidence— 
“(i) which has been generated and evaluated by persons qualified by training or experience to do so, using procedures generally accepted by other persons so qualified; and
[bookmark: HEA7D148F2F174343B6281612B410C687]“(ii) from which it can be fairly and responsibly concluded by qualified experts whether the relevant standard has been met by the in vitro clinical test for its intended use.
[bookmark: H1FB64BA0C7B743EEB5E5E0FA037A74DA][bookmark: H00E311B4B5FE40FF8B74534297F22667]“(B) VALID SCIENTIFIC EVIDENCE.—The term ‘valid scientific evidence’ may include evidence described in subparagraph (A) consisting of— 
“(i) peer-reviewed literature;
[bookmark: H18712C4BC3E940CAA5DA4838597AC6B3]“(ii) clinical guidelines;
[bookmark: HD5E7C6DFC2F543D9A6D06FAD336747DB]“(iii) reports of significant human experience with an in vitro clinical test;
[bookmark: H240CDB22849B4E18A2A0C64B45A4384E]“(iv) bench studies;
[bookmark: H332F3C3A85104F8693BA8802C97E8D42]“(v) case studies or histories;
[bookmark: H7163FA93390C464687A6770C74DB15FD]“(vi) clinical data;
[bookmark: H09B619D7655F4941AF01A094D822A5D4]“(vii) consensus standards;
[bookmark: HDE98E926A55B43ACB7F6EB075C9142B0]“(viii) reference standards;
[bookmark: HA9D042DDE7FF482698A93F26BA316702]“(ix) data registries;
[bookmark: HC58EFAA9AB1C473C9CA6FF3BCC750E55]“(x) postmarket data;
[bookmark: H82BE63CDADB546E794D8C89EF650F823]“(xi) clinical trials; and
[bookmark: HCDE6299B6D1D4043B95E6FA3667FD050]“(xii) data collected in countries other than the United States if such data are demonstrated to be adequate for the purpose of making a regulatory determination under the relevant standard in the United States.
[bookmark: HEED771134C114D0283D06C94960511B5]“(14) FIRST-OF-A-KIND.—The term ‘first-of-a-kind’ means, with respect to an a- high risk in vitro clinical test, a test that has a combination of the notification elements specified in paragraph (11) that represents a novel in vitro clinical test. constitutes a test group that differs from the combination of any such elements in any test group that is legally available in the United States.	Comment by Cynthia Bens: Later in bill first-of-a-kind tests are subject to PMA requirement, simply by deviating from all notification elements in the defined test group. Why should this  type of test be placed in a higher risk category? 

Risk-neutral categories such as this are not consistent with a risk-based regulatory framework, and it would be preferable to eliminate them and regulate tests by virtue of their risk instead.  If not deleted, this term should be redefined to limit its application to novel high risk tests.

[bookmark: H9027544192FF44968124E6C392081F71][bookmark: HE2147117EE0541F0B31661173152F989]“(15) WELL-CHARACTERIZED.—The term ‘well-characterized’ means well-established and well-recognized by the scientific or clinical community, if adequately evidenced by one or more of the following: 
“(A) Literature.	Comment by Cynthia Bens: Availability of proficiency testing should be added.  Inclusion of proficiency testing was supported by some PMC members in the March 2017 version of DAIA.  
[bookmark: H76FA639B59224A29981F1936CF013A29]“(B) Practice guidelines.
[bookmark: HA693180FF97A4D1C8D232F4184CE7514]“(C) Consensus standards.
[bookmark: H38D36DB8E09649298127E7C1973EFD70]“(D) Recognized standards of care.
[bookmark: H21B8C8B59D4A45759B5F350CD449881B]“(E) Technology in use for many years.
[bookmark: HF1EFFABDC99746E1BB95BC5C9B6A6B5A]“(F) Scientific publication by multiple sites.
[bookmark: H9CA7CD4844FC481EA0D8F09194F2B64B]“(G) Wide recognition or adoption by the scientific or clinical community.
[bookmark: H886E92A3D9814639B5513CA76666F630]“(H) Real world data.

“SEC. 587A. APPLICABILITY.	Comment by Cynthia Bens: This section should be revised to clearly differentiate FDA jurisdiction from matters governed by CMS under CLIA.  
[bookmark: H9EE8227D1FDC415CBCA292B9C08BFAE5][bookmark: H63FD1F3FC0E34C5C9F4B90A57EBFCA87]“(a) IN GENERAL.— 
[bookmark: H67EC73641BF74DD3BE6CEC1F521DA37F]“(1) SCOPE.—An in vitro clinical test— 
“(A) shall be subject to the requirements of this subchapter, except as set forth in this section;
[bookmark: H0D99234196474909B005512110F52EA4]“(B) that is offered for clinical use in the United States is deemed to be introduced into interstate commerce for purposes of enforcing the requirements of this Act; and
[bookmark: H8337EB1F8292453790626A6F4B006318][bookmark: H8427B2D0D5FD4F27B182346AA48FC50C]“(C) subject to any exemption or exclusion in this section, shall not be subject to any provision or requirement of this Act other than this subchapter unless such other provision or requirement— 
“(i) applies expressly to in vitro clinical tests; or
[bookmark: H4671E6DD68424ACFAFCCCBDBD9A7F236][bookmark: H7B0FC09892724571A147CAA4E96F2C9B]“(ii) describes the authority of the Secretary when regulating such articles or subset of articles, with respect to— 
“(I) all articles regulated by the Secretary pursuant to this Act; or
[bookmark: H08A7850882064A83B0FD93D14000130D]“(II) a subset of such articles that includes in vitro clinical tests.
[bookmark: H0C5C2C07C7EE458A9E8C7F663D365E7A][bookmark: HF618E979624541E9AAA79F1FC802DE4A]“(2) LABORATORIES AND BLOOD AND TISSUE ESTABLISHMENTS.— 
“(A) RELATION TO CLIA.—Nothing in this subchapter shall be construed to modify the authority of the Secretary with respect to laboratories or clinical laboratories under section 353 of the Public Health Service Act.
[bookmark: H173300D56FFF428B90427FEF95C67D8C]“(B) AVOIDING DUPLICATION.—In implementing this subchapter, the Secretary shall, to the greatest extent possible, unless necessary to protect public health, avoid issuing or enforcing regulations that are duplicative of regulations under section 353 of the Public Health Service Act.
[bookmark: H575B90614AA54FDE8E4A61FF47F45A0E]“(C) BLOOD AND TISSUE.—Nothing in this subchapter shall be construed to modify the authority of the Secretary with respect to laboratories, establishments, or other facilities to the extent they are engaged in the propagation, manufacture, or preparation, including filling, testing, labeling, packaging, and storage, of blood, blood components, human cells, tissues, or tissue products under this Act or section 351 of the Public Health Service Act.
[bookmark: H4313B747309C4CA094E99A0EBE0F1C63][bookmark: H982274342DB44F4B8C8876CC9C44259E]“(3) PRACTICE OF MEDICINE.— 
“(A) IN GENERAL.—Nothing in this subchapter shall be construed to limit or interfere with the authority of a health care practitioner to prescribe or administer any legally marketed in vitro clinical test for any condition or disease within a legitimate health care practitioner-patient relationship.
[bookmark: H6DCFED5A5FAB492FB399AD229D5E6907]“(B) SALE, DISTRIBUTION, LABELING.—Nothing in this paragraph shall be construed to limit any authority of the Secretary to establish and enforce restrictions on the sale, distribution, or labeling of an in vitro clinical test under this Act.
[bookmark: HABA3788488094FB0BC84F5447007972A]“(C) PROMOTION OF UNAPPROVED USES.—Nothing in this paragraph shall be construed to alter any prohibition on the promotion of unapproved uses of legally marketed in vitro clinical tests.
[bookmark: H992C275F16984ABFB74D39DB889E2903][bookmark: HE3CFD6A9DC224A56B705A1D4DF006A3E]“(4) SPECIAL RULE.— 	Comment by Cynthia Bens: This “clawback” provision needs to be tightened up to focus only on truly harmful tests.  As drafted, it provides little certainty that any grandfathered test will be allowed to remain on the market.
[bookmark: H49B11AD814AE4163B47028995823D1A8]“(A) PREMARKET REVIEW APPLICABLE.—Notwithstanding the exemptions from premarket review under section 587B set forth in subsections (b), (c), (d), (e), (f), (g), (h), and (k), an in vitro clinical test shall be subject to the requirements of section 587B if the Secretary determines, in accordance with subparagraph (B), that— 
[bookmark: H7EDDB3BE1AA44982808C5B44B213A327]“(i) there is insufficient valid scientific evidence that an article for taking or deriving specimens from the human body for the purposes specified in section 201(ss)— 
“(I) performs as intended;
[bookmark: HE51FD6744068459F804265F7012628D6]“(II) will support the analytical validity of tests with which it is used; or
[bookmark: H9944E3A0D8D64B438FB4321EB3A88E2B]“(III) where applicable, is safe for use;
[bookmark: HB279F75EC8E443998DE6740D7C17C433]“(ii) there is insufficient valid scientific evidence to support the analytical validity or the clinical validity of such in vitro clinical test;
[bookmark: HC1967D5D006A432D9EBADBF80E0934AB]“(iii) such in vitro clinical test is being offered by its developer with materially deceptive or fraudulent analytical or clinical claims; or
[bookmark: H6D8743CA69464A84A6FF8E3AFD3F2200]“(iv) there is a reasonable potential that such in vitro clinical test will cause death or serious adverse health consequences, including by causing the absence, delay, or discontinuation of appropriate medical treatment.
[bookmark: H33E1E53C07E54992A1B255B97DCF5A1D][bookmark: HDA7B8F3967714183BB9ABD8C040D4B9F]“(B) PROCESS.— 
[bookmark: HE22D00C87FDD4B46A8E10A2907CADCDD]“(i) REQUEST FOR INFORMATION.—If the Secretary has reason to believe that one or more of the criteria listed in subparagraph (A) apply to an in vitro clinical test, the Secretary may request that the developer of the test submit information— 
“(I) pertaining to such criteria; and
[bookmark: HD4945E7DD2D84A9995B1742146EAE3DD]“(II) establishing the basis for any claimed exemption from premarket review.
[bookmark: HF5402FB3CC814B0B916754DB028023DE]“(ii) DEADLINE FOR SUBMITTING INFORMATION.—Upon receiving a request for information under clause (i), the developer of an in vitro clinical test shall submit the information within 30 days of such receipt.
[bookmark: H7E7F4B136F1F4959A45BBF73AF61AFEE][bookmark: H81ACE6E50D59428FA119AD310D1D9961]“(iii) REVIEW DEADLINE.—Upon receiving a submission under clause (ii), the Secretary shall— 
“(I) review the submitted information within 30 days of such receipt; and
[bookmark: HED20176402544470A009FD1B20ED91C8]“(II) determine whether one of more of the criteria listed in subparagraph (A) apply to the in vitro clinical test.
[bookmark: H83C9FE6D2D0D432E8C2D87AC39C95DB8][bookmark: H7F56DB872A444A31BCD6AA4AD924AD8B]“(iv) PREMARKET REVIEW REQUIRED.—If the Secretary finds one or more of the criteria listed in subparagraph (A) apply to the in vitro clinical test, the developer shall— 
“(I) promptly, and not later than 90 days after the date of receipt of such information, submit an application for premarket review of the test under section 587B; or
[bookmark: H2D27B68EB27D4D369F66AF1FE5E73120]“(II) cease to market the test.
[bookmark: HE1E5EFA7E98F4A97B24FD02C5FA630A2]“(v) CONTINUED MARKETING.—During the period beginning on the date of a submission under clause (ii) and ending on the date of the disposition of an application for premarket review of the in vitro clinical test under section 587B, the developer of the test may continue to market the test for clinical use, unless the Secretary issues an order to the developer under clause (vi) to immediately cease distribution of the test.
[bookmark: H8EA8394A1EBA46A5B74181373AD0AC18][bookmark: H35F94259A8374464A19591CD239B9F43]“(vi) ORDER TO CEASE DISTRIBUTION.—If the developer of an in vitro clinical test fails to submit an application for premarket review of the test by the deadline applicable under clause (iv), if the Secretary finds that one of more of the criteria listed in subparagraph (A) apply to an in vitro clinical test, or if the Secretary finds that it is in the best interest of the public health, the Secretary may issue an order requiring the developer of such in vitro clinical test, and any other appropriate person (including a distributor or retailer of the in vitro clinical test)— 
“(I) to immediately cease distribution of the test pending approval of an application for premarket review of the test under section 587B; and
[bookmark: HDE574B9317634005AE3EF4BC2FFFEE12]“(II) to immediately notify health professionals and other user facilities of the order and to instruct such professionals and facilities to cease use of such in vitro clinical test.
An order under this clause shall provide the person subject to the order with an opportunity for an informal hearing, to be held not later than 10 days after the date of the issuance of the order, on the actions required by the order and on whether the order should be amended to require a recall of such in vitro clinical test. If, after providing an opportunity for such a hearing, the Secretary determines that inadequate grounds exist to support the actions required by the order, the Secretary shall vacate the order. 
[bookmark: H4886421378924AC8BDE288FC1A26A1CC]“(vii) AMENDMENT TO REQUIRE RECALL.—If the Secretary determines that an order issued under clause (vi) should be amended to include a recall of the in vitro clinical test with respect to which the order was issued, the Secretary shall amend the order to require a recall. In such amended order, the Secretary shall specify a timetable in which the in vitro clinical test recall will occur and shall require periodic reports to the Secretary describing the progress of the recall.
[bookmark: H6DBC53D6B0354741AA10144F47C1D57E][“(viii) EFFECT OF TEST APPROVAL.—[Any order issued under this paragraph with respect to an in vitro clinical test shall cease to be in effect if such test is granted approval under section 587B, provided that the in vitro clinical test is developed and offered for clinical use in accordance with such approval.]]
[bookmark: H5F8F5449E60E47F78AE2AB4EE4F4C6C6][bookmark: H0F9597D24DB045988661A5AEB8895061]“(5) EMERGENCY USE.— 
“(A) IN GENERAL.—The exemptions from premarket review under subsections (b), (c), (d), (e), (f), (g), (h), and (k) of section 587B shall not apply to any in vitro clinical test that is eligible for an emergency use authorization under section 564(a).
[bookmark: H196A48FE15A3433899A792E96C2FEA79][bookmark: H76ED079DF7454AC8A9978D7088836AD9]“(B) TESTS OFFERED FOR CLINICAL USE UNDER AN EXEMPTION PRIOR TO A DECLARATION.— 
[bookmark: H79F2D3AFB12442B59CE278B46E033467]“(i) CONTINUED MARKETING.—If the Secretary makes a declaration under section 564(b) for an in vitro clinical test that was offered for clinical use under an exemption under subsection (b), (c), (d), (e), (f), (g), (h), or (k) of section 587B prior to the declaration, such test may continue to be offered for clinical use after such declaration only if— 
“(I) the developer of the test submits to the Secretary, not later than 5 days after the date of issuance of the declaration, a request for an emergency use authorization for the test under section 564(a) and the request remains pending;
[bookmark: HB3AD281F940D4EE88E83822EE711A451]“(II) the Secretary grants an emergency use authorization for the test under section 564(a); or
[bookmark: H8C33F56F15334939BC0372FCCF3A4413]“(III) the Secretary approves the test for marketing under section 587B.
[bookmark: HCA3C4BE747EB4ECA9F73BBA7491B5C28]“(ii) NECESSARY ACTIONS.—The Secretary, in collaboration with the developers of in vitro clinical tests and other affected entities, as appropriate, shall take such actions as the Secretary determines to be necessary actions to ensure such tests are no longer distributed or offered for clinical use until they receive the required approval or authorization.
[bookmark: H039C49D760BA4743907AC5C14CB6F132][bookmark: H3BC415B6D74B4A349E10F284F2062672]“(b) COMPONENTS AND PARTS.— 
[bookmark: H36F24548B78E496EBEDE292C234D07F3]“(1) EXEMPTION.— 
“(A) IN GENERAL.—Subject to subparagraph (B), an in vitro clinical test that is a component or part described in section 201(ss)(1)(F) is exempt from the requirements of this Act if it is intended for further development as described in paragraph (2).
[bookmark: H22D089E806BF4D80BDF47EEE0FF57399]“(B) INAPPLICABILITY TO OTHER TESTS.—Notwithstanding subparagraph (A), an in vitro clinical test that is described in subparagraph (A), (B), (C), (D), or (E) of section 201(ss)(1) and that uses a component or part described in such subparagraph shall be subject to the requirements of this Act, including requirements relating to the establishment and use of supplier controls, unless the test is otherwise exempted under this section.
[bookmark: HB792EE35FC634058A97CB457A1304FF3][bookmark: H4A9E3B82E59640C6BBB1847F1174B168]“(2) FURTHER DEVELOPMENT.—An in vitro clinical test that is a component or part (as described in paragraph (1)(A)) is intended for further development (for purposes of such paragraph) if— 
“(A) it is intended solely for use in the development of another in vitro clinical test; and
[bookmark: HC716F80235C94068BCEE30C55258898C]“(B) if introduced or delivered for introduction into interstate commerce after the date of enactment of the Verifying Accurate Leading-edge IVCT Development Act of 2018, the labeling of such test bears the following statement: ‘This product is intended solely for further development of an in vitro clinical test and is exempt from FDA regulation. This product must be evaluated by the in vitro clinical test developer in accordance with supplier controls if it is used with or in the development of an in vitro clinical test.’. 
[bookmark: H0897085C60B54B82B36FC16AB5899510][bookmark: H531FBB68B72F4F3685AFB1E4667CC1F2]“(c) GRANDFATHERED TESTS.— 	Comment by Cynthia Bens: We believe the VALID Act could negatively impact patient access to valuable tests already in routine use by retroactively increasing regulatory burden for tests when they lose grandfathered status through modification.  
[bookmark: H72F52C27D685414384014A36D0C23B9D]“(1) EXEMPTION.—An in vitro clinical test that meets the criteria set forth in paragraph (2) is exempt from premarket review under section 587B, the quality system requirements under section 587J, and the labeling requirements under section 587K, and may be lawfully marketed subject to the other applicable requirements of this Act, if— 
“(A) each test report template under section 587K for the test bears a statement of adequate prominence that reads as follows: “This in vitro clinical test was developed and first introduced prior to 90 days prior to date of enactment of the Verifying Accurate Leading-edge IVCT Development Act of 2018 and has not been reviewed by the Food and Drug Administration.”; and
[bookmark: H50CB9ADDC97F4C108874AEAE71BFFDD4][bookmark: HA68EF3B1EADC4C0BB248A47C31BA9803]“(B) the developer of the test— 
“(i) maintains documentation demonstrating that the test meets and continues to meet the criteria set forth in paragraph (2); and
[bookmark: HD2C4879908CF463FBA1D28FDDDBD79F9]“(ii) makes such documentation available to the Secretary upon request.
[bookmark: H71D5AA3E7D0A4680A9B281FCC005CA03][bookmark: HD8725677459F45CE93C5852CFBF19A63]“(2) CRITERIA FOR EXEMPTION.—An in vitro clinical test is exempt as specified in paragraph (1) if the test— 
[bookmark: HCA19D07478E6413A8B843848A76BE010][bookmark: H39762CEE68BF4611853545FF98CAE0DD]“(A)(i) was first offered for clinical use or otherwise introduced or delivered for introduction into interstate commerce by such laboratory 90 days or more before the date of enactment of the Verifying Accurate Leading-edge IVCT Development Act of 2018; 
“(ii) was developed by a laboratory for which a certificate is in effect under section 353 of the Public Health Service Act that meets the requirements under section 353 for performing high-complexity testing for use only within that laboratory; and
[bookmark: H35C98F8738E64C90839E1F2A4A25BDC7]“(iii) is performed in the same laboratory in which it was developed or by another such laboratory for which a certificate is in effect under section 353 within the same corporate organization and having common ownership by the same parent corporation;	Comment by Cynthia Bens: This provision should be broadened to refer to labs under common ownership, regardless of the form of business organization (it should not be limited to corporations).
[bookmark: H03F71FD5763949DA8C0B2916A475B60A]“(B) does not have in effect an approval under section 515, a clearance under section 510(k), an authorization under section 513(f)(2), or an approval under section 520(m); and
[bookmark: H451E771E172742E89D00AD2003D852C1]“(C) is not modified on or after the date that is 90 days before the date of enactment of the Verifying Accurate Leading-edge IVCT Development Act of 2018 by its initial developer (or another person) in a manner such that the test is a new in vitro clinical test under subsection (l).
[bookmark: HFBF1E284AC0B4A43B7F9253D34AE58DC][bookmark: HE44EC58E9FE2423EB2825827EF9387AC]“(3) MODIFICATIONS.—When a person modifies the person’s own or another person’s in vitro clinical test that is exempt as specified in paragraph (1) and determines that the modified test is not a new in vitro clinical test under subsection (l), such person shall— 
“(A) document each such modification and the basis for such determination; and
[bookmark: H039C847FA0B846A58084E3458D41B5D6]“(B) provide such documentation to the Secretary upon request or inspection.
[bookmark: HEA6696C024DC4DA5A2371711B3F382FA][bookmark: HBCD6970575764F01929006E44C74838A]“(d) TESTS EXEMPT FROM SECTION 510(k).— 
“(1) EXEMPTION.—An in vitro clinical test is exempt from premarket review under section 587B and may be lawfully marketed subject to the other applicable requirements of this Act, if it meets the criteria described in paragraph (2).
[bookmark: H656065CF72E54FF9B4B3E588EE951016][bookmark: H738092EDBD0E4A5994B4097525C62F82]“(2) CRITERIA FOR EXEMPTION.—The criteria described in this paragraph are that— 
[bookmark: H20B0DE7FF9B8410BA8F5FD5F77E73D16]“(A) the in vitro clinical test— 
“(i) was offered for clinical use prior to the date of enactment of the Verifying Accurate Leading-edge IVCT Development Act of 2018; and
[bookmark: HA42B8929FD944097B04695C6587018C6]“(ii) was immediately prior to such date of enactment exempt pursuant to subsection (l) or (m)(2) of section 510 from the requirements for submission of a report under section 510(k); or
[bookmark: HC79B0F290B494F8FAA43595A18701B9A][bookmark: H9C2F2A5BDA304F83AD91E0E7273721E7]“(B) the test— 
“(i) was not offered for clinical use prior to such date of enactment;
[bookmark: H9DD9684D2AF14561ABDA0043AC3CB596]“(ii) is not a test platform (as defined in section 587); and
[bookmark: H68D380C253844E0A90CFA082934A54CC]“(iii) falls within a category of tests that was exempt from the requirements for submission of a report under section 510(k) as of such date of enactment [(including class II 510(k)-exempt devices and excluding class I reserved devices)].
[bookmark: H4F0DA95B3AD241619265CD7379F8D5AF]“(3) EFFECT ON SPECIAL CONTROLS.—For any in vitro clinical test, or category of in vitro clinical tests, that is exempted from premarket review based on the criteria in paragraph (2), any special control that applied to a device within a predecessor category immediately prior to the date of enactment of Verifying Accurate Leading-edge IVCT Development Act of 2018 shall be deemed a mitigating measure applicable under section 587E to an in vitro clinical test within the successor category, except to the extent such mitigating measure is withdrawn or changed in accordance with section 587E.
[bookmark: H1642525B6BE847BD89E0DC23FB95FB15]“(4) NEAR-PATIENT TESTING.—The Secretary shall issue guidance indicating categories of tests that shall be exempt from premarket review under section 587B when offered for near-patient testing (point of care), which were not exempt from submission of a report under section 510(k) pursuant to subsection (l) or (m)(2) of section 510 and regulations imposing limitations on exemption for in vitro devices intended for near-patient testing (point of care).
[bookmark: H707D85E7BA014B9A9B03CB77A8621638][bookmark: HD6A50E78D0E642FEBCF174A7F8A6F5F4]“(e) LOW-RISK TESTS.— 
“(1) EXEMPTION.—An in vitro clinical test is exempt from premarket review under section 587B and may be lawfully marketed subject to the other applicable requirements of this Act, if such test is included in, or falls within a category of tests that is included in, the list of low-risk in vitro clinical tests in effect under paragraph (2).
[bookmark: HA81F7701C1A64E4BAE7DA085290DB991][bookmark: HD1B313C0E1E244D399A2ADC26F272E1A]“(2) LIST OF LOW-RISK TESTS.— 
“(A) IN GENERAL.—The Secretary shall maintain, and make publicly available on the website of the Food and Drug Administration, a list of in vitro clinical tests, and categories of in vitro clinical tests, that are low-risk in vitro clinical tests for purposes of the exemption under this subsection.
[bookmark: HEF887F98F709464BAA3D0D87904A4C77][bookmark: HE80B71EF14C9491782FD75EE59C44D4C]“(B) INCLUSION.—The list under subparagraph (A) shall consist of— 
“(i) all in vitro clinical tests and categories of in vitro clinical tests that are exempt from premarket review pursuant to subsection (d)(1) or (d)(4); and
[bookmark: HC2AEDE0F957F47BD92EF07B9B98957FA]“(ii) all in vitro clinical tests and categories of in vitro clinical tests that are designated by the Secretary pursuant to subparagraph (C) as low-risk for purposes of this subsection. 
[bookmark: HD905722007BF4CB4B992E31140EC35F6][bookmark: H5958FA720CBA4AE1920E9FD4B8160ED4]“(C) DESIGNATION OF TESTS AND CATEGORIES.—Without regard to subchapter II of chapter 5 of title 5, United States Code, the Secretary may designate, in addition to the tests and categories described in subparagraph (B)(i), additional in vitro clinical tests, and categories of in vitro clinical tests, as low-risk in vitro clinical tests for purposes of the exemption under this subsection. The Secretary may make such a designation on the Secretary’s own initiative or in response to a request by any person. In making such a designation for a test or category of tests, the Secretary shall consider— 
“(i) whether the test, or category of tests, is low-risk (as defined in section 587); and
[bookmark: H7B974E09ED5A46AB99F376CAA034E2A9]“(ii) such other factors as the Secretary deems to be relevant.
[bookmark: HC0A26633C2A845CA9EE3DCC5281CBEFD][bookmark: H358B1509C6234550AAA49CE9FC4C1250]“(f) MANUAL TESTS.— 
[bookmark: HD879CF0590BC4B5C9F06B2B1D22D9894]“(1) EXEMPTION.—An in vitro clinical test that is designed, manufactured, and used within a single laboratory for which a certificate is in effect under section 353 of the Public Health Service Act that meets the requirements under section 353 for performing high-complexity testing, is exempt from the requirements of this Act, if the test— 
“(A) meets the criteria described in paragraph (2); and
[bookmark: H686703387A024AB2BDA204E20F9CF16F][bookmark: HB36F45313D6C4D6CA93106E59F8D0B30]“(B) is not intended— 
“(i) for detecting human immunodeficiency virus (HIV) , or for measuring an analyte that serves as a surrogate marker for screening, diagnosis, monitoring, or monitoring therapy for acquired immunodeficiency syndrome (AIDS);
[bookmark: HB129B7FEA9E9483DA2600C01BCF42829]“(ii) for testing donors, donations, and recipients of blood, blood components, human cells, tissues, cellular-based products, or tissue-based products; or
[bookmark: HBAC56036769346D6AE99AFA79DAE4FE6]“(iii) for testing maternal or fetal specimens for hemolytic disease of the fetus or newborn.
[bookmark: HE4CBECC04A6D4E74AF63D19119038E52][bookmark: H6F3C84C27DBA42AC8B3381A483273030]“(2) CRITERIA FOR EXEMPTION.—The criteria described in this paragraph are that— 
“(A) the output of the in vitro clinical test is the result of manual interpretation (meaning direct observation) by a qualified laboratory professional, without the use of automated instrumentation or software for intermediate or final interpretation; and
[bookmark: H05EBD63E7F2B4E2C9B19E12D31628BF2][bookmark: H5FD210991D604194AF1D813072DE49B6]“(B) the test— 
“(i) is not a high-risk test; or
[bookmark: H0A407E7E0A0F472FA148E6A5BDE9F0ED][bookmark: HE79FD73C332A49B68A209744AC5D7C3B]“(ii) is a high-risk test for which the Secretary publishes in the Federal Register a notice determining that the test is appropriate to be exempted pursuant to paragraph (1) and that the test meets at least one of the following conditions: 
“(I) No component or part of such test, including any reagent, is introduced into interstate commerce under the exemption under subsection (b)(1) (relating to components or parts intended for further development), and [any article for taking or deriving specimens from the human body used in conjunction with the test remains subject to] the requirements of this Act.
[bookmark: HF704C4DA05484D84956C652E304C71F4]“(II) The test has been developed in accordance with the quality system requirements under section 587J.
[bookmark: H54A757F197614B7A928619696A01EA02][bookmark: HC178F270111A4CFA9308D5E4C4E539BB]“(g) TESTS FOR RARE DISEASES.— 
[bookmark: H5BA6BD848F2F4593B51DF76C2E35865D]“(1) EXEMPTION.—An in vitro clinical test is exempt from premarket review under section 587B and may be lawfully marketed subject to the other applicable requirements of this Act, if— 
“(A) the test meets the criteria described in paragraph (2); and
[bookmark: HDB5B26B65C6F4F189118E47AE4F721BB][bookmark: HCEA57B63A6824DF2AFD40C7C52F1288A]“(B) the developer of the test— 
“(i) maintains documentation (which may include literature citations in specialized medical journals, textbooks, specialized medical society proceedings, governmental statistics publications, or, if no such studies or literature citations exist, credible conclusions from appropriate research or surveys) demonstrating that such test meets and continues to meet the criteria described in paragraph (2); and
[bookmark: H58E6873D2B5A42C09802D15DB60CD9EA]“(ii) makes such documentation available to the Secretary upon request.
[bookmark: HD7F4D279BB5B4E059150EEEFE255F910][bookmark: H644E3CBBD0B04C1DA79168A8DE6D0B12]“(2) CRITERIA.—The criteria described in this paragraph are that— 
“(A) fewer than 8,000 individuals per year in the United States would be subject to testing using the in vitro clinical test;	Comment by Cynthia Bens: Criteria for rare disease test exemption should be higher to adequately reflect testing volumes. 8,000 individuals is overly restrictive. As a starting point we believe the language should “be for IVCTs intended to identify, measure detect predict, monitor or assist in selecting treatment for disease or condition with a prevalence of 50,000 or fewer in the United States.” 
[bookmark: H3CCB95DE24E4400B8A761C07D9609907]“(B) the test is not a cross-referenced test; and
[bookmark: HCE3FD1341299474BA3562DEA3F3342F0]“(C) the test is not for a communicable disease.
[bookmark: HA8482AB2696D493BB7C021D5C159D25F][bookmark: HE48B71FD75334AF082A7010928280232]“(h) CUSTOM TESTS AND LOW-VOLUME TESTS.— 
[bookmark: H4F0F8E23441F404B8256A21A121991F4]“(1) EXEMPTION.—An in vitro clinical test that meets the criteria described in paragraph (2) is exempt from premarket review under section 587B, the quality system requirements under section 587J, and the notification requirements under section 587I, and may be lawfully marketed subject to the other applicable requirements of this Act, if— 
[bookmark: H776A9971A5BB4560931948C8F1EB2550]“(A) the developer of the test— 
“(i) maintains documentation demonstrating that such test meets and continues to meet the applicable criteria described in paragraph (2); and
[bookmark: H79BBFF26867C48FDB01C5F94E2BA18CE]“(ii) makes such documentation available to the Secretary upon request; and
[bookmark: HB788E3B57DF04C8A85AA7BD3814EC593]“(B) the developer of the test informs the Secretary, on an annual basis, in a manner prescribed by the Secretary by guidance, that such test was introduced into interstate commerce.
[bookmark: H15CA3762964F44B1BEE70BE4EA0C5569][bookmark: HE7B70F317F5145A086F362B950198291]“(2) CRITERIA FOR EXEMPTION.—The criteria described in this paragraph are that the test— 
“(A) is a low-volume test offered to no more than 5 patients per year; or
[bookmark: HB67470FFD8024F779143F7D5AB223135][bookmark: H7C60DA30E6CD483985A0DE51938C3BD3]“(B) is a custom test to diagnose a unique pathology or physical condition of a specific patient named in an order of a physician, dentist, or other health professional (or any other specially qualified person designated under regulations promulgated by the Secretary for purposes of this subparagraph) for which no other in vitro clinical test is commercially available in the United States, and is— 
“(i) not used for other patients;
[bookmark: H665BDF2A8396417F8FB7E4EB648A5B05]“(ii) developed or modified to comply with such order; and
[bookmark: H07A881877A184DB8BA4D47262E56A8EC]“(iii) not included in any test menu, template test report, or other promotional materials, and not otherwise advertised.
[bookmark: HF0D3F468689A4B88B16381BA72DCFBD7][bookmark: H9F3B508B54F74096AB3325BB1B975C6C]“(i) PUBLIC HEALTH SURVEILLANCE ACTIVITIES.— 
“(1) IN GENERAL.—The provisions of this subchapter shall not apply to a test intended to be used solely for public health surveillance.
[bookmark: H354452C08B22487A9A1B5DF201701DA6]“(2) DEFINITION.—In this subsection, the term ‘public health surveillance’ means ongoing systematic activities, including collection, analysis, and interpretation of health-related data, essential to planning, implementing, and evaluating public health practice.
[bookmark: H7334CD7BB2264F2BB82C8DCBBFCDD329]“(3) EXCLUSION.—An in vitro clinical test that is either intended for use in making clinical decisions for individual patients or other purposes not described in paragraph (2) or whose individually identifiable results may be reported back to an individual patient or the patient’s health care provider, even if also intended for public health surveillance, is not intended solely for use in public health surveillance for purposes of this subsection.
[bookmark: HAEF680D1F42943E3BB8A4794EC43B166]“(j) LAW ENFORCEMENT.—An in vitro clinical test that is intended solely for use in forensic analysis or other law enforcement activity is exempt from the requirements of this Act. An in vitro clinical test that is intended for use in making clinical decisions for individual patients, or whose individually identifiable results may be reported back to an individual patient or the patient’s health care provider, even if also intended for law enforcement purposes, is not intended solely for use in law enforcement for purposes of this subsection.
[bookmark: HB7940F7B894849AA9BE3C14DCFB3C54B]“(k) PRECERTIFIED TESTS.—[An in vitro clinical test that is subject to a precertification order, as described in section 587D(a)(2), is exempt from premarket review under section 587B.]
[bookmark: H54892E6DCE434F4F9CF5C628491244BE][bookmark: H4530E6DE9E5B4275A2CC7D1F0744ED07]“(l) MODIFIED TESTS.— 
[bookmark: HABFC19C96BC54BF090521988BE6248A7]“(1) IN GENERAL.—An in vitro clinical test that is modified, by the initial developer of the test or a different person, is a new in vitro clinical test subject to this Act if the modification— 	Comment by Cynthia Bens:  A change in specimen type, collection method, or stability are examples of common modifications that can be verified or validated as not having a meaningful clinical impact.  These are minor modifications that should not render a test a new. 
 This language implies that changes to disease or condition, intended patient population or context of use render test new. If a test has already been evaluated to diagnosis one condition and is subsequently assessed to add diagnosis of an additional condition the regulatory review should be limited to only assessing the analytical and clinical validity of the additional condition.
Changes to test group notification elements for a grandfather test could render it a new test triggering review requirement. There should be a stipulation that test group changes to tests legally marketed pre-VALID enactment are not subject to review.


“(A) changes any of the elements specified in section 587(11) that define a test group;
[bookmark: HCB43B41B072C4038B8B9B255A166F3A8]“(B) changes performance claims made with respect to the test;
[bookmark: H91652E5E0391430DA32144B76E570A69]“(C) causes the test to no longer comply with applicable mitigating measures or restrictions;
[bookmark: H6727D9F8222545B0A35479564A971E78]“(D) adversely affects performance of the test; or
[bookmark: H9BF6AA6E442F413EB49941F9A80B27B1]“(E) as applicable, affects the safety of an article for taking or deriving specimens from the human body for a purpose described in section 201(ss)(1).
[bookmark: HE6D656ECFAEA4AC4BEA6F53F63BC435D][bookmark: HEA9EE50B2DFC4FDF99BDCA8770C6DB11]“(2) DOCUMENTATION.—When a person modifies an in vitro clinical test that was developed by another person, such modified test is exempt from the requirements of this Act provided that such person shall— 
“(A) document the modification that was made and the basis for determining that the modification, considering the changes individually and collectively, was not a type of modification described in paragraph (1); and
[bookmark: HD5A539C063E44D099075A539F8D88360]“(B) provide such documentation to the Secretary upon request or inspection.
[bookmark: HE9A37D60C59040078E313BBF1080080F]“(m) INVESTIGATIONAL USE.—An in vitro clinical test for investigational use is exempt from the requirements of this Act, except as provided in section 587R.
[bookmark: H2F69DDCCB2DA4F01A4BD6CA7E2176D47][bookmark: HA0266EE0CFBA48938B8CAA8D42E1E5DC]“(n) TRANSFER OR SALE OF AN IN VITRO CLINICAL TEST.— 
“(1) TRANSFER AND ASSUMPTION OF REGULATORY OBLIGATIONS.—If ownership of an in vitro clinical test is sold or transferred in such manner that the developer transfers the regulatory submissions and obligations applicable under this subchapter with respect to the test, the transferee or purchaser becomes the developer of the test and shall have all regulatory obligations applicable to such a test under this subchapter. The transferee or purchaser shall update the registration and notification information under section 587I for the in vitro clinical test.
[bookmark: H00ED619C63224F718DB32FAD43D49F41][bookmark: H675E2822EF2148A8BEE236DC274CA007][“(2) TRANSFER OR SALE OF PREMARKET APPROVAL.— 
[bookmark: H58628DD764814AC593BE8DD420EB5F94][“(A) NOTICE REQUIRED.—If a developer of an in vitro clinical test transfers or sells the approval of the in vitro clinical test, the transferor or seller shall— 
[“(i) submit a notice of the transfer or sale to the Secretary and update the registration and notification information under section 587I for the in vitro clinical test; and]
[bookmark: H008646010F854163931D59FB8EA1D141][“(ii) submit a supplemental application if required under subsection (f).]
] 
[bookmark: HBC0CFCF465A043E4A2C6B4310619ED5D][“(B) EFFECTIVE DATE OF APPROVAL TRANSFER.—A transfer or sale described in subparagraph (A) shall become effective upon completion of a transfer or sale described in paragraph (1) or the approval of a supplemental application under subsection (f) if required, whichever is later. The transferee or purchaser shall update the registration and notification information under section 587I for the in vitro clinical test within 15 calendar days of the effective date of the transfer or sale.]
] 
[bookmark: H0FB292FBBC5D452D9EFAA6EA8DDCEB48][bookmark: HCFEB742B92524ABFA41023F47C611B69][“(3) TRANSFER OR SALE OF PRECERTIFICATION.— 
[bookmark: HEF1E18FF2D374779A691F72653942DF0][“(A) REQUIREMENTS FOR TRANSFER OR SALE OF PRECERTIFICATION.—A precertification can be transferred or sold if the transferee or purchaser— 
[“(i) is an eligible person under section 587D(b)(1); and]
[bookmark: HFFC4AAAC8A244514BF3C5FAEF4822B11][“(ii) maintains, upon such transfer or sale, the site, quality system, processes and procedures, and scope of precertification identified in the applicable precertification submission.]
] 
[bookmark: H5B53E0F0635D482B96E37974C7059873][“(B) NOTICE REQUIRED.—If a developer of an in vitro clinical test transfers or sells an approved precertification, the transferor or seller shall submit a notice of the transfer or sale to the Secretary and shall update the registration and notification information under section 587I for all in vitro clinical tests covered by the precertification.]
[bookmark: H90030DC10D9F4DEA9AC657E950C040CC][“(C) EFFECTIVE DATE OF PRECERTIFICATION TRANSFER.—The transfer of a precertification shall become effective upon completion of a transfer or sale described in subparagraph (A). The transferee or purchaser shall update the registration and notification information under section 587I for the in vitro clinical test within 30 calendar days of the effective date of the precertification transfer.]
[bookmark: H0C9BA83560C24E17B6AA569162D13D5A][“(D) NEW PRECERTIFICATION REQUIRED.—If the requirements of subclause (A)(ii) are not met, then the approved precertification cannot be transferred and the transferee or purchaser of an in vitro clinical test must submit an application for precertification and obtain approval of such application prior to offering the test for clinical use.]
] 
[bookmark: HA37953D4DB4345EEB30085967D32A8B2]“(o) GENERAL EXEMPTION AUTHORITY.—The Secretary may, by order published in the Federal Register following notice and an opportunity for comment, exempt a class of persons from any section under this subchapter upon a finding that such exemption is appropriate in light of public health and other relevant considerations.
[bookmark: H5C448001CE8B4136AB75493A1F915AAB]“(p) REGULATIONS.—The Secretary may issue regulations to implement this subchapter.

“SEC. 587B. PREMARKET REVIEW.
[bookmark: H4FFFB3845A564483ACBE26E45EFE9FB0][bookmark: H5689DF7F5A2D4FFCAB2E14BA0782EDE2]“(a) IN GENERAL.—No person shall introduce or deliver for introduction into interstate commerce any in vitro clinical test, unless— 
“(1) an approval of an application filed pursuant to subsection (b) [or pursuant to priority review under section 587C] is effective with respect to test; or
[bookmark: H17F69144F5D7459C9F8F42C091D32497]“(2) the test is exempt under section 587A from premarket review under this section.
[bookmark: HF18DA79394F84233B64A3AB36F5D0F34][bookmark: H6037A4E8F0C940DE94760917032D8ED9]“(b) APPLICATION.— 
“(1) FILING.—Any person may file with the Secretary an application for premarket approval of an in vitro clinical test.
[bookmark: HB246073CEC204F75B40D40E16800401D][bookmark: H604F38C8356643068D7115FD47997FC6]“(2) CONTENTS.—An application submitted under paragraph (1) with respect to an in vitro clinical test shall include the following: 
“(A) The information required in paragraphs (a), (b)(1), (b)(2), (b)(3)(iii), (b)(3)(iv), (b)(3)(v), (b)(3)(vi), (b) (8), (b)(10), and (b)(12) of section 814.20 of title 21 of the Code of Federal Regulations (or successor regulations) until such time as the Secretary promulgates final regulations requiring comparable information with respect to in vitro clinical tests and such regulations are in effect.
[bookmark: H3EEB3B820B874795911BBD39952D53F7][bookmark: H1BCE7D06FE8B450FA5BF8935069AFB01]“(B) General information regarding the test, including— 
“(i) a description of its intended use;
[bookmark: HC926EABD52204C8497D03875638A39EE]“(ii) an explanation regarding how the test functions and significant performance characteristics;
[bookmark: HED20CDDB510E49CAA1DA2405A6D95F14]“(iii) a risk assessment of the test; and
[bookmark: H24CA705C431D45659A2A81CC13153833]“(iv) a statement attesting to the truthfulness and accuracy of the information submitted in the application.
[bookmark: H296DF8DC381F446FB6A0FF4173A918F4]“(C) Except for test platforms, collection articles, and [in vitro clinical tests eligible for precertification], information regarding the methods used in, or the facilities or controls used for, the development of the test to demonstrate compliance with the applicable quality system requirements under section 587J.
[bookmark: H6A411B1B7ECB400B8B63B20D7FC5A07C][bookmark: H8AE245587A174D71AFEB0A21C583E137]“(D) Information demonstrating compliance with— 
“(i) any applicable mitigating measures under section 587E; and
[bookmark: H9255D46DB0B14B0CA5ECC2AAE692B8FC]“(ii) standards established or recognized under section 514 prior to the date of enactment of the Verifying Accurate Leading-edge IVCT Development Act of 2018, or, after applicable standards are established or recognized under section 587Q, with such standards.
[bookmark: H54D271AF2DAB47BEA06019F37106402B][bookmark: H3F7003EA280D4194864BA9356A0E4A09]“(E) Valid scientific evidence to support analytical and clinical validity of the test, which shall include— 
“(i) summary information for all supporting validation studies performed; and
[bookmark: H93044A1943DC4051867DEEA757D7E6BB][bookmark: H0B40BED069CD4F2B968E37524F2CAE26]“(ii) raw data for— 	Comment by Cynthia Bens: First-of-a-kind tests may represent a departure from defined test group or products currently on the market, but may not necessarily all be high-risk tests. Can a middle ground be defined to encourage development?
“(I) tests that are high-risk, cross-referenced, or first-of-a-kind, unless the Secretary determines otherwise; and
[bookmark: HDA8FE97B323E4816B589C0E7F57A95EF]“(II) all other types of in vitro clinical tests, available upon the Secretary’s request;	Comment by Cynthia Bens: Raw data requirement should be limited to only high-risk tests. By requiring developers to maintain and provide raw data regardless of a lower category of risk seems unnecessarily onerous.  
[bookmark: HFE24AB054F674C768857FCD129E51C15]“(iii) in the case of a test platform or article for taking or deriving specimens from the human body, information concerning a representative test or tests covering all intended test methodologies using the test platform or article;
[bookmark: HFC209CA3423A4E1ABD645A8D0AA0B11A]“(iv) for nonclinical laboratory studies involving the test, a statement that studies were conducted in compliance with applicable good laboratory practices under part 58 of title 21 of the Code of Federal Regulations (or successor regulations) [which shall be interpreted to apply to in vitro clinical tests]; and
[bookmark: HB1D17DD9D4FD43E482E14C32147BC32A][bookmark: H19C4BC68CE6D47A78EDDF3FFD73AAA24]“(v) for investigations involving human subjects, statements that any clinical investigation involving human subjects was conducted in compliance with— 
“(I) institutional review board regulations in part 56 of title 21 of the Code of Federal Regulations (or successor regulations)[, which shall be interpreted to apply to in vitro clinical tests];
[bookmark: H342049665F0A4F75BC5B1B631485EB60]“(II) informed consent regulations in part 50 of title 21 of the Code of Federal Regulations (or successor regulations)[, which shall be interpreted to apply to in vitro clinical tests]; and
[bookmark: HC2ADE40ECEAC4CACB7CA9A423039B9C6]“(III) investigational use requirements in section 587R, as applicable.
[bookmark: HD07F61AF9E234732A51F1093D0D1D346]“(F) To the extent the application seeks authorization to make modifications to the test within the scope of the approval, a change protocol that includes validation procedures and acceptance criteria for specific types of anticipated modifications that could be made to the test within the scope of the approval.
[bookmark: HDF713EC8428146FD9B2DB84D39800025]“(G) For an article for taking or deriving specimens from the human body, and for any in vitro clinical test that includes such article, safety information, as applicable, including biocompatibility, sterility, human factors, and user studies, and information regarding the types of tests that could be used with the article[; however, collection articles shall not be subject to premarket review of quality systems documentation or preapproval inspection, and the developer shall not be required to provide raw data by default].
[bookmark: H8094D3101AF243788B2A5639B07ACE95]“(H) For a test platform that has not been previously approved by the Food and Drug Administration, and for any in vitro clinical test that includes such test platform, data, as applicable, to support software validation, electromagnetic compatibility, and electrical safety, or information demonstrating compliance with applicable recognized standards addressing these areas. [These platforms shall not be subject to premarket review of quality systems documentation and preapproval inspection, and the developer shall not be required to provide raw data by default.]
[bookmark: H7C9D05CE4E034798930FA15B2A15A308]“(I) Proposed labeling, in accordance with the requirements of section 587K. 
[bookmark: H482329F0B4B246F197390FC9CCAE3A6F]“(J) Such other information as the Secretary may require through guidance [or regulation].
[bookmark: H9853BF565BAD4810B078831401F3794B][bookmark: HE6E1D76B618F49C4AA3A6CAFCE2A530C][“(3) PRECERTIFICATION ELIGIBLE TESTS.—[For an in vitro clinical test eligible for precertification under section 587D, unless requested by the Secretary—] 
[“(A) an application under paragraph (2) need not include quality systems documentation or raw data; and]
[bookmark: H5F7B5A1992114ACB933B55F16E9D7486][“(B) a preapproval inspection need not occur.]
] 
[bookmark: H638598D846AD46B49502D513B9109DE8][bookmark: H26153FA2113D4510B97F45F81DA8ADE7]“(4) REFERRAL TO PANEL.—Upon receipt of an application meeting the requirements set forth in paragraph (2) or (3), the Secretary may refer such application to [the appropriate panel under section 513] for study and for submission to the Secretary (within such period as the Secretary may establish) of a report and recommendation respecting approval of the application, together with all underlying data and the reasons or basis for the recommendation. Such referral may be— 
“(A) on the Secretary’s own initiative; or
[bookmark: H5B441046844D4D84992DBC4D3044B821]“(B) on the request of an applicant [unless the Secretary finds that the information in the application requested to be reviewed by a panel substantially duplicates information which has previously been reviewed by a panel under section 513].
[bookmark: HFC032660F57E4227B4E584040739C2FD]“(5) DEFICIENT APPLICATION.—If, after [receipt] of an application under this section, the Secretary determines that any portion of such application is deficient, the Secretary shall provide to the applicant a description of such deficiencies and identify the information required to correct such deficiencies.
[bookmark: H6B354A0BFBC54FC09D7A4096569FD136][bookmark: H27569AA5BAFB4A74957825A036F7958A]“(c) AMENDMENTS TO AN APPLICATION.— 
“(1) IN GENERAL.—An applicant may amend or supplement an application under subsection (b).
[bookmark: H80447B1C621B4304804C0815E49F591B][bookmark: H45081CCBC9ED425E90C74015C303F707]“(2) REQUIRED AMENDMENT OR SUPPLEMENT.—An applicant shall amend or supplement an application under subsection (b) if the applicant becomes aware of information that— 
“(A) could reasonably affect an evaluation of whether the relevant standard has been met; or
[bookmark: H31590558ADD34FC583A03F7B1F9F2F27]“(B) could reasonably affect the statement of contraindications, warnings, precautions, and adverse reactions in the proposed labeling.
[bookmark: H1296FA82B60B40189FC35E8799C3ACD6]“(3) REQUEST FOR AMENDMENT OR SUPPLEMENT.—The Secretary may request that an applicant amend or supplement an application under subsection (b) with any information necessary for review under this section.
[bookmark: HE4B31CCDD97D4329B2E37D76AEEB8C19][bookmark: H3B4B3478CC884627BEA1C4BD06645EDF]“(d) ACTION ON AN APPLICATION FOR PREMARKET APPROVAL.— 
[bookmark: HB05297987DC04FCBA5C3904CABBE2C5C]“(1) REVIEW.— 
[bookmark: H0F2DCBFBA7B74C0999FA368178C2A61B]“(A) DISPOSITION.—As promptly as possible, but not later than [___] days after an application under subsection (b) is accepted for submission, unless the Secretary determines that an extension is necessary to review one or more major amendments to the application under subsection (c), the Secretary, after considering any applicable report and recommendation by a panel pursuant to subsection (b)(4), shall issue an order— 
“(i) approving the application if the Secretary finds that all of the grounds for approval in paragraph (2) are met; or
[bookmark: H19B9DE3B796B4A5989F0E93EE8892BB1]“(ii) denying approval of the application if the Secretary finds that one or more grounds for approval in paragraph (2) are not met.
[bookmark: H9E4BE53C236A4306893ABF2BFD9F613A]“(B) RELIANCE ON PROPOSED LABELING.—In determinating whether to approve or deny an application under paragraph (1), the Secretary shall rely on the intended use included in the proposed labeling, if such labeling is not false or misleading based on a fair evaluation of all material facts.
[bookmark: H32E2A8A0C43E4D0DBAA409CC2E478A37][bookmark: HCEEF0D104B424EAD9724081925C899C4]“(2) APPROVAL OR DENIAL OF AN APPLICATION.— 
[bookmark: H0ECC9CEB2E6C461986D37D0D3D6229B3]“(A) IN GENERAL.—The Secretary shall approve an application submitted under subsection (b) with respect to an in vitro clinical test if the Secretary finds that there has been an adequate showing that— 
“(i) the relevant standard is met;
[bookmark: H1930E52702D74520BEB154C7083F5242]“(ii) the applicant is in compliance with applicable quality system requirements in section 587J [or as otherwise specified in a condition of approval];
[bookmark: H4BAE995F9A654191A2D621E2BDFCBBEA]“(iii) the application does not contain a false statement of material fact;
[bookmark: HF8E02E66520F483FBB5C3F7C71A083E6]“(iv) based on a fair evaluation of all material facts, the proposed labeling is truthful and non-misleading and complies with the requirements of section 587K;
[bookmark: HABC962721BAC4790AAE4BFA286FEDCF2][bookmark: HA16E6ED146474544B394607E4C1CABD3]“(v) the applicant [permits/permitted, if requested,] authorized employees of the Food and Drug Administration and persons accredited under section 587P an opportunity— 
“(I) to inspect at a reasonable time and in a reasonable manner the facilities and all pertinent equipment, finished and unfinished materials, containers, and labeling therein, including all things (including records, files, papers, and controls) bearing on whether an in vitro clinical test is adulterated, misbranded, or otherwise in violation of this Act; and
[bookmark: H25741C42F37E4D43ACB5C07F46914B0A]“(II) to view and to copy and verify all records pertinent to the application and the in vitro clinical test;
[bookmark: HB4BBBC0D85074A769EEEADA8ED73DC1A]“(vi) the test conforms in all respects with any applicable performance standards under section 587Q and any applicable mitigating measures under section 587E;
[bookmark: H7748BB4476E74EBD8E60BDA6CBF81682]“(vii) all nonclinical laboratory studies that are described in the application, and that are essential to show, with respect to the test, analytical validity and clinical validity, were conducted in compliance with the good laboratory practice regulations in part 58 of title 21 of the Code of Federal Regulations (or successor regulations) [which shall be interpreted to apply to in vitro clinical tests];
[bookmark: H1C1C08458C804DD1AA3BA1E7693B5E6A]“(viii) all clinical investigations involving human subjects described in the application subject to the institutional review board regulations in part 56 of title 21 of the Code of Federal Regulations and informed consent regulations in part 50 of title 21 of the Code of Federal Regulations (or successor regulations) [each of which shall be interpreted to apply to in vitro clinical tests,] were conducted in compliance with those regulations; and
[bookmark: H6525C112ABA642FC863B2A31603AE97E]“(ix) such other showings as the Secretary may require.
[bookmark: HE8D65B52DB59478AB63EEFAF0B0F7EFF]“(B) CONDITIONS OF APPROVAL.—An order approving an application pursuant to this paragraph may require conditions of approval for the in vitro clinical test, including conformance with performance standards under section 587Q and restrictions under section 587N.
[bookmark: H13F68A2476444D1B82A47545B8B16FB7][bookmark: HB988306544994F9C98A226CD55F837DF]“(C) FIRST-OF-A-KIND TEST.—For a first-of-a-kind in vitro clinical test, an order approving an application pursuant to this paragraph— 
“(i) may impose requirements for the test group, including conformance with performance standards under section 587Q, restrictions under section 587N, and mitigating measures under section 587E; and
[bookmark: H93E6ED8312FF474A845E89F7A8B02AF3]“(ii) shall indicate whether subsequent in vitro clinical tests in that test group may meet an exemption set forth in section 587A.
[bookmark: H34DA7878819A40F68CC34B52313F2247]“(D) PUBLICATION.—The Secretary shall publish each order approving an application pursuant to this paragraph on the public website of the Food and Drug Administration and make publicly available a summary of the data used to grant the approval, except to the extent that such order or data is restricted from disclosure pursuant to statutory provisions other than this section.
[bookmark: HD216D98AAB2240AE9E57DC6EAD890F15]“(3) REVIEW OF DENIALS.—[An applicant whose application submitted under subsection (b) has been denied approval may, by petition filed not more than [__ days] after the date on which the applicant receives notice of such denial, obtain review of the denial in accordance with section 587O, and any interested person may obtain review, in accordance with section 587O].
[bookmark: HCA5BE28B7B4C47D9802B2BF65C1EA1A5]“(e) BREAKTHROUGH.—[to be supplied]
[bookmark: HA316DE391AC14DC99D90263F7C201715][bookmark: H4095FA3ABAB24A5093CAD8A9C7C193D4]“(f) SUPPLEMENTS TO AN APPLICATION.— 
“(1) RISK ANALYSIS.—Prior to implementing any modification to an in vitro clinical test, the holder of the application approved under subsection (d) for such test shall perform a risk analysis in accordance with section 587J.
[bookmark: H2AC258EBCEB947AF8C340A4A0032492C][bookmark: H5E795420FC8741FAA3B70D753DF71098]“(2) SUPPLEMENT REQUIREMENT.— 
“(A) IN GENERAL.—Except as provided in subparagraph (B), or otherwise specified by the Secretary, the holder of the application approved under subsection (d) for an in vitro clinical test shall submit to the Secretary and receive approval of a supplement before implementing a modification to the test.
[bookmark: HD31F9BBB78444709AA3E3F44193A61DF][bookmark: HA88D97CC1DCD41049F75E5D79FA25DBD]“(B) EXCEPTIONS.—Subject to subparagraphs (C) and (D), and so long as the holder of an application approved under subsection (d) for an in vitro clinical test does not add a manufacturing site, or change activities at an existing manufacturing site, with respect to the test, the holder may, without prior approval of a supplement, implement the following modifications to the test: 
“(i) Modifications included in and implemented in accordance with an approved change protocol.
[bookmark: H8E6D6A3260C2412D9E05C870AFD33A45][bookmark: HC09D9F9F15374AF08DE8AA971DACA3DB]“(ii) Modifications that— 
“(I) do not change any of the elements listed in section 587(11) with respect to the test group involved;
[bookmark: HBC929B3F69CC49C88A6228ED2FD6AD35]“(II) do not change performance claims for the test;
[bookmark: H42A35918DA42488684D276D3C608DA24]“(III) do not change, as applicable, the safety of the test;
[bookmark: H8C2A24B39D3F4A02BCD875FCF88B2E77]“(IV) do not adversely affect the performance of the test; and
[bookmark: H0157DBFB46FE425A92BDCF9507112C3E]“(V) do not cause the test to no longer comply with applicable mitigating measures under section 587E or restrictions under section 587N.
[bookmark: HC278DCC7D9CA4767A7C3E96898B139D9]“(iii) Labeling changes that are appropriate to address a safety concern.
[bookmark: H7F37634FC3214C8B884A3AE8B738474B][bookmark: HA6C2FE36A40A4C5EB4E05C87B4594EB9]“(C) REPORTING FOR FIRST CATEGORIES OF EXCEPTIONS.—The holder of the application approved under subsection (d) for an in vitro clinical test shall— 
“(i) report any modification to the test described in clause (i) or (ii) of subparagraph (B) in the next annual report for the test under subsection (h) following the date on which the test, with the modification, is introduced into interstate commerce; and
[bookmark: HAE881EE33E27464FB6B8BEE7E9DAF34C][bookmark: H91F0F9D0E4534106AE2C4D46049FA84D]“(ii) include in such report— 
“(I) a description of the modification; and
[bookmark: H825581DF27634D9BB52AF1F7D3F68352]“(II) as applicable, a summary of the analytical validity and clinical validity of the test, as modified, and acceptance criteria.
[bookmark: HB97D18D92A964E1D9F5E412DB1ED3BB1][bookmark: H2C409AF57F5741E58ADD88FF945D942C]“(D) REPORTING FOR OTHER CATEGORY OF EXCEPTIONS.—The holder of the application approved under subsection (d) for an in vitro clinical test shall— 
“(i) report to the Secretary any modification to the test described in clause (iii) of subparagraph (B) not more than 30 days after the date on which the test, with the modification, is introduced into interstate commerce; and
[bookmark: H7FA1BFD40700435E8F4AF1C38AA4635D][bookmark: H7B6DF92E1681473D808BC9CB1D9CFF7C]“(ii) include in the report— 
“(I) a summary of the relevant change or changes;
[bookmark: H6C73CA6B580849AA9C1CAADBB340FED2]“(II) the rationale for implementing such change or changes; and
[bookmark: HCB014DB8D26C459F86205E9D4A332FFF]“(III) a description of how the change or changes were evaluated.
Upon review of such report and a finding that the relevant modification is inconsistent with the standard specified under clause (iii) of subparagraph (B), the Secretary may require a supplement under subparagraph (A).
[bookmark: H743765ACD8EB4EA78F032B4D8F107B77][bookmark: HAF97AD5CFA2844A1AAC11A9A0C70BC4A]“(3) CONTENTS OF SUPPLEMENT.—Unless otherwise specified by the Secretary, a supplement under this subsection shall include— 
[bookmark: HDC39A49752D240D3B3824E364969B68C]“(A) for modifications other than manufacturing site changes— 
“(i) a description of the modification;
[bookmark: H72A56EF2CED3473D99BA6278AD1DD7F1]“(ii) summary or raw data, as applicable, to demonstrate that the relevant standard is met;
[bookmark: H1A7BCFF515BC4575A7FA7D4C40FEB18F]“(iii) acceptance criteria; and
[bookmark: HA5C75D68C8AF422FA6968E3A300C8A7B]“(iv) any revised labeling; and
[bookmark: HBCFD11CA04274603AA4CFF8FDD2E6372][bookmark: H7D1D981DAEE5499BAAC0B18F921F0055]“(B) for manufacturing site changes— 
“(i) the matter listed in subparagraph (A); and
[bookmark: H3686F7AC41B3415586CA595B2320AEA7]“(ii) information regarding the methods used in, or the facilities or controls used for, the development of the test to demonstrate compliance with the applicable quality system requirements under section 587J.
[bookmark: HBEF405651EA448DFB98DDEE92BAEA4BD][bookmark: H584D7FB60E7D4782AC33408ADC60E7E5]“(4) APPROVAL.—The Secretary shall approve a supplement under this subsection if— 
“(A) the data, if applicable, demonstrate that the modified in vitro clinical test meets the relevant standard; and
[bookmark: H090038779DD3432CAE64A403DB214D12]“(B) the holder of the application approved under subsection (d) for the test has demonstrated compliance with applicable quality system and inspection requirements, where appropriate.
[bookmark: H0500615495D04E8EB2439560F6A8A45D]“(5) ADDITIONAL DATA.—The Secretary may require, when necessary, data to evaluate a modification to an in vitro clinical test that is in addition to the data otherwise required under the preceding paragraphs.
[bookmark: HE67C94A7FB384DD5BDC9FAE9BA32751B]“(6) CONDITIONS OF APPROVAL.—In an order approving a supplement under this subsection, the Secretary may require conditions of approval for the in vitro clinical test, including conformance with performance standards under section 587Q and compliance with restrictions under section 587N.
[bookmark: HDCB3E8B32CBA4FCEB122477C7DB307E1]“(7) PUBLICATION.—The Secretary shall publish on the public website of the Food and Drug Administration notice of any order approving a supplement under this subsection.
[bookmark: H4C7EA2C2D56B4DC08E25C8122765094A]“(8) REVIEW OF DENIAL.—An applicant whose supplement under this subsection has been denied approval may, by petition filed on or before the [__] day after the date upon which the applicant receives notice of such denial, obtain review of the denial in accordance with section 587O, [and any interested person may obtain review, in accordance with section 587O, of an order of the Secretary approving a supplement]. 
[bookmark: H49967B88CDF948E39A6F8BEC1CDBEBDE][bookmark: HADA1E522E5F74EC28DCB06A475322AC1]“(g) WITHDRAWAL AND TEMPORARY SUSPENSION OF APPROVAL.— 
[bookmark: HB6FF9AA444D64559BA70A39D6FB271E9]“(1) ORDER WITHDRAWING APPROVAL.— 
[bookmark: H2FFEE5747149463BA194B5D97524423A]“(A) IN GENERAL.—The Secretary may, after providing due notice and an opportunity for an informal hearing to the holder of an approved application for an in vitro clinical test under this section, issue an order withdrawing approval of the application if the Secretary finds that— 
“(i) the grounds for approval in subsection (d)(2) are no longer met; or
[bookmark: H786C34B5BCCB4EE19F21B280D56E1B72]“(ii) there is a reasonable likelihood that the test would cause death or serious adverse health consequences, including by causing the absence, delay, or discontinuation of appropriate medical treatment.
[bookmark: HFE2787D398064721A0C7AA19CA41FC82]“(B) CONTENTS.—An order under subparagraph (A) withdrawing approval of an application shall state each ground for withdrawal and shall notify the holder of such application.
[bookmark: HFFC4D89FBEB1490C829DA918CB2D1BB8]“(C) PUBLICATION.—The Secretary shall publish any order under subparagraph (A) on the public website of the Food and Drug Administration.
[bookmark: H175CB750D8F7452CA77A00416E8D4A12]“(2) ORDER OF TEMPORARY SUSPENSION.—If, after providing due notice and an opportunity for an informal hearing to the holder of an approved application for an in vitro clinical test under this section, the Secretary determines there is a reasonable likelihood that the in vitro clinical test would cause death or serious adverse health consequences, including by causing the absence, delay, or discontinuation of appropriate medical treatment, the Secretary shall by order temporarily suspend the approval of the application. If the Secretary issues such an order, the Secretary shall proceed expeditiously under paragraph (1) to withdraw approval of such application.
[bookmark: HF9BDCD33640A4000BA31635E991AA703][bookmark: HF1DEF6D1023E4E27B11B790662579B1A]“(h) LEAST BURDENSOME REQUIREMENTS.— 
[“(1) IN GENERAL.—In carrying out this subchapter, the Secretary shall consider the [least burdensome] appropriate means necessary to demonstrate that an in vitro clinical test has met the relevant standard and other regulatory requirements.]
[bookmark: H8E79E658684E4274AF6EBBBA799011DE][“(2) NECESSARY DEFINED.—For purposes of paragraph (1) and paragraph (3), the term ‘necessary’ means the minimum required information that would support a determination by the Secretary that the relevant standard or other regulatory requirement has been met.]
[bookmark: HCF42F52B81994341B5BF9B192DA8C5F8][“(3) CONSIDERATION OF ROLE OF POSTMARKET INFORMATION.—For purposes of this subsection, the Secretary shall consider the role of postmarket information in determining the [least burdensome] appropriate means necessary to demonstrate that the relevant standard and other regulatory requirements have been met.]
[bookmark: H3A084B89615D4E61B6E1B882C0D3C8F5][“(4) RULE OF CONSTRUCTION.—Nothing in this subsection alters the relevant standard as defined in section 587.]
[bookmark: H3AB1146260B343F08732D68C8A46F2A6][bookmark: H49685BF6877D438DBF1F218DDBF037FE]“(i) ANNUAL REPORT.— 
[bookmark: H9647B01683944C3AA10FC72BB7CAEF6E]“(1) IN GENERAL.—Unless the Secretary specifies otherwise, the holder of an approved application under this section shall submit an annual report each year at a time designated by the Secretary in the approval order. Such report shall— 
“(A) identify all modifications that an approved application holder has made to any test that is covered by the approval order, including any modification that requires a supplement under subsection (f); and
[bookmark: H8DC2C34A26E045F0BF89D051DBC6952D]“(B) include any other information required by the Secretary.
[bookmark: H9D249698B70A44119C608B9BD3E9D5C0]“(2) EXCEPTION.—This annual reporting requirement in paragraph (1) shall not apply to in vitro clinical tests that are deemed to have a premarket approval based on a prior clearance under section 510(k) or prior authorization under section 513(f). 
[bookmark: H7326E6B4FFFA4CA483D1D9B93DDFEF85][bookmark: H1C5228AA3C5D4482B6763A4FF7E59F42]“(j) SERVICE OF ORDERS.—Orders of the Secretary under this section with respect to applications under subsection (b) or supplements under subsection (f) shall be served— 
“(1) in person by any officer or employee of the Department of Health and Human Services designated by the Secretary; or
[bookmark: HAAE19C67955B40A7A8E963B8F5E843CC]“(2) by mailing the order by registered mail or certified mail or electronic equivalent addressed to the applicant at the last known address in the records of the Secretary.

“SEC. 587C. PRIORITY REVIEW.
[bookmark: H56E55CD8A0574058ABF64504992D561B][bookmark: H1FD0B7F845744F919CC0B67873ADA683]“(a) IN GENERAL.— 
[“(1) An in vitro clinical test that is otherwise required to have approval under section 587B may be designated by the Secretary for priority review in accordance with this section. An application for in vitro clinical test that has been so designated may be granted approval under subsection (f), in accordance with the requirements of this section.]
[bookmark: H244B95BB8B574C84B7B4054C085862F9][“(2) An in vitro clinical test for which approval has been granted under this section, and for which such approval is in effect, is exempt from the requirement to obtain premarket approval under section 587B.]
[bookmark: H68248B95BC874E6E9738A9DFF91627A0][bookmark: H4996A9C7950F47DEB40DEDE48752B8CB]“(b) ELIGIBILITY.—An in vitro clinical test is eligible for designation, review, or approval under this section if— 
[“(1) the test provides or enables more effective treatment or diagnosis of life-threatening or irreversibly debilitating human disease or conditions compared to existing approved or precertified alternatives; and]
[bookmark: H41009BBA846D48E2ACAB8D34F97A4D6F][bookmark: HFF3D9712B469429AA4BB925786B496FE][“(2) it is a test— 
[“(A) that represents a breakthrough technology;]
[bookmark: HAEB7777E50874429AEDC26A3AECDA4F7][“(B) for which no approved or precertified alternative exists;]
[bookmark: H1B0C023055474A668158E58D4C2032AE][“(C) that offers a clinically meaningful advantage over existing approved or precertified alternatives, including the potential, compared to existing approved or precertified alternatives, to reduce or eliminate the need for hospitalization, improve patient quality of life, facilitate patients’ ability to manage their own care (such as through self-directed personal assistance), or establish long-term clinical efficiencies; or]
[bookmark: H500E7B4DAD834D8094A6D621C384AF23][“(D) the availability of which is in the best interest of patients or public health.]
] 
[bookmark: HE30C89ED7387453B8CEA5C21407CCF3B][bookmark: H8D494212F6E84E19AB5A7C407C7B46F5]“(c) DESIGNATION.— 
[“(1) REQUEST.—Except as provided in section 587(e), to receive breakthrough approval or approval under this section, an applicant must first request that the Secretary designate the in vitro clinical test for priority review. Such a request shall include information demonstrating that the test is eligible for designation under subsection (b).]
[bookmark: H0CF21CB1D6A64983BE067BB3F0CE879F][“(2) DETERMINATION.—Not later than 60 calendar days after the receipt of a request under paragraph (1), and prior to acceptance of an application for approval, the Secretary shall determine whether the in vitro clinical test that is the subject of the request meets the criteria described in subsection (b). If the Secretary determines that the test meets the criteria, the Secretary shall designate the test for priority review.]
[bookmark: H36DA8F95D8084BB4AFB91ABC573A1034][“(3) REVIEW.—Review of a request under paragraph (1) shall be undertaken by a team that is composed of experienced staff and senior managers of the Food and Drug Administration.]
[bookmark: HD4651D6556934C0E88167310E18EA4D9][bookmark: H8EC34DF8CD514FD9ABEE477A00AE4286][“(4) WITHDRAWAL.— 
[“(A) The designation of an in vitro clinical test under this subsection is deemed to be withdrawn, and such in vitro clinical test shall no longer be eligible for review and approval under this section, if an application for approval under subsection (f) for the test is denied.]
[bookmark: HF4C050E142E744D890EFCE7448156749][bookmark: HD306475C5533449386FF0AFD047496A0][“(B) The Secretary may not withdraw a designation granted under this subsection based on the subsequent approval or [precertification] of another test that— 
[“(i) is designated under this section; or]
[bookmark: HA02DEA5F781E4AF9BD6A63EBFC65817E][“(ii) was given priority review under section 515C.]
] 
] 
[bookmark: HD523A467BA2F4CEBBA8979A405401219][bookmark: H9FCF0FC4C0AA499F99D82AFCDAAA9432]“(d) EXPEDITED DEVELOPMENT AND PRIORITY REVIEW.— 
[“(1) For purposes of expediting the development and review of in vitro clinical tests under this section, the Secretary may take the actions and additional actions set forth in section 515B(e) when reviewing such tests under subsection (e) or (f).]
[bookmark: H858C4616FD5E46F59A5AD5233530A790][“(2) Any reference or authorization in section 515B(e) with respect to a device shall be deemed a reference or authorization with respect to an in vitro clinical test for purposes of this section.]
[bookmark: HDA4BB64F970C4C5AB3FF3937D5B272E3]“(e) BREAKTHROUGH IN VITRO CLINICAL TESTS.—[To be supplied]
[bookmark: H3B90A0F2976D4C20B63A596281A31F1C]“(f) ANNUAL REPORT.—Unless otherwise specified by the Secretary, section 587B, requiring annual reports applies to in vitro clinical tests approved under this subsection.
[bookmark: HA57D955E7A2A488C92F4FAC478D14FB6][bookmark: HD6BC405CD0794AD09BB59538A1F08648]“(g) SERVICE OF ORDERS.—Orders of the Secretary under this section shall be served— 
[“(1) in person by any officer or employee of the Department of Health and Human Services designated by the Secretary; or]
[bookmark: H5995A8AE09FB41FE96787901B1F241C9][“(2) by mailing the order by registered mail or certified mail or electronic equivalent addressed to the applicant at his last known address in the records of the Secretary.]

“SEC. 587D. PRECERTIFICATION.
[bookmark: H1137A7CFFDC64FB19D0D238BF2E0BF95][bookmark: H0AFFFA5CED9D447399F3FE0980C30A4B]“(a) IN GENERAL.— 
[“(1) Any eligible person may seek precertification in accordance with this section.]
[bookmark: H4C4A0618D25C4D90B846BBB13271621A][bookmark: H967D9EB93C684B69A0D23C65C7D1EB7F][“(2) An in vitro clinical test is exempt from premarket review under section 587A if its developer is eligible under this section and the in vitro clinical test— 
[“(A) is an eligible in vitro clinical test under subsection (b)(2); and]
[bookmark: H64C9E3AFFA064127ADCA44B4B7A47D6E][“(B) falls within the scope of a precertification order issued under this section, and such order is in effect.]
] 
[bookmark: H196436A542BD41D7A7CC787CD31EF1C7][bookmark: HCA0639D27FF54C1F813D204CB43A2F91]“(b) ELIGIBILITY.— 
[bookmark: HCAA7BDA4CFEC4A8E8B6B29C94C776920][“(1) ELIGIBLE PERSON.—As used in this section, the term ‘eligible person’ means an in vitro clinical test developer unless, at the time such person seeks or would seek precertification, the person— 
[bookmark: H3EA5F61C58E045818A0FDCB5619AE53F][“(A) has been found to have committed a significant violation of this Act or the Public Health Service Act, except that this subparagraph shall not apply if— 
[“(i) such violation occurred more than 5 years prior to the date on which such precertification is or would be sought;]
[bookmark: H0B4FEA97B776417B9F63AC0F877B1A45][“(ii) such violation has been resolved; or]
[bookmark: HA367D08BA58D4F049209FB6D0291DEC3][“(iii) such violation is not pertinent to any in vitro clinical test within the scope of the precertification that such person seeks or would seek; or]
] 
[bookmark: H45A3D7BA746F456DA3F3A3E4A5E14059][bookmark: H0FE8671E6C1D4E9189B37F34A8359C1B][“(B) has been disqualified by the Secretary on the basis of actions or omissions that raise serious questions regarding whether the eligibility of such person would be in the interest of public health, such as— 
[“(i) making false or misleading statements about matters relevant under this subchapter;]
[bookmark: H73004CC875D94CB3AA35A96593188758][“(ii) failing to maintain required certifications under section 353 of the Public Health Service Act (42 U.S.C. 263a); or]
[bookmark: HCBC856D4B1B24E8A9EB7AAB7C01005E5][“(iii) violating any requirement of this Act or the Public Health Service Act, where such violation exposes persons to serious risk of illness, injury, or death.]
] 
] 
[bookmark: H0FD9332972F4432EB7AFEC3ED5B77B83][bookmark: HE020EE4356B44827B3F75A4189CB5752][“(2) ELIGIBLE IN VITRO CLINICAL TEST.—An in vitro clinical test is eligible under subsection (a)(2) for exemption from premarket review under section 587A except as provided in this paragraph. 
[bookmark: H403B1F09D442426BBD87FC84DD8152D0][“(A) An in vitro clinical test is not eligible under subsection (a)(2)for an exemption from premarket review if it is— 
[“(i) a component or part of an in vitro clinical test as described under section 201(ss)(1)(E);]
[bookmark: H04DE83B4578D416993194CE47D114294][“(ii) a test platform under section 201(ss)(1)(B);]
[bookmark: HCAAD8EC311864720A19F18FBB320A517][“(iii) an article for taking or deriving specimens from the human body under section 201(ss)(1)(C);]
[bookmark: H30C569EA77DF448B8DC4C420FDD58BBA][“(iv) software under section 201(ss)(1)(D), unless such software itself identifies, diagnoses, screens, measures, detects, predicts, prognoses, analyzes, or monitors a disease or condition, including a determination of the state of health, or itself selects, monitors, or informs therapy or treatment for a disease or condition; or]
[bookmark: H8661C617AB4E4A49A3E64F7F9D1DADFD][bookmark: H562996FACE4D4F2AB76B12CA8501EA68][“(v) an in vitro clinical test, including reagents used in such tests, intended for use— 
[“(I) in the collection, manufacture, or use of blood and blood components intended for transfusion or further manufacturing use or the recovery, manufacture, or use of human cells, tissues, and cellular and tissue-based products intended for implantation, transplantation, infusion, or transfer into a human recipient, including tests intended for use in determination of donor eligibility, donation suitability, and compatibility between donor and recipient;]
[bookmark: H1590FA8E66BC401C80B526F8D390FA52][“(II) in the diagnosis, monitoring, or treatment of hemolytic disease of the newborn, including tests intended for use in ‎determination of compatibility between mother and newborn; or]
[bookmark: HC389FEBBA73946F1A479CEEEF39FCD74][“(III) in the diagnosis or monitoring of human retroviruses or human retrovirus infection.]
] 
] 
[bookmark: HF4432A0FE8D64C1A99D5B32379D022F5][“(B) An in vitro clinical test that is a first-of-a-kind in vitro clinical test, test system for home use, high risk in vitro clinical test, cross-referenced in vitro clinical test, or a direct-to-consumer in vitro clinical test is not eligible under subsection (a)(2) for an exemption from premarket review unless the Secretary makes a determination pursuant to section 587F.]	Comment by Cynthia Bens: This provision excludes a large number of tests from precertification.  After the technical assistance on DAIA was released, FDA publicly stated that they envisioned precertification expanding to include some of these categories once the agency gained experience with the program.  VALID should expand eligibility for some of these tests, such as high-risk and first-of-a-kind tests or include a reduction in premarket review requirements. 
] 
[bookmark: H9238C49343F5410A8D587D49A8EA6348][bookmark: H2337E25AC8F4415EAF0082716F193B74]“(c) APPLICATION FOR PRECERTIFICATION.— 
[“(1) IN GENERAL.—A person seeking precertification shall submit an application under this subsection, which shall contain the information specified under paragraph (2).]
[bookmark: H97CB5FD0E6AF4AF2B687CCA62FB8A6C3][bookmark: HEC34E8A2FC6A43348F08FB00F1597731][“(2) CONTENTS OF APPLICATION.—An application for precertification shall contain— 
[“(A) a statement identifying the scope of the proposed precertification, which shall be no broader than a single technology (i.e., test method) and shall specify medical subspecialties (such as would be described by the combination of a test purpose and disease or condition) intended to be offered under the application, consistent with the procedures for analytical validation and clinical validation included in the application;]
[bookmark: HA8B47C88739447CB88871788D2B94800][“(B) information showing that the person seeking precertification is an eligible person under subsection (b)(1);]
[bookmark: H92E304D5B9D44D1BB4D776E821931CE5][“(C) information showing that the methods used in, and the facilities and controls used for, the development of all eligible in vitro clinical tests within the proposed scope of precertification conform to the quality system requirements of section 587J;]
[bookmark: HEA1E544FF1B54ED8BF2E471EF38DC0C8][“(D) procedures for analytical validation, including all procedures for validation, verification, and acceptance criteria, and an explanation as to how such procedures, when used, provide a reasonable assurance of analytical validity of all eligible in vitro clinical tests within the proposed scope of precertification;]
[bookmark: H44BD251CE9034027BD1F8511AA19A750][“(E) procedures for clinical validation, including all procedures for validation, verification, and acceptance criteria, and an explanation as to how such procedures, when used, provide a reasonable assurance of clinical validity of all eligible in vitro clinical tests within the proposed scope of precertification;]
[bookmark: H379A1D221E0E41EF9CA1C9F1F3BA5649][“(F) a notification under section 587I for each in vitro clinical test that would be precertified under the application for precertification and would be introduced or delivered for introduction into interstate commerce upon the issuance of the precertification order;]
[bookmark: H5D5C75DCEACC48B082699F488B9CEFAE][bookmark: H945162AA931F4ECDB9053BCDD9A1D480][“(G) information concerning one or more representative in vitro clinical tests, including— 
[“(i) the highest complexity test to validate and run within the developer’s stated scope, and a rationale for such selection;]
[bookmark: H023D3511B9734E0A8416E05EEBC06272][“(ii) the information specified in section 587B(b) for the representative in vitro clinical test or tests, except that raw data shall be provided for any such in vitro clinical test unless the Secretary determines otherwise;]
[bookmark: H9AA4DC0B5CEB441CA7590EF99D7627B8][“(iii) an explanation of how the representative in vitro clinical test or tests adequately represent the range of procedures included in the application under subparagraphs (C), (D), (E), and (F); and]
[bookmark: HFCA76BB868D14B838F5F7AEE5964C663][“(iv) a narrative description of how the procedures included in the application under subparagraphs (C), (D), (E), and (F) have been applied to the representative in vitro clinical test or tests; ]
] 
[bookmark: H2E8FCA91FE084F0482DEEC1424E2D7A3][“(H) such other information relevant to the subject matter of the application as the Secretary may require; and]
[bookmark: H6A9B513E74FB40BD83E71C9EACD74EEA][“(I) a certification, in the opinion of the developer and to the best of his knowledge, that all information submitted in the application is truthful and accurate and that no material fact has been omitted.]
] 
[bookmark: HE7640C4431DF4C33A3195B90B622DBED][bookmark: H79FBD11958A94E24BA0F44EABBBC1D5A]“(d) ACTION ON AN APPLICATION FOR PRECERTIFICATION.— 
[bookmark: HB104003BE15344C18ECECED104F5A9FE][“(1) As promptly as possible, but no later than [X days] after receipt of an application under subsection (c), the Secretary shall— 
[“(A) issue a precertification order granting the application, which shall specify the scope of the precertification, if the Secretary finds that all of the grounds in paragraph (3) are met; or]
[bookmark: H1DC0D9C0CEF24DA780800F3CC1F8B7D1][“(B) deny the application if the Secretary finds (and sets forth the basis of such finding as part of or accompanying such denial) that one or more grounds for granting the application specified in paragraph (3) are not met.]
] 
[bookmark: H78DEA87478484232B3D7A04F33660BF6][“(2) If, after receipt of an application under this section, the Secretary determines that any portion of such application is deficient, the Secretary shall provide to the applicant a description of such deficiencies and identify the information required to correct such deficiencies.]
[bookmark: H2D2FEF7A70D3460BA7978F5305D6976B][bookmark: H435CB3466CFB4163AE4A2A9566F46211][“(3) The Secretary shall grant an application under this section if, on the basis of the information submitted to the Secretary as part of the application and any other information before him or her with respect to such applicant, the Secretary finds that— 
[“(A) there is a showing of reasonable assurance of adequate analytical validity for all eligible in vitro clinical tests within the proposed scope of the precertification, as evidenced by the procedures for analytical validation;]
[bookmark: H849E2A94A906465DBE44B870E6CDAB3A][“(B) there is a showing of reasonable assurance of adequate clinical validity for all eligible in vitro clinical tests within the proposed scope of the precertification, as evidenced by the procedures for clinical validation;]
[bookmark: HC4DA23974FDD40B1B21027CCBD7D5EB7][“(C) the methods used in, or the facilities or controls used for, the development of all eligible in vitro clinical tests within the proposed scope of the precertification conform to the requirements of section 587J;]
[bookmark: HA18AF104F24D477F8E870DC17DF72A27][“(D) based on a fair evaluation of all material facts, the applicant’s labeling and advertising is not false or misleading in any particular;]
[bookmark: HCB8B3A30DB07445FA1C87E0A3F9C47D1][“(E) the application does not contain a false statement of material fact;]
[bookmark: H4D2B5B622D7E47BC8051E54D9D8AE5A1][bookmark: HB97D472C79A942079F323DADD2B76885][“(F) there is a showing that the representative in vitro clinical test or tests— 
[“(i) meets the standard for approval under section 587B; and]
[bookmark: HBC06C80C1A814CBE9E0E994873C48429][“(ii) adequately represent the range of procedures for analytical validation and clinical validation included in the application; and]
] 
[bookmark: H53602CAAF8FD4FA090EEAD3AE3B522F4][“(G) the applicant permits authorized employees of the Food and Drug Administration or persons accredited under this Act an opportunity to inspect at a reasonable time and in a reasonable manner the facilities and all pertinent equipment, finished and unfinished materials, containers, and labeling therein, including all things (including records, files, papers, and controls) bearing on whether an in vitro clinical test is adulterated, misbranded, or otherwise in violation of this Act, and permits such authorized employees or persons accredited under this Act to view and to copy and verify all records pertinent to the application and the in vitro clinical test.]
] 
[bookmark: HC6DD9580E6484540B1FF507975951037][“(4) An applicant whose application has been denied may, by petition filed on or before the date that is 30 calendar days after the date upon which such applicant receives notice of such denial, obtain review thereof in accordance with section 587O.]
[bookmark: HB6B48EB2CA6F4D4D898D47AE5ED8F920][bookmark: H99779B04BDAA490A99FB66EB22B90E87]“(e) DURATION; SUBSEQUENT SUBMISSIONS.— 
[bookmark: HDE35F46523E24D4DB6F028CE4D4E599A][“(1) ORDER DURATION.—A precertification order under subsection (d)(1)(A) shall remain in effect until the earliest of— 
[“(A) the expiration of such precertification order under paragraph (2); or]
[bookmark: H3CABE3E849C748579F7178DDA6313EFD][“(B) the withdrawal of such precertification order under subsection (h).]
] 
[bookmark: H28F9F505827346EB9CA95E9DB1A3F642][“(2) EXPIRATION.—An initial precertification order under subsection (d)(1)(A) shall expire on the date that is two years after the date that such order is issued, except that if an application for renewal under paragraph (3) has been received not later than 30 days prior to the expiration of such order under this paragraph, such order shall expire on the date on which the Secretary has granted or denied the application for renewal. Any such subsequent renewal of precertification shall expire on the date that is four years after the date that such precertification order is issued.]	Comment by Cynthia Bens: Two year application renewal seems like unnecessary burden on developers and the regulator. What is the rationale for requiring expiration?
[bookmark: H38682548FEBA4BAB9DD9577AA14F120C][bookmark: H92BBF54575ED4FADB7031B071A27F948][bookmark: HD1B7680C73F14DFE9A2C1201D67E4189][“(3) RENEWAL.—[(A) Any person with a precertification order in effect with respect to development of in vitro clinical tests may seek renewal of such order provided that— 
[“(i) such person is an eligible person under subsection (b)(1); and]
[bookmark: HDF64B3DCEA674B498326EEFFD9A1522F][“(ii) none of the information specified in subsection (c)(2) has changed.]
[bookmark: H62B5D27EAE3E43E0A95F13965C36B41A]] 
[“(B) An application for renewal under this paragraph shall include information concerning one or more representative in vitro clinical tests in accordance with subsection (c)(2)(G), except that such representative test or tests shall be different from the representative test or tests included in any prior application and shall represent a medical subspeciality that has not yet been reviewed, if applicable.]
[bookmark: HBEAC1C45AD6742569E834058BC00856F][“(C) The Secretary’s action on an application for renewal of precertification under this paragraph shall be conducted in accordance with subsection (d), and any order resulting from such application shall be treated as a precertification order for purposes of this subchapter.]
] 
[bookmark: H3CCF435343854478A097B2B100E48D3E][bookmark: H956EDCA7056B4C9080EBF46E461902ED][“(4) SUPPLEMENTS; REPORTS.— 
[“(A) SUPPLEMENTS.—Except as provided in subparagraph (B), any person with a precertification order in effect may seek a supplement to such order upon a change or changes to the information provided in the application for precertification under subparagraphs (C), (D), and (E) of subsection (c)(2), provided that such person is an eligible person under subsection (b)(1) and that such change does not expand the scope of the precertification. A supplement may contain only information relevant to the change or changes. The Secretary’s action on a supplement shall be in accordance with subsection (d), and any order resulting from such supplement shall be treated as an amendment to a precertification order that is in effect.]
[bookmark: H26E3903D4CF84702A717F4A0F503EEF5][bookmark: H96A1A102868349128BF042F4ACA476C0][“(B) REPORTS.—If a change or changes described in subparagraph (A) is made in order to address a potential risk to public health by adding a new specification or test method, the person may immediately implement such change or changes and shall report such changes or changes to the Secretary within 30 days. 
[bookmark: H6F543764D89D4911B0424BAE67E95EF1][“(i) Any report to the Secretary under this subparagraph shall include— 
[“(I) a summary of the relevant change or changes;]
[bookmark: H1FD31307FB3845DE94457D0A7F2A8069][“(II) the rationale for implementing such change or changes; and]
[bookmark: HB1558921FD8E454F96476AED55AD29F6][“(III) a description of how the change or changes were evaluated.]
] 
[bookmark: H7D92134C2CBA47E097D77E6AF3F68537][“(ii) Upon review of such report and a finding that the relevant change or changes are inconsistent with the standard specified under this subparagraph, the Secretary may require a supplement under subparagraph (A).]
] 
] 
[bookmark: HD12F416E2B21474689CE38E6A9031EA3][bookmark: HEDE26E3C3BB84D3D89B154AA0ECED674]“(f) MAINTENANCE REQUIREMENTS.—For the duration of a precertification under subsection (e)(1), a holder of a precertification order shall— 
[“(1) use the procedures included in the relevant application, supplement, or report under subsections (b) and (e);]
[bookmark: H7D9E796A1C914236BB2DE8CFACABA731][“(2) ensure compliance with any applicable mitigating measures;]
[bookmark: H715E0A821158448A8FE73CE43C22F687][“(3) maintain, and provide to the Secretary upon request, records related to any in vitro clinical test offered without premarket review under the precertification order, where those records are necessary to demonstrate compliance with applicable provisions of this Act; and]
[bookmark: H6F7ECE5D55944D6AB7850D98ACA4E87A][“(4) comply with the notification requirements under section 587I for each in vitro clinical test offered without premarket review under the precertification order.]
[bookmark: H8600373700B4458C8D333ABFDB8B941D][bookmark: HBFFADF223CC4418797128F735F32606D]“(g) TEMPORARY HOLD.— 
[“(1) IN GENERAL.—Upon one or more findings under paragraph (3), the Secretary may issue a temporary hold prohibiting any holder of a precertification order from introducing into interstate commerce an in vitro clinical test that was not previously the subject of a notification under section 587I. The temporary hold must identify the grounds for the temporary hold under paragraph (3) and the rationale for such finding.]
[bookmark: HB5A36E3CBA784DF781CE02F877331CBC][“(2) WRITTEN REQUESTS.—Any written request to the Secretary from the holder of a precertification order that a temporary hold under paragraph (1) be removed shall receive a decision, in writing and specifying the reasons therefore, within [180] days after receipt of such request. Any such request shall include information to support the removal of the temporary hold.]
[bookmark: H73871152666D4D649B9340F45508018B][bookmark: H41E382025D844CF09605D68E873B160E][“(3) GROUNDS FOR TEMPORARY HOLD.—A temporary hold under this subsection may be instated upon a finding or findings that the holder of a precertification order— 
[“(A) is not in compliance with any maintenance requirements under subsection (f);]
[bookmark: H67B6E7593B2A4D3C9F4877029198CE61][“(B) labels or advertises one or more in vitro clinical tests with false or misleading claims; or]
[bookmark: HF871865786B74BE394F99949AD38B542][“(C) is no longer an eligible person under subsection (b)(1).]
] 
[bookmark: HFB51B94A4131410086B02AAF4023B062][bookmark: H8809992E361B4B4681BE2FADF7C021E1][bookmark: HED4D215503374D01845BD5F752705941]“(h) WITHDRAWAL.—[(1) The Secretary may, after due notice and opportunity for informal hearing, issue an order withdrawing a precertification order if the Secretary finds that— 
[“(A) the application, supplement, or report under subsections (b) or (e) contains false or misleading information or fails to reveal a material fact; or]
[bookmark: HDD72A3BD867A4FE29FF2FA633233A86F][“(B) such holder fails to correct false or misleading labeling or advertising upon the request of the Secretary;]
[bookmark: H8E58A53930AB4C44AD6629D625F14983][“(C) in connection with a precertification, the holder provides false or misleading information to the Secretary; or]
[bookmark: H8D189B59FFAD4872B5184681ABD9047A][“(D) the holder of such precertification order fails to correct the grounds for temporary hold within a timeframe specified in the temporary hold order.]
[bookmark: HDD7DC207BC594AE1B2DB1798E7428279]] 
[bookmark: H2BEC068BD3714F8D829B8C24BE62EC82][“(2) Paragraph (1) shall not apply to any person who violates the requirements of subsections (b) or (e) unless such violation constitutes— 
[“(A) a significant or knowing departure, as defined in parts 17.3 (A)(1) and (2) of title 21 of the Code of Federal Regulations, from such requirements; or]
[bookmark: HC5E85062B7B74F80B12EBF39262C2FBC][“(B) a risk to public health.]
] 
[bookmark: H0AE11BF0446845E0B209BE46BA874217][bookmark: H7FFA3E853585405884A3C5EC36BE1DA2]“(i) REPORTS TO CONGRESS.— 
[“(1) Not later than one year after the effective date, and annually thereafter, for a total of five years, the Secretary shall prepare and submit to the Committee on Energy and Commerce of the House of Representatives and the Committee on Health, Education, Labor, and Pensions of the Senate, and make publicly available, including through posting on the Internet website of the Food and Drug Administration, a report containing the information required under paragraph (2).]
[bookmark: HDFC99DEABE384576BD0D03684D7BB2B4][bookmark: HBD2EC3FE98794655BD7618E9C369DC09][“(2) The report shall at a minimum address— 
[“(A) the number and type of applications for precertification filed, granted, withdrawn or denied;]
[bookmark: H53D78FEFD03A426FB90775F0A907A44B][“(B) the number of precertifications put on temporary hold under subsection (g) and the number of precertifications withdrawn under subsection (h);]
[bookmark: H5D95FF6588A44FE5A25582E6B1BC5983][“(C) the technologies and medical subspecialties for which precertification orders were granted;]
[bookmark: H8E958F5365F64B81BEA924A3B7C1A031][“(D) the number of high-risk in vitro clinical tests offered without premarket review pursuant to precertification orders according to technology and medical subspecialty; or ]
[bookmark: HE50EB49314514C5FA25EC66218FF2346][“(E) the number of laboratories and manufacturers with precertification orders in effect.]
] 
[bookmark: HBE411A9DD709431480E87F28BA6C1ADB][“(3) No later than [two months] after submission of the fourth report under subsection (i)(1), the Secretary of Health and Human Services shall convene a public meeting on the program being conducted under this section. The Secretary shall invite to such meeting representatives from the in vitro clinical test industry and organizations representing patients and consumers. The public meeting shall be assigned a docket number by the Commissioner of Food and Drugs and made available for the submission of public comments.]
[bookmark: HA66FA14347F7400EB380448791E89E37][“(4) The fifth report submitted under subsection (i)(1) shall include a summary of, and responses to, comments raised in the meeting and docket described in subsection (i)(3).]

“SEC. 587E. MITIGATING MEASURES.
[bookmark: H4EB9E061E4BB48BEAA8D40BD6F26E845][bookmark: HDDA04461E93F4728BD61CAD5AA801657]“(a) ESTABLISHMENT OF MITIGATING MEASURES.— 
[bookmark: H6C014D4074E340DCB5C4207D4F34F80A]“(1) ESTABLISHING, CHANGING, OR WITHDRAWING.— 
“(A) ESTABLISHMENT.—If the Secretary determines that the establishment of mitigating measures is necessary for any of the reasons identified in section 587(9)(A) for any test group or test groups, the Secretary may require that in vitro clinical tests in such group or groups comply with such mitigating measures.
[bookmark: HBFB6F8A7579C45A2A84FE4CC45085CD4][bookmark: H11B82AC1F2C94C21A20B26DC21FDA779]“(B) PROCESS.—Notwithstanding subchapter II of chapter 5 of title 5, United States Code, the Secretary may establish, change, or withdraw a requirement for compliance with mitigating measures under subparagraph (A) by— 
“(i) publishing a proposed administrative order in the Federal Register;
[bookmark: H9ECF44C259AE4FEF8A8BBD6C98F00CC3]“(ii) providing an opportunity for public comments; and
[bookmark: HA68CA42B9DD142F39A45AC3D2650F331]“(iii) after consideration of such comments, publishing a final administrative order in the Federal Register.
[bookmark: HFB7DD1306AAE434BACF832F71104452B][bookmark: HC701ECEC87E04A9BB752651BB4AE3A58]“(2) IN VITRO CLINICAL TESTS PREVIOUSLY REGULATED AS DEVICES.— 
[bookmark: H35BC7C64B04248BC8B8CB982219183B2]“(A) IN GENERAL.—Any special controls or restrictions applicable to an in vitro clinical test or test group based on prior regulation as a device, including any such special controls or restrictions established during the period beginning on the date of enactment of the Verifying Accurate Leading-edge IVCT Development Act of 2018 and ending on the effective date of such Act (as described in section 5(b) of such Act)— 
“(i) shall continue to apply to such test or test group after such effective date; and
[bookmark: H70B157487F294B0BA9A298F7E8E6377F]“(ii) are deemed to be mitigating measures as of such effective date.
[bookmark: HB04573DE12C94FFE9E18B769B9D04DAB]“(B) CHANGES.—The Secretary may establish, change, or withdraw mitigating measures for such a test or test group using the procedures under paragraph (1).
[bookmark: HC6F56E87BD9745039484FBE14A044703][bookmark: HC30788DF38734E49B66CAF74B529798B]“(b) DOCUMENTATION.— 
[bookmark: H3FD11C2D67104CC4A36CDB7DA516F057]“(1) TESTS SUBJECT TO PREMARKET REVIEW.—The developer of an in vitro clinical test subject to premarket review under section 587B and to which mitigating measures apply shall— 
“(A) in accordance with section 587B(b)(2)(D), submit documentation to the Secretary as part of the application for the test under section 587B(b) demonstrating that such mitigating measures have been met;
[bookmark: H71B1699E407547C7BF2D5A8B7311B114]“(B) if such application is approved, maintain documentation demonstrating that such mitigating measures continue to be met; and
[bookmark: HD304213ED7584ACF836A5E6DC7E7DEEA]“(C) make such documentation available to the Secretary upon request or inspection.
[bookmark: H11FB8CB358C648F5A6144A47C1565565][bookmark: HEBA6ECD2DB5C436BA2463494C410DE11]“(2) OTHER TESTS.—The developer of an in vitro clinical test that is marketed within the scope of a [precertification] or other exemption from premarket review under section 587B and to which mitigating measures apply shall— 
“(A) maintain documentation in accordance with the quality systems requirements in section 587J demonstrating that such mitigating measures continue to be met;
[bookmark: H0621E1A9EB234A08BA368ACB245A3616]“(B) make such documentation available to the Secretary upon request or inspection; and
[bookmark: H1CE77AC8A36247A0A917EC7DF8EBE2A4]“(C) include in the performance summary for such test a description of how such mitigating measures are met, if applicable.

“SEC. 587F. REGULATORY PATHWAY DESIGNATION.
[bookmark: H3DCFD40BC3554FD1AA7A99815B37BC73][bookmark: H574AD22A03944A12B63EEE96C0979B3B]“(a) IN GENERAL.—Based on new information, including the establishment of mitigating measures under section 587E, and after considering all available evidence respecting a test group, the Secretary may, upon the initiative of the Secretary or upon petition of an interested person— 
“(1) revoke any exemption or requirement in effect under this subchapter with respect to such test group; or
[bookmark: H25D0852122384296A941C4A474D73F23]“(2) determine that the test group is subject to premarket review under section 587B, is eligible for [precertification in accordance with section 587D(b)(2)(B)], or is exempt from premarket review under section 587B or other requirements of this subchapter.
[bookmark: HF1041DA06ACA4B9CA9FCA7BA4181AAFD]“(b) PROCESS.—Any action under subsection (a), including any revocation, shall be made by publication of a [notice] of such proposed action in the Federal Register, consideration of comments to a public docket on such proposal, and publication of a final [notice] in the Federal Register, notwithstanding subchapter II of chapter 5 of title 5, United States Code.

“SEC. 587G. ADVISORY COMMITTEES.
[bookmark: HA3F1EC5C63514C29BB1F732430A0F10A][bookmark: HC4B410BFB27346D88C7743571C56D938]“(a) IN GENERAL.—The Secretary may establish advisory committees to make recommendations to the Secretary regarding in vitro clinical tests for the purposes of— 
“(1) determining whether to approve an application for an in vitro clinical test submitted under this subchapter, including for evaluating the analytical validity, clinical validity, and as applicable safety, of in vitro clinical tests;
[bookmark: H26A3E0021C6A44E1AA7F7EBCB7310120]“(2) evaluating the potential effectiveness of mitigating measures for a determination on the applicable regulatory pathway under section 587 or risk evaluation for an in vitro clinical test or test group;
[bookmark: H93A78928AA394F018D0FE49F0362C008]“(3) establishing quality system requirements under section 587J or applying such requirements to in vitro clinical tests developed or imported by developers; and
[bookmark: H29818DB97418465CB9A8529F7261F106]“(4) such other purposes as the Secretary determines appropriate.
[bookmark: H5847A1BA141246EFB2BFA12D460BEA84][bookmark: H39713099E7604C9480EE9B897AC35DCE]“(b) APPOINTMENTS.— 
“(1) VOTING MEMBERS.—The Secretary shall appoint to each committee established under subsection (a), as voting members, individuals who are qualified by training and experience to evaluate in vitro clinical tests for the purposes specified in subsection (a), including individuals with knowledge of in vitro clinical tests, laboratory operations, and the use of in vitro clinical tests. The Secretary shall designate one member of each committee to serve as chair thereof.
[bookmark: HF1C5F8C13CDF4B72AF9A96DF910D5EEB][bookmark: H70898985D2514186AECF2F745418AC31]“(2) NONVOTING MEMBERS.—In addition to the individuals appointed pursuant to paragraph (1), the Secretary shall appoint to each committee established under subsection (a), as nonvoting members— 
“(A) a representative of consumer interests; and
[bookmark: H5580D1F539DF4489B5B5587E420C2D5D]“(B) a representative of interests of the in vitro clinical test industry.
[bookmark: H3F674482B3FC4C92A4BD3CD0DB24E205]“(3) LIMITATION.—No individual who is in the regular full-time employ of the United States and engaged in the administration of this Act may be a member of any advisory committee established under subsection (a).
[bookmark: HF17F9B63D9104B54B52DC94095D8A458][bookmark: HDC5FD72D4C3F403E938517883C7A811E]“(4) COMPENSATION.—Members of an advisory committee established under subsection (a), while attending meetings or conferences or otherwise engaged in the business of the advisory committee— 
“(A) shall receive compensation [at rates to be fixed by the Secretary]; and
[bookmark: HD0B8425DC3B741E8923FF90E5510DA79]“(B) may be allowed travel expenses as authorized by section 5703 of title 5, United States Code, for employees serving intermittently in the Government service.
[bookmark: HB9F0B4A9C3104D11B4022085EF2FD359]“(c) GUIDANCE.—The Secretary may issue guidance on the policies and procedures governing advisory committees established under subsection (a).

“SEC. 587H. REQUEST FOR INFORMAL FEEDBACK.
“Before submitting a premarket application or [precertification package] for an in vitro clinical test—
[bookmark: H44314973D8AA48CF86E930A7B57B2388][bookmark: HA26FD2049CB34B8DAFCD15E6DC147C30]“(1) the developer of the test may submit to the Secretary a written request for a meeting or conference to discuss and provide information relating to— 
“(A) the submission process and the type and amount of evidence expected to demonstrate the relevant standard;
[bookmark: HF44BBA1F48B94EF98B25A347DC25EEAC]“(B) [which regulatory pathway is appropriate for an in vitro clinical test; or]
[bookmark: H8A8722FFBEC5417BBF257C2F83328643]“(C) [an investigation plan for an in vitro clinical test, including a clinical protocol; and]
[bookmark: HB4885BACD7A14E108174E109C9847D89][bookmark: H6BF7E67CAACD4E07B8BB447AE104E1A9]“(2) upon receipt of such a request, the Secretary shall— 
“(A) within [X] calendar days after such receipt, or within such time period as may be agreed to by the developer, meet or confer with the developer submitting the request; and
[bookmark: H362463DAE24448119062C3F1CEA5CFA1]“(B) within [X] calendar days after such meeting or conference, provide to the developer a written record or response describing the issues discussed and conclusions reached in the meeting or conference.

“SEC. 587I. REGISTRATION AND NOTIFICATION.
[bookmark: HCFEC0EAB52CB415DB7993220D8846F6C][bookmark: H259B0B2FE9A94535883801C60B88920B]“(a) REGISTRATION OF ESTABLISHMENTS FOR IN VITRO CLINICAL TESTS”..—. 
[bookmark: HBF8AE5E61D4A4D0D96BBDE896D160A47]“(1) Each person who is an in vitro clinical test developer— or a contract manufacturer (including contract packaging), contract sterilizer, repackager, relabeler, distributor, or a person who introduces or proposes to begin the introduction or delivery for introduction into interstate commerce any in vitro clinical test shall— 
“(A) During the period beginning on October 1 and ending on December 31 of each year, register with the Secretary the name of such person, places of business of such person, all establishments engaged in the activities specified under this paragraph, the unique facility identifier of each such establishment, and a point of contact for each such establishment, including an electronic point of contact; and
[bookmark: H615BB6D1133A4C07833D3C95DDCEEA04][bookmark: H6B6540EBDD094E57A7CD17D624ABCCB4]“(B) Submit an initial registration containing the information required under subparagraph (A) not later than— 
“(i) the date of implementation of this section if such establishment is engaged in any activity described in this paragraph on the date of enactment of this section, unless the Secretary establishes by guidance a date later than such implementation date for all or a category of such establishments; or
[bookmark: HCE0AC8053FAB4476843C0B6F6369A646]“(ii) 30 days prior to engaging in any activity described in this paragraph after enactment of this section, if such establishment is not engaged in any activity described in this paragraph on the date of enactment of this section.
[bookmark: H875BCE73BEEC4F0EB78FCDA7A87B1DC4]“(2) The Secretary may assign a registration number or unique facility identifier to any person or any establishment registered in accordance with this section. Registration information shall be made publicly available by publication on the website maintained by the Food and Drug Administration.
[bookmark: HADC780DCF2A64E4D8D415D84A7D51D2F]“(3) Every person or establishment that is required to be registered with the Secretary under this section shall be subject to inspection pursuant to section 704.
[bookmark: H557AA3AE5A39413F8613BBA541BC39C5][bookmark: H9768196A3C4C47C5A223B6A4CD6BC4CA]“(b) NOTIFICATION INFORMATION FOR IN VITRO CLINICAL TESTS.— 
“(1) Each developer of an in vitro clinical test shall submit a notification to the Secretary containing the information described in this subsection in accordance with the applicable schedule described under subsection (c). Such notification shall be prepared in such form and manner as the Secretary may specify in guidance. Notification information shall be submitted to the comprehensive test information system in accordance with section 587U.
[bookmark: HF45057915ED64EE4A4F6AF9D3BD7B90B][bookmark: H618D23530D0749C0BC0551E635801BBD]“(2) Each developer shall electronically submit to the comprehensive test information system the following information for each in vitro clinical test for which such person is a developer in the form and manner prescribed by the Secretary: 
“(A) name of the establishment and its unique facility identifier;
[bookmark: HD60CBF736D0F4F738175A26124A19846]“(B) contact information for the official correspondent for the notification;
[bookmark: H2D3B9F30BAE54DCFA333C7692629A644]“(C) name (common name and trade name, if applicable) of the in vitro clinical test; and its test notification number (when available).
[bookmark: H8123A4ADA19D4EE6A423916DB44C0FA7]“(D) CLIA certificate number for any laboratory certified by the Secretary under section 263a of title 42 that meets the requirements for performing high-complexity testing that is the developer of the in vitro clinical test, and CLIA certificate number for any laboratory under common ownership that is performing the test developed by such test developer;
[bookmark: H56CC202E58BF471BBCF06F068FAE7F6B]“(E) the appropriate category under this subchapter under which the in vitro clinical test is offered, introduced or marketed, such as — [precertification], low-risk exemption, premarket approval, grandfathering, or another specified category;
[bookmark: H474D8CA797F34AD1ADE5B34E8991AC13]“(F) brief narrative description of the in vitro clinical test;
[bookmark: HECF72E98F7024359BA73238A5247054C]“(G) substance or substances measured by the in vitro clinical test, such as analyte, protein, or pathogen;
[bookmark: H4C0F24784B9947A4B34F4E9DE1D81DAE]“(H) type or types of specimen or sample;
[bookmark: H726471CDB1DF4C41AD7F47B4F5F3A2A0]“(I) test method;
[bookmark: H1B110D1F89604051A1E0B86EFCBB8834]“(J) test purpose, as described in section 201(ss)(1)(A), such as screening, predicting, or monitoring;
[bookmark: HCAFA0F2CD97D456FB01342A473282D9D]“(K) disease or condition for which the in vitro clinical test is intended for use;
[bookmark: H46135CACAC614A719E92C073C2E0228B]“(L) intended patient population;
[bookmark: HAC8504DE2E4C49FE9C8E93C7B18AB223]“(M) context of use, such as in a clinical laboratory, in a health care facility, prescription home use, over-the-counter use, or direct-to-consumer testing.
[bookmark: H25C3547ED5FE418790347F97D37536EA]“(N) summary of in vitro clinical test analytical performance and clinical performance, and as applicable lot release criteria;
[bookmark: H96ECDA9448594B7B8309C9B1CAD8C5F1]“(O) statement describing conformance with applicable mitigating measures, restrictions, and standards;
[bookmark: H67E262B14A4E47B9AEF4AB42C31BA885]“(P) representative labeling for the in vitro clinical test; and
[bookmark: H9B2811127B254783958AA52AE76A02DE]“(Q) a certification that the information submitted is truthful and accurate.
[bookmark: H7D9797A5768E48FE83E988A8FACD79BA]“(3) The Secretary may assign a test notification number to each in vitro clinical test that is the subject of a notification under this section. The process for assigning test notification numbers may be established through guidance, and may include the recognition of standards, formats, or conventions developed by a third-party organization.
[bookmark: HA9214C3B13A849B48559AE8130E13C6B]“(4) A person who is not a developer but is otherwise required to register pursuant to subsection (a) shall submit an abbreviated notification to the Secretary containing the information described in subparagraphs (A) through (C) of paragraph (2), the name of the developer, and any other information described in paragraph (2) as may be specified by the Secretary in guidance, as applicable to the activities of each class of persons required to register. The information shall be submitted in accordance with the applicable schedule described under subsection (c). Such abbreviated notification shall be prepared in such form and manner as the Secretary may specify in guidance. Notification information shall be submitted to the comprehensive test information system in accordance with section 587U.
[bookmark: H9814AA81083749E9A792B7CD3A8BF33E][bookmark: HC9EE683436AF4027B7A0080DD07DEEB7]“(c) TIMELINES FOR SUBMISSION.— 
“(1) For an in vitro clinical test that was listed as a device under section 510(j) prior to the date of enactment of this section, a person shall maintain a device listing under section 510 until such time as the system for submitting the notification information required under subsection (b) becomes available to in vitro clinical test developers, and thereafter shall submit the notification information no later than [X].
[bookmark: H861C6A2B95E044B096BD46FFAE55ECBE]“(2) For an in vitro clinical test that is subject to the grandfathering provisions of section 587A(c), a person shall submit the notification information required under subsection (b) no later than [X] months after the system for submitting the notification becomes available.
[bookmark: HC019C83EE1664894B01BA808573CEB65][bookmark: H29C6A269B740466CAD859E39D29A8592]“(3) For an in vitro clinical test that is not subject to paragraph (1) or (2), a person shall submit the required notification information prior to offering, introducing, or marketing the in vitro clinical test as follows: 
“(A) For an in vitro clinical test that is not exempt from premarket approval, a person shall submit the required notification information no later than ten business days after the date of approval of the premarket approval application.
[bookmark: HE2136DE941FC4E63BA495E3AE74D0014]“(B) For an in vitro clinical test that is exempt from premarket approval, a person shall submit the required notification information at least ten business days prior to offering the in vitro test for clinical use or otherwise introducing the in vitro clinical test into interstate commerce.
[bookmark: H6F597167885B48EEB621815608C62FE6]“(4) Each person required to submit notification information under this section shall update such information within ten business days of any change that causes any previously notified information to be inaccurate or incomplete.
[bookmark: H9DCDF672A9C6406B903D60C9CE38096D]“(5) Each person required to submit notification information under this section shall update its information annually during the period beginning on October 1 and ending on December 31 of each year and certify that the information contained in such notification is truthful and accurate, and shall pay the annual notification fee prescribed in section 587W.
[bookmark: H8AC2627D0D53419DB54309C44A6E85DF][bookmark: H59E999DB20A64E14945ACA73F4336BF7]“(d) PUBLIC AVAILABILITY OF NOTIFICATION INFORMATION.— 
“(1) Notification information submitted pursuant to this section shall be made publicly available by publication on the website of the Food and Drug Administration after the in vitro clinical test developer has certified the information as truthful and accurate.
[bookmark: HE20276DF721F444DAE46BAF79125D2A9]“(2) Notification information for an in vitro clinical test that is subject to premarket approval or [precertification] shall remain confidential until such date as the in vitro clinical test receives the applicable premarket approval or [precertification].
[bookmark: H26905D9F16A1479A8BCE9AA35A20916E]“(3) The registration and notification information requirements described in subsections (a) and (b) shall not apply to the extent the Secretary determines that such information is restricted from disclosure pursuant to another statute, including information relating to national security or countermeasures.

“SEC. 587J. QUALITY SYSTEM REQUIREMENTS.
[bookmark: HBD197DB1DC044DB084E126D4E8203B9B][bookmark: H3A4D31CC9CA54FB282ACFA92141AB5BF]“(a) APPLICABILITY.— 
“(1) Each developer and each other person required to register under section 587I(a)(1) shall establish and maintain a quality system in accordance with the applicable requirements set forth in subsection (b), except as provided in section 587A.
[bookmark: HC145AC039F5047279467FEC7286D6095]“(2) A developer that operates its own clinical laboratory certified by the Secretary under section 263a of title 42 of the United States Code that meets the requirements for performing high-complexity testing and develops its own in vitro clinical test or tests or modifies another developer’s in vitro clinical test in that certified laboratory in a manner described in section 587(6), where such in vitro clinical test or in vitro clinical tests are for use only within that certified laboratory, shall establish and maintain with respect to such test or tests a quality system that complies with the requirements set forth in subsection (b)(2). The applicable requirements set forth in subsection (b)(1) shall apply to any test platform, article for taking or deriving specimens from the human body, component or part that is developed for use by a clinical laboratory to which the first sentence of this paragraph applies.
[bookmark: H611F994109624286BE066462A66B8693]“(3) A clinical laboratory certified by the Secretary under section 263a of title 42 of the United States Code that meets the requirements for performing high-complexity testing must comply with the applicable quality system requirements under subsection (b) no later than the date of implementation of this subchapter.
[bookmark: H5C3F354677EB433DA4B50510AE1175C7]“(4) As necessary, the Secretary shall amend part 820 of title 21 of the Code of Federal Regulations, or successor regulations, to implement the provisions of this [section]. In considering such amendment, the Secretary shall consider whether and to what extent international harmonization might be appropriate. Until such amendment takes effect, such regulations shall be interpreted to apply to in vitro clinical tests and developers.
[bookmark: H0594E7F164284FDC8AC2F20F59121F0D]“(5) The Secretary may establish such other regulations under this section as are necessary to assure the analytical and clinical validity of in vitro clinical tests, or the safety of articles for taking or deriving specimens from the human body.
[bookmark: H8E48875B215E424D844DAC6CBF14F3D1][bookmark: H686820986D2D477585E3ED83A9EF0F59]“(6) In implementing quality system requirements for test developers under this section, the Secretary shall— 
“(A) for purposes of facilitating international harmonization, take into account whether the developer participates in an audit program in which the United States participates or the United States recognizes or conforms with standards recognized by the Secretary; and
[bookmark: H235458AD33CC491B87BC853617E105BD]“(B) ensure a [least burdensome] approach by leveraging, to the extent applicable, the quality assurance requirements applicable to developers certified by the Secretary under section 263a of title 42 of the United States Code.
[bookmark: H77B4393311C846549CC08BF791D324D2][bookmark: HBF84F8343C9E4D4193C5049EA1FE94CE]“(b) QUALITY SYSTEM REQUIREMENTS.— 
[bookmark: H57E7498513EB411493E9DA41502CCB3E]“(1) IN GENERAL.—The quality system requirements applicable under this section shall, including applying or amending part 820 of title 21 of the Code of Federal Regulations as provided in subsection (a)(4)— 
“(A) apply only with respect to the design, development, validation, production, manufacture, preparation, propagation, or assembly of an in vitro clinical test, offered under this subchapter;
[bookmark: H874EA54621DB40698001BD9994D467FC]“(B) not apply with respect to laboratory operations; and
[bookmark: H99FB558146AC4129868FBE583FD7DE5F][bookmark: H6AA6B290AD6E4B0E904BE5E6B8D7C4DF]“(C) shall include each of the following, subject to paragraphs (2) and (3): 
“(i) Management responsibility.
[bookmark: HF49D5E23960443218DC2B7F952D47C03]“(ii) Quality audit.
[bookmark: HFB9A8698B45647A5AFDF21100ADA1B81]“(iii) Personnel.
[bookmark: H8A2C3FEDADC347E9B3388497577C18CF]“(iv) Design controls.
[bookmark: H220486584EE34C5397FC543535566B5D]“(v) Document controls.
[bookmark: H76E295EBB6C0483B83DF42DBFAB72E91]“(vi) Purchasing controls, including supplier controls.
[bookmark: H994FFD8D9F214C5EA74CF4831B62BE3F]“(vii) Identification and Traceability.
[bookmark: H5B1DE8084BE54AB1953D77C44D7B66C9]“(viii) Production and process controls.
[bookmark: H5B6FB6C0A9E0461BB8277344C3C7C139]“(ix) Acceptance activities.
[bookmark: HB3481C7B8F124698945D7D6AAD8B09A8]“(x) Nonconforming product.
[bookmark: H1B08E13D6D9B4D5D96F26FA54FC41BB6]“(xi) Corrective and preventive action.
[bookmark: H5296F31EA6AC408C9E5C9ACCEE3A5D1B]“(xii) Labeling and packaging controls.
[bookmark: H706EDC8389524E17AF3ACB7807C6031F]“(xiii) Handling, storage, distribution, and installation.
[bookmark: H7A3F8D17C024431181344258536FA291]“(xiv) Records.
[bookmark: H830A17CA97FD43738CE67D3EF84FAC78]“(xv) Servicing.
[bookmark: HDEAEB26D6C0F45D496BFAA1E8AB42E98]“(xvi) Statistical techniques.
[bookmark: HAFA3A0034E77492CBFEF60037FA73433][bookmark: HE9B852569106404CB2997529D83F40F3]“(2) QUALITY SYSTEM REQUIREMENTS FOR CERTAIN LABORATORIES.—With regard to establishing quality system requirements under this Act, including applying or amending part 820 of title 21 of the Code of Federal Regulations as provided in subsection (a)(4), quality system requirements applicable to the in vitro clinical tests and developers described in subsection (a)(2) shall consist of the following: 
“(A) Design controls.
[bookmark: H50DB81D4A45845A08034FBAF055D2F68]“(B) Purchasing controls, including supplier controls.
[bookmark: HC720F4AD330247B492ABD907CF8F6F46]“(C) Acceptance activities.
[bookmark: H99B89F3A403249C6A65BF9C8C03DFC8D]“(D) Corrective and preventative action.
[bookmark: HD811682BD8F9460FAC8CC7F75F75D3A2]“(E) Records.
[bookmark: HF78B50E459B4444B8332BEB656ED42A9][bookmark: H3135FE165D104544A889B7129BCEACC4]“(3) QUALITY SYSTEM REQUIREMENTS FOR CERTAIN LABORATORIES DISTRIBUTING PROTOCOLS.— 
[bookmark: HFEB75FF1C73B4AFCBEE40ACE232E4788]“(A) With regard to establishing quality system requirements under this Act, including applying or amending part 820 of title 21 of the Code of Federal Regulations as provided in subsection (a)(4), quality system requirements applicable to the developer and in vitro clinical test distributed under subparagraph (B) shall consist of the following provided that the conditions of subparagraph (B) are met: 
“(i) The requirements in paragraph (2).
[bookmark: H0ABAFA9D857C4CE8AB4FB10AB751AC12]“(ii) The labeling requirements in subparagraph (1)(L).
[bookmark: HD74C1F4A0EEE42979E50F28203E9C79B]“(iii) The requirement to maintain records of the laboratories to which the test protocol is distributed.
[bookmark: H8A643B94CA4C4C098C0CC380E0277D83][bookmark: HD332844188B54781B136B071ED11ED8E]“(B) To be eligible for subparagraph (A), the following conditions must be met— 
“(i) the laboratory distributing the protocol is certified by the Secretary under section 263a of title 42 of the United States Code and meets the requirements for performing high-complexity testing;
[bookmark: HA5561AF078804720BF056719C1410D66]“(ii) the laboratory develops its own in vitro clinical test or modifies another developer’s in vitro clinical test in a manner described in section 587(6); and
[bookmark: H4FA0A9E744C94C7B9751FF9489324BE0][bookmark: H01139E44B94B47E080A9BCD3D8261147]“(iii) the laboratory distributes the test protocol for such test only to another laboratory that— 
“(I) is certified by the Secretary under section 263a of title 42 of the United States Code and meets the requirements for performing high-complexity testing; and
[bookmark: HA5FD9394830649BDA471974ED8B51CDD]“(II) is within the same corporate organization and having common ownership by the same parent corporation; or as applicable, is within the Laboratory Response Network of the Centers for Disease Control and Prevention.

“SEC. 587K. LABELING REQUIREMENTS.
[bookmark: HCC09F195E8F04021A56763865003D030]“(a) IN GENERAL.—An in vitro clinical test shall bear or be accompanied by labeling, and a label as applicable, that meet the requirements set forth in subsections (b) and (c), and any other requirements established by the Secretary by regulations, unless such test is exempt as specified in subsection (d) or (e).
[bookmark: HCC18CB4AA2B0407C8217A1D363207E70][bookmark: H1BA9BB87435F493995831B802141BE44]“(b) LABELS.— 
“(1) The label of an in vitro clinical test shall meet the requirements set forth in paragraph (2), except this requirement shall not apply to an in vitro clinical test that consists solely of a test protocol, or that is designed, manufactured, and used solely within a single laboratory certified by the Secretary under section 263a of title 42 that meets the requirements for performing high-complexity testing.
[bookmark: HB3934F3A06164405ABC704E9745191FE]“(2) The label of an in vitro clinical test shall state the name and place of business of its developer and meet the requirements set forth in section 809.10(a) of title 21 of the Code of Federal Regulations, or any successor regulation. The Secretary shall amend such regulation, as necessary, to ensure its applicability to in vitro clinical tests. Until such amendment takes effect, such regulations shall be interpreted to apply to in vitro clinical tests.
[bookmark: H8B6DDC3A64154263B46840B0BD5FF7E1][bookmark: HCFF13035F783482981ACA2B255AB434D]“(c) LABELING.— 
“(1) Labeling accompanying an in vitro clinical test, including labeling in the form of a package insert, standalone laboratory reference document, or other similar document except the labeling specified in paragraph (2), shall include adequate directions for use and shall meet the requirements set forth in section 809.10(b) and (g) of title 21 of the Code of Federal Regulations, or any successor regulation, except as provided in subsection (d). Labeling in the form of a package insert shall also include the information in paragraph (2)(A) through (C). The Secretary shall amend such regulation, as necessary, to ensure its applicability to in vitro clinical tests. Until such amendment takes effect, such regulation shall be interpreted to apply to in vitro clinical tests.
[bookmark: HC807CFD99F294C8B94B6AC8C246877B6][bookmark: H64F11B00112A4A429B56B2438C3B3F17]“(2) Labeling accompanying an in vitro clinical test that is in the form of a test report template or ordering information shall include— 
“(A) the test notification number that was provided to the developer at the time of notification;
[bookmark: H487BBD5C4FC94FFBAFDEE9222B2EF969]“(B) instructions for how and where to report an adverse event under section 587L;
[bookmark: H7B05E8B556CB413092FC1B461D1B1BDC]“(C) instructions for how and where to access the performance summary data displayed in the notification database for the test;
[bookmark: H38808387EEAF4B99A564E45BE4B9CEA2]“(D) the intended use of the in vitro clinical test;
[bookmark: H79C766CB474449848FEB236A27CB79DE]“(E) any warnings;
[bookmark: H16371C787C6D43A99AD308B99773E1A0]“(F) contraindications; and
[bookmark: H1880BEBE00054CF18FA6E1BE8FA06A7A]“(G) limitations.
[bookmark: H827A7FC83EF34D4E87FB5E6725D594AB][bookmark: H14344AB76A6E42B99AC29C194CF43834]“(3) Labeling for an in vitro clinical test used for immunohematology testing shall meet the following additional requirements set forth in part 660 of the Code of Federal Regulations (or any successor regulation), as they appear on the date of enactment of this subchapter if to the extent such test fell within the scope of such regulations immediately prior to such date of enactment: 
“(A) Section 660.28 (a)(1)(i); (a)(1)(ii)(A) and (F); (a)(2)(i) and (xiv); and (a)(4);
[bookmark: H6D181F923B464C58A529C9FB28C3B599]“(B) Section 660.35 (a)(1)(ii); (a)(2) - (4); (a)(6) - (9); and
[bookmark: H2CF8F7C69B03441FB15899CADAB0BCFA]“(C) Section 660.55 (a)(1)(i); (a)(1)(ii)(A) and (H).
The Secretary shall amend such regulations, as necessary, to ensure their applicability to in vitro clinical tests. Until such amendment takes effect, such regulations shall be interpreted to apply to in vitro clinical tests.
[bookmark: HD620E74004E64D9BA1F7E7A0AB9FA054][bookmark: H52C6D70D0A464CD4BDC84CFFA163FA73]“(d) EXEMPTIONS AND ALTERNATIVE REQUIREMENTS.— 
“(1) IN GENERAL.—For an in vitro clinical test that is designed, manufactured, and used solely within a single high complexity laboratory certified by the Secretary under section 353 of the Public Health Service Act, and owned and operated by the developer of such in vitro clinical test, the requirement in section 809.10(b) of title 21 of the Code of Federal Regulations that the labeling ‘state in one place’ all of the required information may be satisfied by the laboratory posting such required information on its website or in multiple documents, if such documents are maintained and accessible in one place.
[bookmark: HA22326B997884BB689CC3C6F0F6CEDFF]“(2) LABELING.—The labeling for a test platform, when such platform is not committed to specific diagnostic procedures or systems, is not required to bear the information indicated in paragraphs (3), (4), (5), (7), (8), (9), (10), (11), (12), and (13) of section 809.10(b) of title 21 of the Code of Federal Regulations, as it appears on the date of enactment of this subchapter and amended thereafter.
[bookmark: H5B2426912ECF4AB5B66A608A867E78E7]“(3) REAGENT LABELING.—For purposes of compliance with subsection (c)(1), the labeling for a reagent intended for use as a replacement in a diagnostic system may be limited to that information necessary to identify the reagent adequately and to describe its proper use in the system.
[bookmark: H90820E379DE04165BFE174401B814821]“(4) LAB RESEARCH OR INVESTIGATIONAL USE.—A shipment or other delivery of an in vitro diagnostic test shall be exempt from the requirements of subsection (b) and (c)(1) and from any standard promulgated under part 861 of title 21 of the Code of Federal Regulations, or any successor regulation, provided that the conditions set forth in 809.10(c) of such title, as it appears on the date of enactment of this subchapter and amended thereafter are met. The Secretary shall amend such regulations, as necessary, to ensure their applicability to in vitro clinical tests. Until such amendment takes effect, such regulations shall be interpreted to apply to in vitro clinical tests.
[bookmark: H3E745263ECEF45B9BC9327FDDB962E8E]“(5) GENERAL PURPOSE LABORATORY REAGENTS.—The labeling of general purpose laboratory reagents, such as hydrochloric acid, whose uses are generally known by persons trained in their use need not bear the directions for use required by subsection (b) and subsection (c)(1).
[bookmark: H20FEEBA550FC419986C5661510694E9D]“(6) ANALYTE SPECIFIC REAGENTS.—The labeling of analyte specific reagents, such as monoclonal antibodies, deoxyribonucleic acid probes, viral antigens, ligands and other similar items, shall bear the information set forth in part 809.10(e)(1) through (2) of title 21 of the Code of Federal Regulations as it appears on the date of enactment of this subchapter and amended thereafter and shall bear the following statement: ‘This product is intended solely for further development of an in vitro clinical test and is exempt from most FDA regulation. This product must be evaluated by the in vitro clinical test developer in accordance with supplier controls if it is used with or in the development of an in vitro clinical test.’. If the labeling of an analyte specific reagent bears the information set forth in this paragraph, it need not bear the information required by subsection (c)(1).
[bookmark: H3EC5ACC3C9F34499818AFDEC09BAF252]“(7) OVER-THE-COUNTER TEST SAMPLE COLLECTION SYSTEMS LABELING.—The labeling for over-the-counter (OTC) test sample collection systems for drugs of abuse testing shall bear the name and place of business of the developer and the information specified in part 809.10(f) of title 21 of the Code of Federal Regulations as it appears on the date of enactment of this subchapter and amended thereafter, in language appropriate for the intended users. If the labeling of such OTC test sample collection system bears the information set forth in this paragraph (4)(G), it need not bear the information required by subsection (c)(1).
[bookmark: H757DDC2CAB3B45B2BF4AAA39DAB3A65B][bookmark: HE6BE7BB4F2AF4A009B3D93269B81F239]“(e) TESTS IN THE STRATEGIC NATIONAL STOCKPILE.— 
“(1) The Secretary may grant an exception or alternative to any provision listed in this section, unless explicitly required by a statutory provision outside this section, for specified lots, batches, or other units of an in vitro clinical test, if the Secretary determines that compliance with such labeling requirement could adversely affect the safety, effectiveness, or availability of such products that are or will be included in the Strategic National Stockpile.
[bookmark: H5BDAE3BF2AC94E13AE35AFAFDB847E7E]“(2) The Secretary may issue regulations amending section 809.11 of title 21 of the Code of Federal Regulations or any successor regulation to apply in full or in part to in vitro clinical tests and in vitro clinical test developers.
[bookmark: H92C99D593B884520A597FB33D3714B22]“(f) GUIDANCE.—The Secretary may, in collaboration with developers, issue guidance on standardized, general content and format for in vitro clinical test labeling to help ensure compliance with applicable requirements in this subsection.

“SEC. 587L. ADVERSE EVENT REPORTING.
[bookmark: H718E111EED5241A3822B2C0F391FA467][bookmark: H44B8188B32F94BAAA0A4D32613856CCF]“(a) APPLICABILITY.— 
“(1) Each in vitro clinical test developer shall establish, maintain, and implement a system for reporting adverse events in accordance with subsection (b), except as provided in section 587A.
[bookmark: H9571E8D7EB32466D987CFCDA3589EC44]“(2) The Secretary shall amend part 803 of title 21 of the Code of Federal Regulations (or any successor regulations) to apply to in vitro clinical tests. Until such amendment takes effect, such part shall be interpreted to apply to in vitro clinical tests.
[bookmark: HD2669462AE70442D8DA93831F65B0B5E]“(3) The Secretary may by regulation require reporting of such other adverse events as determined by the Secretary to be necessary to be reported to assure the analytical and clinical validity of in vitro clinical tests, and in addition, the safety of articles for taking or deriving specimens from the human body.
[bookmark: H15A04E641C2345FB934981292902FCEE][bookmark: HBB785E3320F2425A87303098AFDCF705]“(b) ADVERSE EVENT REPORTING REQUIREMENTS.— 
[bookmark: HC874C475CDD146A6B525D7B9C10D95E4]“(1) Each in vitro clinical test developer shall report to the Secretary whenever the developer receives or otherwise becomes aware of information that reasonably suggests that one of its in vitro clinical tests— 
“(A) may have caused or contributed to a death or serious injury;
[bookmark: HB8DA2D06D0E44424BA4F86E46B955DAE]“(B) has malfunctioned and the in vitro clinical test, or a similar in vitro clinical test developed or marketed by the in vitro clinical test developer, would be likely to cause or contribute to a death or serious injury if the malfunction were to recur; and
[bookmark: HF25FE20CC50342C6B1F5D5A94B636623]“(C) such adverse event cannot be directly attributed to laboratory error.
[bookmark: H462ECF7681D24378A458D59F951EE17C][bookmark: H3129C69DF2F840E2825EDD679FADB201]“(2) For purposes of this section, the term ‘serious injury’ shall mean— 
“(A) a critical delay in diagnosis or causing the absence, delay, or discontinuation of appropriate medical treatment; or
[bookmark: HA6E685F893284113A6BC4A681679AADA][bookmark: H278B30B065A94755A971D287D9FE11C1]“(B) an injury that— 
“(i) is life threatening;
[bookmark: H6B5F5964548B418BB3B30EF84E731F5D]“(ii) results in permanent impairment of a body function or permanent damage to a body structure; or
[bookmark: H6BC878F4CC6A43E3B2D8252B83939A92]“(iii) necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure.
[bookmark: HD9024361F99742609B72077586848F7E][bookmark: HB3C1CD833C344C2CA3B0F8FD395FF72B]“(3) Reports required under this section shall be submitted as follows: 
[bookmark: H9D14343F50FF47EAAD9F6B3AA95B7EF1]“(A) An individual adverse event reports shall be submitted for the following events not later than— 
“(i) 5 calendar days after an in vitro clinical test developer receives or otherwise becomes aware of information that reasonably suggests the adverse event involves a patient death; or
[bookmark: H180E2CACA5E443DD9CC1B7F9883FA5EB]“(ii) 5 calendar days after an in vitro clinical test developer receives or otherwise becomes aware of information that reasonably suggests the event presents an imminent threat to public health.
[bookmark: HE334E97425DE4A9E92E17AAF6E958539]“(B) Quarterly reports shall be submitted for all other adverse events and no later than the end of the quarter following the quarter in which the adverse event information was received by the in vitro clinical test developer.

“SEC. 587M. CORRECTIONS AND REMOVALS.
[bookmark: H61853EC1D2E64BDF8F537F46F3C16F6A][bookmark: H8F79BE2E6F3940E684E5F66A0A7174B5]“(a) APPLICABILITY.— 
“(1) The Secretary shall amend part 806 of title 21 of the Code of Federal Regulations (or any successor regulations) to apply to in vitro clinical tests. Until such amendment takes effect, such part shall be interpreted to apply to in vitro clinical tests.
[bookmark: HE7FED3D33B544F7D84D81698D8631C81]“(2) The Secretary may by regulation require reporting of such corrections and removals as determined by the Secretary to be necessary to be reported to assure the analytical and clinical validity of in vitro clinical tests, and in addition, the safety of articles for taking or deriving specimens from the human body.
[bookmark: H0576D6415E714B2BABCA0AF5F2E72005][bookmark: H981BCAAFED544E1A9C3DF5885C647017]“(b) REPORTS OF REMOVALS AND CORRECTIONS.—Each in vitro clinical test developer or importer shall report to the Secretary any correction or removal of an in vitro clinical test undertaken by such developer or importer if the removal or correction was undertaken— 
“(1) to reduce the risk to health posed by the in vitro clinical test;
[bookmark: H7870425799914782B0FD6584456C2A87]“(2) to remedy a violation of this Act caused by the in vitro clinical test which may present a risk to health;
[bookmark: H3F3A42D0FF21418BB5E1C4CF36385E0C]“(3) the developer or importer shall submit any report required under this subsection to the Secretary within 10 business days of initiating such correction or removal; or 
[bookmark: HEF64110AE010494C96F3B2D2707A375E]“(4) a developer or importer of an in vitro clinical test who undertakes a correction or removal of an in vitro clinical test which is not required to be reported under this subsection shall keep a record of such correction or removal.
[bookmark: HC717577CD8014ACBADD70E429C7A78C2]“(c) DEFINITIONS.—For purposes of this section, the terms ‘correction’ and ‘removal’ do not include routine servicing.

“SEC. 587N. RESTRICTED IN VITRO CLINICAL TESTS.
[bookmark: H77B5A8F42F4549829F0498059C05F631][bookmark: H5048751D0B8B4937BE7AAADC251CF49D]“(a) APPLICABILITY.— 
“(1) IN GENERAL.—The Secretary, in issuing an approval [or precertification] of an in vitro clinical test of a category described in paragraph (3) may require that such test be restricted to sale, distribution, or use upon such conditions as the Secretary may prescribe under paragraph (2).
[bookmark: H044934FB39354516862753D2FC2D8D68]“(2) CONDITIONS PRESCRIBED BY THE SECRETARY.—The conditions prescribed by the Secretary under this paragraph, with respect to an in vitro clinical test described in paragraph (3), are those conditions which the Secretary determines due to the potentiality for harmful effect of such test (including any resulting absence, delay, or discontinuation of appropriate medical treatment), are necessary to assure the analytical or clinical validity of the test, or the safety of an article for taking or deriving specimens from the human body.
[bookmark: HFBB89F4279FA414CB577FCCC776EDE7F]“(3) IN VITRO CLINICAL TESTS SUBJECT TO RESTRICTIONS.—The restrictions authorized under this section may be applied by the Secretary to any high-risk in vitro clinical test, prescription home-use in vitro clinical test, direct-to-consumer in vitro clinical test, or over-the-counter in vitro clinical test.
[bookmark: HAFE542C3C45E407FBC7CB63A64D06F14]“(4) PROMULGATION OF REGULATIONS.—In addition to imposing restrictions under paragraph (1), the Secretary may promulgate regulations restricting the sale, distribution, or use of any in vitro clinical test described in paragraph (3), based on such conditions as may be prescribed by the Secretary under paragraph (2) with respect to such test.
[bookmark: HFBE4619705A44301BCA46D5B3165C434]“(b) LABELING AND ADVERTISING OF A RESTRICTED IN VITRO CLINICAL TEST.—[To be supplied]
[bookmark: HC8A9175F852A427E950C1CF61E8433E4]“(c) REQUIREMENTS PRIOR TO ENACTMENT.—An in vitro clinical test that was offered, sold, or distributed as a restricted device prior to the enactment date of this subchapter shall continue to comply with the applicable restrictions imposed under section 515 or section 520(e) until the effective date of restrictions issued under subsection (a).

“SEC. 587O. APPEALS.
[bookmark: HAAC31FEB1E2842D3A8B7384DF99768EB]“(a) IN GENERAL.—The Secretary shall establish by guidance an appeals process for the review of determinations made by the Secretary under this subchapter, within [X] months after the effective date of [this subchapter].
[bookmark: H76A490C1F0464B6B850ECE49EF5F3CA9]“(b) TIMING FOR CERTAIN APPEALS.—With respect to a premarket determination approving or disapproving an application under sections 587B, 587D, 587R, or 587S the applicant may, by petition filed on or before the day that is 30 days after the date on which the Secretary issues the order approving or disapproving such application, obtain review of such determination under the appeals process established pursuant to subsection (a).
[bookmark: HEABEF4DF063B47ADBE574F62BA6A9184]“(c) FINAL ACTION FOR JUDICIAL REVIEW.—The process established under subsection (a) shall provide for a decision constituting final agency action not later than 180 calendar days after the date on which the appeal is first submitted.
[bookmark: H9C4D7F0B827B4321A4EB0D32B0A3ADA7]“(d) ADVISORY PANELS.—The process established under subsection (a) shall permit the appellant to request review by an advisory committee established under section 587G.

“SEC. 587P. ACCREDITED PERSONS.
[bookmark: H7ABA49E99DBB46F1A8C2B98335E01820][bookmark: H27E49D1112AE4BE1923FE1BBC7BF7F20]“(a) IN GENERAL.— 
[bookmark: HAA891B80894A4F5D906A7893E4E86341][“(1) REVIEW OF APPLICATIONS.— 
[“(A) The Secretary may accredit persons for the purpose of reviewing applications for [precertification] and applications for premarket approval of an in vitro clinical test, and making recommendations to the Secretary with respect to such applications, subject to the requirements of this section.]
[bookmark: HB1ECE21F6EB44948AC5B5D03EBFAEF05][“(B) The Secretary shall issue guidance on the factors that the Secretary will use in determining whether a test group or a scope of [precertification] is eligible for review by an accredited person.]
[bookmark: H68FA3B3DFCC248A980DC51B3504E450F][“(C) In making a recommendation to the Secretary under this paragraph, an accredited person shall notify the Secretary in writing of the reasons for the recommendation concerning the application.]
[bookmark: H00161CA6BF564B75A621BDAA27B6C718][“(D) Not later than [X] days after the date on which the Secretary is notified of a recommendation under subparagraph (C) by an accredited person with respect to an application, the Secretary shall make a determination with respect to such application.]
] 
[bookmark: H0C51498D9DD24463BF381FBA7488A92F][bookmark: H746EC6435DF8479EBFFEB3E0DAD277C8]“(2) INSPECTIONS.— 
“(A) The Secretary may accredit persons for the purpose of conducting inspections under section 704 of in vitro clinical test developers and other persons required to register pursuant to section 587I, subject to the requirements of this section.
[bookmark: HD936E2AE34784D83BB75809F9BD36391]“(B) The Secretary shall issue guidance on the factors that the Secretary will use in determining whether an in vitro clinical test developer or other registered person is eligible for inspection by an accredited person.
[bookmark: H8C292230D73E4771912474598C0FE9B2]“(C) Persons accredited to conduct inspections, when conducting such inspections, shall record in writing their specific observations and shall present their observations to the establishment’s designated representative. Additionally, such accredited person shall prepare and submit to the Secretary an inspection report in a form and manner designated by the Secretary for conducting inspections, taking into consideration the goals of international harmonization of quality systems standards. Any official classification of the inspection shall be determined by the Secretary.
[bookmark: H4171D864DE3E4DF1ABE50E5579B48F96]“(D) Any statement or representation made by an employee or agent of an establishment to a person accredited to conduct inspections shall be subject to section 1001 of title 18, United States Code.
[bookmark: HBF8CFB05D7D04ABB9467E7C69748700D]“(E) Nothing in this section affects the authority of the Secretary to inspect any in vitro clinical test developer or other person registered under section 587I.
[bookmark: H7A92F5F8701041A29084904B66B1DD6D][bookmark: H0AADD44B89554ECC887FB2531A61AEEA]“(b) ACCREDITATION.— 
[bookmark: H03DC2FCDE10849538DAFB08FB71C2680]“(1) ACCREDITATION PROGRAM.— 
“(A) The Secretary may provide for accreditation of persons to perform the duties specified under [subsection (a)] for some or all eligible in vitro clinical tests through programs administered by the Food and Drug Administration, by other non-Federal government agencies, or by qualified nongovernmental organizations.
[bookmark: HDEA5EDA0A2864E648CAA9117B9261F2D]“(B) The Secretary shall issue guidance on the criteria that the Secretary will use to accredit or deny accreditation to a person who requests to perform any of the duties specified under [subsection (a)].
[bookmark: H203EA42DD0C4453D8277CE06CE80888A]“(C) The Secretary shall not accredit or maintain accreditation for a person unless such person meets the minimum qualifications required under subsection (c).
[bookmark: H748627F45CE94E14A6469DE53A14E078]“(D) The Secretary shall publish on the website of the Food and Drug Administration a list of persons who are accredited under this section. Such list shall be updated on at least a monthly basis. The list shall specify the particular activity or activities under this section for which the person is accredited.
[bookmark: H0A55C554BF0D466AA1804E6400B93B17][bookmark: HE7FC2C239C554CE7B7811128A6A06AD4]“(2) ACCREDITATION PROCESS.— 
“(A) The Secretary shall issue guidance specifying the process for submitting a request for accreditation and reaccreditation under this section, including the form and content of information to be submitted in such a request.
[bookmark: H9CEB3F4409BD44EFA632910AB7ED600F]“(B) The Secretary shall respond to a request for accreditation or reaccreditation within 90 days of the receipt of the request. The Secretary’s response may be to accredit or reaccredit the person, to deny accreditation, or to request additional information in support of the request.
[bookmark: H719033C284254808885261E715E7CC18]“(C) The accreditation of a person shall specify the particular activity or activities under [subsection (a)] for which such person is accredited, including if the activity is limited to certain eligible in vitro clinical tests.
[bookmark: H209F98C612DF45188913B88366F35D92]“(D) The Secretary may audit the performance of persons accredited under this section for purposes of assuring that they continue to meet the published criteria for accreditation, and may modify the scope or particular activities for which a person is accredited if the Secretary determines that such person fails to meet one or more criteria for accreditation.
[bookmark: H1AE6A00C0EAD47FDB4E3C28E6DFD409E]“(E) The Secretary may suspend or withdraw accreditation of any person accredited under this section, after providing notice and an opportunity for an informal hearing, when such person is substantially not in compliance with the requirements of this section or the published criteria for accreditation, or poses a threat to public health, or fails to act in a manner that is consistent with the purposes of this section.
[bookmark: HBC361AAB3E444A9C901A2180BEA89442]“(F) Accredited persons must be reaccredited at least every 2 years.
[bookmark: HBAADFD692E214DFD88880894E6A1E27B][bookmark: HC9E08335597E4263A90955EBBB664174]“(c) QUALIFICATIONS OF ACCREDITED PERSONS.— 
[bookmark: HEF85B0985FCD48438955A6F78B43CFCB]“(1) An accredited person shall, at a minimum, meet the following requirements: 
“(A) Such person may not be an employee of the Federal Government.
[bookmark: H242522D1DF2F4E91A40DDDDDA57F52C7]“(B) Such person shall not engage in the development of in vitro clinical tests and shall not be a person required to register under section 587I.
[bookmark: H29C07AE227A542AAB3CFF083E52EBBEA]“(C) Such person shall not be owned or controlled by, and shall have no organizational, material or financial affiliation with, an in vitro clinical test developer or other person required to register under section 587I.
[bookmark: H4ADEFB3F34B94BADBF18459399B05DCF]“(D) Such person shall be a legally constituted entity permitted to conduct the activities for which it seeks accreditation.
[bookmark: H6C3ECA77BD6F46B094E85AA1824E5FFD]“(E) The operations of such person shall be in accordance with generally accepted professional and ethical business practices.
[bookmark: H2576555695F445768C4680251F992666][bookmark: H4C5B8CFF3A2846EA988896107DE9C9A5]“(F) Such person shall include in its request for accreditation a commitment to, at the time of accreditation and at any time it is performing activities pursuant to this section— 
“(i) certify that the information reported to the Secretary accurately reflects the data or operations reviewed;
[bookmark: HA8E8FFF16B044393BCB9FD375B3535EA]“(ii) limit work to that for which competence and capacity are available;
[bookmark: H0607115F7AFF451FAF03C4303512CBCC]“(iii) treat information received or learned, records, reports, and recommendations as proprietary information of the person submitting such information; and
[bookmark: HCC067B1E287F41A78F35D464292D2CD9]“(iv) in conducting the activities for which the person is accredited in respect to a particular in vitro clinical test, protect against the use of any employee or consultant who has a financial conflict of interest regarding that in vitro clinical test.
[bookmark: H8738D7E966D049359B97F4E3BD798ABA]“(2) The Secretary may waive any requirements in subparagraphs (1)(A), (1)(B), or (1)(C) upon making a determination that such person has implemented other appropriate controls sufficient to ensure a competent and impartial review.
[bookmark: H19963ECD30254D868E78F0E799BCFFEF][bookmark: HA446834BDA8A489B838FA1D189F804A6]“(d) COMPENSATION OF ACCREDITED PERSONS.— 
[“(1) [Compensation of an accredited person who reviews an application for [precertification] or an application for premarket approval shall be determined by agreement between the accredited person and the person who engages the services of the accredited person, and shall be paid by the person who engages such services.]]
[bookmark: HB7C46B8CC2F3450FB5CEA55570F70C4D]“(2) Compensation of an accredited person who is conducting an inspection under section 704 shall be determined by agreement between the accredited person and the person who engages the services of the accredited person, and shall be paid by the person who engages such services.
[bookmark: H5A05D10A15DC4B13AD5B5778F16C4F5F]“(e) COOPERATIVE AGREEMENTS.—The Secretary is authorized to enter into cooperative arrangements with officials of foreign countries to ensure that adequate and effective means are available for purposes of determining, from time to time, whether in vitro clinical tests intended for use in the United States by a person whose facility is located outside the United States shall be refused admission on any of the grounds set forth in section 801(a).

“SEC. 587Q. STANDARDS.
[bookmark: HC5167E1A682C4926957D4CD80D9A062B]“(a) IN GENERAL.—The Secretary may by order establish performance standards for an in vitro clinical test or test group to provide reasonable assurance of the analytical validity, clinical validity, or as applicable safety, of that in vitro clinical test or test group.
[bookmark: H657915356A84488BB5F71C48D72B0209]“(b) CONSENSUS STANDARDS.—In establishing performance standards under subsection (a), the Secretary may recognize and adopt, in whole or in part, consensus standards developed by national or international standards development organizations. The Secretary shall issue guidance establishing the criteria and process for such recognition and adoption.
[bookmark: H29A438E7CDA3444C8C3B4D187DDB1935]“(c) ORDER PROCESS.—In establishing a standard under this section, the Secretary shall issue a draft order proposing to establish a performance standard and shall provide for a comment period of not less than 60 days. The Secretary in his discretion, at his own initiative or in response to a petition by any interested person, may choose to seek the recommendation of an advisory committee concerning a proposed standard either prior to or after issuance of a proposed order. After considering the comments, the Secretary shall issue a final order adopting the proposed standard, adopting a modification of the proposed standard, or terminating the proceeding.
[bookmark: H76AF0193FF9148389A8FC4F9C26C60B7]“(d) AMENDMENT PROCESS.—The procedures established in this section or in guidance issued under this section shall apply to amendment of an existing performance standard.

“SEC. 587R. INVESTIGATIONAL USE.
[bookmark: H683A7F27FB8648459A0926A25136ED70]“(a) IN GENERAL.—Except as provided in subsection (c), an in vitro clinical test for investigational use shall be exempt from the requirements of this subchapter other than sections 587A, 587O, and 587V.
[bookmark: H0956035A5AAE40C094A5812BA117F83A]“(b) AMENDMENTS.—The Secretary shall amend part 812 of title 21 of the Code of Federal Regulations, or successor regulations, to apply as the Secretary deems appropriate to in vitro clinical tests and to implement the requirements in subsection (c). The Secretary shall amend parts 50, 54, and 56 of title 21 of the Code of Federal Regulations, or successor regulations, to apply as the Secretary deems appropriate to in vitro clinical tests. Until each such amendment takes effect, each such regulation shall be interpreted to apply to in vitro clinical tests.
[bookmark: H276F2CEDAAF7431F9B13A0FF4E76741C][bookmark: H67F63FDBE94C4805A292296F19511B53]“(c) APPLICATION FOR AN EXEMPTION.— 
[bookmark: H3F0CA69FEAA2457EAD7BD67FA03D2BDF]“(1) IN GENERAL.— 
[bookmark: H05FCCC5687274513976BD8FCF5F8E0CA]“(A) In the case of an in vitro clinical test the investigational use of which poses a significant risk, a sponsor of an investigation of such a test seeking an investigational use exemption shall submit to the Secretary an investigational use application with respect to the test in accordance with paragraphs (2) and (3). For purposes of this subparagraph, the term ‘significant risk’ means, with respect to an in vitro clinical test that is the subject of an investigational use application, that the use of the test— 
“(i) is a use of substantial importance in performing an activity or activities described in subsection (ss)(1)(A) for, a serious or life-threatening disease or condition without confirmation of the diagnosis by a medically established means;
[bookmark: H48EF68759E224E8984F8F42986CFEEEF]“(ii) requires an invasive sampling procedure; or
[bookmark: H3706FA01BB144885B1631603EECB6BA6]“(iii) otherwise presents a reasonably foreseeable serious risk to the health of a human subject.
[bookmark: H991EF1605AEF4A91937B1B4DBBAC4C75][bookmark: H786900F6DA6849829384A0FD682BF020]“(B) In the case of an in vitro clinical test, the investigational use of which does not pose a significant risk— 
[bookmark: H6913E4CF714D488DAF7297E1ADD0CB49]“(i) the sponsor of such investigation shall comply with— 
“(I) the requirements specified in paragraphs (3)(A), (3)(B), and (5)(A)(iii); and
[bookmark: H9999D579089E4B7BAC93642F914D4EAF]“(II) such other requirements as the Secretary may determine to be necessary for the protection of the public health and safety, including the monitoring of investigations conducted with such test, the establishment and maintenance of records, or the submission to the Secretary of reports of data obtained as a result of the investigational use of the in vitro clinical test during the period covered by the exemption; and
[bookmark: H03E12AD0B9644C7B80C84D171CA81691]“(ii) the sponsor may rely on any exception or exemption identified in paragraph (5)(B) or as established by the Secretary in regulations issued under subsection (b).
[bookmark: HCF5BC46D30AA4F94B450494610EA845E][bookmark: H21A78F2BAED540188859AD0B0186824E]“(2) APPLICATION CONTENTS.—An investigational use application shall be submitted in such time and manner and contain such information as the Secretary may require in regulation, and shall include assurances to the satisfaction of the Secretary that the sponsor involved shall, with respect to the in vitro clinical test that is the subject of the application— 
“(A) establish and maintain any records relevant to such in vitro clinical test; and
[bookmark: HD6A6BCADBB694354BE0659815F42DF1E][bookmark: HFFDF28031E1741508608D6794B1F3048]“(B) submit to the Secretary reports of data obtained as a result of the investigational use of the in vitro clinical test during the period covered by the exemption that the Secretary reasonably determines will enable the Secretary— 
“(i) to ensure compliance with the conditions for approval specified in paragraph (3);
[bookmark: HC4D5CFE6A8C641CA958736AA49F23ABA]“(ii) to review the progress of the investigation involved; and
[bookmark: HF4CA1C65B0D24CC3A8DE0D79645E7EB1]“(iii) to evaluate the analytical validity and clinical validity of such test.
[bookmark: H01D844986CE545FD94AA66B46E256205][bookmark: H7C96B6BC63AB46CCB74F1988BEB07B59]“(3) CONDITIONS OF APPROVAL.—An investigational use application with respect to an in vitro clinical test shall only be approved if each of the following conditions is met: 
“(A) The Secretary finds that the risks to the subjects of the in vitro clinical test are outweighed by the anticipated benefits to the subjects and the importance of the knowledge to be gained, informed consent is adequate or waived, the investigation is scientifically sound, and there is no reason to believe that the in vitro clinical test as used is ineffective.
[bookmark: HA3BBEDC67DB14F35953352A38E959BDF]“(B) The proposed labeling for the in vitro clinical test involved clearly and conspicuously states ‘For investigational use’.
[bookmark: H1C51390E2F544F44944027356971BEE2]“(C) The sponsor submitting such application complies with the requirements of this section and such other requirements as the Secretary determines to be necessary for the protection of the public health and safety and requires in regulation.
[bookmark: H8E7F9DDB86F446EF97C6C90928B57058]“(4) COORDINATION WITH INVESTIGATIONAL NEW DRUG APPLICATIONS.—Any requirement for the submission of a report to the Secretary pursuant to an investigational new drug application involving an in vitro clinical test shall supersede the reporting requirement in paragraph (2)(B), but only to the extent the requirement with respect to the investigational new drug application is duplicative of the reporting requirement under such paragraph.
[bookmark: H27A07448F59D4A73B8DBAB5642E3AC07][bookmark: H37871CCD7A4F428E93DAD0039AD5925D]“(5) INVESTIGATION PLAN REQUIREMENTS.— 
[bookmark: HA59CDC71BD9F40F98329472786CB4628]“(A) IN GENERAL.—With respect to a plan submitted under paragraph (3)(B), the sponsor submitting such plan shall— 
“(i) in the case of such a plan submitted to an institutional review committee, promptly notify the Secretary of the approval or the suspension or termination of the approval of such plan by an institutional review committee;
[bookmark: HE0405C3F80A243ADBF7AA52B4AA18730][bookmark: HCE52C68A95A34984B2FA237A7AF313EC]“(ii) in the case of an in vitro clinical test to be distributed or otherwise made available to investigators for clinical testing, obtain, and submit to the Secretary, signed agreements from each of the individuals carrying out the investigation that is the subject of such plan that— 
“(I) any testing under such plan involving human subjects will be under the supervision of such individual;
[bookmark: H13499B4C8FF4463FB70EDF96F691B21E]“(II) any testing under such plan will be conducted in compliance with the investigational plan and applicable regulations;
[bookmark: H555AD8001A82423FABB5FC3931596780]“(III) the individual will ensure that informed consent is obtained from each such human subject, except in cases specifically exempted pursuant to this section; and
[bookmark: HEC46FA333CCC454C959A36D4833F8831]“(IV) the individual will comply with additional investigator obligations as set forth in the final rule issued pursuant to subsection (b); and
[bookmark: H5F9E89E7942C457194FE735412614D6A][bookmark: H26F11C89221448E9ACEDAA9949F4349D]“(iii) submit an assurance to the Secretary that informed consent will be obtained from each human subject (or the representative of such subject) of proposed clinical testing involving such in vitro clinical test, except in the following cases, for which informed consent is not required, subject to such other conditions as the Secretary may prescribe— 
“(I) the proposed clinical testing poses no more than minimal risk to the human subject and includes appropriate safeguards to protect the rights, safety, and welfare of the human subject; or
[bookmark: HA889F4D8212A481CACD78490945B2C8A][bookmark: HB74A4EFD0BCA4D82AD0C9AF0AB272262]“(II) the investigator conducting or supervising the proposed clinical testing determines (subject to subparagraph (B)(ii), with the concurrence of a licensed physician who is not involved in the testing of the human subject) in writing that— 
“(aa) there exists a life-threatening situation involving the human subject of such testing which necessitates the use of such in vitro clinical test;
[bookmark: H0FB5F9D8E0324889AC49AC98DDD0A5B0]“(bb) it is not feasible to obtain informed consent from the subject; and
[bookmark: H4D8B7D29DC96467ABBC2A4876D8B9D4A]“(cc) there is not sufficient time to obtain such consent from a representative of such subject.
[bookmark: H80A2B79D21F543C7A1C14496807F09D6][bookmark: H23C5EEABD2F84FA8AF452180E4DCBBC3]“(B) EXCEPTIONS.— 
“(i) SIGNED AGREEMENTS NOT REQUIRED.—Subparagraph (A)(iii) shall not apply to the distribution of or other arrangements by a sponsor to make available an in vitro clinical test to an investigator that is employed by the sponsor.
[bookmark: H27394E9D18EE4F89A230D07688661B35][bookmark: H2DC986AD5520430098719A58428405D5]“(ii) CONCURRENCE OF PHYSICIAN NOT REQUIRED.—The requirement to obtain the concurrence of a licensed physician or informed consent from the human subject’s representative with respect to a determination under subparagraph (A)(iii)(II) shall not apply if— 
“(I) immediate use of the in vitro clinical test in the investigation involved is required to save the life of the human subject; and
[bookmark: H572F038698454577B7D405F0DC535A6B]“(II) there is not sufficient time to obtain such concurrence.
[bookmark: HF2D28A1D27A54601A90535FAF1A0559B][bookmark: H418B2BC10F1E4418ACEADCD5FC45C001]“(iii) INFORMED CONSENT NOT REQUIRED WITH RESPECT TO CERTAIN SPECIMENS.—Notwithstanding subparagraph (A)(iii)(II), the informed consent of human subjects shall not be required with respect to clinical testing conducted as part of an investigation, if— 
“(I) the clinical testing uses remnants of specimens collected for routine clinical care or analysis that would have been discarded, leftover specimens that were previously collected for other research purposes, or specimens obtained from specimen repositories;
[bookmark: H13F21CFA21B64701A914A8BF709A3C74]“(II) the identity of the subject of the specimen is not known to, and may not readily be ascertained by, the investigator or any other individual associated with the investigation, including the sponsor;
[bookmark: H603CC138F053476985AABC3B2F0C7D70]“(III) any clinical information that accompanies the specimens does not make the specimen source identifiable to the investigator or any other individual associated with the investigation, including the sponsor;
[bookmark: HD6F4C3E026FC46299FC7CB63BF6B8378]“(IV) the individuals caring for the human subjects as patients are different from, and do not share information about the patient with, the individuals conducting the investigation; and
[bookmark: HF7D01167AB004BE2BF5A8B8A2C74414B]“(V) the specimens are provided to the investigators without personally identifiable information and the supplier of the specimens has established policies and procedures to prevent the release of personally identifiable information.
[bookmark: HAF22BE4B225F4BC6BB318401BA640981][bookmark: H341E68A9B3164079B6790E320DB7AF61]“(6) VARIATION.—The requirements imposed under this subsection with respect to an investigational use application may vary based on— 
“(A) the scope and duration of clinical testing to be conducted under investigation that is the subject of such application;
[bookmark: HE3690FE15AA745778EA59663CD4DFB64]“(B) the number of human subjects that are to be involved in such testing;
[bookmark: H27028B4B27C54ED8AFA74574888C577B]“(C) the need to permit changes to be made in the in vitro clinical test involved during testing conducted in accordance with a plan required under paragraph (3)(B); or
[bookmark: H251D5FC832724399B765A10798A04826]“(D) whether the clinical testing of such in vitro clinical test is for the purpose of developing data to obtain approval to offer such test.
[bookmark: H04D236535B9B40B4B5F5E5B5D71CF4FA][bookmark: H6B1CA8E034F840AC913CDF87BFBD0EB1]“(d) REVIEW OF APPLICATIONS.— 
“(1) IN GENERAL.—The Secretary may issue an order approving an investigation as proposed, approving it with conditions or modifications, or disapproving it.
[bookmark: H8564FB0B5968425C9A663A7A24CF356F]“(2) FAILURE TO ACT.—Unless the Secretary, not later than the date that is 30 calendar days after the date of the submission of an investigational use application that meets the requirements of subsection (c)(2), issues an order under subsection (d)(1) and notifies the sponsor submitting the application, the application shall be treated as approved as of such date without further action by the Secretary.
[bookmark: HD0A7B269B3324F7FB498DC0F80F7BDB4]“(3) DISAPPROVAL.—The Secretary may disapprove an investigational use application submitted under this subsection if the Secretary determines that the investigation with respect to which the application is submitted does not conform to the requirements of subsection (c)(3). A notification of such disapproval submitted to the sponsor with respect to such an application shall contain the order of disapproval and a complete statement of the reasons for the Secretary’s disapproval of the application.
[bookmark: HC9672E51380444CFAA885C2A5D95FC52][bookmark: HA03DB72C38EA45B4BC45E79F47205700]“(e) WITHDRAWAL OF APPROVAL.— 
“(1) IN GENERAL.—The Secretary may, by administrative order, withdraw the approval of an exemption granted under this subsection with respect to an in vitro clinical test, including an exemption granted based on the Secretary’s failure to act pursuant to subsection (d)(2), if the Secretary determines that the test does not meet the applicable conditions under subsection (c)(3) for such approval.
[bookmark: HF35B66FD6AFB438DAADA782E1592602B][bookmark: HABB07F0E529C46FF894DF3F331362A88]“(2) OPPORTUNITY TO BE HEARD.— 
“(A) IN GENERAL.—Subject to subparagraph (B), an order withdrawing the approval of an exemption granted under this subsection may be issued only after the Secretary provides the applicant or sponsor of the test with an opportunity for an informal hearing.
[bookmark: H93EA10FA00D14AF1B4677B0EDD710DD7]“(B) EXCEPTION.—An order referred to in subparagraph (A) with respect to an exemption granted under this subsection may be issued on a preliminary basis before the provision of an opportunity for an informal hearing if the Secretary determines that the continuation of testing under the exemption will result in an unreasonable risk to the public health. The Secretary will provide an opportunity for an informal hearing promptly following any preliminary action under this subparagraph.
[bookmark: H8FFAABCF39A94190A0ED00E64D93E411][bookmark: HA7EFF92F30984F1887F0ECDD90366433]“(f) CHANGES.— 
[bookmark: HC47003BBE71442E598F6B6B9BC23F675]“(1) IN GENERAL.—The amended regulations under subsection (b) shall provide, with respect to an in vitro clinical test for which an exemption under this subsection is in effect, procedures and conditions under which the changes to the test are allowed without the additional approval of an application for an exemption or the approval of a supplement to such an application. Such regulations shall provide that such a change may be made if— 
“(A) the sponsor or applicant determines, on the basis of credible information (as defined by the Secretary) that the change meets the conditions specified in paragraph (2); and
[bookmark: H05E6DDB1AEA3427782B33FA427F21D24]“(B) the sponsor or applicant submits to the Secretary, not later than 5 calendar days after making the change, a notice of the change.
[bookmark: H98F45CA8872C4BD4A5CE67DCBB7FD80C][bookmark: HF56BBE6BDAEB4A9D987CCC5C8761044D]“(2) CONDITIONS.—The conditions specified in this paragraph are that— 
[bookmark: HE33F25AE310E43FABE933938636998A8]“(A) in the case of developmental changes to an in vitro clinical test (including manufacturing changes), the changes— 
“(i) do not constitute a significant change in design or in basic principles of operation;
[bookmark: H4278710B82A4402DA5DCF6042A90F10F]“(ii) do not affect the rights, safety, or welfare of the human subjects (if any) involved in the investigation; and
[bookmark: HDAE659643CDE4D3D96814155F905EFDB]“(iii) are made in response to information gathered during the course of an investigation; and
[bookmark: HC62FA219BAA24B0592F87CC4B95239AE][bookmark: H24690AD82D16459C812E630D6FCCF9F0]“(B) in the case of changes to clinical protocols applicable to the test, the changes do not affect— 
“(i) the validity of data or information resulting from the completion of an approved clinical protocol;
[bookmark: HBB0962CAD64745619682EAD88F1F22F7]“(ii) the scientific soundness of a plan submitted under subsection (cc)(3)(B); or
[bookmark: H8550781371494554AFA45407ACA13209]“(iii) the rights, safety, or welfare of the human subjects (if any) involved in the investigation.
[bookmark: H6B4CBA64A6F6473387CAB95A8DCC3266][bookmark: HAE65996BE5194227AED4C4CD499723B5]“(g) CLINICAL HOLD.— 
“(1) IN GENERAL.—At any time, the Secretary may impose a clinical hold with respect to an investigation of an in vitro clinical test if the Secretary makes a determination described in paragraph (2). The Secretary shall, in imposing such clinical hold, specify the basis for the clinical hold, including the specific information available to the Secretary which served as the basis for such clinical hold, and confirm such determination in writing. The applicant or sponsor may immediately appeal any such determination pursuant to section 587O.
[bookmark: H351EC23A2EC349B7A29E58A328E47CAA][bookmark: H199DD5AAD9314D2E8C3B87D490AAD6B8]“(2) DETERMINATION.—For purposes of paragraph (1), a determination described in this subparagraph with respect to a clinical hold is a determination that— 
“(A) the in vitro clinical test involved represents an unreasonable risk to the safety of the persons who are the subjects of the clinical investigation, taking into account the qualifications of the clinical investigators, information about the in vitro clinical test, the design of the clinical investigation, the condition for which the in vitro clinical test is to be investigated, and the health status of the subjects involved; 
[bookmark: HCD1706330C544F95A7CB6BABD43CA844]“(B) the clinical hold should be issued for such other reasons as the Secretary may by regulation establish: or
[bookmark: HA9185554956C4DC99AB471D7C40E2DEC]“(C) any written request to the Secretary from the sponsor of an investigation that a clinical hold be removed shall receive a decision, in writing and specifying the reasons therefor, within 30 days after receipt of such request. Any such request shall include sufficient information to support the removal of such clinical hold.

“SEC. 587S. EMERGENCY USE AUTHORIZATION.
“An in vitro clinical test may be authorized for use in emergency, and used, held, and developed for such use, pursuant to sections 564, 564A, 564B, and 564C.

“SEC. 587T. COLLABORATIVE COMMUNITIES FOR IN VITRO CLINICAL TESTS.
[bookmark: H6A66A17E687744A3B70E8099DF252F17][bookmark: H10B945B76B6A4C56B5C95112F86D922F]“(a) IN GENERAL.— 
“(1) The Secretary may initiate, establish and participate in collaborative communities of public and private participants that may provide recommendations and other advice to the Secretary on the development and regulation of in vitro clinical tests.
[bookmark: H328E0E4BC98D403B8590AC4D1C8A94D1]“(2) A collaborative community under this section shall have broad representation of interested private and public-sector stakeholder communities and may include patients, care partners, academics, healthcare professionals, healthcare systems, payers, Federal and State agencies, international regulatory bodies, industry, or other interested entities or communities.
[bookmark: H03CCA56827514D4EB5339BDB8B12D280][bookmark: H7128F7061A8542A9AC6A1EE3885C6DBE]“(b) RECOMMENDATIONS.—A collaborative community may make recommendations to the Secretary on matters including— 
“(1) mitigating measures for in vitro clinical tests;
[bookmark: HBBF87E65254446BFA7170F3C11DB0FD2]“(2) standards development activities and performance standards for in vitro clinical tests;
[bookmark: H804957B2ADBE4DC68A171920A59BFA51]“(3) scientific and clinical evidence to support new claims for in vitro clinical tests;
[bookmark: H16D05DA594A7475F9896262B57F26C0A]“(4) new technologies and methodologies for in vitro clinical tests;
[bookmark: H3A13F10CFE7B439D9E017F87E4364C23]“(5) stakeholder engagement;
[bookmark: H48079E835D8B4023807DAD9F3841E737]“(6) new approaches and solutions to multifaceted problems involving diverse stakeholders; and
[bookmark: HE12851C8BE904363A4FBDF580A861163]“(7) development of effective policies and processes.
[bookmark: H9DB4A72A8C474C8DAB7006FF78D66D23]“(c) USE BY SECRETARY.—The Secretary may adopt one or more recommendations made under subsection (b), or otherwise incorporate the feedback from collaborative communities, in its application of its authorities under this subchapter to one or more in vitro clinical tests or a group of in vitro clinical tests, as appropriate.
[bookmark: HAA21BFA2A1B9478F985B79C3C238AD72][bookmark: H499B688D80D447B58F9A89B38D4D9DDC]“(d) TRANSPARENCY.—The Secretary shall— 
“(1) publish on the internet website of the Food and Drug Administration matters for which it is seeking comments or recommendations;
[bookmark: HBA3F81E0E8E54370A55A7B0389165F56]“(2) maintain a list of Collaborative Communities recognized by the Secretary and make this list available on the internet website of the Food and Drug Administration; and
[bookmark: H4403DF64C93D4BFEA952F39484751F31]“(3) post on the internet website of the Food and Drug Administration at least once every year a report on the recommendations it has adopted from Collaborative Communities.
[bookmark: H2396F8D2B40946FEA165D1ED6EB77631]“(e) EXCEPTION.—The Federal Advisory Committee Act in the appendix to title 5 shall not apply to collaborative communities established and used in accordance with this section.

“SEC. 587U. COMPREHENSIVE TEST INFORMATION SYSTEM.
“[placeholder]

“SEC. 587V. PREEMPTION.
[bookmark: HE0B764663AB44E63B280F11DE1D786C7]“(a) IN GENERAL.—No State, tribal, or local government (or political subdivision thereof) may establish or continue in effect any requirement related to the development, manufacture, labeling, distribution, sale, or use of an in vitro clinical test that is different from, or in addition to, the requirements of this subchapter.
[bookmark: H208C409AB4CE4057A117F6AC98363921][bookmark: HC9271A0CE6B44516A9C24515F5388847]“(b) EXCEPTIONS.—Subsection (a) shall not be construed to affect the authority of a State, tribal, or local government— 
[“(1) to license laboratory personnel, health care practitioners, or health care facilities or to regulate any aspect of a health care practitioner-patient relationship; or]
[bookmark: H5B3840E7C40E47BAAB968DA30E9E6D33][“(2) to enforce laws of general applicability, such as zoning laws, environmental laws, labor laws, and general business laws.]
[bookmark: HEDEA4EE7F9B34006ACA7458E14F389D7]“(c) CLARIFICATION.—This section shall not be construed to shift liability to health care practitioners or other users.

“SEC. 587W. ADULTERATION.
“An in vitro clinical test shall be deemed to be adulterated:
[bookmark: HEB0B33D6438A44889997C8E69914E550]“(1) If it consists in whole or in part of any filthy, putrid, or decomposed substance.
[bookmark: H4AC67C2550E44B3B956574ACF5278D33]“(2) if it has been prepared, packed, or held under insanitary conditions whereby it may have been contaminated with filth, or whereby it may have been rendered injurious to health.
[bookmark: H985AA4A4B77C4BBBBD036B036EB19B5F]“(3) if its package is composed, in whole or in part, of any poisonous or deleterious substance which may render the contents injurious to health.
[bookmark: H8ACA14FC4407470581AACD660D5192DD]“(4) if it bears or contains, for purposes of coloring only, a color additive which is unsafe within the meaning of section 721(a).
[bookmark: HA8F4E3E5B1434305B18A8F482CCDBCDF]“(5) If its analytical or clinical validity, or if applicable its safety, or its strength, purity, or quality, differs from or falls below that which it purports or is represented to possess.
[bookmark: H65008929FD774BD3B0E8E00DF815A3A1]“(6) If it is required to be, declared to be, purports to be, or is represented as being, in conformity with any standard established or recognized under section 587Q unless such in vitro clinical test is in all respects in conformity with such standard.
[bookmark: H24DB9FE0114D4B48A001E5FFEF0FC994]“(7) If it is required to be in conformity with a mitigating measure established under section 587E unless such in vitro clinical test is in all respects in conformity with such mitigating measure.
[bookmark: H73A3D17792C44DC48B918CB947933E30][bookmark: HFDB76C44631747F5884247EDFD6C4DF5]“(8) If it fails to have an approved premarket application under section 587B unless such in vitro clinical test can be lawfully offered— 
“(A) for clinical use pursuant to an exemption under section 587A, [precertification] under section 587D;
[bookmark: HD88C0FD2685A41BE87C9D8E48A99BBA3]“(B) for emergency use pursuant to an authorization under section 587S; or
[bookmark: H812E7CFB63C94554ADC47BD1E6E3EE10]“(C) for investigational use pursuant to section 587R.
[bookmark: HA4EE0B3EE966436684C52FDFC21ECEB0]“(9) If it is not in conformity with any condition of approval established under section 587B, 587D, or 587S.
[bookmark: H3FAA8DD6FAA24431AEEA073FF7D2954E]“(10) If it purports to be an in vitro clinical test that is offered for clinical use or introduced into interstate commerce subject to an exemption under section 587A and it fails to meet or maintain any requirement of such exemption.
[bookmark: H9472EE7A74C24E49AC0BD71BC9869139]“(11) If it has been granted an exemption under section 587R for investigational use, and the person granted such exemption or any investigator who uses such in vitro clinical test under such exemption fails to comply with a requirement prescribed by or under such section.
[bookmark: HC2730A0FEA8842DB9F0BFFFE3E6F818D]“(12) If it fails to meet the quality system requirements prescribed in or established under section 587J, or the methods used in, or facilities or controls used for, its manufacture, packing, storage, or installation are not in conformity with applicable requirements established under such section.
[bookmark: H71ADEC25AFCC4542A35951F796C93673]“(13) If it has been manufactured, processed, packed or held in any establishment, factory, or warehouse and the owner, operator or agent of such establishment, factory, or warehouse delays, denies, or limits an inspection, or refuses to permit entry or inspection.
[bookmark: H305B4D146FEE49E98DF4D7A3B8A153AA]“(14) If it is not in compliance with any restriction established under section 587N.
[bookmark: H242AA918940F46258C6761C4C6238DA4]“(15) If it is a banned in vitro clinical test.

“SEC. 587X. MISBRANDING.
“ An in vitro clinical test shall be deemed to be misbranded:
[bookmark: H029AF485D1B24C2AB0266B3365CC0054]“(1) If its labeling is false or misleading in any particular.
[bookmark: HDF19295F5AA443188F3DB4BAAC278084][bookmark: H71C571DB39A84FEDB208BE39FAE98D2A]“(2) If in a package form unless it bears a label containing— 
“(A) the name and place of business of the test developer, manufacturer, packer, or distributor; and
[bookmark: HFA25E6F9E21F4DB580332B165C52E92A]“(B) an accurate statement of the quantity of contents in terms of weight, measure, or numerical count, subject to the authority of the Secretary to issue guidance to establish exemptions from the requirements of this subparagraph with respect to small packages.
[bookmark: HFBFC78978B704CAC81FF29968F7E101C]“(3) If any word, statement, or other information required by or under authority of this Act to appear on the label or labeling, including a test report, is not prominently placed thereon with such conspicuousness (as compared with other words, statements, designs, or devices, in the labeling) and in such terms as to render it likely to be read and understood by the ordinary individual under customary conditions of purchase and use.
[bookmark: HB8E2AEE000844506A8A26A300D2395A1]“(4) If it has an established name, unless its label bears, to the exclusion of any other nonproprietary name, its established name prominently printed in type at least half as large as that used thereon for any proprietary name or designation for such in vitro clinical test; provided, that the Secretary may issue guidance regarding exemptions to the extent compliance with this requirement is impracticable or unnecessary. The term ‘established name’ means the applicable official name established by the Secretary pursuant to regulation or the official name or title recognized in an official compendium, or if neither of these apply, then the common or usual name of such in vitro clinical test.
[bookmark: HC6FA0B1476034E9DAB4DCA4BAC665B76]“(5) Unless its labeling bears adequate directions for use and such adequate warnings as are necessary for the protection of users of the in vitro clinical test and recipients of the results of such in vitro clinical test, including patients, consumers, donors, and related health care professionals. Required labeling for in vitro clinical tests intended for use in health care facilities or by a health care professional may be made available solely by electronic means, provided that the labeling complies with all applicable requirements of law, and that the test developer, manufacturer, or distributor affords such users the opportunity to request the labeling in paper form, and after such request, promptly provides the requested information without additional cost.
[bookmark: H5501611A06FF4D61B732F216FCE61A26]“(6) If it is dangerous to health, including through absence, delay, or discontinuation in diagnosis or treatment, when used in the manner prescribed, recommended, or suggested in the labeling thereof.
[bookmark: H6520B5222E70427282FCEA1F73DFB517]“(7) If it was developed, manufactured, prepared, propagated, compounded, or processed in an establishment not duly registered under section 587I or it was not included in a notification under section 587I.
[bookmark: H59C1B4FD5CA94390B662B902967A39D2]“(8) In the case of any in vitro clinical test subject to restrictions established under section 587N, (1) if its advertising is false or misleading in any particular, (2) if it is offered for clinical use, sold, distributed, or used in violation of such restrictions, or (3) unless the test developer, manufacturer, or distributor includes in all advertisements and other descriptive printed matter that such person issues or causes to be issued, a brief statement of the intended uses of the in vitro clinical test and relevant warnings, precautions, side effects, and contraindications. This subsection shall not be applicable to any printed matter that the Secretary determines to be labeling as defined in section 201(m) or section 587K.
[bookmark: H4052C6F715C441FBAC9C094F2D600820]“(9) If it was subject to a mitigating measure established under section 587E, unless it bears such labeling as may be prescribed in such mitigating measure.
[bookmark: HCC34790E5F0A475E8535360936EE40B1]“(10) If it was subject to a standard established under section 587Q, unless it bears such labeling as may be prescribed in such standard.
[bookmark: H593AB25D36344D4496F1942495D763EE]“(11) Unless it bears such labeling as may be prescribed by or established under an applicable labeling requirement under this Act.
[bookmark: HCAC904A0FC8D4294BAE01024E2C7AA3E]“(12) If there was a failure or refusal to comply with any requirement prescribed under section 587I, or to comply with a requirement under section 587Y, or to provide any report, material, or information required under sections 587B, 587C, 587D, 587F, 587L, 587M, 587R, or 587S.

“SEC. 587Y. POSTMARKET SURVEILLANCE.
[bookmark: H71811142A6944CD58DE55F9D1B09CB63][bookmark: H3980848EFF7940FBA6DE9C2F9442127A]“(a) IN GENERAL.— 
“(1) In addition to other applicable requirements under this Act, the Secretary may require a developer to conduct postmarket surveillance of an in vitro clinical test (A) as a condition of approval under section 587B or by order at any time thereafter, or (B) as a mitigating measure established under section 587E.
[bookmark: HEA57783D3BB7400B95CDA89BBB16E052]“(2) The Secretary may order postmarket surveillance when he determines it necessary to assure that an in vitro clinical test will meet the relevant standard for its intended use or to mitigate a risk of patient harm from use of the in vitro clinical test.
[bookmark: H0AC6A7C0EC374E6885B7BADCE45FE350][bookmark: H6B4B2DC46DEF462391C79AE2BAE81447]“(b) SURVEILLANCE APPROVAL.— 
“(1) Each developer required to conduct a surveillance of an in vitro clinical test shall submit, within 30 days of receiving an order from the Secretary, a plan for the required surveillance. The Secretary, within 60 days of the receipt of such plan, shall determine if the person designated to conduct the surveillance has the appropriate qualifications and experience to undertake such surveillance and if the plan will result in useful data that can reveal unforeseen adverse events or other information necessary to protect the health of patients or the public.
[bookmark: HFE03CED896E046E388DC7BF94F95CC1A]“(2) The developer shall commence surveillance under this section not later than 15 months after the day on which the Secretary orders such postmarket surveillance.
[bookmark: HE279D502FB0941AAAA362E7328C02E30]“(3) The Secretary may order a prospective surveillance period of up to 36 months, except that the Secretary may require a longer period of prospective surveillance when necessary to assure the clinical validity or, as applicable, safety of an in vitro clinical test or test group.

“SEC. 587Z. ELECTRONIC FORMAT FOR SUBMISSIONS.
[bookmark: H63AE24119D6F47C49F3E0BC7AD05CB24]“(a) IN GENERAL.—All presubmissions and submissions to FDA for an in vitro clinical test shall include an electronic copy of such presubmission or submission.
[bookmark: HBB4B7F44FC6A43A585E61D4EC3496539]“(b) ELECTRONIC FORMAT.—Beginning on such date as the Secretary specifies in final guidance issued under subsection (c), presubmissions and submissions for in vitro clinical tests (and any appeals of action taken by the Secretary with respect to such presubmissions and submissions) shall be submitted solely in such electronic format as specified by the Secretary in such guidance.
[bookmark: H063367E0E06649CCA83C312A5D9224E5][bookmark: HB16AD1184A1A4CB4A50465BDE133E352]“(c) GUIDANCE.—The Secretary shall issue guidance implementing this section. In such guidance, the Secretary may— 
“(1) provide standards for the electronic copy required under subsection (a) or the submission in electronic format required under subsection (b);
[bookmark: HC0015083FF354B2CB28095B874590B10]“(2) set forth criteria for waivers of or exemptions from the requirements of subsections (a) or (b); and
[bookmark: HDE67B568B8064A158F51F7D15AFDFB3D]“(3) provide any other information for the efficient implementation and enforcement of this section.

“SEC. 587AA. POSTMARKET REMEDIES.
[bookmark: H875F234004B54A3D948B686FAD64B19A][bookmark: H058DDE40E5604F63801223693A705DB7]“(a) SAFETY NOTICE.— 
“(1) If the Secretary determines that an in vitro clinical test presents an unreasonable risk of substantial harm to the public health, and notification under this subsection is necessary to eliminate the unreasonable risk of such harm and no more practicable means is available under the provisions of this Act (other than this section) to eliminate the risk, the Secretary may issue such order as may be necessary to assure that adequate safety notice is provided in an appropriate form, by the persons and means best suited under the circumstances, to all health professionals who prescribe, order, or use the in vitro clinical test and to any other person (including developers, manufacturers, importers, distributors, retailers, and users) who should properly receive such notice.
[bookmark: H04C1CE209BFF4BF79E3782511BF9443E]“(2) An order under this subsection shall require that the individuals subject to the risk with respect to which the order is to be issued be included in the persons to be notified of the risk unless the Secretary determines that notice to such individuals would present a greater danger to the health of such individuals than no such notice. If the Secretary makes such a determination with respect to such individuals, the order shall require that the health professionals who prescribed, ordered, or used the in vitro clinical test provide notice to the individuals for whom the health professionals prescribed, ordered, or used such test, of the risk presented by such in vitro clinical test and of any action which may be taken by or on behalf of such individuals to eliminate or reduce such risk.
[bookmark: H0FA08D15CC474889BF00CD8F35A77534][bookmark: H82AF7E42D068442B8735B4C198CFDF06]“(b) REPAIR, REPLACEMENT, OR REFUND.— 
[bookmark: H04312BDA0631495A94A71CA8FE9BA29C][bookmark: H8EBEEABAA4B3440CBB37D5EBA3E83A98]“(1)(A) If, after affording opportunity for an informal hearing, the Secretary determines that— 
“(i) an in vitro clinical test presents an unreasonable risk of substantial harm to the public health,
[bookmark: H718EA08E62574A5D8611BF34AAE1908C]“(ii) there are reasonable grounds to believe that the in vitro clinical test was not properly designed or manufactured with reference to the state of the art as it existed at the time of its design or manufacture,
[bookmark: H230C3A173235445D8559D2634E54CF3B]“(iii) there are reasonable grounds to believe that the unreasonable risk was not caused by failure of a person other than a developer, manufacturer, importer, distributor, or retailer of the in vitro clinical test to exercise due care in the installation, maintenance, repair, or use of the in vitro clinical test, and
[bookmark: H5C6626C9318A48B692BE4ED9EE0A9B31]“(iv) the notice authorized by subsection (a) would not by itself be sufficient to eliminate the unreasonable risk and action described in paragraph (2) of this subsection is necessary to eliminate such risk,
the Secretary may order the developer, manufacturer, importer, or any distributor of such in vitro clinical test, or any combination of such persons, to submit to him within a reasonable time a plan for taking one or more of the actions described in paragraph (2). An order issued under the preceding sentence which is directed to more than one person shall specify which person may decide which action shall be taken under such plan and the person specified shall be the person who the Secretary determines bears the principal, ultimate financial responsibility for action taken under the plan unless the Secretary cannot determine who bears such responsibility or the Secretary determines that the protection of the public health requires that such decision be made by a person (including a health professional or user of the in vitro clinical test) other than the person he determines bears such responsibility.
[bookmark: HCCACF69D6F354E24BE9F7ECF467D7D1F]“(B) The Secretary shall approve a plan submitted pursuant to an order issued under subparagraph (A) unless he determines (after affording opportunity for an informal hearing) that the action or actions to be taken under the plan or the manner in which such action or actions are to be taken under the plan will not assure that the unreasonable risk with respect to which such order was issued will be eliminated. If the Secretary disapproves a plan, he shall order a revised plan to be submitted to him within a reasonable time. If the Secretary determines (after affording opportunity for an informal hearing) that the revised plan is unsatisfactory or if no revised plan or no initial plan has been submitted to the Secretary within the prescribed time, the Secretary shall (i) prescribe a plan to be carried out by the person or persons to whom the order issued under subparagraph (A) was directed, or (ii) after affording an opportunity for an informal hearing, by order prescribe a plan to be carried out by a person who is a manufacturer, importer, distributor, or retailer of the in vitro clinical test with respect to which the order was issued but to whom the order under subparagraph (A) was not directed.
[bookmark: H14D22E13FA0B4010A5575D67DF95A760][bookmark: H0F17D1B49A59417D859E47F8DE1A8E92]“(2) The actions which may be taken under a plan submitted under an order issued under paragraph (1) are as follows: 
“(A) To repair the in vitro clinical test so that it does not present the unreasonable risk of substantial harm with respect to which the order under paragraph (1) was issued.
[bookmark: H7F674E8DA1B14A30B4B16392625FFDCF]“(B) To replace the in vitro clinical test with a like or equivalent test which is in conformity with all applicable requirements of this Act.
[bookmark: H8830B21BF81842B2A0C69D651A879525]“(C) To refund the purchase price of the in vitro clinical test (less a reasonable allowance for use if such in vitro clinical test has been in the possession of the user for one year or more at the time of notice ordered under subsection (a), or at the time the user receives actual notice of the unreasonable risk with respect to which the order was issued under paragraph (1), whichever occurs first).
[bookmark: H437B48881C214BE4A0EE1CC8CE7D2C0D]“(3) No charge shall be made to any person (other than a developer, manufacturer, importer, distributor or retailer) for availing himself of any remedy, described in paragraph (2) and provided under an order issued under paragraph (1), and the person subject to the order shall reimburse each person (other than a developer, manufacturer, importer, distributor, or retailer) who is entitled to such a remedy for any reasonable and foreseeable expenses actually incurred by such person in availing himself of such remedy.
[bookmark: HA9A4BA7A5F894A039748164677E9ACF6]“(c) REIMBURSEMENT.—An order issued under subsection (b) of this section with respect to an in vitro clinical test may require any person who is a developer, manufacturer, importer, distributor, or retailer of the in vitro clinical test to reimburse any other person who is a developer, manufacturer, importer, distributor, or retailer of such in vitro clinical test for such other person’s expenses actually incurred in connection with carrying out the order if the Secretary determines such reimbursement is required for the protection of the public health. Any such requirement shall not affect any rights or obligations under any contract to which the person receiving reimbursement or the person making such reimbursement is a party.
[bookmark: H02D38BF014E5421DAA418BD8C885A1FF][bookmark: H15725A25C93A4F2D86239A56D366E41B]“(d) RECALL AUTHORITY.— 
[bookmark: H1793E8780FE84672938A73CDAA4211C6]“(1) If the Secretary finds that there is a reasonable probability that an in vitro clinical test would cause serious, adverse health consequences or death, including by the absence, delay, or discontinuation of diagnosis or treatment, the Secretary shall issue an order requiring the appropriate person (including the developers, manufacturers, importers, distributors, or retailers of the in vitro clinical test)— 
“(A) to immediately cease distribution of such in vitro clinical test, and
[bookmark: H2179CB5C7A854705B44079CBFFC89F45]“(B) to immediately notify health professionals and user facilities of the order and to instruct such professionals and facilities to cease use of such in vitro clinical test.
[bookmark: H055BF0790665443DBBB889AB5D5CC27E]“(2) The order issued under paragraph (1) shall provide the person subject to the order with an opportunity for an informal hearing, to be held not later than 10 days after the date of the issuance of the order, on the actions required by the order and on whether the order should be amended to require a recall of such in vitro clinical test. If, after providing an opportunity for such a hearing, the Secretary determines that inadequate grounds exist to support the actions required by the order, the Secretary shall vacate the order.
[bookmark: H6D30FB08987B4E108058DB39DE7974CC][bookmark: H4B1374ECBCC6474D8AE8B08BDEA99F56][bookmark: H4E2FE16BA2644A6D9870D5C042ADFA06]“(3)(A) If, after providing an opportunity for an informal hearing under paragraph (2), the Secretary determines that the order should be amended to include a recall of the in vitro clinical test with respect to which the order was issued, the Secretary shall, except as provided in subparagraphs (B) and (C), amend the order to require a recall. The Secretary shall specify a timetable in which the recall will occur and shall require periodic reports to the Secretary describing the progress of the recall. 
[bookmark: H054ED5B2ABCB43F993BA8484203752C9]“(B) An amended order under subparagraph (A)— 
[bookmark: H18DBB3FF11334BD9AAE6931ADD07D20E]“(i) shall— 
“(I) not include recall of the in vitro clinical test from individuals, and
[bookmark: HE541E820697C459C91F9BBEE386391A8]“(II) not include recall of an in vitro clinical test from device user facilities if the Secretary determines that the risk of recalling such in vitro clinical test from the facilities presents a greater health risk than the health risk of not recalling the in vitro clinical test from use, and
[bookmark: H47E722A315B74292A2B3D8D660B46169]“(ii) shall provide for notice to individuals subject to the risks associated with the use of such in vitro clinical test. In providing the notice required by this clause, the Secretary may use the assistance of health professionals who prescribed, ordered, or used such an in vitro clinical test for individuals.
[bookmark: H404C56F0238B4A8BB006CFBF58F36C35]“(4) The remedy provided by this subsection shall be in addition to remedies provided by subsections (a), (b), and (c).
[bookmark: HB4B0BE7ABEC349EAA41A84904E4475F1][bookmark: HB3529A0176514270B7387BEF9001F6C6]“(e) BANNING AUTHORITY.— 
“(1) Whenever the Secretary finds, based on all available data and information, that an in vitro clinical test presents substantial deception or an unreasonable and substantial risk of illness or injury, the Secretary may initiate a proceeding to issue an order to make such an in vitro clinical test a banned in vitro clinical test.
[bookmark: HF85DCF1C5ECA43E3BF4210D80152F926]“(2) The order issued under paragraph (1) shall provide the person subject to the order with an opportunity for an informal hearing, to be held not later than 10 days after the date of the issuance of the order, on the actions required by the order. If, after providing an opportunity for such a hearing, the Secretary determines that inadequate grounds exist to support the actions required by the order, the Secretary shall vacate the order.
[bookmark: H1D2899FEBA564E1BABD54506331D677B]“(3) If the Secretary determines to issue a final order banning the in vitro clinical test, the order may be made immediately effective.
[bookmark: HF31F703EB77A43FC9D3B8E71507263A4]“(f) EFFECT ON OTHER LIABILITY.—Compliance with an order issued under this section shall not relieve any person from liability under federal or state law. In awarding damages for economic loss in an action brought for the enforcement of any such liability, the value to the plaintiff in such action of any remedy provided him under such order shall be taken into account.”.

SEC. 4. PROHIBITED ACTS, ENFORCEMENT, AND OTHER PROVISIONS.
[bookmark: HE183FD8998644B3FA56F3AFA5EF80EBF][bookmark: HB1014C7CEC0D4505AF5D030D6B0B98A6](a) PROHIBITED ACTS.—Section 301 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 331) is amended— 
[bookmark: HE195DA43831C4BDEBCDA8CE26FE875D1](1) in paragraphs (a), (b), (c), (g), (k), (q), (r), and (y), by inserting “in vitro clinical test,” after “device,” each place it appears; and— 
(A) by adding at the end, the following: 
[bookmark: H7BF37970BF934CC78D8D0FF19A9CC104][bookmark: H82F25F7506424DCA9A4E47F4805DADA7][bookmark: HBF753828A01C4CA88CC197E92FE37B26]“(fff)(1) The introduction or delivery for introduction into interstate commerce of an in vitro clinical test in violation of section 587B(a). 
“(2) The false, fraudulent, or deceptive claiming for an in vitro clinical test of an exemption from the premarket review required under section 587B.
[bookmark: HB156830ABE744560BEFF3480F864C3DB]“(3) When claiming an exemption under section 587A from the premarket review required under section 587B, the failure to maintain complete and accurate documentation for the exemption as required under section 587A or the failure to provide labeling required under section 587A.
[bookmark: HBAA64859883A42438A2958543E3927D5]“(4) With respect to an in vitro clinical test, the submission of any report that is required by or under this Act that is false or misleading in any material respect.
[bookmark: H84D8E18CD6794837B304A76119EF4761][bookmark: H954BBCF4AA75440B814A6D46D85AC898]“(5) The making of a false, fraudulent, or materially deceptive analytical or clinical claim for an in vitro clinical test— 
“(A) in any application, report, or notification submitted to the Secretary under this Act; or
[bookmark: H15BD737E73D845338E30652E00D98D36]“(B) in the labeling or advertising of an in vitro clinical test.
[bookmark: H29ADA9EF36AD4FEFA684843614F1F47F]“(6) The failure to comply with a condition of approval, performance standard, mitigating measure, or restriction established in an order approving an application or supplement under section 587B or 587C; the failure to perform a risk analysis required by section 587B(f)(1); the failure to submit an annual report required under section 587B(j) or 587C(f); or the failure to complete postmarket studies required under section 587Y.
[bookmark: H98AE9F5954E44E788D62341B45F07A87][bookmark: HF1B1EC163BF24B0598AB92BEEC602DD0]“(7) The marketing of an in vitro clinical test in violation of— 
“(A) an order issued by the Secretary under section 587(a)(4); or
[bookmark: H34459162FADA466C9C797305C0D6A449]“(B) any requirement under section 587(a)(5).
[bookmark: HFD0DF134A2D741DD86B0BF196026E1ED]“(8) [With respect to precertification under section 587D, the refusal to permit, or unreasonable delay in permitting, an inspection authorized under section 587D(d)(3); the failure to comply with applicable requirements to submit an application or report under section 587D(e); or the failure to comply with applicable maintenance requirements under section 587D(f).]
[bookmark: H2B99049F44B34622BE0EBCE67902BE01]“(9) The failure to comply with an applicable mitigating measure established under section 587E or to maintain the documentation required under section 587E(c); or the failure to comply with a performance standard established under section 587Q.
[bookmark: HC5F31C840C9E48BB8153691966696034]“(10) The failure to register in accordance with section 587I, the failure to provide information required under section 587I(b), or the failure to maintain or submit information required under section 587I(c).
[bookmark: H734E7A2704AB4DC6BD08DEDB41631C0C]“(11) The failure to submit a report required under section 587L or 587M; the failure to comply with a restriction imposed under section 587N; or the failure to comply with labeling and advertising requirements under section 587N(b).
[bookmark: H7EC10CD69B8942B89EA42BF837561E1E]“(12) The failure to comply with the requirements of section 587P (relating to accredited persons).
[bookmark: HD9B5A9B9909240ADA87E2A4611DED213]“(13) The failure to comply with any requirement prescribed or established under section 587R; the failure to furnish any notification, information, material, or report required under section 587R; or the failure to comply with an order issued under section 587R.”.
[bookmark: H0240D47FBF1042C6825FF1349CC9E7C3][bookmark: H18BC7DA645844FCFB18CCA9342612E9A](b) PENALTIES.—Section 303(f)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 333(f)(1)) is amended— 
(1) in subparagraph (A), by inserting “or in vitro clinical tests” after “devices”; and
[bookmark: H1127AECCBA914117AD184E0654B8C494][bookmark: H61B118857292429890BFA19EBD84F747](2) in subparagraph (B)(i)— 
(A) by inserting “, or 587J or 587L,” after “520(f)”; and
[bookmark: HF1BB34BE4F97415E8C9A7E7DAB21D311](B) by inserting “, or who violates section 587M(b) with respect to a correction report” after “risk to public health”.
[bookmark: H0B60535A2E8446ECA917126A365B2681][bookmark: H1670898B423B4358AA4F23C5070A24E4](c) SEIZURE.—Section 304 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 334) is amended— 
[bookmark: HF86994BCBDB44469B444670CCCD946CD](1) in subsection (a)(2)— 
(A) by striking “and” before “(E) Any”; and
[bookmark: HC3F578581DE842738FA9CA36B4C21118](B) by inserting “, and (F) Any adulterated or misbranded in vitro clinical test” after “tobacco product”;
[bookmark: H962806946BDC41948647CAAD6688169E](2) in subsection (d)(1), by inserting “in vitro clinical test,” after “device,”; and
[bookmark: HC8154C5BC3CD40B6A163FAED3ED6EBB7][bookmark: HC94CBD5736DF45869E0BA7DA7338F94D](3) in subsection (g)— 
(A) in paragraph (1), by inserting “, in vitro clinical test,” after “device” each place it appears; and
[bookmark: H13DF38AFB74F47C58C06662B0CFC256E][bookmark: H9DD6C8C5394A4E7DA3AE7DC2D7B402DC](B) in paragraph (2)— 
(i) in subparagraph (A), by inserting “, in vitro clinical test,” after “device”; and
[bookmark: HAC989D207BE14CDA83954CC6A649A268](ii) in subparagraph (B), by inserting “or in vitro clinical test” after “device” each place it appears.
[bookmark: H8A7DB3CD6628475AA9D916414CFA1FEF](d) DEBARMENT, TEMPORARY DENIAL OF APPROVAL, AND SUSPENSION.—Section 306 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 335a) is amended by adding at the end the following: 
[bookmark: HDC8FB90CAFFD4EE3AD243C415119D720][bookmark: H1BD86EEAFCB74B3986E0CB91552CBA29]“(n) IN VITRO CLINICAL TESTS; MANDATORY DEBARMENT REGARDING THIRD-PARTY INSPECTIONS AND REVIEWS.— 
“(1) IN GENERAL.—If the Secretary finds that a person has been convicted of a felony under section 301(gg), 301(fff)(2), 301(fff)(5), or 301(fff)(8), the Secretary shall debar such person from being accredited under section 587P and from carrying out activities under an agreement described in section 803(b).
[bookmark: H21054CADD20746D09459D12EA207A6BC][bookmark: H8D1EB41C0CF44389AC7F7610D57A3F42]“(2) DEBARMENT PERIOD.—The Secretary shall debar a person under paragraph (1) for the following periods: 
“(A) The period of debarment of a person (other than an individual) shall not be less than 1 year or more than 10 years, but if an act leading to a subsequent debarment under such paragraph occurs within 10 years after such person has been debarred under such paragraph, the period of debarment shall be permanent.
[bookmark: H51DD7061C6F547B7975C875D6550EE69]“(B) The debarment of an individual shall be permanent.
[bookmark: H6B61B04338D84C909273BA4CCDDA7E36]“(3) TERMINATION OF DEBARMENT; JUDICIAL REVIEW; OTHER MATTERS.—Subsections (c)(3), (d), (e), (i), (j), and (l)(1) apply with respect to a person (other than an individual) or an individual who is debarred under paragraph (1) to the same extent and in the same manner as such subsections apply with respect to a person who is debarred under subsection (a)(1), or an individual who is debarred under subsection (a)(2), respectively.”.
[bookmark: HAB30B8666AC749F4A86A9256AEE1EAE5][bookmark: HECB4564DD3884E728EB0ADFA1B615298](e) JUDICIAL REVIEW.—Section 517(a) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360g(a)) is amended— 
(1) in paragraph (8), by striking “or” at the end;
[bookmark: HBA9163CEAFCA4325905585F4417DAF5F](2) in paragraph (9), by inserting “or” after the comma at the end; and
[bookmark: H0EE2B7B3E4E44449A6E70F839AB9D0B2](3) before the matter that follows paragraph (9), by inserting the following: 
[bookmark: HB54F24BE085F4666B5BD0059414EDAB6]“(10) an order issued pursuant to sections 587B, 587D, 587R, or 587S,”.
[bookmark: HCDDB2955813B43079E9D6F25CAF44956](f) AGENCY DOCUMENTATION AND REVIEW OF SIGNIFICANT DECISIONS REGARDING DEVICES.—Section 517A(a)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360g–1(a)(1)) is amended by striking “section 515C, or” and inserting “section 515C, an application under section 587B, an application for exemption under section 587R, or”.
[bookmark: H1E03F7EF61E04F36A7E7EA5C12AC3237][bookmark: H2ADBAC3EAE1B42CDB1B1CC3FB91CB5D7](g) EXPANDED ACCESS TO UNAPPROVED THERAPIES AND DIAGNOSTICS.—Section 561 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb) is amended— 
[bookmark: HD5CAD46EF8534D388DBEE1161F18F7F6](1) in subsections (a) through (d)— 
(A) by striking “or investigational devices” each place it appears and inserting “, investigational devices, or investigational in vitro clinical tests”; and
[bookmark: HAC7C2EFA0B3D4846B230710E803EBBB5](B) by striking “or investigational device” each place it appears (other than the second such place in paragraph (3)(A)) and inserting “, investigational device, or investigational in vitro clinical test”;
[bookmark: HB0D6ED38311A47F9813B02357A09ACB8][bookmark: H3021948BE4B14BBF8AA24000D2DF0B52](2) in subsection (c)— 
(A) by amending the subsection heading to read: “TREATMENT INVESTIGATIONAL NEW DRUG APPLICATIONS, TREATMENT INVESTIGATIONAL DEVICE EXEMPTIONS, AND TREATMENT INVESTIGATIONAL IN VITRO CLINICAL TEST EXEMPTIONS”;
[bookmark: H2D2D0E3983A7437C8598990532AB0E8E](B) in paragraph (3)(A), by striking “or investigational device exemption in effect under section 520(g)” and inserting “, investigational device exemption in effect under section 520(g), or investigational in vitro clinical test exemption”; and 
[bookmark: HDED2EAE5AA624C9C998DACD8FD0D5DB3](C) by striking “or treatment investigational device exemption” each place it appears and inserting “, treatment investigational device exemption, or treatment investigational in vitro clinical test exemption”; and
[bookmark: H50082B9450F14C02891098A293893532](3) by amending subsection (e) to read as follows: 
[bookmark: H8AAF5345AA164BD988B2F2297377C35D]“(e) DEFINITIONS.—In this section, the terms ‘investigational drug’, ‘investigational device’, ‘investigational in vitro clinical test’, ‘treatment investigational new drug application’, ‘treatment investigational device exemption’, and ‘treatment investigational in vitro clinical test exemption’ shall have the meanings given the terms in regulations prescribed by the Secretary.”.
[bookmark: H3F2477B991914A41B77DFD42303404B1](h) OPTIMIZING GLOBAL CLINICAL TRIALS.—Section 569A(b) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb–8a(b)) is amended by inserting “an in vitro clinical test, as defined in subsection (ss) of such section,” before “or a biological product”. 
[bookmark: H542FEBF138404E909FDAA2A8E610637D](i) PATIENT PARTICIPATION IN MEDICAL PRODUCT DISCUSSION.—The heading of subsection (a) of section 569C of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb–8c) is amended by striking “DRUGS AND DEVICES” and inserting “DRUGS, DEVICES, AND IN VITRO CLINICAL TESTS”.
[bookmark: H99D359A36CE145A8B9BC510B94D773CD](j) REGULATIONS AND HEARINGS.—Section 701(h)(1)(C)(ii) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 371(h)(1)(C)(ii)) is amended by inserting “ and in vitro clinical tests” after “devices”.
[bookmark: H221A89A7349048DA8176FCF7B1EEAE6B][bookmark: HABA1CF63B0454833B5F601E80F1B2665](k) FACTORY INSPECTION.—Section 704 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 374) (other than subsection (g)) is amended— 
(1) by striking “drugs or devices” each place it appears and inserting “drugs, devices, or in vitro clinical tests”;
[bookmark: H8A6223D03B96412EAE37CEF75138CC4D][bookmark: H8FFDD648F0E4492A8F5A96D4CD8E7D70](2) in subsection (a)(2)(B)— 
(A) by inserting “or in vitro clinical tests” after “prescribe or use devices”; and
[bookmark: HEB7D4F2F9B7F40E2B9A19538E93AFB55](B) by inserting “or in vitro clinical tests” after “process devices”; 
[bookmark: H17579C6FA70D42CDAB2B43081C2E1207](3) by inserting “in vitro clinical test,” after “device,” each place it appears;
[bookmark: H7DCFEE2B5920454CA0CD0F47BA1EA3B9](4) after making the amendments in paragraphs (1) and (2), by inserting “in vitro clinical tests,” after “devices,” each place it appears;
[bookmark: H473B40E5E8274AD393BE1972C524BE4E](5) in subsection (e), by inserting “, or section 587L, 587M, or 587R,” after “section 519 or 520(g)”; and
[bookmark: HE0987F4BE1C5490B9374295C9C5A5460][bookmark: H43FD53308A27445A8184BCCAAD28C043](6) in subsection (f)(3)— 
(A) in subparagraph (A), by striking “or” at the end;
[bookmark: H492A7B44F1074911AD1F8A8061BD87A9](B) in subparagraph (B), by striking the period at the end and inserting “; or”; and
[bookmark: HF908152DAF124918B0D638DFB93DB7D7](C) after subparagraph (B), by inserting the following: 
[bookmark: H68364CE9EE0D40A58C7EA738E338C5F3]“(C) is accredited under section 587P.”.
[bookmark: H6E4EC072D8B3440D885B8A6AEFC94CC1](l) PUBLICITY.—Section 705(b) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 375(b)) is amended by inserting “in vitro clinical tests,” after “devices,”.
[bookmark: HDAA264158CA14C478899DF9C433EABE3](m) PRESUMPTION.—Section 709 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379a) is amended by inserting “in vitro clinical test,” after “device,”.
[bookmark: HF85EFACC6BCA459ABDE3C265159FA308][bookmark: HDA9D1890FCAF48AC8EBF059704059588](n) IMPORTS AND EXPORTS.—Section 801 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 381) is amended— 
[bookmark: H900B77E1DBF14C039C08ACACE02373E1](1) in subsection (a)— 
(A) by inserting “in vitro clinical tests,” after “devices,” each place it appears;
[bookmark: H150792AFE6CC4FD08E740CC2589AAD72](B) by inserting “in the case of an in vitro clinical test, the test does not conform to the requirements of section 587J, or” after “requirements of section 520(f), or” ;
[bookmark: H59ADE5075AA74EA381F05667FEF9CC0D][bookmark: H41D6595207F54390A6D5D0A76B08C991](2) in subsection (d)(3)— 
[bookmark: H02DCDA5E8197441CA2ACBD16403466CF](A) in subparagraph (A)— 
(i) in the matter preceding clause (i), by inserting “and no component of an in vitro clinical test or other article of in vitro clinical test that requires further processing,” after “health-related purposes”;
[bookmark: H51B4CA6353414D30B8A05F3A9B59880D](ii) in clause (i), by striking “drug or device” and inserting “drug, device, or in vitro clinical test”; and
[bookmark: H6289C3D3F95B41109B9F13FB91B5D49C](iii) in clause (i)(I), by inserting “in vitro clinical test,” after “device,”; and
[bookmark: H1B91E996538545648ECFA912D38A1EBA](B) in subparagraph (B), by inserting “in vitro clinical test,” after “device,”; and
[bookmark: H0368589D20D749DD84295D16602E19B4](3) in subsection (e)(1), by inserting “in vitro clinical test,” after “device,”.
[bookmark: H309E9EC1DC7D4F0A808AA57D0B32DF39][bookmark: H6431105F79D74C88BC7B5D66DA1ABB14](o) OFFICE OF INTERNATIONAL RELATIONS.—Section 803 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 383) is amended— 
[bookmark: H77B7F4FABA734E8DA4FD06CE59B16E09](1) in subsection (b)— 
(A) in the matter preceding paragraph (1), by inserting “and in vitro clinical tests” after “devices”; and
[bookmark: HAA865045DF4142CB9852F28EE9287F30](B) in paragraph (1), by inserting “quality system requirements established under section 587J; and” at the end; and
[bookmark: H67385F600B62494F80EB46392A27AA87][bookmark: H7A2D0784A2A84C458994C07587030E85](2) in subsection (c)— 
(A) in paragraph (2), by inserting “in vitro clinical tests,” after “devices,”; and
[bookmark: HBE07ED470B8D4AF9A0BAB070F11BCE10](B) in paragraph (4), by inserting “or in vitro clinical tests” after “devices”.
[bookmark: H3893243051A04BEB9C2AF116E459BD1C](p) RECOGNITION OF FOREIGN GOVERNMENT INSPECTIONS.—Section 809(a)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 384e(a)(1)) is amended by inserting “, or section 587I” after “510(h)”.
[bookmark: H0A690D31F5774C3DB22B8F29B2D26913][bookmark: H37A13FE873DA4CD6A82CC5B8EAB3D31C](q) FOOD AND DRUG ADMINISTRATION.—Section 1003(b)(2) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 393(b)(2)) is amended— 
(1) in subparagraph (D), by striking “and” at the end;
[bookmark: H1C69D2596E0C4067943F88AE271D2ACC](2) in subparagraph (E), by striking the semicolon at the end and inserting “; and”; and
[bookmark: HEA1D43B9B0D04D02B10155D57E8BAFBB](3) by adding at the end the following: 
[bookmark: HA9FA973FA72948889A1D118F5BBE78A8]“(F) in vitro clinical tests are analytically and clinically valid;”.
[bookmark: H164FE3B07A6C4228A9976D8EF074E991][bookmark: H50031F5D31CE40AC9FF13E3A011BF39C](r) OFFICE OF WOMEN'S HEALTH.—Section 1011(b) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 399b(b)) is amended— 
(1) in paragraph (1), by inserting “in vitro clinical tests,” after “devices,”; and
[bookmark: HDF9185BF2A42420A99CFA391B71946FF](2) in paragraph (4), by inserting “in vitro clinical test developers,” before “health professionals”.

SEC. 5. TRANSITION.	Comment by Cynthia Bens: Even with the provisions for transitional IVCTs, we are concerned that this does not fully address issues previously raised by stakeholders regarding grandfathering and transitioning policies. Some test developers will still be place under existing device regulations and still be forced to transition through two regulatory frameworks.
[bookmark: H95034463495345BEBDD1DA22C4507819](a) FUNDING.—For the purposes of carrying out this Act and the amendments made by this Act, there is authorized to be appropriated [$X MILLION] for [fiscal year X].
[bookmark: H424109FC642F41DB87016E80C4810DD6](b) IMPLEMENTATION.—The amendments made by this Act apply beginning on [DATE X] (in this section and in subchapter J of chapter V of the Federal Food, Drug, and Cosmetic Act, as added by this Act, referred to in this Act and the amendments made by this Act as the effective date of this Act), except that the Secretary of Health and Human Services (in this section referred to as the “Secretary”) may take such actions, and expend such funds, as the Secretary deems necessary to ensure an orderly transition.
[bookmark: H66425C5145C84CA7BD183869AB6B3599][bookmark: HC781BC104F164846913830CD711D8C6B](c) APPLICATION OF DEVICE AUTHORITIES TO IN VITRO CLINICAL TESTS UNTIL AND AFTER EFFECTIVE DATE OF THIS ACT.—Except as provided in subsection (d), for any product or test that is an in vitro clinical test as defined in section 201(ss) of the Federal Food, Drug, and Cosmetic Act, as added by this Act, the following authorities shall apply: 
(1) Any such product or test that was offered, sold, or distributed prior to the enactment date of this Act, except for those addressed in subsection (d), shall continue to comply with the applicable device provisions of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) and the Public Health Service Act (42 U.S.C. 201 et seq.) until the effective date of this Act.
[bookmark: H2ACB9DA1F09F48FF8419E7BE6093B46D](2) Before any product or test that is an in vitro clinical test as defined in section 201(ss) of the Federal Food, Drug, and Cosmetic Act, as added by this Act, is first offered, sold, or distributed after the date of enactment of this Act, but prior to the effective date of this Act, such product or test shall comply with the applicable device provisions of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) and the Public Health Service Act (42 U.S.C. 201 et seq.), except that a product or test described in subsection (d) shall likewise be subject to the provisions of that subsection.
[bookmark: H3452F478F52647648A135FBDED96A412](3) For any product or test that is an in vitro clinical test as defined in section 201(ss) of the Federal Food, Drug, and Cosmetic Act, as added by this Act, for which a submission for marketing authorization under section 515, clearance under section 510(k), authorization under section 513(f)(2), approval under section 520(m), or emergency use authorization under section 564 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360e, 360(k), 360c(f)(2), 360j(m), 360bbb–3) or approval under the Public Health Service Act (42 U.S.C. 201 et seq.) is pending on the effective date of this Act, the Secretary may review and take action on such submission after the effective date of this Act according to the statutory provision under which such submission was submitted.
[bookmark: H1BC368E7ACD1422E83E4D299A884A672][bookmark: H71DE4E3D7B6C48729DD5711143AECE09](d) APPLICATION OF AUTHORITIES TO TRANSITIONAL AND GRANDFATHERED IN VITRO CLINICAL TESTS.— 
[bookmark: H22235F9B0257403A89DBA41763B413B2](1) TRANSITIONAL TESTS.— 
[bookmark: HF250BC8DE95E4E098442EDD46109C70F](A) DEFINITION.—For purposes of this paragraph, the term “transitional in vitro clinical test” means an in vitro clinical test, as defined in section 201(ss) of the Federal Food, Drug, and Cosmetic Act, as added by this Act, that— 
(i) was developed by a laboratory certified by the Secretary under section 353 of the Public Health Service Act (42 U.S.C. 263a) that meets the requirements for performing high-complexity testing for use only within that certified laboratory;
[bookmark: H6140026598BA40ED97BE5185149B749D](ii) does not have an approval under section 515, a clearance under section 510(k), an authorization under 513(f)(2), an approval under section 520(m), or an emergency use authorization under section 564 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360e, 360(k), 360c(f)(2), 360j(m), 360bbb–3) or approval under the Public Health Service Act (42 U.S.C. 201 et seq.); and
[bookmark: H965ECD8C633542808A872020DFA0F462](iii) is first offered for clinical use during the period beginning on the date that is 90 days before the date of enactment of this Act and ending on the date of applicability described in subsection (b).
[bookmark: H86729C32BB094BD384AD17244A418299](B) CONTINUED OFFERING.—Notwithstanding subsection (c), a transitional in vitro clinical test may continue to be offered for clinical use until the effective date of this Act, except that the Secretary retains authority to enforce the device provisions of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) and the Public Health Service Act (42 U.S.C. 201 et seq.) for any specific transitional in vitro clinical test, or any type of transitional in vitro clinical test, as the Secretary determines necessary to protect the public from a serious risk to health.
[bookmark: HCE7FEE5BD327462E9D8D1793ABCD5956](C) PREMARKET REVIEW OR PRECERTIFICATION.—A transitional in vitro clinical test that is the subject of an application for premarket review under section 587B of the Federal Food, Drug, and Cosmetic Act [or precertification application under section 587C of such Act], as added by this Act, that is submitted on or within [__] days of the effective date of this Act may continue to be offered, sold, or distributed until completion of the Secretary’s review of the premarket application [or precertification application].
[bookmark: H5FEBEEB32CD54D8A90B9D276018BD2CD](2) GRANDFATHERED TESTS.—An in vitro clinical test that meets the criteria for a grandfathered test as set forth in section 587A(c)(2) of the Federal Food, Drug, and Cosmetic Act, as added by this Act, may continue to be offered for clinical use until the effective date of this Act, except that the Secretary retains authority to enforce the device provisions of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) and the Public Health Service Act (42 U.S.C. 201 et seq.) for any specific product or test or any type of product or test as the Secretary determines necessary to protect the public from a serious risk to health.
[bookmark: H5353BCD5761D45BDB5113D61CB2BCC4B][bookmark: H6B5760CB48364D03A8606659D80EF52D](e) CONVERSION.— 
(1) DEEMED PREMARKET APPROVAL.—Any in vitro clinical test (as defined in section 201(ss) of the Federal Food, Drug, and Cosmetic Act, as added by this Act) with a premarket approval under section 515, a clearance under section 510(k), an authorization under section 513(f), or a licensure under section 351 of the Public Health Service Act (42 U.S.C. 262) is deemed to have an approved application under section 587B of the Federal Food, Drug, and Cosmetic Act, as added by this Act, after the effective date of this Act.
[bookmark: H599194302A294471B837CEBE527EE43A](2) DEEMED INVESTIGATIONAL USE APPROVAL.—Any in vitro clinical test (as defined in section 201(ss) of the Federal Food, Drug, and Cosmetic Act, as added by this Act) that has an approved investigational device exemption under section 520(g) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360j(g)) is deemed to have an approved investigational use under section 587Q of such Act, as added by this Act, after the effective date of this Act.
[bookmark: H616066802EE047F3A011A1F9142C68BD](f) PLATFORMS.—A test platform (as defined in section 587 of the Federal Food, Drug, and Cosmetic Act, as added by this Act) that was purchased prior to the date of enactment of this Act and was not cleared, authorized, or approved by the Food and Drug Administration at the time of purchase may continue to be used by the purchaser to develop and introduce into interstate commerce an in vitro clinical test during the period beginning on the date of enactment of this Act and ending [5 years] after such date of enactment. Beginning at the end of such period, any new in vitro clinical test that is developed and introduced into interstate commerce shall be based on a test platform that complies with the requirements of the Federal Food, Drug, and Cosmetic Act, as amended by this Act.
[bookmark: H176305672E62483D90202CA8ED3B2AC5](g) RELATION TO IN VITRO CLINICAL TEST PROVISION.—This section applies notwithstanding section 587A(a)(1)(C) of the Federal Food, Drug, and Cosmetic Act, as added by this Act.

SEC. 6. ANTIMICROBIAL SUSCEPTIBILITY TESTS.
Section 511A of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360a-2) is amended—
[bookmark: HDC6D18FD6616414F9BB4B6C42F4BA895][bookmark: H3269050FE7384C00BE05F68A44D8805C](1) in subsection (a)(1)(C)— 
(A) by inserting “and clear, approve, or exempt under subchapter J,” before “antimicrobial susceptibility”; and 
[bookmark: HC56DD7DC7120406A8EE85CCCC74D36B3](B) by striking “testing devices” and inserting “tests”;
[bookmark: HDA1ECB2474AC466BBDCF5FDACFE5A2DA](2) in subsection (c)(5), by striking “drug or device” each place it appears and inserting “drug, device, or in vitro clinical test”;
[bookmark: H84F55588BD6446BA84F8F90BAB53094C][bookmark: H0138C0A4B5A1480F905E3AF3A8F37640](3) in subsection (e)— 
(A) by striking “and 515,” and inserting “515, and section 587B”;
[bookmark: HA68CFE5DDF344C959F060ADF582503AC](B) by striking “antimicrobial susceptibility testing device” and inserting “antimicrobial susceptibility in vitro clinical test”;
[bookmark: H3CDF8A798964485CB13AE9E352A9B845](C) in the heading of subsection (e), by striking “TESTING DEVICES” and inserting “IN VITRO CLINICAL TESTS”;
[bookmark: HAAC8A5E177DC4D12ADC24E5CBB634F46](D) in the heading of subsection (e)(2), by striking “TESTING DEVICES” and inserting “IN VITRO CLINICAL TESTS”; 
[bookmark: H4E3470D0573842C89C07BA9E9BFDF367](E) after making the amendments in subparagraphs (B), (C), and (D), by striking “device” each place it appears and inserting “in vitro clinical test”; and
[bookmark: H4829AFDECEB649BC94A62C8EE541386A](F) in paragraph (2), by amending subparagraph (C) to read as follows: 
[bookmark: HD7A2F579AE8949D0B005150B0DD54BEC]“(C) The antimicrobial susceptibility in vitro clinical test meets all other requirements to be approved under section 587B [or exempted from premarket review under section 587D.”;]
[bookmark: H5E861C4460C8425F93667DF9862E7C6A](4) in subsection (f), by amending paragraph (1) to read as follows: 
[bookmark: H0C8EE6F1B2E041AEA17DD56485415A78]“(1) The term ‘antimicrobial susceptibility in vitro clinical test’ means an in vitro clinical test that utilizes susceptibility test interpretive criteria to determine and report the in vitro susceptibility of certain microorganisms to a drug (or drugs).”;
[bookmark: H15B13BB45C514424BCDEEA62ED42C3C9](5) in subsection (g)(2), by amending the matter preceding subparagraph (A) to read as follows: 
[bookmark: HE1666EBF694E4E6B82FF8E15B6E1534D]“(2) with respect to approving in vitro clinical tests under section 587B [or exempting in vitro clinical tests from premarket review under section 587D]—”; and
[bookmark: HDAA60BCE4A0C45B4BA1138D991678FA0][bookmark: H83CB05E948FB4D738F6D661E13C0986C](6) in subsection (g)(2)(A)— 
(A) by striking “device” and inserting “in vitro clinical test”; and
[bookmark: H80047DBA661F465EA1BEA11EE75397D4](B) by striking “antimicrobial susceptibility testing device” and inserting “antimicrobial susceptibility in vitro clinical test”.

SEC. 7. COMBINATION PRODUCTS.
[bookmark: H5BEB00AF5D7F4CF5B77D9970A8FB0F9E][bookmark: H2B1C8D80802345CC8B6FFA41786D63B6](a) IN GENERAL.—Section 503(g) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 353(g)) is amended— 
[bookmark: HFCA7D9DF7E5D41F3B6FC5590C081C5C4](1) in paragraph (1)(A)— 
(A) by inserting “(except for a combination product constituted of a device and an in vitro clinical test)” after “agency center,”; and
[bookmark: HC25C70E8341B4AD5BABB505FE0FF622C](B) by inserting “in vitro clinical test,” before “or biological product”;
[bookmark: H31C7B34F3AD54473B0A085332B4054A8](2) in paragraph (1)(D), by striking “If the Secretary determines” and inserting “Except for a combination product constituted of a device and an in vitro clinical test. For other combination products, if the Secretary determines”;
[bookmark: H3232B1C01BB741678644EDCC2FE40F70][bookmark: H149508C2CFC84FAF9D61F0407DF95ED9](3) in paragraph (1)(D)(ii)— 
(A) by inserting “or in vitro clinical test” after “device”; and
[bookmark: H135D2C47F930438EAC38F03D726C885A](B) by inserting “and in vitro clinical tests” before “shall”;
[bookmark: HC7C34ADDBDF74E95B91B1BA7A2DE92EB](4) in paragraph (3), by striking “safety and effectiveness or substantial equivalence” and inserting “safety and effectiveness, substantial equivalence, or analytical validity and clinical validity” before “for the approved constituent part”;
[bookmark: H91BCAA38CF934859A3F4AA2E5D532EDF](5) in paragraph (4)(A), by striking “or 513(f)(2) (submitted in accordance with paragraph (5))” and inserting “, 513(f)(2) (submitted in accordance with paragraph (5)), or 587B”; and
[bookmark: H329BBBDD20E840AE9F823B5079682A10](6) in paragraph (4)(B), by inserting “or 587B” after “section 515”; 
[bookmark: HDB18A48AA2AE4B8C8A828F62F58DFD30](7) in paragraph (5)(A), by striking “or 510(k)” and inserting “, 510(k), or 587(b)”;
[bookmark: H2CBB32C183114D96906F9851564BF0A2](8) in paragraph (7), by striking “or substantial equivalence” and inserting “, substantial equivalence, or analytical validity and clinical validity”;
[bookmark: H3662DBDC33984E39867673E5A54CA132](9) in paragraph (8), by inserting “This paragraph shall not apply to a combination product constituted of a device and an in vitro clinical test”;
[bookmark: H7E4B47D89E6D4F1ABD24B41FDB4D652B](10) in paragraph (9)(C)(i), by striking “or” before “520(g)” and inserting “or 587B ” at the end; and
[bookmark: HA60BA0B066784DA987216BD41B109A81](11) in paragraph (9)(D), by striking “or” before “520” and inserting “or 587B” before “of this Act…”.
[bookmark: H54EACA6BD5354D629A489A2CBBF3EC48][bookmark: H1B11A0D5BDA6416B86630DF539714673](b) CLASSIFICATION OF PRODUCTS.—Section 563 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb–2) is amended— 
(1) in subsection (a), by inserting “in vitro clinical test,” after “device,” and by inserting “, except for a combination product constituted of a device and an in vitro clinical test,” before “respecting the component”;
[bookmark: HC9DA73DB54F14B77928455F5DD20ECE2](2) in subsection (b), by inserting “except for a combination product constituted of a device and an in vitro clinical test” before “the component of the”; and
[bookmark: HA27231E0CFE54EBFB6030CCAADFDEB57](3) in subsection (c), by inserting “except for a combination product constituted of a device and an in vitro clinical test” before “the component of the”.

SEC. 8. USER FEES.
[bookmark: HD019B608199148D38C87B706F733232F][bookmark: H736A2606AB19439EB52304F9379343DC](a) FINDINGS.— The Congress finds that— 
(1) the establishment of a regulatory framework for in vitro clinical tests is critical to the improvement of the public health so that patients have confidence in the ability of in vitro clinical tests to identify, screen, measure, detect, predict, prognose, analyze, or monitor a disease or a condition, and will advance innovation that will benefit public health;
[bookmark: H41EC9E35E60845199D45E792AB99FD5B](2) the public health will be served by making additional funds available for the purpose of augmenting the resources of the Food and Drug Administration that are devoted to the process for the review of in vitro clinical tests and the assurance of in vitro clinical test analytical validity and clinical validity; and,
[bookmark: H33BA94282690425B892D0E92A7EF804B](3) the fees authorized by this section will be dedicated to meeting the goals identified in the letters from the Secretary of Health and Human Services to the Committee on Energy and Commerce of the House of Representatives and the Committee on Health, Education, Labor, and Pensions of the Senate, as set forth in the Congressional Record.
[bookmark: HF992F051802F4EB59063AF626F080388][bookmark: HEFB130104AEB4FCB9260835EEF0F5DE5](b) ESTABLISHMENT OF USER FEE PROGRAM.— 
[bookmark: H5ACCC0739345432E939F21B28B132DC4](1) DEVELOPMENT OF USER FEES FOR IN VITRO CLINICAL TESTS.— 
[bookmark: HAE17F32D5CB042BFAA7E17630B0602A0](A) IN GENERAL.—Beginning not later than October 1, 2019, the Secretary of Health and Human Services (in this section referred to as the “Secretary”) shall develop recommendations to present to Congress with respect to the goals, and plans for meeting the goals, for the process for the review of in vitro clinical test applications submitted under subchapter J of chapter V of the Federal Food Drug, and Cosmetic Act, as added by this Act, for the first [3] fiscal years after [fiscal year 2020]. In developing such recommendations, the Secretary shall consult with— 
(i) the Committee on Energy and Commerce of the House of Representatives;
[bookmark: H069C6C96C2584F6B9EF4BA44AFB59648](ii) the Committee on Health, Education, Labor, and Pensions of the Senate;
[bookmark: H69A2FB97187F476D8E31D8BAEE70AD1B](iii) scientific and academic experts;
[bookmark: H18FDD850DAA1429BBDE745C6D901A946](iv) health care professionals;
[bookmark: HBE221E8C7B4E4FF392CE70ED72C40497](v) representatives of patient and consumer advocacy groups; and
[bookmark: HD1F2003B172346F1ACFE90C17DF08AF6](vi) the regulated industry.
[bookmark: H1A31929FFB7942C1AF5B7F4790A16107][bookmark: H98F70930A3F7434A8D7391176D60A704](B) PUBLIC REVIEW OF RECOMMENDATIONS.—After negotiations with the regulated industry, the Secretary shall— 
(i) present the recommendations developed under subparagraph (A) to the Congressional committees specified in such subparagraph;
[bookmark: H28128C34FF8C41639DEAED310B4F649C](ii) publish such recommendations in the Federal Register;
[bookmark: H28090E0275434F9FB906AE8FB19AC5AC](iii) provide for a period of 30 days for the public to provide written comments on such recommendations;
[bookmark: H01813126B8EA4EA98DE4D8DB9D302663](iv) hold a meeting at which the public may present its views on such recommendations; and
[bookmark: H2973581099564DB3A63EFEDB57809013](v) after consideration of such public views and comments, revise such recommendations as necessary.
[bookmark: H11F34A0BADA140409EB7C82A985F2B73](C) TRANSMITTAL OF RECOMMENDATIONS.—Not later than June 1, 2020, the Secretary shall transmit to Congress the revised recommendations under subparagraph (B), a summary of the views and comments received under such subparagraph, and any changes made to the recommendations in response to such views and comments.
[bookmark: HC4C897A8067C4EA1AC19D103359B8EC7](2) ESTABLISHMENT OF USER FEE PROGRAM.—It is the sense of the Congress that, based on the recommendations transmitted to Congress by the Secretary pursuant to paragraph (1)(C), the Congress should authorize a program, effective on the [effective date of______], for the collection of user fees relating to the submission of in vitro clinical test applications submitted under subchapter J of chapter V of the Federal Food Drug, and Cosmetic Act, as added by this Act.
[bookmark: H7E1428854A6B4D1E8025680C9264F364](3) TRANSITIONAL PROVISIONS FOR USER FEES FOR CERTAIN IN VITRO CLINICAL TESTS.—A submission for approval or clearance made by a manufacturer pursuant to section 5 of this Act shall be subject to a user fee pursuant to section 738 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379j).
[bookmark: H9086CA33FD32424DAD758EC074409D43][bookmark: H255B4E8C9EC94C1B962185BA0BBAB582](4) AUDIT.— 
(A) IN GENERAL.—On the date that is 2 years after first receiving a user fee applicable to submission of an in vitro clinical test application submitted under subchapter J of chapter V of the Federal Food Drug, and Cosmetic Act, as added by this Act, and on a biennial basis thereafter until October 1, 2027, the Secretary shall perform an audit of the costs of reviewing such applications under such subchapter J. Such an audit shall compare the costs of reviewing such applications under such subchapter J to the amount of the user fee applicable to such applications.
[bookmark: H29E1D0776019459788CDE903579F48BA](B) ALTERATION OF USER FEE.—If the audit performed under paragraph (1) indicates that the user fees applicable to applications submitted under such subchapter J exceed [__] percent of the costs of reviewing such applications, then the Secretary shall alter the user fees applicable to applications submitted under such subchapter J such that the user fees do not exceed such percentage.
[bookmark: HD55CBD883BBB4C899EFD5141DD5C2067](C) ACCOUNTING STANDARDS.—The Secretary shall perform an audit under paragraph (1) in conformance with the accounting principles, standards, and requirements prescribed by the Comptroller General of the United States under section 3511 of title 31, United State Code, to ensure the validity of any potential variability.
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