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A BILL

To amend the Federal Food, Drug, and Cosmetic Act to improve the safety of drugs administered to humans and animals and for other purposes.

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 ‘Federal Drug Safety Act of 2005'.

SEC. 2. FINDINGS.

The Congress finds as follows:

(1) The FDA conflicted mission of first helping speed new drugs to market and second protecting public health, as enacted in Food and Drug Administration Modernization Act (FDAMA) in 1997, has had the unintended consequence of the Agency’s choosing to serve the interests of the pharmaceutical industry at the obvious expense to the safety of the drugs approved by the FDA.  In the six years following this change, the Agency has moved from a somewhat vigilant industry watchdog striving to ensure that drugs are safe and manufactured in compliance with most of the CGMP minimums to more of an industry lapdog where the industry’s interests dictate the Agency’s priorities to the detriment of the health of the public.  In recent instances, the Agency’s guidances are dictated by the industry.  Moreover, though wrapped in code phrases like “build quality in,” “science based,” “risk based” and “modernization,” the Agency’s recent “21st Century” initiatives not only do not recognize the science basis and risk already present in the current CGMP regulations but, in many instances, are in direct conflict with the clear meaning of said regulations and, worse, designed to permit lower quality and less safe drugs be manufactured and sold to the American public.  

(2) Moreover, though aware of the Agency’s 25-year history of a knowing failure to enforce certain clear CGMP requirements and the industry’s knowing failure to comply with these clear minimums in defiance of the law, the Agency continues to refuse to take decisive enforcement actions to enforce, as clearly required by the CGMP regulations for finished pharmaceuticals, the mandated standards for: 

a. Representative sampling and representative sample evaluations in all cases (see, for example, 21 C.F.R. § 211.160(b), 

b. Specific identity tests when the “report of analysis” option is used by the manufacturer (21 C.F.R. § 84(d)(2)), 

c. Formulation to provide not less than 100 % of each active (21 C.F.R. § 101(a)), 

d. Compliance with the clear, each batch, “at each stage,” CGMP-compliant statistics-based uniformity assessment of in-process materials for all critical characteristics that bear of process control and product quality using specifications that have been proven to be both scientifically and appropriate and have been derived using the appropriate statistical evaluations (21 C.F.R. § 110), and

e. Adherence to the clear statistical quality control requirements for batch acceptance for release (21 C.F.R. § 211.165(d)).

The result is that today’s consumers are still not assured of getting drugs that have the minimum quality that was mandated more 25 years ago.  Until the FDA enforces all of the current standards, the industry brings its operations into full compliance thereto, and the intended “95%” quality levels implicit in statistical quality control are achieved, no substantive changes should be made to the CGMP regulations for finished pharmaceuticals (21 C.F.R. Part 211) unless the changes can be proven to either increase the purity or quality of the drug product or decrease the variability in the quality characteristics of the drug product.

In addition, Congress finds that, contrary to ordinary commercial standards, the FDA currently allows batches or lots of drug products to be released that have an average assay that is less than 100 percent of the label claim or with an average fill that is less than 100 percent of the label fill.

(3) Moreover, though mandated to inspect all facilities not less than once every two years, the Agency has directed its limited resources in a manner that has led to the increase in between inspection intervals, a decrease in the thoroughness of the inspections performed, and an increasing reluctance for the FDA to take rapid and decisive action to remove a product from the market when there is strong indication that the drug is not as safe as it should be.  Though this mindset initially seemed to serve the short-term goals of the pharmaceutical companies to increase their profitability, the increasing damage done by some of these drugs and the costs associated therewith to those injured or the families of those killed and the industry have reached the point that it is obvious that the current situation is an obvious lose-lose proposition for all.  Recently, the real risk of the FDA’s current inspection posture and prioritization was realized when the UK’s Medicines and Healthcare products Regulatory Agency (MHRA) pulled Chiron’s production license for their English flu vaccine manufacturing facility because of ongoing and repeated lot contamination issues – costing the US “40%” of its supply of vaccine.  Based on the facts in evidence, had the UK not acted, the FDA would have been content to let some of the American public to continue to be injected with infectious bacteria and “continue to ‘work with’ Chiron” as the FDA had been doing on this problem since at least 2001.  Obvious a stronger inspection and control system is needed because the FDA’s current “risk based,” “quality systems” approach (that in the process of being made even less rigorous):

a.
Does not currently even try to meet its statutory inspection frequency for drugs, and

b.
Has repeatedly failed to find and stop deliberate non-compliance and dangerous an/or illegal practices (including, but not limited to, Roche’s hiding of the neurological risks [including sudden suicide] of Accutane and promoting its off-label use through its advertising as well as structuring its North American operations in a manner that facilitates black-market usage of product supposedly intended for the Mexican market [it took a Congressman’s son’s death and a Congressional investigation to uncover Roche’s unethical and duplicitous behavior], the TAP Pharmaceutical Products’ [TAP is a joint venture involving the USA’s Abbott and Japan’s Takeda] pricing fraud on the cancer drug Lupron, the knowing program to illegally promote the “off label” use of Neurontin by what is now a part of Pfizer that “grew” a “100-million dollar a year” product into a “multiple-billion dollar a year” product at the public’s expense [and only cost Pfizer $430 million when a whistleblower revealed their duplicity], Schering-Plough’s knowingly manufacturing and releasing hundreds of batches of inhalers that contained “empty” and/or grossly subpotent units, Bayer’s increasing the strength of their “statin” drug Baycol even though the lower strengths already were at least as dangerous as all of the other approved “statin” drugs combined, Merck’s hiding of the cardiac and stroke risks in Vioxx and instead increasing its promotion to maximize Merck’s short-term profits at the expense of more than 100,000 damaged and/or killed, the antidepressant segment of the industry’s deliberate hiding the depression and suicide risks to children, adolescents, and adults of certain of their “antidepressant” drugs [that again was only “revealed” after it affected the family of another Congressman] as well as, in some cases, their addictive nature, and Chiron’s bacterially contaminated flu vaccine lots [that, except for the intervention of the UK’s MHRA, would probably have again been administered to the American public while the FDA “worked with” Chiron to “correct” the manufacturing deficiencies that the Agency had, for years, allowed Chiron not to correct]) by major pharmaceutical firms.  

(4) In addition, the Agency’s “work with” mindset has led to the Agency to abandon most of its “market basket” check programs even though these were the source of a significant fraction of all of the findings of superpotent and subpotent batches on the market and, before they were discontinued, there was no real indication (e.g., significant decrease in the number of these problems found in market basket testing) that the industry was improving in this area.  In fact, it seems the industry’s reaction is to push for (and the Agency’s apparent acquiescence to) an even riskier, to the public, “risk based” approach to manufacturing and release that not only condones not meeting the current CGMP requirement minimums set forth in 21 C.F.R. Sec. 211.165(d) but also would permit even less proof of the CGMP compliance of each batch prior to release.

(5) At present, through its guidance initiatives and petitions, the Agency is becoming increasingly “managed” by the very industry that it is supposed to regulate.  Having learned (from the pervasive drug pricing fraud committed by most of the manufacturers of drugs) that the current pharmaceutical industry is, to say the least, ethical challenged and (from an industry-sponsored “drug benefit” bill that forbade the Social Security Administration from bargaining for a lower price) that the pharmaceutical is not truly interested in the costs of their products to the American public, Congress has realized that the current statutes do not provide adequate deterrence incentives for the industry.  Moreover, not only is the pharmaceutical industry exerting undue influence on the FDA but, through its lobbying and other efforts, it is the sense of Congress that the pharmaceutical industry, with the approval and, in some cases, cooperation of those that manage the medical and healthcare industries, is exerting undue influence on the political process with the clear intent to subvert them from the people’s agenda to its own self-serving agenda.  

Additionally, the FDA’s advisory panels have been packed with experts with clear conflicts of interests and, through the confidentiality agreements in their “research grants” and other practices, the pharmaceutical industry has knowingly concealed adverse findings from the FDA to whom they are, by law, supposed to be fully disclosed, medical professionals who rely on such disclosures to guide their prescribing practices, and the American public who suffers from the effects of these disclosure failures.

Finally, though espousing the principles of international harmonization when it comes to standards for some aspects of the testing of drugs, medical devices, and combination products, the FDA has failed to recognize the actions taken by other nations in Canada, the European Union, Japan, and other nations having comparable healthcare and superior national health monitoring systems to remove products from their markets for safety-related reasons.  This failure has led to the FDA allowing products that have proven safety issues to remain on the market beyond the date that, based on those nation’s clearly applicable safety findings, said products should have been removed from the market or, at a minimum, their prescribing more rigorously controlled.  This inequity should be eliminated so that the safety of the American public is at least as important a concern as the safety of the public in any other comparably developed nation.

(6) Though dressed in the cloth of free speech and informing the public, it is clear that the industry’s true goals for its direct-to-the-public advertising programs are marketing and media control rather than informing the public.  Moreover, it is clear from the industry’s own figures that the cost of these advertising programs exceeds the new-drug developmental costs claimed by the industry as the reason for the ever increasing pricing of their medications to the American public.  Thus, Congress realizes: a) the industry is engaged in commercial speech under the guise of “free speech” and b) legislation is needed to ensure that such commercial speech is restricted to medical professionals.  Moreover, in light of recent examples, the industry has knowingly abused such speech by increasing the marketing expenditures for drugs that the sponsor knew had significant not-fully-disclosed adverse events.  Further, by failing to publish the results of all studies, both positive and negative, in the journals relied upon by the medical profession to guide their prescribing drugs, the industry is knowingly biasing the value of their drugs by concealing the risks in a manner that is clearly less than ethical and, in some cases, seems to be criminal.

(7) Finally, in some areas, it is becoming increasingly clear that the FDA, CDC. And NIH have been corrupted to the point that, rather than acting in the interests of the public, these Agencies act in behalf of the industry.  Examples include: a) the NIH’s allowing of Abbott’s obviously egregious and unwarranted 4-fold increase in the price of its “AIDS therapy” drug product Norvir (generically, ritonavir), initially developed under a $3.47 million federal grant, to stand; b) CDC’s failure to require that mercury be removed from vaccines when the possibility of a link between mercury and neurodevelopmental disorders was identified; c) FDA’s failure to take decisive action, including, at a minimum, suspending the problem site’s license to manufacture vaccines, against Chiron when problems were first found at that site several years ago; and d) FDA’s knowing acceptance of a non-conforming facility’s API (with promised future correction) because it was the only “approvable” site for the manufacture of generic “sterile” tobramycin even though the site infrastructure, facilities and operations were all clearly substandard and the FDA consumer safety officer who performed the inspection strongly recommended that the site not be approved.  

In addition, the FDA has an increasingly abysmal history of accepting drug products with known safety issues or unproven long-term safety such as: a) repeatedly permitting Thimerosal to be added to drugs, including vaccines, without requiring, as the FDA is supposed to do, the appropriate long-term chronic toxicity studies to prove that such additions were safe in each case, b) the licensing of a problematic rotavirus vaccine, and an ill-conceived and dangerous Lyme-disease vaccine, and c) the approval of drugs such as Fen-Phen, Resulin, and Vioxx where it seems clear that the FDA knew or should have known that the products’ risks to the public outweighed their benefit to the public.

Though some risk to a few may be acceptable, increasingly the drug industry has acted in a greed-driven manner that has knowingly put their profits above the significant risk of harm and death to many of those who use their drugs, medical devices, and combination products.  

This current state of affairs is clearly unacceptable and must be rectified. 

SEC. 3. FOOD AND DRUG ADMINISTRATION MISSION AND REPORT.

(a) Mission.--Section 903 of the Federal Food, Drug, and Cosmetic Act 

(21 U.S.C. 393) is amended by striking clause (b)(1), renumbering the 

remaining clauses of subsection (b) from (1) through (4) to (1) through (3), 

and revising subsection (b) to read as follows—

“(b) Mission.--The Administration shall--

“(1) promote the public health by promptly and efficiently reviewing 

clinical research and taking appropriate action on the marketing of regulated 

products in a timely manner;
“(1) with respect to regulated products, protect the public health 

“by ensuring that--

“(A) foods are safe, wholesome, sanitary, and properly labeled;

“(B) human and veterinary drugs are safe and effective;

“(C) there is reasonable assurance of the safety and effectiveness 

  “of devices intended for human use;

“(D) cosmetics are safe and properly labeled; and

“(E) public health and safety are protected from electronic 

  “product radiation;

“(2) provided there is no decrease in the safety, efficacy or evaluation-based 
“quality standards, participate through appropriate processes with representatives 

“of other countries to reduce the burden of regulation, harmonize regulatory 

“requirements, and achieve appropriate reciprocal arrangements (where possible, 

“recognized international statistics-based product quality standards shall be 

“used as the basis for all batch release evaluation activities so that the risk of 

“release non-quality product lots declines – statistical quality control standards

“shall be appropriately used for all products produced as a collection of units); and

“(3) as determined to be appropriate by the Secretary, 

“carry out paragraphs (1) through (3) and (2) in consultation with conflict-free
“experts in science, medicine, and public health, and in cooperation 

“with consumers, users, manufacturers, importers, packers, distributors, 

“and retailers of regulated products.''.

(b) Annual Report.--Section 903 (21 U.S.C. 393), as amended by 

subsection (a), is further amended by revising existing subsection (f) by – 

(1) inserting the phrase, ‘Not later than 1 year after the date of enactment of the 

Federal Drug Safety Standards Act of 2005 (FDSSA),’, between ‘In general—‘ and 

‘(t)he Secretary’ at the beginning of subsection (f),

(2) striking the current subparagraph (A) of paragraph (2) of this subsection and 

replacing that subparagraph with:

    ‘(A) maximizing the availability and clarity of information about the level of inspection 

  and compliance at each and every pharmaceutical manufacturing facility for drugs, 

  including the manufacturers of drug products, a listing of all inspections and any and all 

  observations of any deviation from CGMP, the last date inspected, and the inspection 

  schedule, annual or biannual, for each facility subject to inspection as well as a listing 

  of all product recalls for any reason along with the reason for the recall and the number 

  of batches or lots affected by the recall.’,

(3) revising subparagraph (B) of paragraph (2) of this subsection by (A) inserting the 

text, ‘, accuracy,’, between the words ‘availability’ and ‘and’, and (B) striking the word 

‘new’ and replacing it with the word ‘all’,

(4) revising subparagraph (E) of paragraph (2) of this subsection by (A) inserting the 

text, ‘, by July 1, 2007,’, between the words ‘mechanisms’ and ‘for’ and (B) striking the 

phrase, ‘review of all applications and submissions’ and replacing it with the phrase, 

‘inspection of all facilities’, and 

    (5) striking subparagraph (F) – 

as follows—

“(f) Agency Plan for Statutory Compliance.--


“<<NOTE: Federal Register, publication.>> (1) In 

general.-- Not later than 1 year after the date of enactment of 

“the Federal Drug Safety Standards Act of 2005 (FDSSA), the 

“Secretary, after consultation with appropriate conflict-free scientific 

“and academic experts, health care professionals, representatives of 

“patient and consumer advocacy groups, and the regulated 

“industry, shall develop and publish in the Federal Register a 

“plan bringing the Secretary into compliance with each of the 

“obligations of the Secretary under this Act.  The Secretary

“shall review the plan biannually and shall revise the plan as

“necessary, in consultation with such persons.


“(2) Objectives of agency plan.--The plan required by 

“paragraph (1) shall establish objectives and mechanisms to 

“achieve such objectives, including objectives related to—

“(A) maximizing the availability and clarity of 

“information about the process for review of applications 

“and submissions (including petitions, notifications, and 

“any other similar forms of request) made under this Act;

“(A) maximizing the availability and clarity of

“information about the level of inspection and compliance 

“at each and every pharmaceutical manufacturing facility for 

“drugs, including the manufacturers of drug products, 

“a listing of all inspections and any and all observations of 

“any deviation from CGMP, the last date inspected, and the 

“inspection schedule, annual or biannual, for each facility 

“subject to inspection as well as a listing of all product recalls 

“for any reason along with the reason for the recall and the 

“number of batches or lots affected by the recall.
“(B) maximizing the availability, accuracy, and clarity of 

“information for consumers and patients concerning new all
“products;

“(C) implementing inspection and postmarket 

“monitoring provisions of this Act;

“(D) ensuring access to the scientific and 

“technical expertise needed by the Secretary to meet 

“obligations described in paragraph (1);

“(E) establishing mechanisms, by October 1, 2007, for 

“meeting the time periods specified in this Act for the 

“review of all applications and submissions inspection
“of all facilities described in subparagraph (A).”

“(F) eliminating backlogs in the review of 

“applications and submissions described in subparagraph 

“(A), by January 1, 2000.

(b) Annual Report.--Section 903 (21 U.S.C. 393), as amended by subsections (a) 

and (b), is further amended by revising the existing subsection (g) by – 

(1) inserting the word, ‘formal’, between ‘solicit’ and ‘public’ at the start

of this subsection, and

(2) inserting the word, ‘statistical’, between ‘detailed’ and ‘information’ in

paragraph (1) of this subsection,

as follows—

“  <<NOTE: Federal Register, publication.>> (g) Annual Report.--The 

“Secretary shall annually prepare and publish in the Federal Register and 

“solicit formal public comment on a report that— 

“    (1) provides detailed statistical information on the performance

“of the Secretary under the plan described in subsection (f);

“    (2) compares such performance of the Secretary with the objectives

“of the plan and with the statutory obligations of the Secretary; and

“    (3) identifies any regulatory policy that has a significant negative

“impact on compliance with any objective of the plan or any statutory

“obligation and sets forth any proposed revision to any such regulatory

“policy.''

SEC. 4. ADULTERATED DRUGS.

Prohibition- Section 501 of the Federal Food, Drug, and Cosmetic 

    Act (21 U.S.C. 351) is amended— 

(1)
by redesignating subsections (b) through (i) as subsections 

(d) through (k), respectively; and

(2)
by inserting, after subsection (a), new subsections (b) and (c)

as follows – 

‘(b) Statistical quality control is not used for the evaluation of all in-process materials 

and the drug product  

    If it is a drug and the procedures used for the evaluation of all discrete in-process 

materials and the drug product did not, at a minimum, use representative-sample 

evaluations on the lot or batch and recognized statistical quality control standards to 

establish that every unit in the lot or batch is predicted to meet all of its established 

specifications and every unit in the lot or batch of released finished drug product 

should meet its accepted lifetime specifications.  This subsection shall apply to each

and every establishment that ships any drug or drug product in commerce 

and/or each and every establishment that releases any packaged drug or drug product 

into commerce.

(c) Release levels are less than 100 percent of label claim or 

agency-accepted target level

    If it is a drug and the average strength of the released lot or batch of drug product 

is less than the greater of 100 % of the label claim or the agency-accepted target level 

for each active “ingredient.  This subsection shall apply to every establishment that 

releases any drug product in commerce and/or releases any packaged drug or drug 

product into commerce.’

SEC. 5. MISBRANDED DRUGS.

Prohibition- Section 502 of the Federal Food, Drug, and Cosmetic 

    Act (21 U.S.C. 352) is amended by modifying subsection (b) by – 

    (1) inserting the phrase, ‘and, if different, the name and place of business, 

including the country or state in which the finished dosage units or device units 

in the distributable finished packaged product were manufactured’, after the 

word, ‘distributor’, in paragraph (1) of this subsection,

    (2) in paragraph (2), (A) changing the word, ‘That’, to ‘that’, (B) inserting 

the phrase, ‘paragraph (1) of this subsection the country or state of origin shall 

only be required when it is other than the United States and that under’, and (C)

striking the word, ‘of’, before the current text, ‘this paragraph’, and (D) adding

the text, ‘as long as the average value for each packaging of each lot is not 

less than 100 % of the label claim and, for unit-of-use packages, the amount

in any package shall not be less than the labeled amount’, after the word, 

‘Secretary’, in this paragraph – 

as follows— 

“(b) Package form; contents of label

“

“  If in package form unless it bears a label containing—

“  (1) the name and place of business of the manufacturer, packer, 

“or distributor and, if different, the name and place of business, 

“including the country or state in which the finished dosage units

“ or device units in the distributable finished packaged product 

“were manufactured; and 

“  (2) an accurate statement of the quantity of the contents in terms 

“of weight, measure, or numerical count.  Provided, that under 

“paragraph (1) of this subsection the country or state of origin shall 

“only be required when it is other than the United States and that 
“under of this paragraph reasonable variations shall be permitted, and 

“exemptions as to small packages shall be established, by regulations 

“prescribed by the Secretary as long as the average value for each

“packaging of each lot is not less than 100 % of the label claim and,

“for unit-of-use packages, the amount in any package shall not be

“less than the labeled amount.

SEC. 6. ESTABLISHMENT INSPECTIONS.

Revision – Section 510 of the Federal Food, Drug, and Cosmetic 

    Act (21 U.S.C. 360) is amended— 

  by revising the language of subsection’s (b), (c), and (h) as follows—

  (a) subsection (b) is revised by designating the current language as paragraph (1)

and adding after paragraph (1), new paragraphs (2), (3), and (4) as follows—

“(b) Annual registration

“

“  (1) On or before December 31 of each year every person who owns or 

“operates any establishment in any State engaged in the manufacture, 

“preparation, propagation, compounding, or processing of a drug or drugs 

“or a device or devices shall register with the Secretary his name, 

“places of business, and all such establishments.

“  (2) Along with this annual registration, to offset the costs of

“inspection, drug quality evaluation and safety evaluation, every

‘person in subsection (a) of this section shall pay the following

“sums for each such registered establishment:

“(A) $ 10,000.00 for each such establishment subject to 

“biannual inspection located in the continental United States

“plus $ 3,000 for each formulation of each drug manufactured, 

“processed or packed by that establishment that is accepted by

“the agency for sale in the United States and its territories, 

“commonwealths, and possessions.

“(B) $ 15,000 for each such establishment subject to annual

“inspection located in the continental United States plus $ 3,000.

“for each formulation of each drug manufactured, processed, or 

“packed by that establishment that is accepted by the agency for 

“sale in the United States and its territories, commonwealths, 

“and possessions.

“C) $ 20,000 for each such establishment subject to biannual
“inspection located outside of the continental United States plus

$ 3,000 for each formulation of each drug manufactured, processed, 

“or packed by that establishment that is accepted by the agency for 

“sale in the United States and its territories, commonwealths, and

“possessions.

“(D) $ 30,000 for each such establishment subject to annual

“inspection located outside of the continental United States

 “plus $ 3,500.00 for each formulation of each drug manufactured,

“processed, or packed by that establishment that is accepted by

“the agency for sale in the United States and its territories,

“commonwealths, and possessions.

    “(3) All fees paid shall be exclusively used for the inspection

“of such premises and/or the evaluation of agency-accepted 

“drugs or drug products produced by such premises.  These fees 

“shall not be used as a budget item or budget offset by the FDA 

“or Congress.  In addition, these fees shall be indexed annually 

“to the official inflation rate in the United States at the beginning 

“of each budget year.

…”(4) The failure of a facility to pay the requisite fees within 90 

“days of the applicable due date shall result in the suspension of

“the conditional approval of the products manufactured, processed, 

“or packed by that facility until such fees are paid, and, for foreign

“firms, the embargoing from landing of all drug and other products 

“produced by that facility until the applicable fees are paid.”
  (b) subsection (c) is revised by designating the current language as paragraph (1) and

adding after paragraph (1), a new paragraph (2) as follows—

“(c) New producers

“

“  (1) Every person upon first engaging in the manufacture, preparation, 

“propagation, compounding, or processing of a drug or drugs or a device 

“or devices in any establishment which he owns or operates in any State 

“shall immediately register with the Secretary his name, place of 

“business, and such establishment 

“  (2) Every such person shall include, with their initial 

“registration with the Secretary, $ 6,000 plus the appropriate 

“biannual inspection fee as set forth in subsection (a) of this 

“section.”
  (c) subsection (h) is revised by designating the current language as paragraph (1) and

adding after paragraph (1), new paragraphs (2), (3) and (4) as follows— 

“(h) Inspection of premises

“

  “(1) Every establishment in any State registered with the Secretary 

“pursuant to this section shall be subject to inspection pursuant to 

“section 374 of this title and every such establishment engaged in the 

“manufacture, propagation, compounding, or processing of a drug or 

“drugs or of a device or devices classified in class II or III shall be so 

“inspected by one or more officers or employees duly designated by the 

“Secretary at least once in the two-year period beginning with the date 

“of registration of such establishment pursuant to this section and at 

“least once in every successive two-year period thereafter.

  “(2) Any establishment having an initial inspection with any 

“significant violative observations shall not be accepted, approved 

“or licensed to distribute the drug or drugs or covered devices or 

“devices until the violative observations are corrected and a 

“subsequent inspection finds the facility is in essential compliance 

“with all of the applicable current good manufacturing practice 

“minimums.

  “(3) Any establishment having an inspection with any significant 

“violative observation shall be fully inspected at least annually 

“until at least two consecutive inspections find that the establishment 

“has no significant violative observations and all previous violative

“observations have been proven to have been satisfactorily corrected

“or addressed.

  “(4) In any fiscal year where the agency fails to meet the 

“inspection standards established in subsections (1) through (3), 

“the agency shall not perform, in a subsequent fiscal year, any 

“foreign inspections of new establishments or for a new drug 

“unless the drug to be produced in said establishment is a drug 

“for a medical condition for which there is no currently approved 

“drug.  This prohibition shall continue for two fiscal years 

“beyond the fiscal year in which the agency meets the spirit of 

“subsections (1) through (3) by inspecting not less than 98 

“percent of the establishments mandated by subsections (1) 

“through (3) of subsection (h).”

  (d) subsection (i) is revised by designating the current language as paragraph (1) and

adding, after paragraph (1), a new each strength of each drug (2) as follows—

“(i) Foreign establishments

“

  “(1) Any establishment within any foreign country engaged in the 

“manufacture, preparation, propagation, compounding, or processing of a 

“drug or drugs, or a device or devices, shall be permitted to register 

“under this section pursuant to regulations promulgated by the Secretary. 

“Such regulations shall require such establishment to provide the 

“information required by subsection (j) of this section and shall require 

“such establishment to provide the information required by subsection (j) 

“of this section in the case of a device or devices and shall include 

“provisions for registration of any such establishment upon condition 

“that adequate and effective means are available, by arrangement with the 

“government of such foreign country or otherwise, to enable the Secretary 

“to determine from time to time whether drugs or devices manufactured, 

“prepared, propagated, compounded, or processed in such establishment, if 

“imported or offered for import into the United States, shall be refused 

“admission on any of the grounds set forth in section 381(a) of this 

“title.

  “(2) Should a foreign establishment fail to be in substantial compliance 

“with any aspect of current good manufacturing practice then all products

“produced by that foreign establishment shall be refused admission into the

“United States until a subsequent inspection finds that foreign establishment
“meets the requirement minimums for any agency-accepted drug produced

“therein.  In cases where the foreign establishment produces a drug for which 

“there is no agency-accepted alternative, the Secretary may waive this refusal.

“However, if the import prohibition is waived, the foreign establishment’s 

“import agent shall be required to obtain an exemption document for each 

“shipment of each lot of each otherwise embargoed drug and pay an 

“administrative fee of not less than $10,000 for each lot of each such 

“drug until the establishment is found to be in substantial compliance 

“with the minimums of current good manufacturing practice and the 

“import ban is officially lifted.”

SEC. 7. QUALITY VERIFICATION.

Amendment – Section 504 of the Federal Food, Drug, and Cosmetic Act 

is amended by adding a new subsection (Sec. 354a) as follows—

“Sec. 354a  Quality Verification.

“

“  (a) Registered-establishment reporting requirements.

“

“All registered establishments that manufacture, process, or pack 

“a drug or drug product, including any firm that packages or

“repackages a drug or drug product shall, at the time of release,

“be required to submit to the agency the following information 

“on each batch or lot, or portion thereof, of agency-accepted 

“drug or drug product released to the United States market:

  “(1) Batch or lot identifier,

  “(2) Date released

  “(3) Expiration or, for components, retest date

  “(4) Amount released

  “(5) Name of firm releasing the lot or batch

  “(6) Name of the responsible official authorizing the release

  “(7) Name of the firm performing each release evaluation

  “(8) Name of the responsible official certifying that, where 

“required, a representative sample was evaluated by the 

“certifying establishment for each evaluation performed and 

“the validity of the evaluation results obtained.
  “(9) All analytical values used to release each batch, 

lot, or portion of such, to market including, at a minimum,

    “(A) For each agency-accepted variable factor subject to

  “uniformity assessment, 

      “(i) name of the variable

      “(ii) name of the test

      “(iii) number evaluated, 

      “(iv) size of each aliquot worked up for each evaluation, 

      “(v) size of a unit-dose,

      “(vi) the result values for the minimum, maximum, mean, 

    “median, and standard deviation found,

“      (vii) the predicted percentage of units that may be outside

    “of 95 % to 105 % of the targeted release level, and

      “(viii)
the confidence level that all untested units or 

    “material will, if evaluated at release, meet the agency-accepted 

    “release limits.

“    (B) For each agency-accepted attribute factor,

      “(i) name of the attribute

      “(ii) name of the evaluation

      “(iii) number evaluated, 

      “(iv) the defect type and number of defects found for each

    “defect type accepted by the agency, 

      “(v) the confidence level that all untested units will, if 

    “evaluated at release, meet the drug’s agency-accepted 

    “acceptance criteria, and 

       “(vi) the confidence level that all untested units or material 

    “will, if evaluated at release, meet the agency-accepted release 

    “limits.

“  (b) General agency quality verification requirements.

“

  “(1) To ensure that the sample evaluation data reported are valid, 

“each fiscal year the agency shall collect and fully evaluate ‘market 

“basket’ samples from not less than three (3), or, when less than 3

“lots or batches are produced in a given year, duplicate ‘market basket’

“samples from all, batches or lots of each agency-accepted drug 

“formulation from each registered establishment that manufacturers,

“processes, or packs such drug or drug product 

  “(2) Any establishment that repackages a drug or drug product

“shall be required to submit to the agency a quarterly listing of all 

“of the drugs repackaged that provides—

    “(A) the source address, source lot identifier, and source lot 

  “expiration date of each source lot used for the repackaging, 

    “(B) the repackaged lot’s identifier,  name, and expiration date 

  “assigned by the repackager, and 

    “(C) the destination or destinations for each repackaged lot.

  “(c) Ongoing agency verification requirements.

“

  “After each batch or lot’s samples are fully evaluated, the

“agency shall: 

  “(1) compare the results obtained to the results reported in 

“subsection (a) using appropriate statistical procedures;

  “(2) use all submitted and agency evaluation results

“to assess, at least quarterly, the quarterly and cumulative

“minimum process capability for the uniformity of the content 

“for the least-uniform active in each drug formulation from each 

“establishment approved to manufacture, process, or pack that 

“drug; and 

  “(3) use the minimum process capability values found to

“determine agency action concerning each approved drug, 

“each establishment, and the number of lots or batches

“of drug to evaluate in the coming fiscal year as follows—

    “(A) If the estimated quarterly minimum process capability 

  “is not greater than 1.00 or the cumulative minimum process 

  “capability is not greater than 1.33, the agency shall hold a 

  “‘for cause’ hearing as to why the acceptance of such drug or 

  “drug product shall not be suspended;

    “(B) If the drug or drug product has been produced for less

  “than three (3) years or the estimated cumulative minimum

  “process capability is between 1.34 and 1.50, then at least 

  “25 %of all batches or lots manufactured, processed or packed

  “in the next year should be sampled and evaluated;

    “(C) If the drug has been manufactured, processed, or packed 

  “for three or more years:

       “(i) If the estimated cumulative minimum process 

    “capability is between 1.34 and 1.66, then the lesser of 

    “25 % of all batches or lots or nine (9) to six (6) batches 

    “or lots, chosen at random, manufactured, processed, or 

    “packed in the next year should be sampled and evaluated.

       “(ii) If the estimated cumulative minimum process 

    “capability is between 1.67 and 1.99, then the lesser of 25 % 

    “of all batches or lots or six (6) to three (3) batches or lots, 

    “chosen at random, manufactured, processed, or packed 

    “in the next year should be sampled and evaluated.

       “(iii) If the estimated cumulative minimum process 

    “capability is 2.00 or higher, then three (3) batches or lots, 

    “chosen at random, manufactured, processed, or packed

    “in the next year should be sampled and evaluated.

“For the purposes of this paragraph, the minimum process

“capability shall be calculated using the formula—

“CPK (factori1)  =  (U Limit – PMULE)  factor i /
                                 [3 x (1 + {‘P’ s Pobs./100}) x (sP obs.)]
“Where:

“1. ‘P’ sP obs. is the % uncertainty in ‘sP obs.’ for ‘n-1’ 

“degrees of freedom.  Its estimated value can be interpolated 

“from a reference nomograph of the degrees of freedom to 

“estimate ‘s’ within ‘P’ % of ‘σ’ at a confidence of ‘1–α’ 

“(‘γ’) of 0.99.  [In this subsection, ‘γ’ is taken as 0.99 because 

of the number of units in a typical batch and the regulatory 

constraints on the level of certainty required.]
“2. ‘factor1’ is the content factor for the ith active with a target

“ that is appropriately above 100 % of: a) the amount claimed 

“on the label or b) the allowed release range’s midpoint.

“3. ‘( P’ is the observed process mean for a given factor.
“4. ‘t (1 – α, n–1)’ is the Studentized ‘t’ value from a ‘t’ 

“table of such values at a confidence level of ‘1 – α,’ taken as 

“0.99, for n – 1 degrees of freedom where ‘n’ is the number 

“of samples tested.
“5. ‘U Limit‘ is the upper content release limit for a given active.
“6. ‘PM ULE’  is equal to  ‘( P + (t (1 – α, n–1) x s Pobs.) /n’.”
  “(d) Minimum standards for the reporting entity.

“

“  For any evaluation results to be accepted as valid, the 

“entity performing said evaluations must certify that their 

“evaluation systems are operating in full accordance with 

“the applicable current good manufacturing practice minimums 

“and meet, or exceed, the minimum quality system standards 

“established in the recognized international standard 

“ISO/IEC 17025.

  “(e) Agency database requirements.

“

“  The agency shall maintain a fully accessible searchable

“data base record for each batch or lot of agency-accepted 

“drug or drug product containing all information submitted 

“by each establishment as well as all values found by the 

“agency in any testing conducted by or for it for any reason.

“This database shall be fully searchable by manufacturer, drug 

“and/or drug formulation, strength, lot of batch identifier, 

“evaluation, and all other values in a hierarchical manner.  

  “(f) To ensure database usefulness, the data from the 

“initial three (3) years of agency-accepted production for

“a given process and, if available, the last ten (10) years 

“of production history shall be maintained in an on-line,

“electronically searchable read-only database open to the

“public.  In addition, notwithstanding any State regulation

“to the contrary, the prescription drugs received by or on 

“behalf of any person and the records appertaining thereto

“shall be clearly labeled with the manufacturer’s name, 

“the drug’s name, and the strength, lot identifier, and 

“expiration date for the drug by the system or person 

“dispensing the drug and, before the dispensed item is

“conveyed to the person to or for whom it was prescribed

“or the person acting as their guardian or care giver, a

“second person shall verify that the requisite information 

“has been properly recorded and is clearly visible on the

“the label applied to the portion of the drug being 

“conveyed to the prescribee or their authorized guardian 

“or care giver.”

SEC. 8. REFUSING TO ACCEPT A NEW DRUG APPLICATION, WITHDRAWAL OF ACCEPTANCE, AND OTHER CHANGES.

Revision – Section 505 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355) is 

amended by— 

  (a) revising the language of subsection (a) by inserting the word 

‘conditional’ before each instance of the word ‘approval’ and striking 

the article ‘an’ before ‘approval’ in the original text of subsection (a) 

and replacing it with the article ‘a’ as follows—

“(a) Necessity of effective conditional approval of application

“

“    No person shall introduce or deliver for introduction into 

“interstate commerce any new drug, unless an a conditional 

“approval of an application filed pursuant to subsection (b) or 

“(j) of this section is effective with respect to such drug.”

  (b) revising the language of subsection (b) by—

(1) inserting the word ‘all’ before the word ‘investigations’ in (b)(1)(A),

(2) inserting ‘conditional’ before ‘approval’ in the last sentence in (b)(1), and

(3) inserting ‘conditional’ before ‘approval’ in the first sentence in (b)(2)

and in each instance in (b)(2)(A) and (b)(2)(B),

as follows—

“

“(b) Filing application; contents

“

  “(1) Any person may file with the Secretary an application with 

“respect to any drug subject to the provisions of subsection (a) of this 

“section.  Such person shall submit to the Secretary as a part of the 

“application (A) full reports of all investigations which have been made 

“to show whether or not such drug is safe for use and whether such drug 

“is effective in use; (B) a full list of the articles used as components of 

“such drug; (C) a full statement of the composition of such drug; (D) a 

“full description of the methods used in, and the facilities and controls 

“used for, the manufacture, processing, and packing of such drug; (E) 

“such samples of such drug and of the articles used as components thereof 

“as the Secretary may require; and (F) specimens of the labeling proposed 

“to be used for such drug.  The applicant shall file with the application 

“the patent number and the expiration date of any patent which claims the 

“drug for which the applicant submitted the application or which claims a 

“method of using such drug and with respect to which a claim of patent 

“infringement could reasonably be asserted if a person not licensed by 

“the owner engaged in the manufacture, use, or sale of the drug.  If an 

“application is filed under this subsection for a drug and a patent which 

“claims such drug or a method of using such drug is issued after the 

“filing date but before approval of the application, the applicant shall 

“amend the application to include the information required by the 

“preceding sentence.  Upon conditional approval of the application, the 

“Secretary shall publish information submitted under the two preceding 

“sentences.

  “(2) An application submitted under paragraph (1) for a drug for 

“which the investigations described in clause (A) of such paragraph and 

“relied upon by the applicant for conditional approval of the application 

“were not conducted by or for the applicant and for which the applicant 

“has not obtained a right of reference or use from the person by or for 

“whom the investigations were conducted shall also include--

    “(A) a certification, in the opinion of the applicant and to the 

  “best of his knowledge, with respect to each patent which claims the 

  “drug for which such investigations were conducted or which claims a 

  “use for such drug for which the applicant is seeking conditional 
  “approval under this subsection and for which information is required 

  “to be filed under paragraph (1) or subsection (c) of this section--

      “(i) that such patent information has not been filed,

      “(ii) that such patent has expired,

      “(iii) of the date on which such patent will expire, or

      “(iv) that such patent is invalid or will not be infringed by 

    “the manufacture, use, or sale of the new drug for which the 

    “application is submitted; 

    “and

    “(B) if with respect to the drug for which investigations 

  “described in paragraph (1)(A) were conducted information was filed 

  “under paragraph (1) or subsection (c) of this section for a method 

  “of use patent which does not claim a use for which the applicant is 

  “seeking conditional approval under this subsection, a statement that 

  “the method of use patent does not claim such a use.

  “(3)(A) An applicant who makes a certification described in paragraph 

“(2)(A)(iv) shall include in the application a statement that the 

“applicant will give the notice required by subparagraph (B) to--

      “(i) each owner of the patent which is the subject of the 

    “certification or the representative of such owner designated to 

    “receive such notice, and

      “(ii) the holder of the approved application under subsection (b)

    “of this section for the drug which is claimed by the patent or a use

    “of which is claimed by the patent or the representative of such

    “holder designated to receive such notice.

    “(B) The notice referred to in subparagraph (A) shall state that an 

  “application has been submitted under this subsection for the drug with 

  “respect to which the certification is made to obtain approval to engage 

  “in the commercial manufacture, use, or sale of the drug before the 

  “expiration of the patent referred to in the certification.  Such notice 

  “shall include a detailed statement of the factual and legal basis of the 

  “applicant's opinion that the patent is not valid or will not be infringed.

    “(C) If an application is amended to include a certification 

  “described in paragraph (2)(A)(iv), the notice required by subparagraph 

  “(B) shall be given when the amended application is submitted.

  (c) revising the language of subsection (c) by—

(1) inserting word ‘conditional’ between the words ‘for’ and ‘approval’ in 

the title to subsection (c),

(2) inserting the word ‘conditionally’ before ‘approve’ in subparagraph (c)(1)(A),

(3) inserting the word ‘conditionally’ before ‘approved’ in paragraph (c)(2) and, 

when the article ‘an’ precedes ‘approved’ in the original, changing each ‘an’ to ‘a’, and

(4) inserting the word ‘conditional’ before each instance of the word ‘approval’

in paragraph (3) through subparagraph (3)(C),

as follows—

  “(c) Period for conditional approval of application; period for, notice, and 

        “expedition of hearing; period for issuance of order

  “(1) Within one hundred and eighty days after the filing of an 

“application under subsection (b) of this section, or such additional 

“period as may be agreed upon by the Secretary and the applicant, the 

“Secretary shall either--

    “(A) conditionally approve the application if he then finds that none 

  “of the grounds for denying approval specified in subsection (d) of this 

  “section applies, or

    “(B) give the applicant notice of an opportunity for a hearing 

  “before the Secretary under subsection (d) of this section on the 

  “question whether such application is approvable.  If the applicant 

  “elects to accept the opportunity for hearing by written request 

  “within thirty days after such notice, such hearing shall commence 

  “not more than ninety days after the expiration of such thirty days 

  “unless the Secretary and the applicant otherwise agree.  Any such 

  “hearing shall thereafter be conducted on an expedited basis and the 

  “Secretary's order thereon shall be issued within ninety days after 

  “the date fixed by the Secretary for filing final briefs.

  “(2) If the patent information described in subsection (b) of this 

“section could not be filed with the submission of an application under 

“subsection (b) of this section because the application was filed before 

“the patent information was required under subsection (b) of this section 

“or a patent was issued after the application was conditionally approved 

“under such subsection, the holder of an conditionally approved application 

“shall file with the Secretary the patent number and the expiration date of 

“any patent which claims the drug for which the application was submitted 

“or which claims a method of using such drug and with respect to which a 

“claim of patent infringement could reasonably be asserted if a person not 

“licensed by the owner engaged in the manufacture, use, or sale of the drug. 

“If the holder of an conditionally approved application could not file patent 

“information under subsection (b) of this section because it was not required 

“at the time the application was conditionally approved, the holder shall file 

“such information under this subsection not later than thirty days after 

“September 24, 1984, and if the holder of an conditionally approved 

“application could not file patent information under subsection (b) of this 

“section because no patent had been issued when an application was filed or 

“conditionally approved, the holder shall file such information under this 

“subsection not later than thirty days after the date the patent involved is issued. 

“Upon the submission of patent information under this subsection, the 

“Secretary shall publish it.

  “(3) The conditional approval of an application filed under subsection 

“(b) of this section which contains a certification required by paragraph 

“(2) of such subsection shall be made effective on the last applicable date 

determined under the following:

    “(A) If the applicant only made a certification described in 

  “clause (i) or (ii) of subsection (b)(2)(A) of this section or in 

  “both such clauses, the conditional approval may be made effective 

  “immediately.

    “(B) If the applicant made a certification described in clause 

  “(iii) of subsection (b)(2)(A) of this section, the conditional approval 

  “may be made effective on the date certified under clause (iii).

    “(C) If the applicant made a certification described in clause 

  “(iv) of subsection (b)(2)(A) of this section, the conditional approval 

  “shall be made effective immediately unless an action is brought for 

  “infringement of a patent which is the subject of the certification 

  “before the expiration of forty-five days from the date the notice 

  “provided under paragraph (3)(B) is received.  If such an action is 

  “brought before the expiration of such days, the conditional approval 

  “may be made effective upon the expiration of the thirty-month period 

  “beginning on the date of the receipt of the notice provided under 

  “paragraph (3)(B) or such shorter or longer period as the court may 

  “order because either party to the action failed to reasonably cooperate 

  “in expediting the action, except that– 

      “(i) if before the expiration of such period the court 

    “decides that such patent is invalid or not infringed, the 

    “conditional approval may be made effective on the date of the court 

    “decision,

      “(ii) if before the expiration of such period the court decides

    “that such patent has been infringed, the conditional approval may be 

    “made effective on such date as the court orders under section 

    “271(e)(4)(A) of title 35, or

      “(iii) if before the expiration of such period the court grants a

    “preliminary injunction prohibiting the applicant from engaging in

    “the commercial manufacture or sale of the drug until the court

    “decides the issues of patent validity and infringement and if the 

    “court decides that such patent is invalid or not infringed, the

    “conditional approval shall be made effective on the date of 

    “such court decision.

  “In such an action, each of the parties shall reasonably cooperate in 

  “expediting the action.  Until the expiration of forty-five days from 

  “the date the notice made under paragraph (3)(B) is received, no 

  “action may be brought under section 2201 of title 28 for a 

  “declaratory judgment with respect to the patent.  Any action brought 

  “under such section 2201 shall be brought in the judicial district 

  “where the defendant has its principal place of business or a regular 

  “and established place of business.

    “(D)(i) If an application (other than an abbreviated new drug 

    “application) submitted under subsection (b) of this section for a 

    “drug, no active ingredient (including any ester or salt of the 

    “active ingredient) of which has been approved in any other 

    “application under subsection (b) of this section, was approved 

    “during the period beginning January 1, 1982, and ending on September 

    “24, 1984, the Secretary may not make the approval of another

    “application for a drug for which the investigations described in 

    “clause (A) of subsection (b)(1) of this section and relied upon by 

    “the applicant for approval of the application were not conducted by 

    “or for the applicant and for which the applicant has not obtained a 

    “right of reference or use from the person by or for whom the 

    “investigations were conducted effective before the expiration of ten 

    “years from the date of the approval of the application previously 

    “approved under subsection (b) of this section.

      “(ii) If an application submitted under subsection (b) of this 

    “section for a drug, no active ingredient (including any ester or 

    “salt of the active ingredient) of which has been approved in any 

    “other application under subsection (b) of this section, is approved 

    “after September 24, 1984, no application which refers to the drug 

    “for which the subsection (b) application was submitted and for which 

    “the investigations described in clause (A) of subsection (b)(1) of 

    “this section and relied upon by the applicant for approval of the 

    “application were not conducted by or for the applicant and for which 

    “the applicant has not obtained a right of reference or use from the 

    “person by or for whom the investigations were conducted may be 

    “submitted under subsection (b) of this section before the expiration 

    “of five years from the date of the approval of the application under 

    “subsection (b) of this section, except that such an application may 

    “be submitted under subsection (b) of this section after the 

    “expiration of four years from the date of the approval of the 

    “subsection (b) application if it contains a certification of patent 

    “invalidity or noninfringement described in clause (iv) of subsection 

    “(b)(2)(A) of this section. The approval of such an application shall 

    “be made effective in accordance with this paragraph except that, if 

    “an action for patent infringement is commenced during the one-year 

    “period beginning forty-eight months after the date of the approval 

    “of the subsection (b) application, the thirty-month period referred 

    “to in subparagraph (C) shall be extended by such amount of time (if 

    “any) which is required for seven and one-half years to have elapsed 

    “from the date of approval of the subsection (b) application.

      “(iii) If an application submitted under subsection (b) of this 

    “section for a drug, which includes an active ingredient (including 

    “any ester or salt of the active ingredient) that has been approved 

    “in another application approved under subsection (b) of this 

    “section, is approved after September 24, 1984, and if such 

    “application contains reports of new clinical investigations (other 

    “than bioavailability studies) essential to the approval of the 

    “application and conducted or sponsored by the applicant, the 

    “Secretary may not make the approval of an application submitted 

    “under subsection (b) of this section for the conditions of approval 

    “of such drug in the approved subsection (b) application effective 

    “before the expiration of three years from the date of the approval 

    “of the application under subsection (b) of this section if the 

    “investigations described in clause (A) of subsection (b)(1) of this 

    “section and relied upon by the applicant for approval of the 

    “application were not conducted by or for the applicant and if the 

    “applicant has not obtained a right of reference or use from the 

    “person by or for whom the investigations were conducted.

      “(iv) If a supplement to an application approved under subsection 

    “(b) of this section is approved after September 24, 1984, and the 

    “supplement contains reports of new clinical investigations (other 

    “than bioavailabilty \1\ studies) essential to the approval of the 

    “supplement and conducted or sponsored by the person submitting the 

    “supplement, the Secretary may not make the approval of an 

    “application submitted under subsection (b) of this section for a 

    “change approved in the supplement effective before the expiration of 

    “three years from the date of the approval of the supplement under 

    “subsection (b) of this section if the investigations described in 

    “clause (A) of subsection (b)(1) of this section and relied upon by 

    “the applicant for approval of the application were not conducted by 

    “or for the applicant and if the applicant has not obtained a right 

    “of reference or use from the person by or for whom the 

    “investigations were conducted.

    “---------------------------------------------------------------------------

    “\1\ So in original. Probably should be ‘bioavailability’.

    “---------------------------------------------------------------------------

      “(v) If an application (or supplement to an application) 

    “submitted under subsection (b) of this section for a drug, which 

    “includes an active ingredient (including any ester or salt of the 

    “active ingredient) that has been approved in another application 

    “under subsection (b) of this section, was approved during the period 

    “beginning January 1, 1982, and ending on September 24, 1984, the 

    “Secretary may not make the approval of an application submitted 

    “under this subsection and for which the investigations described in 

    “clause (A) of subsection (b)(1) of this section and relied upon by 

    “the applicant for approval of the application were not conducted by 

    “or for the applicant and for which the applicant has not obtained a 

    “right of reference or use from the person by or for whom the 

    “investigations were conducted and which refers to the drug for which 

    “the subsection (b) application was submitted effective before the 

    “expiration of two years from September 24, 1984.

  (d) revising the language of subsection (d) by inserting new paragraphs (4), (5) and 

(6) after the existing clause (3), renumbering the existing paragraphs (4) through (7)

as paragraphs (7) through (10) and appropriately modifying the language of the

existing subsection by—

(1)
inserting the text ‘, with at least a 10X safety margin for a new drug that

is similar in structure and action and/or is intended to treat, diagnose, mitigate, 

cure, or prevent the same condition or conditions as an existing effective drug or

drug combination, or with at least a 3X safety margin for a new drug that is 

intended to treat, diagnose, mitigate, cure, or prevent a condition for which there

is no existing effective drug or drug combination for such condition or conditions,’,

after the word ‘safe” in paragraph (d)(1),

(2) striking the first ‘is’ in paragraph (d)(2) and inserting ‘may be’ before the

word ‘unsafe’,

(3) inserting the phrase ‘or have a risk greater than 1 in 10,000, at a confidence
level of not less than 90 percent, of a significant adverse health effect including,

but not limited to, death, non-reversible organ damage, or psychosis,’ after the word,

 ‘use’, in paragraph (d)(2),

(4) inserting the phrase, ‘have not been proven to be adequate to preserve the 
drug’s established’ between the words ‘drug’ and ‘identity’ in paragraph(d)(3),

(5) revising the sentence, ‘If, after such notice and opportunity for hearing, 

the Secretary finds that clauses (1) through (6) do not apply, he shall issue an 

order approving the application,’ to read, ‘If, after such notice and opportunity 

for hearing, the Secretary finds proof that clauses (1) through (10) do not apply, 

he shall issue an order approving for a conditional approval of the application,’ 

in (d) after clauses (1) through (10), and

(6) revising the next sentence, ‘As used in this subsection and subsection (e) 
of this section, the term “substantial evidence'' means evidence consisting of 

adequate and well-controlled investigations, including clinical investigations, 

by experts qualified by scientific training and experience to evaluate the 

effectiveness of the drug involved, on the basis of which it could fairly and 

responsibly be concluded by such experts that the drug will have the effect 

it purports or is represented to have under the conditions of use prescribed, 

recommended, or suggested in the labeling or proposed labeling thereof ,’ 

to read, 

‘As used in this subsection and subsection (e) of this section, the term 

“substantial evidence” means evidence consisting of adequate, well-controlled, 

and scientifically sound investigations, including clinical investigations, by 

unbiased experts qualified by scientific training and experience to evaluate 

the effectiveness of the drug involved and qualified by appropriate training 

and experience as having a clear understanding of the requirement minimums 

of the current applicable statures and regulations, on the basis of which it 

could fairly and responsibly be concluded by such experts that the applicant 

has complied with all of the applicable current good manufacturing practice 

minimums and that the drug does not present a significant risk (as defined 

in clause (2)), the drug has the appropriate safety margin (as defined in 

clause (1)), and the drug will have the effect it purports or is represented to 

have under the conditions of use prescribed, recommended, or suggested in 

the labeling or proposed labeling thereof,’ 

in subsection (d) as follows—

  “(d) Grounds for refusing application; approval of application; ‘substantial evidence’

defined

  “If the Secretary finds, after due notice to the applicant in 

“accordance with subsection (c) of this section and giving him an 

“opportunity for a hearing, in accordance with said subsection, that 

  “(1) the investigations, reports of which are required to be submitted 

“to the Secretary pursuant to subsection (b) of this section, do not 

“include adequate tests by all methods reasonably applicable to show

“whether or not such drug is safe, with at least a 10X safety margin for 

“a new drug that is similar in structure and action and/or is intended to 

“treat, diagnose, mitigate, cure, or prevent the same condition or 

“conditions as an existing effective drug or drug combination, or with 

“at least a 3X safety margin for a new drug that is intended to treat, 

“diagnose, mitigate, cure, or prevent a condition for which there is no 

“existing effective drug or drug combination for such condition or 

“conditions, for use under the conditions prescribed, recommended, or 

“suggested in the proposed labeling thereof; 

  “(2) the results of such tests show that such drug is may be unsafe for use 
“or have a risk greater than 1 in 10,000, at a confidence level of not less

“than 90 percent, of a significant adverse health effect including, but

“not limited to, death, non-reversible organ damage, or psychosis  

“under such conditions, or do not show that such drug is safe for use 

“under such conditions; 

  “(3) the methods used in, and the facilities and controls used for, the 

“manufacture, processing, and packing of such drug have not been

“proven to be adequate to preserve the drug’s established identity, 

“strength, quality, and purity; 

  “(4) the applicant failed to take and examine samples that are 

“appropriately representative of each batch or lot representative 

“and/or use appropriate statistical procedures to set scientifically 

“sound specifications for not only the samples tested but the 

“projected batch or lot limits for each critical factor; 

  “(5) the applicant failed to establish and use appropriate statistical 

“quality control criteria to determine the acceptability of each 

“critical characteristic of each batch for release, 

  “(6) the inspection of all of the facilities used for the manufacture 

“of the new drug finds any substantial evidence at any listed 

“facility of a failure of that facility to meet any of the clear current 

“good manufacturing practice minimums, 

  “(7) upon the basis of the information submitted to him as part of 

“the application, or upon the basis of any other information before 

“him with respect to such drug, he has insufficient information to 

“determine whether such drug is safe for use under such conditions; 

“or 

  “(8) evaluated on the basis of the information submitted to him 

“as part of the application and any other information before him with 

“respect to such drug, there is a lack of substantial evidence that the 

“drug will have the effect it purports or is represented to have under 

“the conditions of use prescribed, recommended, or suggested in the 

“proposed labeling thereof; or 

  “(9) the application failed to contain the patent information prescribed 

“by subsection (b) of this section; or 

  “(10) based on a fair evaluation of all material facts, such labeling is 

“false or misleading in any particular; 

“he shall issue an order refusing to approve the application.  

“If, after such notice and opportunity for hearing, the Secretary finds 

“proof that clauses (1) through (10) do not apply, he shall issue an order 

“approving for a conditional approval of the application.  As used in this 

“subsection and subsection (e) of this section, the term ‘substantial evidence’ 

“means evidence consisting of adequate, well-controlled, and scientifically 
“sound investigations, including clinical investigations, by unbiased experts 

“qualified by scientific training and experience to evaluate the effectiveness 

“of the drug involved and qualified by appropriate training and experience as

“having a clear understanding of the requirement minimums of the current 

“applicable statures and regulations, on the basis of which it could fairly and 

“responsibly be concluded by such experts that the applicant has complied 

“with all of the applicable current good manufacturing practice minimums, 

“the drug does not present a significant risk (as defined in clause (2)), the

“drug has the appropriate safety margin (as defined in clause (1)), and the 

“drug will have the effect it purports or is represented to have under the 

“conditions of use prescribed, recommended, or suggested in the labeling or 

“proposed labeling thereof.”

  (e) revising the language of subsection (e) by –

  (1) inserting a new clause (2), after clause (1), renumbering the existing clauses (2) through 

(5) as clauses (3) through (6) and appropriately modifying the language of the existing clause 

(l);

  (2) modifying the first sentence following the clause (5) in the current subsection, 

‘Provided, That if the Secretary (or in his absence the officer acting as Secretary) 

finds that there is an imminent hazard to the public health, he may suspend the 

approval of such application immediately, and give the applicant prompt notice 

of his action and afford the applicant the opportunity for an expedited hearing 

under this subsection; but the authority conferred by this proviso to suspend the 

approval of an application shall not be delegated.’,

to read,

‘Provided, that if the Secretary (or in his absence the officer acting as Secretary)

finds that there is an imminent hazard to the public health or, for adverse safety 

concerns, the health authority of Australia, Canada, any member of the European 

Union, Japan, or any other developed nation recognized as having a comparable 

safety system for regulating a drug, device or combination product suspends or 

revokes the approval of a drug, device or combination product, he may shall suspend 

the approval of such application immediately, and give the applicant prompt notice 

of his action and afford the applicant the opportunity for an expedited hearing 

under this subsection; but the authority conferred by this proviso to suspend the

approval of an application shall not be delegated’; and

  (3) modifying the beginning of the second sentence following clause (5),

‘The Secretary may also, after due notice and opportunity for hearing to the 

applicant, withdraw the approval of an application …’,

to read,

‘The Secretary may also, after due notice and opportunity for hearing to the 

applicant, withdraw the conditional approval of an application …’,

as follows— 

“(e) Withdrawal of approval; grounds; immediate suspension upon finding 

“imminent hazard to public health. 

“

  “The Secretary shall, after due notice and opportunity for hearing to 

“the applicant, withdraw approval of an application with respect to any 

“drug under this section if the Secretary finds (1) that clinical or 

“other experience, tests, or other scientific data show that such drug is 

“unsafe for use under the conditions of use upon the basis of which the 

“application was approved; (2) that the applicant failed to submit 

“any clinical or other data that found any adverse risk that was

“ not fully disclosed in the other safety data submitted at the time 

“of approval, regardless of the time lapse between the approval

“ date and the date that adverse data was discovered unless

“the discovery thereof occurs and the excluded data is submitted

“before the application is approved,(3) that new evidence of clinical 

“experience, not contained in such application or not available to the 

“Secretary until after such application was approved, or tests by new 

“methods, or tests by methods not deemed reasonably applicable 

“when such application was approved, evaluated together with the 

“evidence available to the Secretary when the application was approved, 

“shows that such drug is not shown to be safe for use under the 

“conditions of use upon the basis of which the application was 

“approved; or (4) on the basis of new information before him with 

“respect to such drug, evaluated together with the evidence 

“available to him when the application was approved, that there is 

“a lack of substantial evidence that the drug will have the effect 

“it purports or is represented to have under the conditions of use 

“prescribed, recommended, or suggested in the labeling thereof; or 

“(5) the patent information prescribed by subsection (c) of this section 

“was not filed within thirty days after the receipt of written notice from 

“the Secretary specifying the failure to file such information; or (6) 

“that the application contains any untrue statement of a material fact: 

“Provided, that if the Secretary (or in his absence the officer acting as 

“Secretary) finds that there is an imminent hazard to the public health or, 

“for adverse safety concerns, the health authority of Australia, Canada, 

“any member of the European Union, Japan, or any other developed nation 

“recognized as having a comparable safety system for regulating a drug, 

“device or combination product suspends or revokes the approval of a drug, 
“device or combination product, he may shall suspend the approval of such 

“application immediately, and give the applicant prompt notice of his action 

“and afford the applicant the opportunity for an expedited hearing under this 

“subsection; but the authority conferred by this proviso to suspend the approval 

“of an application shall not be delegated.  The Secretary may also, after due 

“notice and opportunity for hearing to the applicant, withdraw the 

“conditional approval of an application submitted under subsection (b) or 

“(j) of this section with respect to any drug under this section if the 

“Secretary finds (1) that the applicant has failed to establish a system for 

“maintaining required records, or has repeatedly or deliberately failed 

“to maintain such records or to make required reports, in accordance with 

“a regulation or order under subsection (k) of this section or to comply 

“with the notice requirements of section 360(k)(2) of this title, or the 

“applicant has refused to permit access to, or copying or verification 

“of, such records as required by paragraph (2) of such subsection; or (2) 

“that on the basis of new information before him, evaluated together with 

“the evidence before him when the application was approved, the methods 

“used in, or the facilities and controls used for, the manufacture, 

“processing, and packing of such drug are inadequate to assure and 

“preserve its identity, strength, quality, and purity and were not made 

“adequate within a reasonable time after receipt of written notice from 

“the Secretary specifying the matter complained of; or (3) that on the 

“basis of new information before him, evaluated together with the 

“evidence before him when the application was approved, the labeling of 

“such drug, based on a fair evaluation of all material facts, is false or 

“misleading in any particular and was not corrected within a reasonable 

“time after receipt of written notice from the Secretary specifying the 

“matter complained of.  Any order under this subsection shall state the 

“findings upon which it is based.

  (f) adding new subsections (o) and (p) after the existing section (n) 

as follows—

“(o) ‘Conditional approval’ defined and initial monitoring and other

       “requirements.

  “ (1) Conditional approval means approval conditioned upon the 

“applicant’s not only meeting all requirements established to obtain 

“an initial decision that an application is approvable but also that 

“the applicant continues to substantially comply with all applicable 

“statutes and regulations. 

  “(2) For not less than three years after an initial conditional 

“approval is obtained for a drug, the applicant shall be responsible 

“for (A) completing an appropriate predefined Phase IV study, 

“(B) conducting an in-depth follow up on all adverse events 

“reported to the applicant or the agency, and (C) reporting the 

“results of their Phase IV study and follow ups to the agency at least 

“annually when no significant adverse events are found, or within 

“30 days when the rate of significant adverse events exceeds twice 

“the expected rate, or within 15 days whenever unexpected adverse 

“events are confirmed.”

  “(3) Effective with the passage of the Federal Drug Safety Act, the 

“Secretary shall assign all existing approved or approvable drug 

“applications a conditional approval status and require the applicants 

“for all existing approved applications to provide proof of their 

“conformance to all the applicable requirements established in any 

“applicable statute or regulation to the Secretary within 180 days of 

“the passage of the Federal Drug Safety Act.  The term conditional 
“approval shall have the same legal status as a license for drugs regulated 

“as biological products under the Public Health and Welfare provisions 

“of the United States Code (42 U.S.C.) and vice versa.”

“(p) Policy and guidance shall conform to all statutes and clear

      “binding regulations  

  “(1) The Secretary shall ensure that all policy and guidance 

“documents fully comply with all applicable statutes and clear 

“binding regulations.  

  “(2) Within 180 days of the effective date of the Federal Drug 

“Safety Act of 2005, any existing draft or final policy or guidance

“that substantially differs from any clear statute or binding 

“regulation shall be withdrawn and, within 2 years of the 

“withdrawal date, all such withdrawn final policy or guidance 

“shall be appropriately replaced with a policy or guidance that 

“does conform to said applicable statute or regulations.”

SEC. 9. ALL DIRECT-TO-THE-CONSUMER SPEECH DEFINED AS 

COMMERCIAL SPEECH AND REGULATED AS SUCH.

Amendment – The Federal Food, Drug, and Cosmetic Act (21 U.S.C. Chapter 9) 

is amended by — 

  (a) Adding a new definition to Section 201 of the Federal Food, Drug, and 

Cosmetic Act (21 U.S.C. 321) as follows—

  “(gg) For the purposes of section 371 of this title, the term ‘commercial 

“speech’ means any direct-to-the-consumer speech of any kind by any 

“firm that markets any drug or device or combination product for any

“purpose.

  (b) amending Section 701 of the Federal Food, Drug, and Cosmetic Act 

(21 U.S.C. 371)— 

  “(1) by redesignating subsections (c) through (h) as subsections 

(d) through (i), respectively; and

  “(2) by inserting, after subsection (b), the following new subsection:

“(c) Regulations for commercial speech.

  “(1) The Secretary of Health and Human Services shall prescribe

“regulations that regulate direct-to-the-consumer speech for prescription 

“drugs, devices, and combination devices as ‘commercial speech’.  

“Such regulations shall confine all such commercial speech to the 

“simple reporting, without embellishment or dramatization of any 

“kind, (1) the name of the drug, device, or combination product, 

“(2) the approved uses of the drug, device, or combination product, 

“(3) the contraindications for the use of the drug, device, or 

“combination product, (4) all other drugs, devices, or combination 

“products that are known to adversely interact with the drug, device, 

“or combination product, (5) the risks in order of their significance 

“from most significant (death) to the least significant without regard 

“to the projected incidence rate for such risks wherever said risks 

“have been found or are indicated to occur.  

  “(2) The sponsors and holders of all conditionally approved applications 

“for drugs, devices, and combination products shall publish all of the 

“scientifically sound results of all clinical and epidemiological studies 

“conducted by, or on behalf of, said persons to the FDA’s database 

“for such studies within 1 year of the completion of each study.  The 

“FDA shall publish a comprehensive results of all such studies, including

“those it conducts, in an on-line searchable electronic ‘read only’ database

“accessible to the public.  In addition, all application sponsors shall report 

“all drug, device, or combination product trials conducted by the sponsors, or

“on their behalf, to the agency within 90 days of the date of initiation of any

“such trial.

  “(3) The holders of all conditionally approved applications shall update

“the list of the risks with the Secretary within 180 days of the finding of

“any new risk and shall appropriately update the labeling within one year

“of the finding of any new risk.

  “(4) The finding by the Secretary of any failure to comply with 

“the requirements set forth in clauses (1) through (3) shall trigger the

“review of the conditional approval of the drug under section 505

“(21 U.S.C. Sec 355) of this title and, after granting the holder an

“opportunity for a hearing, the Secretary shall move to suspend

“said approval until the holder has corrected their systems, root-cause

“corrective actions have been implemented, and the public has been

“fully informed of the holder’s failure and the corrective information

“has been disseminated on an equal-time basis as the holder used for

“its direct-to-the-consumer speech for the drug or drugs in question.”

SEC. 10. REVISING THE FOOD AND DRUG ADMINISTRATION TO 

BROADEN THE DEBARMENT PROVISIONS APPROPRIATELY.

Revisions –

(a) Section 306 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 335a) 

      is amended— 

  by revising the language of 21 U.S.C. 335a to strike all instances of the 

word ‘abbreviated’ and, when the word ‘abbreviated’ is preceded by the 

adjective ‘an’, changing the ‘an’ to ‘a’, and 

(1) inserting the phrase, ‘or, to avoid conviction, entered into a consent decree’, 

after the word ‘convicted’ in subsection (b)(2)(A),

(2) inserting the phrase, ‘or consent decree’, between the words ‘conviction’ 

and ‘undermines’ at the end of subsection (b)(2)(A), and 

(3)
inserting the phrase ‘consent decree,’ into subsection l(1)(C) between the

words ‘a’ and ‘first’ – 

as follows—

“(a) Mandatory debarment

  “(1) Corporations, partnerships, and associations

  “If the Secretary finds that a person other than an individual 

“has been convicted, after May 13, 1992, of a felony under Federal 

“law for conduct relating to the development or approval, including

“the process for development or approval, of any abbreviated drug

“application, the Secretary shall debar such person from submitting,

“or assisting in the submission of, any such application.

  “(2) Individuals

  “If the Secretary finds that an individual has been convicted of 

“a felony under Federal law for conduct--

    “(A) relating to the development or approval, including the 

  “process for development or approval, of any drug product, or

    “(B) otherwise relating to the regulation of any drug product 

  “under this chapter,

“the Secretary shall debar such individual from providing services in 

“any capacity to a person that has an approved or pending drug 

“product application.

“(b) Permissive debarment

  “(1) In general

  “The Secretary, on the Secretary's own initiative or in response 

“to a petition, may, in accordance with paragraph (2), debar--

    “(A) a person other than an individual from submitting or 

  “assisting in the submission of any abbreviated drug application, 

  “or

    “(B) an individual from providing services in any capacity to 

  “a person that has an approved or pending drug product 

  “application.

  “(2) Persons subject to permissive debarment

  “The following persons are subject to debarment under paragraph 

“(1):

    “(A) Corporations, partnerships, and associations

    “Any person other than an individual that the Secretary finds 

  “has been convicted or, to avoid conviction, entered into a consent

  “decree--

      “(i) for conduct that--

         “(I) relates to the development or approval, 

      “including the process for the development or approval, 

      “of any abbreviated drug application; and

         “(II) is a felony under Federal law (if the person 

      “was convicted before May 13, 1992), a misdemeanor under 

      “Federal law, or a felony under State law, or

      “(ii) of a conspiracy to commit, 

    “or aiding or abetting, a criminal offense described in clause 

    “(i) or a felony described in subsection (a)(1) of this section,

  “if the Secretary finds that the type of conduct which served as 

  “the basis for such conviction or consent decree undermines the 

  “process for the regulation of drugs.

    “(B) Individuals

      “(i) Any individual whom the Secretary finds has been 

    “convicted of--

        “(I) a misdemeanor under Federal law or a felony under 

      “State law for conduct relating to the development or 

      “approval, including the process for development or approval, 

      “of any drug product or otherwise relating to the regulation 

      “of drug products under this chapter, or

        “(II) a conspiracy to commit, or aiding or abetting, such 

      “criminal offense or a felony described in subsection (a)(2) 

      “of this section,

    “if the Secretary finds that the type of conduct which served as 

    “the basis for such conviction undermines the process for the 

    “regulation of drugs.

      “(ii) Any individual whom the Secretary finds has been 

    “convicted of--

        “(I) a felony which is not described in subsection (a)(2) 

      “of this section or clause (i) of this subparagraph and which 

      “involves bribery, payment of illegal gratuities, fraud, 

      “perjury, false statement, racketeering, blackmail, 

      “extortion, falsification or destruction of records, or 

      “interference with, obstruction of an investigation into, or 

      “prosecution of, any criminal offense, or

        “(II) a conspiracy to commit, or aiding or abetting, such 

      “felony,

    “if the Secretary finds, on the basis of the conviction of such 

    “individual and other information, that such individual has 

    “demonstrated a pattern of conduct sufficient to find that there 

    “is reason to believe that such individual may violate 

    “requirements under this chapter relating to drug products.

      “(iii) Any individual whom the Secretary finds materially 

     “participated in acts that were the basis for a conviction for an 

     “offense described in subsection (a) of this section or in clause 

     “ (i) or (ii) for which a conviction was obtained, if the 

     “Secretary finds, on the basis of such participation and other 

     “information, that such individual has demonstrated a pattern of 

     “conduct sufficient to find that there is reason to believe that 

     “such individual may violate requirements under this chapter 

     “relating to drug products.

       “ (iv) Any high managerial agent whom the Secretary finds--

         “ (I) worked for, or worked as a consultant for, the same 

       “person as another individual during the period in which such 

       “other individual took actions for which a felony conviction 

       “was obtained and which resulted in the debarment under 

       “subsection (a)(2) of this section, or clause (i), of such 

       “other individual,

        “(II) had actual knowledge of the actions described in 

      “subclause (I) of such other individual, or took action to 

      “avoid such actual knowledge, or failed to take action for 

      “the purpose of avoiding such actual knowledge,

        “(III) knew that the actions described in subclause (I) 

      “were violative of law, and

        “(IV) did not report such actions, or did not cause such 

       “actions to be reported, to an officer, employee, or agent of 

       “the Department or to an appropriate law enforcement officer, 

       “or failed to take other appropriate action that would have 

       “ensured that the process for the regulation of drugs was not 

       “undermined, within a reasonable time after such agent first 

       “knew of such actions,

     “if the Secretary finds that the type of conduct which served as 

     “the basis for such other individual's conviction undermines the 

     “process for the regulation of drugs.

  “(3) Stay of certain orders

  “An order of the Secretary under clause (iii) or (iv) of 

“paragraph (2)(B) shall not take effect until 30 days after the order 

“has been issued.

“(c) Debarment period and considerations

  “(1) Effect of debarment

  “The Secretary--

     “ (A) shall not accept or review (other than in connection 

  “with an audit under this section) any abbreviated drug 

  “application submitted by or with the assistance of a person 

  “debarred under subsection (a)(1) or (b)(2)(A) of this section 

  “during the period such person is debarred,

     “ (B) shall, during the period of a debarment under subsection 

  “(a)(2) or (b)(2)(B) of this section, debar an individual from 

  “providing services in any capacity to a person that has an 

  “approved or pending drug product application and shall not 

  “accept or review (other than in connection with an audit under 

  “this section) an abbreviated drug application from such 

  “individual, and

     “ (C) shall, if the Secretary makes the finding described in 

  “paragraph (6) or (7) of section 335b(a) of this title, assess a 

  “civil penalty in accordance with section 335b of this title.

  “(2) Debarment periods

    “(A) In general

    “The Secretary shall debar a person under subsection (a) or 

  “(b) of this section for the following periods:

      “(i) The period of debarment of a person (other than an 

    “individual) under subsection (a)(1) of this section shall 

    “not be less than 1 year or more than 10 years, but if an act 

    “leading to a subsequent debarment under subsection (a) of 

    “this section occurs within 10 years after such person has 

    “been debarred under subsection (a)(1) of this section, the 

    “period of debarment shall be permanent.

      “(ii) The debarment of an individual under subsection 

    “(a)(2) of this section shall be permanent.

      “(iii) The period of debarment of any person under 

    “subsection (b)(2) of this section shall not be more than 5 

    “years.

  “The Secretary may determine whether debarment periods shall run 

  “concurrently or consecutively in the case of a person debarred 

  “for multiple offenses.

    “(B) Notification

    “Upon a conviction for an offense described in subsection (a) 

  “or (b) of this section or upon execution of an agreement with 

  “the United States to plead guilty to such an offense, the person 

  “involved may notify the Secretary that the person acquiesces to 

  “debarment and such person's debarment shall commence upon such 

  “notification.

  “(3) Considerations

  “In determining the appropriateness and the period of a debarment 

“of a person under subsection (b) of this section and any period of 

“debarment beyond the minimum specified in subparagraph (A)(i) of 

“paragraph (2), the Secretary shall consider where applicable--

    “(A) the nature and seriousness of any offense involved,

    “(B) the nature and extent of management participation in any 

  “offense involved, whether corporate policies and practices 

  “encouraged the offense, including whether inadequate 

  “institutional controls contributed to the offense,

    “(C) the nature and extent of voluntary steps to mitigate the 

  “impact on the public of any offense involved, including the 

  “recall or the discontinuation of the distribution of suspect 

  “drugs, full cooperation with any investigations (including the 

  “extent of disclosure to appropriate authorities of all 

  “wrongdoing), the relinquishing of profits on drug approvals 

  “fraudulently obtained, and any other actions taken to 

  “substantially limit potential or actual adverse effects on the 

  “public health,

    “(D) whether the extent to which changes in ownership, 

  “management, or operations have corrected the causes of any 

  “offense involved and provide reasonable assurances that the 

  “offense will not occur in the future,

    “(E) whether the person to be debarred is able to present 

  “adequate evidence that current production of drugs subject to 

  “abbreviated drug applications and all pending abbreviated drug 

  “applications are free of fraud or material false statements, and

    “(F) prior convictions under this chapter or under other Acts 

  “involving matters within the jurisdiction of the Food and Drug 

  “Administration.

“(d) Termination of debarment

  “(1) Application

  “Any person that is debarred under subsection (a) of this section 

“(other than a person permanently debarred) or any person that is 

“debarred under subsection (b) of this section may apply to the 

“Secretary for termination of the debarment under this subsection. 

“Any information submitted to the Secretary under this paragraph does 

“not constitute an amendment or supplement to pending or approved 

“abbreviated drug applications.

  “(2) Deadline

  “The Secretary shall grant or deny any application respecting a 

“debarment which is submitted under paragraph (1) within 180 days of 

“the date the application is submitted.

  “(3) Action by the Secretary

    “(A) Corporations

      “(i) Conviction reversal

      “If the conviction which served as the basis for the 

    “debarment of a person under subsection (a)(1) or (b)(2)(A) 

    “of this section is reversed, the Secretary shall withdraw 

    “the order of debarment.

      “(ii) Application

      “Upon application submitted under paragraph (1), the 

    “Secretary shall terminate the debarment of a person if the 

    “Secretary finds that--

        “(I) changes in ownership, management, or operations 

      “have fully corrected the causes of the offense involved 

      “and provide reasonable assurances that the offense will 

      “not occur in the future, and

        “(II) sufficient audits, conducted by the Food and 

      “Drug Administration or by independent experts acceptable 

      “to the Food and Drug Administration, demonstrate that 

      “pending applications and the development of drugs being 

      “tested before the submission of an application are free 

      “of fraud or material false statements.

  “In the case of persons debarred under subsection (a)(1) of 

  “this section, such termination shall take effect no earlier 

  “than the expiration of one year from the date of the 

  “debarment.

    “(B) Individuals

      “(i) Conviction reversal

      “If the conviction which served as the basis for the 

    “debarment of an individual under subsection (a)(2) of this 

    “section or clause (i), (ii), (iii), or (iv) of subsection 

    “(b)(2)(B) of this section is reversed, the Secretary shall 

    “withdraw the order of debarment.

      “(ii) Application

      “Upon application submitted under paragraph (1), the 

    “Secretary shall terminate the debarment of an individual who 

    “has been debarred under subsection (b)(2)(B) of this section 

    “if such termination serves the interests of justice and 

    “adequately protects the integrity of the drug approval 

    “process.

  “(4) Special termination

    “(A) Application

  “Any person that is debarred under subsection (a)(1) of this 

  “section (other than a person permanently debarred under 

  “subsection (c)(2)(A)(i) of this section) or any individual who 

  “is debarred under subsection (a)(2) of this section may apply to 

  “the Secretary for special termination of debarment under this 

  “subsection. Any information submitted to the Secretary under 

  “this subparagraph does not constitute an amendment or supplement 

  “to pending or approved abbreviated drug applications.

    “(B) Corporations

    “Upon an application submitted under subparagraph (A), the 

  “Secretary may take the action described in subparagraph (D) if 

  “the Secretary, after an informal hearing, finds that--

      “(i) the person making the application under subparagraph 

    “(A) has demonstrated that the felony conviction which was 

    “the basis for such person's debarment involved the 

    “commission of an offense which was not authorized, 

    “requested, commanded, performed, or recklessly tolerated by 

    “the board of directors or by a high managerial agent acting 

    “on behalf of the person within the scope of the board's or 

    “agent's office or employment,

      “(ii) all individuals who were involved in the commission 

    “of the offense or who knew or should have known of the 

    “offense have been removed from employment involving the 

    “development or approval of any drug subject to sections 355 

    “or 357 of this title,

      “(iii) the person fully cooperated with all investigations

    “and promptly disclosed all wrongdoing to the 

    “appropriate authorities, and

      “(iv) the person acted to mitigate any impact on the 

    “public of any offense involved, including the recall, or the 

    “discontinuation of the distribution, of any drug with 

    “respect to which the Secretary requested a recall or 

    “discontinuation of distribution due to concerns about the 

    “safety or efficacy of the drug.

    “(C) Individuals

    “Upon an application submitted under subparagraph (A), the 

  “Secretary may take the action described in subparagraph (D) if 

  “the Secretary, after an informal hearing, finds that such 

  “individual has provided substantial assistance in the 

  “investigations or prosecutions of offenses which are described 

  “in subsection (a) or (b) of this section or which relate to any 

  “matter under the jurisdiction of the Food and Drug 

  “Administration.

    “(D) Secretarial action

    “The action referred to in subparagraphs (B) and (C) is--

      “(i) in the case of a person other than an individual--

        “(I) terminating the debarment immediately, or

        “(II) limiting the period of debarment to less than 

       “one year, and

      “(ii) in the case of an individual, limiting the period 

    “of debarment to less than permanent but to no less than 1 

    “year,

  “whichever best serves the interest of justice and protects the 

  “integrity of the drug approval process.

“(e) Publication and list of debarred persons

  “The Secretary shall publish in the Federal Register the name of any 

“person debarred under subsection (a) or (b) of this section, the 

“effective date of the debarment, and the period of the debarment. The 

“Secretary shall also maintain and make available to the public a list, 

“updated no less often than quarterly, of such persons, of the effective 

“dates and minimum periods of such debarments, and of the termination of 

“debarments.

“(f) Temporary denial of approval

  “(1) In general

  “The Secretary, on the Secretary's own initiative or in response 

“to a petition, may, in accordance with paragraph (3), refuse by 

“order, for the period prescribed by paragraph (2), to approve any 

“abbreviated drug application submitted by any person--

    “(A) if such person is under an active Federal criminal 

  “investigation in connection with an action described in 

  “subparagraph (B),

    “(B) if the Secretary finds that such person--

      “(i) has bribed or attempted to bribe, has paid or 

    “attempted to pay an illegal gratuity, or has induced or 

    “attempted to induce another person to bribe or pay an 

    “illegal gratuity to any officer, employee, or agent of the 

    “Department of Health and Human Services or to any other 

    “Federal, State, or local official in connection with any 

    “abbreviated drug application, or has conspired to commit, or 

    “aided or abetted, such actions, or

      “(ii) has knowingly made or caused to be made a pattern 

    “or practice of false statements or misrepresentations with 

    “respect to material facts relating to any abbreviated drug 

    “application, or the production of any drug subject to an 
    “abbreviated drug application, to any officer, employee, or 

    “agent of the Department of Health and Human Services, or has 

    “conspired to commit, or aided or abetted, such actions, and

    “(C) if a significant question has been raised regarding--

      “(i) the integrity of the approval process with respect 

    “to such abbreviated drug application, or

      “(ii) the reliability of data in or concerning such 

    “person's abbreviated drug application.

  “Such an order may be modified or terminated at any time.

  “(2) Applicable period

    “(A) In general

    “Except as provided in subparagraph (B), a denial of approval 

  “of an application of a person under paragraph (1) shall be in 

  “effect for a period determined by the Secretary but not to 

  “exceed 18 months beginning on the date the Secretary finds that 

  “the conditions described in subparagraphs (A), (B), and (C) of 

  “paragraph (1) exist. The Secretary shall terminate such denial--

      “(i) if the investigation with respect to which the 

    “finding was made does not result in a criminal charge 

    “against such person, if criminal charges have been brought 

    “and the charges have been dismissed, or if a judgment of 

    “acquittal has been entered, or

      “(ii) if the Secretary determines that such finding was 

    “in error.

    “(B) Extension

    “If, at the end of the period described in subparagraph (A), 

  “the Secretary determines that a person has been criminally 

  “charged for an action described in subparagraph (B) of paragraph 

  “(1), the Secretary may extend the period of denial of approval 

  “of an application for a period not to exceed 18 months.  The 

  “Secretary shall terminate such extension if the charges have 

  “been dismissed, if a judgment of acquittal has been entered, or 

  “if the Secretary determines that the finding described in 

  “subparagraph (A) was in error.

  “(3) Informal hearing

  “Within 10 days of the date an order is issued under paragraph 

“(1), the Secretary shall provide such person with an opportunity for 

“an informal hearing, to be held within such 10 days, on the decision 

“of the Secretary to refuse approval of an abbreviated drug 

“application. Within 60 days of the date on which such hearing is 

“held, the Secretary shall notify the person given such hearing 

“whether the Secretary's refusal of approval will be continued, 

“terminated, or otherwise modified.  Such notification shall be final 

“agency action.

“(g) Suspension authority

  “(1) In general

  “If--

    “(A) the Secretary finds--

      “(i) that a person has engaged in conduct described in 

    “subparagraph (B) of subsection (f)(1) of this section in 

    “connection with 2 or more drugs under abbreviated drug 

    “applications, or

      “(ii) that a person has engaged in flagrant and repeated, 

    “material violations of good manufacturing practice or good 

   “laboratory practice in connection with the development, 

    “manufacturing, or distribution of one or more drugs approved 

    “under an abbreviated drug application during a 2-year 

    “period, and--

        “(I) such violations may undermine the safety and 

      “efficacy of such drugs, and

        “(II) the causes of such violations have not been 

      “corrected within a reasonable period of time following 

      “notice of such violations by the Secretary, and

    “(B) such person is under an active investigation by a 

  “Federal authority in connection with a civil or criminal action 

  “involving conduct described in subparagraph (A),

  “the Secretary shall issue an order suspending the distribution of 

  “all drugs the development or approval of which was related to such 

  “conduct described in subparagraph (A) or suspending the distribution 

  “of all drugs approved under abbreviated drug applications of such 

  “person if the Secretary finds that such conduct may have affected 

  “the development or approval of a significant number of drugs which 

  “the Secretary is unable to identify.  The Secretary shall exclude a 

  “drug from such order if the Secretary determines that such conduct 

  “was not likely to have influenced the safety or efficacy of such 

  “drug.

  “(2) Public health waiver

  “The Secretary shall, on the Secretary's own initiative or in 

“response to a petition, waive the suspension under paragraph (1) 

“(involving an action described in paragraph (1)(A)(i)) with respect 

“to any drug if the Secretary finds that such waiver is necessary to 

“protect the public health because sufficient quantities of the drug 

“would not otherwise be available.  The Secretary shall act on any 

“petition seeking action under this paragraph within 180 days of the 

“date the petition is submitted to the Secretary.

“(h) Termination of suspension

  “The Secretary shall withdraw an order of suspension of the 

“distribution of a drug under subsection (g) of this section if the 

“person with respect to whom the order was issued demonstrates in a 

“petition to the Secretary--

    “(1)(A) on the basis of an audit by the Food and Drug 

  “Administration or by experts acceptable to the Food and Drug 

  “Administration, or on the basis of other information, that the 

  “development, approval, manufacturing, and distribution of such drug 

  “is in substantial compliance with the applicable requirements of 

  “this chapter, and

    “(B) changes in ownership, management, or operations--

      “(i) fully remedy the patterns or practices with respect to 

    “which the order was issued, and

      “(ii) provide reasonable assurances that such actions will 

    “not occur in the future, or

  “(2) the initial determination was in error.

  “The Secretary shall act on a submission of a petition under this 

“subsection within 180 days of the date of its submission and the 

“Secretary may consider the petition concurrently with the suspension 

“proceeding. Any information submitted to the Secretary under this 

“subsection does not constitute an amendment or supplement to a pending 

“or approved abbreviated drug application.

“(i) Procedure

  “The Secretary may not take any action under subsection (a), (b), 

“(c), (d)(3), (g), or (h) of this section with respect to any person 

“unless the Secretary has issued an order for such action made on the 

“record after opportunity for an agency hearing on disputed issues of 

“material fact. In the course of any investigation or hearing under this 

“subsection, the Secretary may administer oaths and affirmations, examine “

“witnesses, receive evidence, and issue subpoenas requiring the 

“attendance and testimony of witnesses and the production of evidence 

“that relates to the matter under investigation.

“(j) Judicial review

  “(1) In general

“Except as provided in paragraph (2), any person that is the 

“subject of an adverse decision under subsection (a), (b), (c), (d), 

“(f), (g), or (h) of this section may obtain a review of such 

“decision by the United States Court of Appeals for the District of 

“Columbia or for the circuit in which the person resides, by filing 

“in such court (within 60 days following the date the person is 

“notified of the Secretary's decision) a petition requesting that the 

“decision be modified or set aside.

  “(2) Exception

  “Any person that is the subject of an adverse decision under 

“clause (iii) or (iv) of subsection (b)(2)(B) of this section may 

“obtain a review of such decision by the United States District Court 

“for the District of Columbia or a district court of the United 

“States for the district in which the person resides, by filing in 

“such court (within 30 days following the date the person is notified 

“of the Secretary's decision) a complaint requesting that the 

“decision be modified or set aside. In such an action, the court 

“shall determine the matter de novo.

“(k) Certification

  “Any application for approval of a drug product shall include--

  “(1) a certification that the applicant did not and will not use 

“in any capacity the services of any person debarred under subsection 

“(a) or (b) of this section, in connection with such application, and

  “(2) if such application is an abbreviated drug application, a 

“list of all convictions, described in subsections (a) and (b) of 

“this section which occurred within the previous 5 years, of the 

“applicant and affiliated persons responsible for the development or 

“submission of such application. 

(l) Applicability

  “(1) Conviction

  “For purposes of this section, a person is considered to have 

“been convicted of a criminal offense--

    “(A) when a judgment of conviction has been entered against 

  “the person by a Federal or State court, regardless of whether 

  “there is an appeal pending,

    “(B) when a plea of guilty or nolo contendere by the person 

  “has been accepted by a Federal or State court, or

    “(C) when the person has entered into participation in a 

  “consent decree, first offender, deferred adjudication, or other similar 

  “arrangement or program where judgment of conviction has been 

  “withheld.

  “(2) Effective dates

  “Subsection (a) of this section, subparagraph (A) of subsection 

“(b)(2) of this section, and clauses (i) and (ii) of subsection 

“(b)(2)(B) of this section shall not apply to a conviction which 

“occurred more than 5 years before the initiation of an agency action 

“proposed to be taken under subsection (a) or (b) of this section. 

“Clauses (iii) and (iv) of subsection (b)(2)(B) of this section and 

“subsections (f) and (g) of this section shall not apply to an act or 

“action which occurred more than 5 years before the initiation of an 

“agency action proposed to be taken under subsection (b), (f), or (g) 

“of this section.  Clause (iv) of subsection (b)(2)(B) of this section 

“shall not apply to an action which occurred before June 1, 1992. 

“Subsection (k) of this section shall not apply to applications 

“submitted to the Secretary before June 1, 1992.”

(b) Section 307 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 335b) 

      is amended— 

  by revising the language of 21 U.S.C. 335b to strike all to strike all instances of the 

word ‘abbreviated’ and, when the word ‘abbreviated’ is preceded by the adjective ‘an’, 

changing the ‘an’ to ‘a’, and 

(1) striking the amount. ‘$250,000’,‘and inserting ‘$330,000’ in its place at the end 

of subsection (a),

(2) striking the amount. ‘$1,000,000’,‘and inserting ‘$1,500,000’ in its place at the 

end of subsection (a), 

(3) adding the sentence, ‘The stated maximum amounts shall be increased by the rate

of inflation at the beginning of each fiscal year’, to the end of subsection (a),

(4) striking the amount. ‘$250,000’,‘and inserting ‘$330,000’ in its place in subsection 

(e)(1), and

(5) adding the sentence, ‘The stated amount in clause (1) shall be increased by the 

official rate of inflation in the United States at the beginning of each fiscal year.’, at the 

end of subsection (e) – 

as follows—

“(a) In general

  “Any person that the Secretary finds—

  “(1) knowingly made or caused to be made, to any officer, 

“employee, or agent of the Department of Health and Human 

“Services, a false statement or misrepresentation of a material 

“fact in connection with an abbreviated drug application,

  “(2) bribed or attempted to bribe or paid or attempted to pay 

“an illegal gratuity to any officer, employee, or agent of the 

“Department of Health and Human Services in connection 

“with an abbreviated drug application,

  “(3) destroyed, altered, removed, or secreted, or procured the 

“destruction, alteration, removal, or secretion of, any material 

“document or other material evidence which was the property of or in 

“the possession of the Department of Health and Human Services for 

“the purpose of interfering with that Department's discharge of its 

“responsibilities in connection with an abbreviated drug application,

  “(4) knowingly failed to disclose, to an officer or employee of 

“the Department of Health and Human Services, a material fact which 

“such person had an obligation to disclose relating to any drug 

“subject to an abbreviated drug application,

  “(5) knowingly obstructed an investigation of the Department of 

“Health and Human Services into any drug subject to an abbreviated 
“drug application,

  “(6) is a person that has an approved or pending drug product 

“application and has knowingly--

    “(A) employed or retained as a consultant or contractor, or

    “(B) otherwise used in any capacity the services of,

  “a person who was debarred under section 335a of this title, or

  “(7) is an individual debarred under section 335a of this title 

“and, during the period of debarment, provided services in any 

“capacity to a person that had an approved or pending drug product 

“application,

“shall be liable to the United States for a civil penalty for each such 

“violation in an amount not to exceed $250,000 $330,000 in the case 

of an individual and $1,000,000 $1,500,000 in the case of any other 

“person.  The stated maximum amounts shall be increased by the rate 

“of inflation at the beginning of each fiscal year.
(b) Procedure

  “(1) In general

    “(A) Action by the Secretary

    “A civil penalty under subsection (a) of this section shall 

  “be assessed by the Secretary on a person by an order made on the 

  “record after an opportunity for an agency hearing on disputed 

  “issues of material fact and the amount of the penalty.  In the 

  “course of any investigation or hearing under this subparagraph, 

  “the Secretary may administer oaths and affirmations, examine 

  “witnesses, receive evidence, and issue subpoenas requiring the 

  “attendance and testimony of witnesses and the production of 

  “evidence that relates to the matter under investigation.

    “(B) Action by the Attorney General

    “In lieu of a proceeding under subparagraph (A), the Attorney 

  “General may, upon request of the Secretary, institute a civil 

  “action to recover a civil money penalty in the amount and for 

  “any of the acts set forth in subsection (a) of this section. 

“Such an action may be instituted separately from or in 

“connection with any other claim, civil or criminal, initiated by 

“the Attorney General under this chapter.

  “(2) Amount

  “In determining the amount of a civil penalty under paragraph 

“(1), the Secretary or the court shall take into account the nature, 

“circumstances, extent, and gravity of the act subject to penalty, 

“the person's ability to pay, the effect on the person's ability to 

“continue to do business, any history of prior, similar acts, and 

“such other matters as justice may require.

  “(3) Limitation on actions

  “No action may be initiated under this section--

    “(A) with respect to any act described in subsection (a) of 

  “this section that occurred before May 13, 1992, or

    “(B) more than 6 years after the date when facts material to 

  “the act are known or reasonably should have been known by the 

  “Secretary but in no event more than 10 years after the date the 

  “act took place.

“(c) Judicial review

  “Any person that is the subject of an adverse decision under 

“subsection (b)(1)(A) of this section may obtain a review of such 

“decision by the United States Court of Appeals for the District of 

“Columbia or for the circuit in which the person resides, by filing in 

“such court (within 60 days following the date the person is notified of 

“the Secretary's decision) a petition requesting that the decision be 

“modified or set aside.

“(d) Recovery of penalties

  “The Attorney General may recover any civil penalty (plus interest at 

“the currently prevailing rates from the date the penalty became final) 

“assessed under subsection (b)(1)(A) of this section in an action brought 

“in the name of the United States.  The amount of such penalty may be 

“deducted, when the penalty has become final, from any sums then or later 

“owing by the United States to the person against whom the penalty has 

“been assessed.  In an action brought under this subsection, the validity, 

“amount, and appropriateness of the penalty shall not be subject to 

“judicial review.

“(e) Informants

  “The Secretary may award to any individual (other than an officer or 

“employee of the Federal Government or a person who materially 

“participated in any conduct described in subsection (a) of this section) 

“who provides information leading to the imposition of a civil penalty 

“under this section an amount not to exceed--

  “(1) $250,000 $330,000, or

  “(2) one-half of the penalty so imposed and collected,

“whichever is less.   The decision of the Secretary on such award shall not 

“be reviewable.  The amount in clause (1) shall be increased by the official 

“rate of inflation in the United States at the beginning of each fiscal year.
(c) Section 308 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 335c) is

    amended— 

  by revising the language of 21 U.S.C. 335c to strike all to strike all instances of the 

word ‘abbreviated’ and, when the word ‘abbreviated’ is preceded by the adjective ‘an’, 

changing the ‘an’ to ‘a’, and 

(1)
inserting the words ‘the conditional’ in front of the word ‘approval’ in the title

to section 335c and in between the words ‘withdraw’ and ‘approval’ in both 

occurrences in subsection (a), and

(2)
adding a new paragraph (3), 

    ‘(3) In cases where the Secretary elects under paragraph (a)(2) of this subsection

  not to withdraw said approval, the Secretary shall either –

      (A) suspend said approval until the applicant proves that the problems that 

    caused the Secretary to take this course of action have been completely corrected 

    when there are alternative products that are approved for the same indications as 

    the drug whose approval is being suspended, or

      (B) impose a fine on each batch or lot of such adulterated or misbranded drug 

    of not more than the greater of  $10,000 or 10% of the current list retail value of 

    said drug until the applicant proves that the root causes of the problems that caused 

    the Secretary to take this course of action have been completely corrected and the 

    drug now meets all applicable statutes and regulations.’,

  at the end of paragraph (a)(2) – 

as follows—

“Sec. 335c. Authority to withdraw the conditional approval of abbreviated 

                     drug applications

“(a) In general 

  “The Secretary - 

  “(1) shall withdraw the conditional approval of an abbreviated 
“drug application if the Secretary finds that the approval was obtained, 

“expedited, or otherwise facilitated through bribery, payment of an 

“illegal gratuity, or fraud or a materially false statement, and

  “(2) may withdraw the conditional approval of an abbreviated 
“drug application if the Secretary finds that the applicant has 

“repeatedly demonstrated a lack of ability to produce the drug for 

“which the application was submitted in accordance with the 

“formulations or manufacturing practice set forth in the abbreviated 
“drug application and has introduced, or attempted to introduce, 

“such adulterated or misbranded drug into commerce.  

  “(3) In cases where the Secretary elects under paragraph (a)(2)

“of this subsection not to withdraw said approval, the Secretary 

“shall either –

    “(A) suspend said approval until the applicant proves that the

  “problems that caused the Secretary to take this course of action 

  “have been completely corrected when there are alternative products

  “that are approved for the same indications as the drug whose 

  “approval is being suspended, or

    “(B) impose a fine on each batch or lot of such adulterated or 

  “misbranded drug of not more than the greater of  $10,000 or 10% of 

  “the current list retail value of said drug until the applicant proves 

  “that the root causes of the problems that caused the Secretary to take 

  “this course of action have been completely corrected and the drug

  “now meets all applicable statutes and regulations.”

“(b) Procedure

  “The Secretary may not take any action under subsection (a) of

“this section with respect to any person unless the Secretary has

“issued an order for such action made on the record after

“opportunity for an agency hearing on disputed issues of material

“fact.  In the course of any investigation or hearing under this

“subsection, the Secretary may administer oaths and affirmations,

“examine witnesses, receive evidence, and issue subpoenas requiring

“the attendance and testimony of witnesses and the production of

“evidence that relates to the matter under investigation.

“(c) Applicability

  “Subsection (a) of this section shall apply with respect to

“offenses or acts regardless of when such offenses or acts occurred.

“(d) Judicial review

  “Any person that is the subject of an adverse decision under

“subsection (a) of this section may obtain a review of such decision

“by the United States Court of Appeals for the District of Columbia

“or for the circuit in which the person resides, by filing in such

“court (within 60 days following the date the person is notified of

“the Secretary's decision) a petition requesting that the decision

“be modified or set aside.”

SEC. 11. REQUIREMENT TO FULLY INFORM.
Amendment – (a) IN GENERAL- Subchapter E of Chapter V of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb et seq.), as amended by 

section 122, is further amended by adding at the end the following:

“Sec. 566. REQUIREMENT TO FULLY INFORM.

“Notwithstanding any other provision of law, a manufacturer 

“of a drug that is subject to Food and Drug Administration 

“regulation shall submit to the Food and Drug Administration 

“all communications between “the manufacturer and the 

“regulatory body of a foreign government if the content 

“of such communications may impact the introduction of a 

“drug into the interstate commerce of the United States or the 

“communication mandates labeling revisions that address 

“adverse safety and/or efficacy concerns that regulatory 

“body has required the manufacturer to address by revising 

“their labeling.  A certified English translation of any such 

“communication from the manufacturer to the regulatory body 

“of a foreign government shall be sent to the Food and Drug 

“Administration on the same day it is sent to said regulatory 

“body.  A certified English translation of any such 

“communication from said regulatory body to the 

“manufacturer shall be forwarded to the Food and Drug 

“Administration within three (3) working days of the date 

“upon which the manufacturer receives any such communication 

“from said regulatory body.”.

Conforming Amendment – (b) Section 301 of the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 331) is amended by adding 

at the end the following:

“(hh) The knowing failure or refusal by a manufacturer of a 

drug or vaccine to provide any communication required by this 

chapter.”.

SEC. 12. RESTRUCTURING THE FOOD AND DRUG ADMINISTRATION TO EMPHASIZE ENFORCEMENT AND SAFETY.

Amendment – Subchapter IX of the Federal Food, Drug, and Cosmetic Act is amended 

by adding Sec. 908 (21 U.S.C. Sec. 398) after Sec. 907 (21 U.S.C. 397) as follows— 

“Sec. 398. Food and Drug Administration Structure And Enforcement 

“

  “(a) General

  “Within 180 days of the effective date of the Federal 

“Drug Safety Act of 2005, the agency shall restructure its 

“organization in a manner that structures its regulatory 

“activities into two major divisions.  

  “(1) The first major division shall address all of the 

“agency’s safety, enforcement and enforcement related 

“activities, including, but not limited to, all – 

    “(A) pre- and post- approval safety determinations, 

     “ (B) establishment inspection, 

     “ (C) pre- and post- approval drug quality evaluation 

  “and assessment, of each firm and all of its registered 

  “establishments including all of its covered contractors, 

     “ (D) the oversight of all post-release efficacy activities, 

     “ (E) oversight of all dispute resolution activities, and 

     “ (F) the handling of all administrative penalties and 

  “internal audits.

  “(2) The second major division shall address all of the

“agency’s application evaluation, review, and acceptance 

“activities except that the other division shall be responsible 

“for independently assuring that said drug meets or exceeds 

“the safety and efficacy minimums set forth in the Federal 

“Food, Drug, and Cosmetic Act as amended.  In that regard, 

“this division shall not recommend the approval of any drug 

“for any condition unless said drug has been proven at a 99% 

“or higher confidence level, to–

    “(A)(i) be safer than the average safety of the existing 

  “marketed drugs for the same condition and 

      “(ii) at a minimum, meet all applicable quality standards, or 

    “(B) if the drug has been proven to be more efficacious than 

    “all of the existing marketed drugs for the same condition,

      “(i) be as safe as the average safety of existing drugs for 

    “the same condition and

      “(ii) at a minimum, meet all applicable quality standards, or

    “(C) of the drug is for a condition for which there is no

  “approved marketed drug and – 

      “(i) the drug only diagnoses, treats or mitigates the 

    “condition, the drug has been proven to exceed the safety 

    “and meet all the applicable quality standards set forth in 

    “the Act, or

      “(ii) the drug prevents or cures the condition, the drug 

    “ has been proven to meet the safety and all the applicable 

    “quality standards set forth in the Act.

  “(3) Each division shall have a division-wide training office

“that shall be responsible for ensuring that each agency 

“employee, consultant, and advisor has a proven level of training 

“and/or experience in, and knowledge and understanding of:

    “(A) the applicable statutes and binding regulations that 

  “govern their actions and those of the firms with which said 

  “persons interact; 

    “(B) the scientifically sound principles and uses of representative 

  “sampling, grab sampling, sample statistics, population statistics, 

  “value uncertainty, and statistical risk; and

    “(C) if said persons deal with any aspect of the generation,

  “evaluation, and handling of raw data, calculated values, and

  “result handling, the appropriate level of training and/or 

  “experience in, and knowledge and understanding of the basics 

  “of the analysis of materials.

“The training offices shall maintain detailed records, updated at

“least annually, documenting the training provided and the 

“measures used to verify competence of each such person in 

“each applicable area as well as in other areas such as 

“interpersonal relations, policy administration, and records 

“keeping, as appropriate.

“(b) Restrictions on legal staff and related issues

  “(1) No agency person shall assist any regulated person 

“in any legal action in which said regulated person is a 

“defendant in any civil or criminal action brought against

“said person for alleged damages or illegal actions on the part 

“said defendant.  This prohibition extends to the generation 

“of any amicus curium brief unless said brief is solicited in

“writing by the court hearing such cases.

  “(2) The agency legal staff and other agency staff shall, 

“without reservation, assist any person filing a qui tam 

“False Claims or Civil Rico action on behalf of the federal 

“or state government that involves any aspect of the areas 

“regulated by the agency.  

  “(3) The general fraud rules for particularity shall not apply to 

“any False Claims action brought against any firm directly or 

“indirectly regulated by the Secretary.  In particular, for the 

“purposes of bringing any covered action under the False Claims 

“statutes (31 U.S.C. Sections 3729 through 3733), procedurally, 

“the cause of action shall not require a pleading with particularity 

“as is presently the case but rather can be based solely on general 

“allegations of violations of the applicable laws governing 

“persons directly or indirectly regulated under the Federal Food, 

“Drug, and Cosmetic Act (21“U.S.C. Title 9).  This statutory

“change shall apply to all such suits that were pending on or 

“before January 1, 2004.

“(c) Advisory committee membership standards 

  “(1) Any person serving on any agency advisory

“committee shall fully disclose to the agency any and

“all direct and indirect or potential conflicts of interest

“that said person has including any contingent funding 

“said person’s organization is currently receiving from

“any party directly or indirectly affiliated with any party

“or matter on which said person may be called upon to

“provide advice.

  “(2) Any person having a direct or indirect conflict in

“any matter presented to an agency advisory committee

“for a scientific recommendation shall be barred from 

“participating in any meeting or discussion, public or 

“private, on said matter.

  “(3) Any individual who is found to have violated the 

“requirements set forth in paragraphs (1) and (2) of this 

“subsection shall be subject to permissive debarment for

“not less than 3 years on the grounds that such action on 

“the part of an advisory committee member is a de facto 

“knowing subversion of the regulatory process.  

SEC. 13. ADMINISTRATIVE PENALTIES FOR COMPLIANCE LAPSES.

Amendment – Subchapter IX of the Federal Food, Drug, and Cosmetic Act is further 

amended by adding Sec. 909 (21 U.S.C. Sec. 399) after Sec. 907 (21 U.S.C. 397) as 

follows— 

“Sec. 399. Administrative penalties for minor compliance lapses.

“

“(a) General

  “The Congress declares it to be its purpose and policy,

“through the exercise of its powers to regulate commerce among the

“several States and with foreign nations and to provide for the

“general welfare, to assure so far as possible every man, woman

“and child in the Nation safe and efficacious drugs, devices, and 

“combination products that meet or exceed the Nation’s quality

“standards by providing an effective enforcement program which 

“shall include administrative monetary sanctions for any person 

“found to be operating in a manner that does not comply with any 

“statute or clear regulation governing the manufacture, processing, 

“or packing of a drug, device, or combination product.

“(b) Administrative penalties

  “The Secretary shall establish an administrative sanctions schedule

“that immediately penalizes any firm for any non-compliance found 

“during the course of any inspection or review of a facility according 

“to the following schedule – 

  “(1) For minor non-conformances that cannot directly affect safety,

“efficacy or quality, the facility being inspected or reviewed shall be 

“assessed a penalty of not less than $500 nor more than $1,000 for each

“such non-conformance.

  “(2) For minor non-conformances that may affect safety, efficacy

“or quality, the facility being inspected or reviewed shall be assessed

“a penalty of not less than $1,500 nor more than $2,500 for each such

“non-conformance.

  “(3) For minor non-conformances that have affected safety, efficacy

“or quality, the facility being inspected or reviewed shall be assessed

“a penalty of not less than $3,000 nor more than $6,000 for each such

“non-conformance.

  “(4) For major non-conformances that cannot directly affect safety,

“efficacy or quality, the facility being inspected or reviewed shall be 

“assessed a penalty of not less than $2,000 nor more than $3,000 for each

“such non-conformance.

  “(5) For major non-conformances that may affect safety, efficacy

“or quality, the facility being inspected or reviewed shall be assessed

“a penalty of not less than $5,000 nor more than $9,000 for each such

“non-conformance.

  “(6) For major non-conformances that have affected safety, efficacy

“or quality, the facility being inspected or reviewed shall be assessed

“a penalty of not less than $10,000 nor more than $20,000 for each such

“non-conformance.

  “(7) For the purposes of this subsection, a minor non-conformance is

“an isolated non-conformance that is an isolated deviation from a system

“that is nominally conforming in all aspects.  A major non-conformances 

“is either – 

    “(A) systematic deviations from a system that is nominally conforming,

  “or

    “(B) failures to have a written system that fully conforms to any 

  “applicable binding regulation or statute.

  “(8) In cases where multiple documented non-conformances occur, 

“the Secretary shall review the status of the facility in which the 

“non-conformances occurred and may suspend the conditional 

“approval of any and all drugs, devices, and combination products 

“manufactured, processed and packed in that facility.

  “(9) For foreign establishments, the Secretary shall embargo from 

“entry into this Nation any and all drugs, devices, or combination

“products if, after an opportunity for a hearing, the administrative

“sanctions assessed after such hearing are not discharged within 

“90 days of the date of the hearing.  Such embargoes shall continue

“until 90 days after the date the sanctions are discharged unless the

“Secretary waives this period.  In cases where the embargo includes

“a foreign facility where the drug, device, or combination product is 

“the sole approved product for the prevention, cure, mitigation or 

“treatment of a medical condition, the Secretary may waive the 

“embargoing of said drug, device, or combination product and assess

“a United States agent for said foreign facility a fine of $1,000 per

“day until the facility under sanction fully discharges the sanctions 

“imposed on it.

  “(10) To ensure that said administrative sanctions maintain their

“value, the administrative sanctions structure shall be indexed to 

“the official annual inflation rate starting one year after the date 

“of enactment of this Act.

SEC. 14. SENSE OF CONGRESS.
It is the sense of the Congress that the Secretary should, in any manner available,

ensure that all drugs, devices, and combination products are safe and effective,
and meet, or exceed, the quality minimums set forth in the statutes and regulations 

governing such.  Recognizing the problems that currently exist in appropriately 

achieving these goals, Congress has enacted the statutory provisions delineated in 

this act to assist the Secretary in achieving the desired outcomes and to further the

protection of the health and safety of the drugs available to the public.

SEC. 15. REPORTS TO CONGRESS.
Not later than 1 year after the date of the enactment of this Act, and annually thereafter, 

the Commissioner of Food and Drugs shall submit a report to the Congress annually on 

the progress of the Commissioner in meeting all of the requirements set forth in this Act.
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