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FDCA Sec. 736 [21 USC § 379h]  1 

Authority to assess and use drug fees 2 

 3 
a. Types of fees - Beginning in fiscal year 2013, the Secretary shall assess and collect fees in 4 

accordance with this section as follows:  5 
1. Human drug application and supplement fee  6 

A. In general 7 
Each person that submits, on or after September 1, 1992, a human drug 8 
application or a supplement shall be subject to a fee as follows: 9 

i. A fee established under subsection (c)(4) of this section for a 10 
human drug application for which clinical data (other than 11 
bioavailability or bioequivalence studies) with respect to safety or 12 
effectiveness are required for approval.  13 

ii. A fee established under subsection (c)(4) of this section for a 14 
human drug application for which clinical data with respect to 15 
safety or effectiveness are not required or a supplement for which 16 
clinical data (other than bioavailability or bioequivalence studies) 17 
with respect to safety or effectiveness are required. Such fee shall 18 
be half of the amount of the fee established under clause (i).  19 

B. Payment 20 
The fee required by subparagraph (A) shall be due upon submission of the 21 
application or supplement.  22 

C. Exception for previously filed application or supplement 23 
If a human drug application or supplement was submitted by a person that 24 
paid the fee for such application or supplement, was accepted for filing, 25 
and was not approved or was withdrawn (without a waiver), the 26 
submission of a human drug application or a supplement for the same 27 
product by the same person (or the person’s licensee, assignee, or 28 
successor) shall not be subject to a fee under subparagraph (A).  29 

D. Refund of fee if application refused for filing or withdrawn before 30 
filing 31 
The Secretary shall refund 75 percent of the fee paid under subparagraph 32 
(B) for any application or supplement which is refused for filing or 33 
withdrawn without a waiver before filing.  34 

E. Fees for applications previously refused for filing or withdrawn 35 
before filing 36 
A human drug application or supplement that was submitted but was 37 
refused for filing, or was withdrawn before being accepted or refused for 38 
filing, shall be subject to the full fee under subparagraph (A) upon being 39 
resubmitted or filed over protest, unless the fee is waived or reduced under 40 
subsection (d). 41 

F. Exception for designated orphan drug or indication 42 
A human drug application for a prescription drug product that has been 43 
designated as a drug for a rare disease or condition pursuant to section 526 44 
shall not be subject to a fee under subparagraph (A), unless the human 45 
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drug application includes an indication for other than a rare disease or 46 
condition. A supplement proposing to include a new indication for a rare 47 
disease or condition in a human drug application shall not be subject to a 48 
fee under subparagraph (A), if the drug has been designated pursuant to 49 
section 526  as a drug for a rare disease or condition with regard to the 50 
indication proposed in such supplement. 51 

G. Refund of fee if application withdrawn 52 
If an application or supplement is withdrawn after the application or 53 
supplement was filed, the Secretary may refund the fee or a portion of the 54 
fee if no substantial work was performed on the application or supplement 55 
after the application or supplement was filed. The Secretary shall have the 56 
sole discretion to refund a fee or a portion of the fee under this 57 
subparagraph. A determination by the Secretary concerning a refund under 58 
this paragraph shall not be reviewable.  59 

2. Prescription drug establishment fee  60 
A. In general 61 

Except as provided in subparagraphs (B) and (C), each person that— 62 
i.  is named as the applicant in a human drug application; and  63 
ii. after September 1, 1992, had pending before the Secretary a human 64 

drug application or supplement,  65 
shall be assessed an annual fee established under subsection (c)(4) 66 
of this section for each prescription drug establishment listed in its 67 
approved human drug application as an establishment that 68 
manufactures the prescription drug product named in the 69 
application. The annual establishment fee shall be assessed in each 70 
fiscal year in which the prescription drug product named in the 71 
application is assessed a fee under paragraph (3) unless the 72 
prescription drug establishment listed in the application does not 73 
engage in the manufacture of the prescription drug product during 74 
the fiscal year. The establishment fee shall be due on the later of—  75 

(I) the first business day after October 1 of each such year; 76 
or 77 
(II) the first business day after the enactment of an 78 

appropriations Act providing for the collection and obligation of 79 
fees for such year under this section.  80 

iii. Each such establishment shall be assessed only one fee per 81 
establishment, notwithstanding the number of prescription drug 82 
products manufactured at the establishment. In the event an 83 
establishment is listed in a human drug application by more than 84 
one applicant, the establishment fee for the fiscal year shall be 85 
divided equally and assessed among the applicants whose 86 
prescription drug products are manufactured by the establishment 87 
during the fiscal year and assessed product fees under paragraph 88 
(3).  89 

B. Exception 90 
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If, during the fiscal year, an applicant initiates or causes to be initiated the 91 
manufacture of a prescription drug product at an establishment listed in its 92 
human drug application—  93 

i. that did not manufacture the product in the previous fiscal year; 94 
and  95 

ii. for which the full establishment fee has been assessed in the fiscal 96 
year at a time before manufacture of the prescription drug product 97 
was begun;  98 
the applicant will not be assessed a share of the establishment fee 99 
for the fiscal year in which the manufacture of the product began.  100 

C. Special rules for positron emission tomography drugs  101 
i. In general  102 

Except as provided in clause (ii), each person who is named as the 103 
applicant in an approved human drug application for a positron 104 
emission tomography drug shall be subject under subparagraph (A) 105 
to one-sixth of an annual establishment fee with respect to each 106 
such establishment identified in the application as producing 107 
positron emission tomography drugs under the approved 108 
application.  109 

ii. Exception from annual establishment fee  110 
Each person who is named as the applicant in an application 111 
described in clause (i) shall not be assessed an annual 112 
establishment fee for a fiscal year if the person certifies to the 113 
Secretary, at a time specified by the Secretary and using 114 
procedures specified by the Secretary, that—  115 

I. the person is a not-for-profit medical center that has only 1 116 
establishment for the production of positron emission 117 
tomography drugs; and  118 

II. at least 95 percent of the total number of doses of each 119 
positron emission tomography drug produced by such 120 
establishment during such fiscal year will be used within 121 
the medical center.  122 

iii. Definition.-- For purposes of this subparagraph, the term “positron 123 
emission tomography drug” has the meaning given to the term 124 
“compounded positron emission tomography drug” in section 125 
201(ii) , except that paragraph (1)(B) of such section shall not 126 
apply.  127 

3. Prescription drug product fee  128 
A. In general  129 

Except as provided in subparagraph (B), each person who is named 130 
as the applicant in a human drug application, and who, after 131 
September 1, 1992, had pending before the Secretary a human drug 132 
application or supplement, shall pay for each such prescription 133 
drug product the annual fee established under subsection (c)(4) of 134 
this section. Such fee shall be paid only once for each product for a 135 
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fiscal year in which the fee is payable. Such fee shall due on the 136 
later of—  137 

(I) the first business day after October 1 of each such year; 138 
or 139 
(II) the first business day after the enactment of an 140 

appropriations Act providing for the collection and obligation of 141 
fees for such year under this section.  142 

 143 
B. Exception  144 

A prescription drug product shall not be assessed a fee under subparagraph 145 
(A) if such product is— 146 

(i) identified on the list compiled under section 505(j)(7)(A)  with 147 
a potency described in terms of per 100 mL;   148 

(ii) the same product as another product— 149 
(I) which was approved under an application filed 150 

under section 505(b) or 505(j) ;, and 151 
(II) which is not in the list of discontinued products 152 

compiled under section 505(j)(7)(A) ;  153 
(iii) under an abbreviated application filed under section 507  (as in 154 

effect on the day before the enactment of the Food and Drug 155 
Administration Modernization Act of 1997 [enacted November 21, 156 
1997]); or  157 

(iv) under an abbreviated new drug application pursuant to 158 
regulations in effect prior to the implementation of the Drug Price 159 
Competition and Patent Term Restoration Act of 1984.  160 

 161 
b. Fee revenue amounts  162 

1. In general 163 
For each of the fiscal years 2013 through 2017, fees under subsection (a) shall, 164 
except as provided in subsections (c), (d), (f), and (g), be established to generate a 165 
total revenue amount under such subsection that is equal to the sum of –  166 

A. $712,808,000; and 167 
B. The dollar amount of the inflation and workload adjustments for fiscal 168 

year 2013 (as determined under paragraph (3)). 169 
2. Types of fees 170 

Of the total revenue amount determined for a fiscal year under paragraph (1)—  171 
A. one-third shall be derived from fees under subsection (a)(1) (relating to 172 

human drug applications and supplements);  173 
B. one-third shall be derived from fees under subsection (a)(2) (relating to 174 

prescription drug establishments); and  175 
C. one-third shall be derived from fees under subsection (a)(3) (relating to 176 

prescription drug products). 177 
3. Fiscal year 2013 inflation and workload adjustments.  For purposes of 178 

paragraph (1)(B), the dollar amount of the inflation and workload 179 
adjustments for fiscal year 2013 shall be determined as follows:  180 

 181 
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A. Inflation Adjustment.  The inflation adjustment for fiscal year 2013 182 
shall be the sum of: 183 
 184 

i. $672,418,000 multiplied by the result of the inflation 185 
adjustment calculation described in subsection (c)(1)(A); and 186 
 187 

ii. $672,418,000 multiplied by the result of the inflation 188 
adjustment calculation described in subsection (c)(1)(B). 189 

 190 
B. Workload Adjustment.  The workload adjustment for fiscal 2013 191 

shall be— 192 
 193 
(i) $672,418,000 plus the inflation adjustment calculated under 194 

subparagraph (A);  195 
 196 

multiplied by 197 
 198 

(ii) the amount (if any) by which a percentage workload 199 
adjustment for fiscal year 2013, as determined using the 200 
methodology under subsection (c)(2), would exceed the 201 
percentage workload adjustment (as so determined) for 202 
fiscal year 2012 , if both such adjustment percentages were  203 
calculated using the five-year base period consisting of fiscal 204 
years 2003-2007. 205 

 206 
 207 
 208 

c.  Adjustments  209 
 210 

1. Inflation adjustment For fiscal year 2014 and subsequent fiscal years, the 211 
revenues established in subsection (b) shall be adjusted by the Secretary by notice, 212 
published in the Federal Register, for a fiscal year to reflect the sum of one plus —  213 
 214 

A. the average annual change in the cost, per full-time equivalent position of 215 
the Food and Drug Administration, of all personnel compensation and 216 
benefits paid with respect to such positions for the first 3 years of the 217 
preceding 4 fiscal years, multiplied by the proportion of personnel 218 
compensation and benefits costs to total costs of the process for the review 219 
of human drug applications (as defined in section 735(6))for the first 3 220 
years of the preceding 4 fiscal years, and   221 
 222 

B. the average annual change that occurred in the Consumer Price Index for 223 
urban consumers (Washington-Baltimore, DC-MD-VA-WV; Not 224 
Seasonally Adjusted; All items; Annual Index) for the first 3 years of the 225 



   
   

 6

preceding 4 years of available data  multiplied by the proportion of all costs 226 
other than personnel compensation and benefits costs to total costs of the 227 
process for the review of human drug applications (as defined in section 228 
735(6)) for the first 3 years of the preceding 4 fiscal years. 229 

 230 
The adjustment made each fiscal year by this paragraph will be added on a 231 
compounded basis to the sum of all adjustments made each fiscal year after fiscal 232 
year 2013 under this paragraph.  233 
 234 

2. Workload adjustment  235 
For fiscal year 2014 and subsequent fiscal years, after the fee revenues established 236 
in subsection (b) of this section are adjusted for a fiscal year for inflation in 237 
accordance with paragraph (1), the fee revenues shall be adjusted further for such 238 
fiscal year to reflect changes in the workload of the Secretary for the process for 239 
the review of human drug applications. With respect to such adjustment:  240 

A. The adjustment shall be determined by the Secretary based on a weighted 241 
average of the change in the total number of human drug applications 242 
(adjusted for changes in review activities, as described in the notice that 243 
the Secretary is required to publish in the Federal Register under this 244 
subparagraph), efficacy supplements, and manufacturing supplements 245 
submitted to the Secretary, and the change in the total number of active 246 
commercial investigational new drug applications (adjusted for changes in 247 
review activities, as so described) during the most recent 12-month period 248 
for which data on such submissions is available. The Secretary shall 249 
publish in the Federal Register the fee revenues and fees resulting from the 250 
adjustment and the supporting methodologies.  251 

B. Under no circumstances shall the adjustment result in fee revenues for a 252 
fiscal year that are less than the fee revenues for the fiscal year established 253 
in subsection (b) of this section, as adjusted for inflation under paragraph 254 
(1).  255 

C. The Secretary shall contract with an independent accounting or consulting 256 
firm to periodically review the adequacy of the adjustment and publish the 257 
results of those studies.  The first review shall be conducted and published 258 
by the end of fiscal year 2013 (to examine the performance of the 259 
adjustment since fiscal year 2009), and the second review shall be 260 
conducted and published by the end of fiscal year 2015 (to examine the 261 
continued performance of the adjustment).  The reports shall evaluate 262 
whether the adjustment reasonably represents actual changes in workload 263 
volume and complexity and present options to discontinue, retain, or 264 
modify any elements of the adjustment.  The reports will be published for 265 
public comment.  After review of the reports and public comments, the 266 
Secretary shall, if warranted, adopt appropriate changes to the 267 
methodology.  If the Secretary adopts changes to the methodology based 268 
on the first report, the changes shall be effective for the first fiscal year for 269 
which fees are set after the Secretary adopts such changes and each 270 
subsequent fiscal year.  271 
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 272 
3. Final year adjustment  273 

For fiscal year 2017, the Secretary may, in addition to adjustments under 274 
this paragraph and paragraphs (1) and (2), further increase the fee 275 
revenues and fees established in subsection (b) if such an adjustment is 276 
necessary to provide for not more than 3 months of operating reserves of 277 
carryover user fees for the process for the review of human drug 278 
applications for the first 3 months of fiscal year 2018. If such an 279 
adjustment is necessary, the rationale for the amount of the increase shall 280 
be contained in the annual notice establishing fee revenues and fees for 281 
fiscal year 2017. If the Secretary has carryover balances for such process 282 
in excess of 3 months of such operating reserves, the adjustment under this 283 
subparagraph shall not be made.  284 
 285 

4. Annual fee setting  286 
The Secretary shall, 60 days before the start of each fiscal year that begins after 287 
September 30, 2012, establish, for the next fiscal year, application, product, and 288 
establishment fees under subsection (a) of this section, based on the revenue 289 
amounts established under subsection (b) of this section and the adjustments 290 
provided under this subsection.  291 
 292 

5. Limit  293 
The total amount of fees charged, as adjusted under this subsection, for a fiscal 294 
year may not exceed the total costs for such fiscal year for the resources allocated 295 
for the process for the review of human drug applications. 296 
  297 

d.  Fee waiver or reduction 298 
 299 

1. In general  300 
The Secretary shall grant to a person who is named as the applicant in a human 301 
drug application a waiver from or a reduction of one or more fees assessed to that 302 
person under subsection (a) of this section where the Secretary finds that—  303 
A. such waiver or reduction is necessary to protect the public health,  304 
B. the assessment of the fee would present a significant barrier to innovation 305 

because of limited resources available to such person or other 306 
circumstances,  307 

C. the fees to be paid by such person will exceed the anticipated present and 308 
future costs incurred by the Secretary in conducting the process for the 309 
review of human drug applications for such person, or  310 

D. the applicant involved is a small business submitting its first human drug 311 
application to the Secretary for review.  312 

2. Considerations  313 
In determining whether to grant a waiver or reduction of a fee under paragraph (1), 314 
the Secretary shall consider only the circumstances and assets of the applicant 315 
involved and any affiliate of the applicant.  316 

3. Use of standard costs  317 
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In making the finding in paragraph (1)(C), the Secretary may use standard costs.  318 
4. Rules relating to small businesses  319 

A. “Small business” defined  320 
In paragraph (1)(D), the term “small business” means an entity that has 321 
fewer than 500 employees, including employees of affiliates, and that 322 
does not have a drug product that has been approved under a human drug 323 
application and introduced or delivered for introduction into interstate 324 
commerce.  325 

B. Waiver of application fee  326 
The Secretary shall waive under paragraph (1)(D) the application fee for 327 
the first human drug application that a small business or its affiliate 328 
submits to the Secretary for review. After a small business or its affiliate 329 
is granted such a waiver, the small business or its affiliate shall pay— 330 

i. application fees for all subsequent human drug applications 331 
submitted to the Secretary for review in the same manner as an 332 
entity that does not qualify as a small business; and  333 

ii. all supplement fees for all supplements to human drug applications 334 
submitted to the Secretary for review in the same manner as an 335 
entity that does not qualify as a small business. 336 

e. Effect of failure to pay fees  337 
A human drug application or supplement submitted by a person subject to fees under 338 
subsection (a) of this section shall be considered incomplete and shall not be accepted for 339 
filing by the Secretary until all fees owed by such person have been paid. 340 

f. Limitations  341 
1. In general  342 

Fees under subsection (a) of this section shall be refunded for a fiscal year 343 
beginning after fiscal year 1997 unless appropriations for salaries and expenses of 344 
the Food and Drug Administration for such fiscal year (excluding the amount of 345 
fees appropriated for such fiscal year) are equal to or greater than the amount of 346 
appropriations for the salaries and expenses of the Food and Drug Administration 347 
for the fiscal year 1997 (excluding the amount of fees appropriated for such fiscal 348 
year) multiplied by the adjustment factor applicable to the fiscal year involved.  349 

2. Authority 350 
If the Secretary does not assess fees under subsection (a) of this section during any 351 
portion of a fiscal year because of paragraph (1) and if at a later date in such fiscal 352 
year the Secretary may assess such fees, the Secretary may assess and collect such 353 
fees, without any modification in the rate, for human drug applications and 354 
supplements, prescription drug establishments, and prescription drug products at 355 
any time in such fiscal year notwithstanding the provisions of subsection (a) of this 356 
section relating to the date fees are to be paid.  357 

g. Crediting and availability of fees  358 
1. In general  359 

Fees authorized under subsection (a) shall be collected and available for obligation 360 
only to the extent and in the amount provided in advance in appropriations Acts, 361 
subject to paragraph (2)(C). Such fees are authorized to remain available until 362 
expended. Such sums as may be necessary may be transferred from the Food and 363 
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Drug Administration salaries and expenses appropriation account without fiscal 364 
year limitation to such appropriation account for salaries and expenses with such 365 
fiscal year limitation. The sums transferred shall be available solely for the process 366 
for the review of human drug applications.  367 

2. Collections and appropriation acts  368 
A. In general  369 

The fees authorized by this section—  370 
i. shall be retained in each fiscal year in an amount not to exceed the 371 

amount specified in appropriation Acts, or otherwise made 372 
available for obligation, for such fiscal year, subject to 373 
subparagraph (C), and  374 

ii. shall only be collected and available to defray increases in the 375 
costs of the resources allocated for the process for the review of 376 
human drug applications (including increases in such costs for an 377 
additional number of full-time equivalent positions in the 378 
Department of Health and Human Services to be engaged in such 379 
process) over such costs, excluding costs paid from fees collected 380 
under this section, for fiscal year 1997 multiplied by the 381 
adjustment factor.  382 

B. Compliance  383 
The Secretary shall be considered to have met the requirements of 384 
subparagraph (A)(ii) in any fiscal year if the costs funded by 385 
appropriations and allocated for the process for the review of human drug 386 
applications—  387 

i. are not more than 3 percent below the level specified in 388 
subparagraph (A)(ii); or  389 

ii.   390 
I. are more than 3 percent below the level specified in 391 

subparagraph (A)(ii), and fees assessed for the fiscal year 392 
following the subsequent fiscal year are decreased by the 393 
amount in excess of 3 percent by which such costs fell 394 
below the level specified in such subparagraph; and  395 

II. such costs are not more than 5 percent below the level 396 
specified in such subparagraph.  397 
 398 

C. PROVISION FOR EARLY PAYMENTS.—Payment of fees authorized 399 
under this section for a fiscal year, prior to the due date for such fees, may 400 
be accepted by the Secretary in accordance with authority provided in 401 
advance in a prior year appropriations Act. 402 

 403 
 404 

3. Authorization of appropriations  405 
For each of the fiscal years 2013 through 2017, there is authorized to be 406 
appropriated for fees under this section an amount equal to the total revenue 407 
amount determined under subsection (b) for the fiscal year, as adjusted or 408 
otherwise affected under subsection (c) and paragraph (4) of this subsection.  409 
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4. Offset  410 
If the sum of the cumulative amount of fees collected under this section for the 411 
fiscal years 2013 through 2015 and the amount of fees estimated to be collected 412 
under this section for fiscal year 2016 exceeds the cumulative amount appropriated 413 
under paragraph (3) for the fiscal years 2013 through 2016, the excess shall be 414 
credited to the appropriation account of the Food and Drug Administration as 415 
provided in paragraph (1), and shall be subtracted from the amount of fees that 416 
would otherwise be authorized to be collected under this section pursuant to 417 
appropriation Acts for fiscal year 2017.  418 

h. Collection of unpaid fees  419 
In any case where the Secretary does not receive payment of a fee assessed under 420 
subsection (a) of this section within 30 days after it is due, such fee shall be treated as a 421 
claim of the United States Government subject to subchapter II of chapter 37 of title 31.  422 

i. Written requests for waivers, reductions, and refunds  423 
To qualify for consideration for a waiver or reduction under subsection (d) of this section, 424 
or for a refund of any fee collected in accordance with subsection (a) of this section, a 425 
person shall submit to the Secretary a written request for such waiver, reduction, or refund 426 
not later than 180 days after such fee is due.  427 

j. Construction  428 
This section may not be construed to require that the number of full-time equivalent 429 
positions in the Department of Health and Human Services, for officers, employers, and 430 
advisory committees not engaged in the process of the review of human drug applications, 431 
be reduced to offset the number of officers, employees, and advisory committees so 432 
engaged.  433 

k. Orphan drugs  434 
1. Exemption  435 

A drug designated under section 526   for a rare disease or condition and approved 436 
under section 505  or under section 351 of the Public Health Service Act shall be 437 
exempt from product and establishment fees under this section, if the drug meets 438 
all of the following conditions:  439 

A. The drug meets the public health requirements contained in this chapter as 440 
such requirements are applied to requests for waivers for product and 441 
establishment fees.  442 

B. The drug is owned or licensed and is marketed by a company that had less 443 
than $50,000,000 in gross worldwide revenue during the previous year.  444 

2. Evidence of qualification  445 
An exemption under paragraph (1) applies with respect to a drug only if the 446 
applicant involved submits a certification that its gross annual revenues did not 447 
exceed $50,000,000 for the preceding 12 months before the exemption was 448 
requested.  449 

450 
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FDCA Sec. 742 [21 USC § 379l]  451 
 452 
The Federal Food, Drug, and Cosmetic Act   (21 U.S.C. 301 et seq.) is amended— 453 
 454 

(a) by redesignating section 742 as section 742A ; and 455 
(b) by inserting after section 741 the following: 456 
 457 
‘SEC. 742 Electronic Submission of Applications 458 

 459 
“Beginning no earlier than 24 months after the issuance of a final guidance (issued after public 460 
notice and opportunity for comment), submissions under sections 505(b) or 505(i) of this Act or 461 
section 351 of the Public Health Service Act shall be submitted in such electronic format as 462 
specified by the Secretary in such guidance.  In such guidance, the Secretary may provide a 463 
timetable for establishment by the Secretary of further standards for such electronic submission, 464 
and set forth criteria for waivers of and exemptions from the requirements of this section.  This 465 
section shall not apply to submissions described in section 561 of this Act.’.  466 
 467 


