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Title: To amend the Federal Food, Drug, and Cosmetic Act with respect to the regulation of cosmetics. 

Be it enacted by the Senate and House of Representatives of the United States of America in Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the “Modernization of Cosmetics Regulation Act of 2018”.

SEC. 2. COSMETICS.

Chapter VI of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 361 et seq.) is amended by adding at the end the following:

“SEC. 604. DEFINITIONS.

“In this chapter:

“(1) Adverse event.—The term ‘adverse event’ means any health-related event associated with the use of a cosmetic product that is adverse.

“(2) Cosmetic product.—The term ‘cosmetic product’ means a preparation of cosmetic raw ingredients with a qualitatively and quantitatively set composition for purposes of introduction into interstate commerce as a finished product.

“(3) Facility.—The term ‘facility’ includes any establishment (including an establishment of an importer) that manufactures or processes cosmetic products distributed in the United States. Such term does not include any of the following:

“(A) Beauty shops and salons, unless such establishment manufactures or processes cosmetic products at that location.

“(B) Cosmetic product retailers, including individual sales representatives, retail distribution facilities, and pharmacies, unless such establishment manufactures or processes cosmetic products that are not sold directly to consumers at that location.

“(C) Hospitals, physicians’ offices, and health care clinics.

“(D) Public health agencies and other nonprofit entities that provide cosmetic products directly to the consumer.

“(E) Entities that provide complimentary cosmetic products.

“(F) Trade shows and other venues where cosmetic product samples are provided free of charge.

“(G) An establishment that manufactures or processes cosmetic products that are solely for use in research, testing, or pilot plant production and not offered for sale.

“(H) An establishment that solely performs one or more of the following with respect to cosmetic products: labeling, relabeling, packaging, repackaging, holding, or distributing.

“(4) Responsible person.—The term ‘responsible person’ means the manufacturer or distributor of a cosmetic product whose name appears on the label of such cosmetic product in accordance with section 609.

“(5) Serious adverse event.—The term ‘serious adverse event’ means an adverse event that—

“(A) results in—

“(i) death;

“(ii) a life-threatening experience;

“(iii) inpatient hospitalization;

“(iv) a persistent or significant disability or incapacity;

“(v) a congenital anomaly or birth defect; or

“(vi) significant disfigurement (including serious and persistent rashes or infections, significant hair loss, or permanent and significant alteration of appearance), other than as intended, under conditions of use that are customary or usual; or

“(B) requires, based on reasonable medical judgment, a medical or surgical intervention to prevent an outcome described in subparagraph (A).

“SEC. 605. ADVERSE EVENTS.

“(a) Serious Adverse Event Reporting Requirements.—

“(1) In general.—The responsible person shall submit to the Secretary any report received of a serious adverse event associated with the use, in the United States, of a cosmetic product manufactured or distributed by such person, accompanied by a copy of the label on or within the retail packaging of such cosmetic product no later than 15 business days after the report is received by the responsible person.

“(2) New medical information.—The responsible person shall submit to the Secretary any new and material medical information, related to a serious adverse event report submitted to the Secretary in accordance with paragraph (1) that is received by the responsible person within 1 year of the initial report to the Secretary, no later than 15 business days after such information is received by such responsible person.

“(3) Consolidation of reports.—The Secretary shall provide for systems to enable responsible persons to submit a single report that includes duplicate reports of, or new medical information related to, a serious adverse event.

“(b) Exemptions.—The Secretary may establish by regulation an exemption to any of the requirements of this section if the Secretary determines that such exemption would have no significant adverse effect on public health.

“(c) Contact Information.—The responsible person shall receive reports of adverse events through the domestic address, domestic telephone number, or electronic contact information included on the label in accordance with section 609.

“(d) Maintenance and Inspection of Adverse Event Records.—

“(1) Maintenance.—The responsible person shall maintain records related to each report of an adverse event associated with the use, in the United States, of a cosmetic product manufactured or distributed by such person received by such person, for a period of 6 years.

“(2) Records inspection.—The responsible person shall permit an authorized person to have access to records required to be maintained under this section during an inspection pursuant to section 704.

“(e) Fragrance and Flavor Ingredients.—If the Secretary has reasonable grounds to believe that an ingredient or combination of ingredients in a fragrance or flavor has caused a serious adverse event required to be reported under this section, the Secretary may request in writing a complete list of ingredients in the specific fragrances or flavors listed from the relevant fragrance or flavor supplier. The fragrance or flavor supplier shall submit requested information to the Secretary within 30 days of such request. The Secretary shall consider any information received under this subsection to be a trade secret under subsection 301(j) and, notwithstanding such subsection, shall disclose a portion or portions of such information only to the extent the Secretary determines that disclosure of such portion or portions are necessary to protect the public health, which authority shall not be delegated to any officer or employee other than the Commissioner.

“(f) Protected Information.—A serious adverse event report submitted to the Secretary under this section, including any new medical information submitted under subsection (a)(2), or an adverse event report, or any new information, voluntarily submitted to the Secretary shall be considered to be—

“(1) a safety report under section 756 and may be accompanied by a statement, which shall be a part of any report that is released for public disclosure, that denies that the report or the records constitute an admission that the product involved caused or contributed to the adverse event; and

“(2) a record about an individual under section 552a of title 5, United States Code (commonly referred to as the ‘Privacy Act of 1974’) and a medical or similar file the disclosure of which would constitute a violation of section 552 of such title 5 (commonly referred to as the ‘Freedom of Information Act’), and shall not be publicly disclosed unless all personally identifiable information is redacted.

“(g) Effect of Section.—

“(1) In general.—Nothing in this section shall affect the authority of the Secretary to provide adverse event reports and information to any health, food, or drug officer or employee of any State, territory, or political subdivision of a State or territory, under a memorandum of understanding between the Secretary and such State, territory, or political subdivision.

“(2) Personally identifiable information.—Notwithstanding any other provision of law, personally-identifiable information in adverse event reports provided by the Secretary to any health, food, or drug officer or employee of any State, territory, or political subdivision of a State or territory, shall not—

“(A) be made publicly available pursuant to any State or other law requiring disclosure of information or records; or

“(B) otherwise be disclosed or distributed to any party without the written consent of the Secretary and the person submitting such information to the Secretary.

“(3) Use of reports.—Nothing in this section shall permit a State, territory, or political subdivision of a State or territory, to use any safety report received from the Secretary in a manner inconsistent with this section.

“(4) Rule of construction.—The submission of any report in compliance with this section shall not be construed as an admission that the cosmetic product involved caused or contributed to the relevant adverse event.”.

“SEC. 606. GOOD MANUFACTURING PRACTICES.

“(a) In General.—The Secretary shall by regulation establish good manufacturing practices for facilities that are consistent, to the extent practicable, and appropriate, with national and international standards, in accordance with section 601. Any such regulations shall be intended to protect the public health and ensure that cosmetic products do not cause serious adverse health consequences or death.

“(b) Small Business Consideration.—In establishing good manufacturing practices under this section, the Secretary shall take into account the size and scope of the business, and develop standards under subsection (a), which shall include simplified good manufacturing practices developed in consultation with the Small Business Administration, as appropriate, and may include longer compliance times.

“SEC. 607. REGISTRATION.

“(a) Submission of Registration.—

“(1) Initial registration.—

“(A) Existing facilities.—The responsible person for a cosmetic product shall provide that each facility that manufactures or processes such cosmetic product, on the date of enactment of the Modernization of Cosmetics Regulation Act of 2018, is registered with the Secretary not later than 1 year after date of enactment of such Act.

“(B) New facilities.—The responsible person for a cosmetic product manufactured or processed in a facility that first engages, after the date of enactment of the Modernization of Cosmetics Regulation Act of 2018, in manufacturing or processing cosmetic products, shall provide that such facility is registered with the Secretary within 60 days of first engaging in such activity or 60 days after the deadline for registration under clause (i), whichever is later.

“(2) Biennial renewal of registration.—Responsible persons required to register a facility under paragraph (1) shall renew such registrations with the Secretary biennially.

“(3) Contract manufacturers.—If a facility manufactures or processes cosmetic products on behalf of a responsible person, the Secretary shall require only a single registration for such facility even if such facility is manufacturing or processing its own cosmetic products or cosmetic products on behalf of more than one responsible person. Such single registration may be submitted to the Secretary by such facility or any responsible person whose products are manufactured or processed at such facility.

“(4) Updates to content.—A responsible person who provided that such facility is registered under this subsection shall provide that the Secretary is notified within 60 days of any changes to information required under subparagraph (A), (E), or (F) of subsection (b)(1), or of any additions to information required under subparagraph (D), (E), or (F) of subsection (b)(2).

“(5) Abbreviated renewal registrations.—The Secretary shall provide for an abbreviated registration renewal process for any facility that has not been required to submit updates under paragraph (4) since submission of the most recent registration of the facility under paragraph (1) or (2).

“(b) Contents.—

“(1) In general.—The registration under subsection (a) shall contain—

“(A) the facility’s name, physical address, email address, and telephone number;

“(B) with respect to any foreign facility, the contact for the United States agent of the facility, and, if available, the electronic contact;

“(C) the facility registration number, if any, previously assigned by the Secretary under subsection (c);

“(D) all brand names under which cosmetic products manufactured or processed in the facility are sold;

“(E) the product category or categories and responsible person for each cosmetic product manufactured or processed at the facility;

“(F) whether the facility engages in manufacturing or processing of cosmetic products, or both;

“(G) an assurance that the Secretary will be permitted to inspect such facility pursuant to this Act; and

“(H) an ingredient listing for cosmetic products manufactured or processed in such facility, in accordance with paragraph (2), which, for each relevant cosmetic product, may be submitted to the Secretary as part of such registration or separately.

“(2) Cosmetic product ingredient listing.—The ingredient listing required pursuant to paragraph (1)(H) shall include—

“(A) the facility registration number of each facility where the cosmetic product is manufactured or processed;

“(B) the name and contact number of the responsible person and the name for the cosmetic product, as such name appears on the label;

“(C) the applicable cosmetic category or categories for the cosmetic product;

“(D) a list of ingredients in the cosmetic product with each ingredient identified by the name adopted in regulations promulgated by the Secretary, if any, or by the common or usual name of the ingredient;

“(E) a list of any fragrances, flavors, or colors that may be interchangeable in the cosmetic product, using the name or code provided by the supplier, and including the name and contact information of such supplier;

“(F) if applicable, following a final determination of safety by the Secretary under section 610(b)(4) that includes conditions of use or tolerances under the range of amounts of such ingredients in the cosmetic product for which the Secretary has specified conditions of use or tolerances; and

“(G) an assurance that—

“(i) the cosmetic product meets the standard under section 608; and

“(ii) the responsible person will maintain adverse event records in accordance with section 605.

“(c) Facility Registration and Ingredient Listing Numbers.—At the time of the initial registration of any facility under subsection (a)(1), the Secretary shall assign a facility registration number to the facility and, to each cosmetic product manufactured or processed at the facility, an ingredient listing number.

“(d) Trade Secret Information.—Information submitted under subparagraphs (A), (E), and (F) of subsection (b)(2) shall be considered trade secret information.

“(e) Suspensions.—

“(1) Suspension of registration of a facility.—The Secretary may suspend the registration of a facility if the Secretary determines that a cosmetic product manufactured or processed by a registered facility and distributed in the United States has a reasonable probability of causing serious adverse health consequences or death to humans and the Secretary has a reasonable belief that other products manufactured or processed by the facility may be similarly affected because of a failure that cannot be isolated to a single product or products or is sufficiently pervasive to raise concerns about other products manufactured in the facility.

“(2) Suspension of cosmetic ingredient listing.—If the Secretary determines that a cosmetic product manufactured in a registered facility has a reasonable probability of causing serious adverse health consequences or death to humans, the Secretary may issue an order suspending the ingredient listing of such product.

“(3) Notice of suspension.—Before suspending a facility registration or an ingredient listing under this section, the Secretary shall provide—

“(A) notice to the facility registrant of the cosmetic product or formulation or other responsible person, as appropriate, of the intent to suspend the facility registration or the cosmetic ingredient listing, which shall specify the basis of the determination by the Secretary that the facility or the cosmetic ingredient should be suspended and recommendations for specific actions to avoid suspension; and

“(B) an opportunity, within 2 business days of the notice provided under subparagraph (A), for the responsible person to provide a plan for addressing the reasons for possible suspension of the facility registration or cosmetic ingredient listing.

“(4) Hearing on suspension.—The Secretary shall provide the registrant subject to an order under paragraph (1) or (2) with an opportunity for an informal hearing, to be held as soon as possible but not later than 2 business days after the issuance of the order, or such other time period agreed upon by the Secretary and the registrant, on the actions required for reinstatement of registration or listing and why the registration or listing that is subject to the suspension should be reinstated. The Secretary shall reinstate a registration or listing if the Secretary determines, based on evidence presented, that adequate grounds do not exist to continue the suspension of the registration or listing.

“(5) Post-hearing corrective action plan.—If, after providing opportunity for an informal hearing under paragraph (4), the Secretary determines that the suspension of registration or listing remains necessary, the Secretary shall require the registrant to submit a corrective action plan to demonstrate how the registrant plans to correct the conditions found by the Secretary. The Secretary shall review such plan not later than 14 days after the submission of the corrective action plan or such other time period as determined by the Secretary, in consultation with the registrant.

“(6) Vacating of order; reinstatement.—Upon a determination by the Secretary that adequate grounds do not exist to continue the suspension actions, the Secretary shall promptly vacate the suspension and reinstate the registration of the facility or the cosmetic ingredient listing.

“(7) No delegation.—The authority conferred by this section to issue an order to suspend a registration or listing or vacate an order of suspension shall not be delegated to any officer or employee other than the Commissioner.

“SEC. 608. SAFETY STANDARD.

“(a) In General.—For purposes of this chapter, a cosmetic or cosmetic product is safe if there is a reasonable certainty that the cosmetic or cosmetic product is not injurious to health under conditions of use suggested or recommended in the labeling or, if no conditions of use are suggested or recommended in the labeling, under ordinary conditions of use. A cosmetic ingredient or nonfunctional constituent may not be considered injurious to health solely because it can cause minor adverse health reactions, such as minor and transient allergic reactions or minor and transient skin irritations, in some users.

“(b) Coal-tar Hair Dye.—Notwithstanding subsection (a), coal-tar hair dye shall meet the conditions of section 601(a) unless the Secretary has issued a final determination for a coal-tar hair dye ingredient under 610(b)(4).

“SEC. 609. LABELING.

“(a) General Requirements.—Any cosmetic product introduced into interstate commerce, including a cosmetic product intended to be used only by a professional, shall bear a label that includes—

“(1) name of the person described in section 602(b);

“(2) the list of ingredients submitted under section 607(b) in order of predominance and, as applicable, any fragrances, favors, or colors, listed as such; and

“(3) a domestic address, domestic phone number, or internet address through which the responsible person can receive adverse event reports with respect to such cosmetic product.

“(b) Conditions of Use.—The Secretary shall require, if applicable, that the labeling of any cosmetic product containing ingredients subject to a final determination of safety pursuant to section 610(b)(4) clearly and prominently include the conditions of use pursuant to subparagraphs (B) and (C) of section 610(b)(2), in accordance with such final determination of safety.

“(c) Cosmetic Products for Professional Use.—

“(1) Definition of professional.—For purposes of this subsection, the term ‘professional’ means an individual who—

“(A) is licensed by an official State authority to practice in the field of cosmetology, nail care, barbering, or esthetics;

“(B) has complied with all requirements set forth by the State for such licensing; and

“(C) has been granted a license by a State board or legal agency or legal authority.

“(2) Professional use labeling.—In the case of a cosmetic product intended to be used only by a professional, including cosmetic products that contain ingredients subject to a final determination under section 610(b)(4) that include conditions of use described in subparagraph (B) or (C) of section 610(b)(4), the cosmetic product shall bear a clear and prominent statement that the product shall be administered or utilized only by licensed professionals.

“SEC. 610. INGREDIENT REVIEW.

“(a) Ingredients and Non-functional Constituents Subject to Review.—

“(1) Ingredient identification.—

“(A) In general.—

“(i) Initial identification.—Not later than 18 months after the date of enactment of the Modernization of Cosmetics Regulation Act of 2018, the Secretary shall identify not less than 10 ingredients or non-functional constituents (or, if appropriate, classes of ingredients or non-functional constituents) that the Secretary proposes to be assessed for purposes of public health, in accordance with this section.

“(ii) Subsequent identification.—Upon completion of safety assessments and determinations under subsection (b), or if the Secretary determines that an ingredient or non-functional constituent not already identified in a final list under subparagraph (B)(i) should be reviewed for purposes of public health, the Secretary may identify, in accordance with this paragraph, such additional ingredients or non-functional constituents for assessment under subsection (b).

“(B) Public comment and ingredient list.—

“(i) In general.—The Secretary shall establish a process for seeking public comment and receiving input from States to inform the identification of ingredients or non-functional constituents under subparagraph (A), and shall provide public notice and opportunity for comment upon such identification. After the comment period and taking the comments into consideration, not later than 10 months after publication of the initial list, the Secretary shall publish a final list of ingredients or non-functional constituents identified that may be reviewed under this section.

“(ii) Removal of identified ingredients.—The Secretary may propose to remove an ingredient or non-functional constituent from a final list under clause (i), and may remove such ingredient or constituent after providing for notice and a period of not less than 60 calendar days for public comment.

“(2) Request for scientific data.—

“(A) In general.—Each year in which there are one or more ingredients or non-functional constituents on a final list under paragraph (1)(B)(i) for which no safety assessment has been made under subsection (b), the Secretary shall, through publication in the Federal Register initiate a request for scientific data with respect to one or more of the ingredients or non-functional constituents identified and listed under paragraph (1)(B).

“(B) Comment period.—Through such publication, the Secretary shall open a docket for a period of 180 calendar days to solicit public comment, including State assessments, reviews by external organizations, and scientific data relevant to the safety of each such cosmetic ingredient or non-functional constituent.

“(3) Beginning of safety assessment.—Within 90 days of the close of comment period described in paragraph (2)(B), the Secretary shall initiate a safety assessment under subsection (b), or publicly indicate which ingredients or non-functional constituents are eligible for review by an accredited person.

“(b) Safety Assessment.—

“(1) In general.—

“(A) Assessment.—The Secretary or accredited person shall assess whether there is reasonable certainty that the ingredients or non-functional constituents selected under clause (i) or (ii) of subsection (a)(1)(B) meet the safety standard under section 608 by reviewing, in accordance with subparagraph (B), scientific data, including the data submitted under paragraph (a)(2).

“(B) Consideration.—In assessing whether such ingredient or non-functional constituent meets the safety standard under section 608, the Secretary (or the accredited person) shall consider competent and reliable scientific evidence, including as appropriate and available, any such evidence that may relate to conditions of use or tolerances, such as cumulative or other relevant exposure, and any evidence regarding certain populations, such as pediatric populations.

“(2) Determinations of safety.—A determination of safety shall be that the ingredient or non-functional constituent—

“(A) is safe for use in cosmetic products without the need for specified conditions of use or tolerances;

“(B) is safe for use in cosmetic products under specified conditions of use or tolerances;

“(C) is not safe for use in cosmetic products, under specified conditions of use or tolerances;

“(D) not safe for use in cosmetic products; or

“(E) does not have sufficient evidence to support a determination of safety.

“(3) Preliminary determination of safety.—

“(A) In general.—Not later than [XX] days after the initiation of the safety assessment under subsection (a)(3), the Secretary shall make a preliminary determination of safety through a proposed administrative order, made after an assessment in accordance with subsection (b)(1) is complete or submitted by an accredited person in accordance with subsection (c)(5).

“(B) Public comment.—The Secretary shall provide 60 days for public comment on a proposed administrative order under subparagraph (A).

“(C) Additional information in the case of accredited party review.—If the safety assessment of an ingredient or non-functional constituent was completed by an accredited person, the Secretary shall also publish whether the proposed recommendation for preliminary determination submitted to the Secretary in accordance with the process under subsection (c)(5) was accepted, rejected, or altered by the Secretary, including a rationale for such decision.

“(4) Final determination of safety.—After a period of not fewer than 90 days for consideration of any public comments on a preliminary determination of safety under paragraph (3), the Secretary shall issue a final determination on the safety of an ingredient or non-functional constituent or issue a determination in accordance with paragraph (5).

“(5) Determination of insufficient data.—The Secretary may determine, after an assessment made in accordance with this subsection that the scientific evidence is insufficient to support a final determination of safety under paragraph (4) and post on the internet website of the Food and Drug Administration such findings, including a rationale. The Secretary may select such ingredient for review again in accordance with subsection (a)(1) or receive an assessment review from an accredited person.

“(6) Coal-tar hair dye considerations.—If the Secretary reviews a coal-tar ingredient found in hair dye and makes a safety determination under paragraph (4) for a coal-tar ingredient found in hair dye, such determination shall include considerations for the safe use of such ingredient through appropriate conditions of use, which may include a warning on the label required under 609, specified limits of concentrations, or other such conditions of use as the Secretary determines appropriate.

“(c) Accredited Persons for Review of Cosmetics Ingredients.—

“(1) In general.—The Secretary shall accredit persons for the purpose of assessing the safety of cosmetic ingredients or non-functional constituents identified for assessment under subsection (a)(1) and making recommendations to the Secretary for preliminary determinations of safety under subsection (b)(3).

“(2) Accreditation.—

“(A) Requests.—Not later than 180 days after the date of enactment of the , the Secretary shall establish and publish in the Federal Register criteria to accredit or deny accreditation to persons who request to perform the duties described in paragraph (1). The Secretary shall respond to a request for accreditation within 60 days of receipt of the request.

“(B) Compliance.—The Secretary shall ensure that any accredited person under this subsection continues to meet the standards described in paragraph (3), and may request records on a periodic basis from the accredited person and otherwise audit the performance of such person. After providing notice and an opportunity for an informal hearing, the Secretary may withdraw accreditation of a person if such person is substantially not in compliance with the requirements described in paragraph (3).

“(C) Period.—Subject to withdrawal under subparagraph (B), any accreditation under this section shall be valid for a period of 5 years after its issuance.

“(D) Response to reaccreditation request.—Upon the submission of a request by an accredited person for reaccreditation under this section, the Secretary shall approve or deny such request not later than 60 days after receipt of the request.

“(E) Registry.—The Secretary shall establish a publicly available registry of accredited persons including the name of, contact information for, and other information deemed necessary by the Secretary about such persons.

“(3) Requirements.—To be accredited for conducting a review under this section, a person shall prepare and submit, to the Secretary, an application for such accreditation demonstrating that such person—

“(A) is not be an employee of the Federal Government;

“(B) is an organization which is not owned, managed or controlled by a responsible person, manufacturer, processor, supplier, or vendor of articles regulated under this section and which has no material organizational or financial affiliation (including a consultative affiliation) with such entities;

“(C) does not engage in the distribution, manufacture, promotion, or sale of cosmetics;

“(D) has procedures to ensure against the use of any officer or employee of such accredited person that has a financial conflict of interest regarding an ingredient or non-functional constituent to be reviewed by such accredited person;

“(E) shall annually make available to the Secretary disclosures of the extent to which such accredited persons and the officers and employees of such accredited person have maintained compliance with subparagraphs (B), (C), and (D);

“(F) has the ability and staff with the appropriate expertise, backgrounds, and experience to access, manage, assess, and interpret information regarding cosmetic ingredient safety, toxicology, chemical safety, and endocrinology;

“(G) is a legally constituted entity permitted to conduct the activities for which it seeks accreditation;

“(H) has the appropriate systems and procedures in place to ensure the protection of proprietary business information; and

“(I) has operations in accordance with generally accepted professional and ethical business practices and agrees in writing that, at minimum, it will—

“(i) certify that reported information accurately reflects data reviewed;

“(ii) limit work to that for which competence and capacity are available;

“(iii) promptly respond and attempt to resolve complaints regarding its activities for which it is accredited.

“(4) Review.—All ingredient or non-functional constituent safety assessments by persons accredited under this subsection shall be performed in accordance with subsection (b).

“(5) Assessment and proposed recommendation submission.—The Secretary shall establish a process for the accredited person to submit a safety assessment and recommendation for preliminary determination for consideration by the Secretary, including the rationale for such recommendation and factors considered under subsection (b)(1)(B).

“(d) Rules of Construction.—

“(1) Completion of studies.—Nothing in this section grants the Secretary the authority to require or request that a responsible person or cosmetic manufacturer complete an assessment of safety, including clinical trials or safety studies, under this section.

“(2) Effect of identification and assessment.—Identification of an ingredient or non-functional constituent, a request for scientific data or a preliminary assessment of the safety of an ingredient or non-functional constituent, or a determination of insufficient data with respect to a safety assessment under this section, shall not be construed to affect the legality of marketing a product that is or that contains such an ingredient or non-functional constituent.

“SEC. 611. RECORDS.

“(a) In General.—If the Secretary has reasonable grounds to believe that a cosmetic product, and any other cosmetic product that the Secretary has reasonable grounds to believe is likely to be affected in a similar manner, is adulterated and the use or exposure to such product presents a threat of serious adverse health consequences or death to humans, each responsible person and facility shall, at the request of an officer or employee duly designated by the Secretary, permit such officer or employee, upon presentation of appropriate credentials and a written notice to such person, at reasonable times and within reasonable limits and in a reasonable manner, to have access to and copy all records relating to such cosmetic product, and to any other cosmetic product that the Secretary has reasonable grounds to believe is likely to be affected in a similar manner, that are needed to assist the Secretary in determining whether the cosmetic product is adulterated and presents a threat of serious adverse health consequences or death to humans. This subsection shall not be construed to extend to recipes or formulas for cosmetics, financial data, pricing data, personnel data, research data, or sales data (other than shipment data regarding sales).

“(b) Protection of Sensitive Information.—The Secretary shall take appropriate measures to ensure that there are in effect effective procedures to prevent the unauthorized disclosure of any trade secret or confidential information that is obtained by the Secretary pursuant to this section.

“SEC. 612. SMALL BUSINESSES.

“(a) In General.—Responsible persons whose average gross annual sales in the United States of cosmetic products for the previous 3-year period is less than $1,000,000 and who do not engage in the manufacturing or processing of the cosmetic products described in subsection (b) shall be considered small businesses and not subject to the requirements of section 606 or 607, or subsection (b) or (c) of section 609.

“(b) Requirements Applicable to All Manufacturers and Processors of Cosmetics.—The exemptions under subsection (a) shall not apply to any responsible person engaged in the manufacturing or processing of any of the following products:

“(1) Cosmetic products that regularly come into contact with mucus membrane of the eye under conditions of use that are customary or usual.

“(2) Cosmetic products that are injected.

“(3) Cosmetic products that are intended for internal use.

“(4) Cosmetic products that are intended to alter appearance for more than 24 hours under conditions of use that are customary or usual and removal by the consumer is not part of such conditions of use that are customary or usual.

“SEC. 613. EXEMPTION FOR CERTAIN PRODUCTS AND FACILITIES.

“Notwithstanding any other provision of law, a cosmetic product or facility that is subject to the requirements of chapter V shall be exempt from the requirements of this chapter.

“SEC. 614. PREEMPTION.

“[HELP Committee staff believe that a uniform Federal standard for cosmetics regulation is an important component to this reform proposal. HELP Committee staff also recognize that work done by States to date warrants consideration. Staff would especially appreciate feedback from stakeholders regarding the best approach to federal preemption that works appropriately with the framework presented in this discussion draft.]”.

SEC. 3. ENFORCEMENT AND CONFORMING AMENDMENTS.

(a) In General.—

(1) Failure to register.—Section 301 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 331) is amended by adding at the end the following:

“(eee) The failure to be registered in accordance with section 607.”.

(2) Adulterated products.—Section 601 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 361) is amended by adding at the end the following:

“(f) If it was manufactured or processed in a facility that is not registered under section 607.

“(g) If it was manufactured or processed in a facility that does not meet good manufacturing practice standards under section 605.

“(h) If it is a cosmetic product that includes an ingredient in a manner that is inconsistent with a final safety determination under section 610(b)(4).”.

(3) Misbranded cosmetics.—Section 602(b) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 362(b)) is amended—

(A) by striking “and (2)” and inserting “(2)”; and

(B) by inserting after “numerical count” the following: “; and (3) the information required under section 609”.

(4) Adverse event reporting.—The Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321 et seq.) is amended—

(A) in section 301(e) (21 U.S.C. 331(e))—

(i) by striking “564, 703” and inserting “564, 605, 703”; and

(ii) by striking “564, 760” and inserting “564, 605, 611, 760”; and

(B) in section 301(ii) (21 U.S.C. 331(ii))—

(i) by striking “760 or 761) or” and inserting “604, 760, or 761) or”; and

(ii) by striking “or required under section 605(a)” after “report (as defined under section 760 or 761”.

(b) Conforming Amendment.—Section 301(j) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 331(j)) is amended by striking “704, 708” and inserting “607(b)(2)(A), 607(b)(2)(E), 607(b)(2)(F), 611, 704, 708”.

(c) Effective Date.—The amendments made by subsection (a) shall take effect on the date that is 1 year after the date of enactment of this Act.

SEC. 4. RECORDS INSPECTION.

Section 704(a)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 374) is amended by inserting after the second sentence the following: “In the case of a facility (as defined in 604) that manufactures or processes a cosmetic product, the inspection shall extend to all records and other information described in section 611, when the standards for records inspection under such section apply.”.

SEC. 5. FUNDING.

To carry out the amendments made by sections [2, 3, 4, and 6], there is authorized to be appropriated [$xxx] for each of the fiscal years 2019 through 2025 and such sums as may be necessary for each of the subsequent fiscal years, to remain available until expended.

SEC. 6. REPORTING AND GUIDANCE.

(a) Annual Report.—Chapter VI of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 361 et seq.), as amended by section 2, is further amended by adding at the end the following:

“SEC. 615. REPORTING.

“(a) Biennial Report to Congress.—Not later than 2 years after the date of enactment of the Modernization of Cosmetics Regulation Act of 2018 and biennially thereafter, the Secretary shall submit a report to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives that includes—

“(1) the ingredients or nonfunctional constituents that the Secretary has identified for review under section 610(a)(1) in the previous 5 fiscal years, including such ingredients for which the Secretary has initiated a request for scientific data;

“(2) the ingredients or nonfunctional constituents for which the Secretary has issued determinations under section 610(b)(c)(d);

“(3) the ongoing ingredient or nonfunctional constituents being reviewed for safety at the time of submission of the report under section 610(a)(4), including the status of each review, reviews the Secretary has determined to be needed, and reviews for which Secretary is contracting with an accredited person;

“(4) the number and summary of serious adverse event reports submitted under section 605(a) and the associated product categories;

“(5) the number of registered facilities and cosmetic ingredient statements on file with the Food and Drug Administration;

“(6) the number of facilities inspected during that fiscal year;

“(7) enforcement actions, if any, the Secretary has taken as a result of serious adverse event reports or facility inspections, including warning letters, untitled letters, suspension of registration, or any other type of action; and

“(8) efforts of the Food and Drug Administration to reduce animal testing for safety of cosmetic ingredients, nonfunctional constituents, and cosmetic products.”.

(b) GAO Report.—

(1) Not later than 5 years after the date of enactment of this Act, the Comptroller General of the United States shall analyze, and submit a report to Congress on the types of ingredients or nonfunctional constituents that the Food and Drug Administration has identified for purposes of a safety review under section 610 of the Federal Food, Drug, and Cosmetic Act (as added by section 2) and the factors or methods, if any, that such agency considers in determining the need for a safety review;

(2) the level of coordination between the Food and Drug Administration and the States in identifying ingredients for review, and the process by which the Food and Drug Administration considers public input as part of identifying ingredients;

(3) the Food and Drug Administration’s use of accredited third parties for purposes of cosmetic ingredient safety reviews (in accordance with section 607 of the Federal Food, Drug, and Cosmetic Act (as added by section 2)), including the number accredited, the number of ingredients eligible for review by an accredited person, and the methods used by such person to conduct the reviews in accordance with section 610(a) of such Act;

(4) the time between identifying ingredients to be reviewed for safety under section 610(a)(1) of the Federal Food, Drug, and Cosmetic Act and issuance of final administrative orders under section 610(b)(4) of such Act, including an analysis of the timeliness of reviews conducted under such section;

(5) how the Food and Drug Administration accounts for reports of serious adverse events under section 605 of the Federal Food, Drug, and Cosmetic Act to inform cosmetic facility related inspections;

(6) the frequency and type of inspections conducted by the Food and Drug Administration, including inspections in response to reports of serious adverse events, and an analysis of the outcome and related facility compliance; and

(7) how often the Food and Drug Administration re-reviews ingredients which receive an insufficient evidence determination under section 610(b)(5) of the Federal Food, Drug, and Cosmetic Act.

(c) Guidance.—Not later than 2 years after the date of enactment of this Act, the Secretary of Health and Human Services (referred to in this subsection as the “Secretary”) shall issue draft guidance related to carrying out the ingredient review described in section 610 of the Federal Food, Drug, and Cosmetic Act (as added by section 2), including any review conducted by an accredited person, which shall include information related to the types of competent and scientific evidence described in subsection (b)(1)(B) of such section 610 to be considered and the content and format for submissions to the Secretary pursuant to subsection (c)(5) of such section 610. In issuing such guidance, the Secretary shall seek public input by holding a public meeting, and may take into consideration well-established national and international standards for cosmetic and cosmetic product safety. The effectiveness of such section 610 shall not be contingent upon issuance of guidance by the Secretary under this subsection.
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