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BIOSIMILAR BIOLOGICAL PRODUCT 35 

REAUTHORIZATION PERFORMANCE GOALS 36 

AND PROCEDURES FOR FISCAL YEARS 2028 37 

THROUGH 2032 38 

This document contains the performance goals and procedures for the Biosimilar User Fee Act 39 

(BsUFA) reauthorization for fiscal years (FYs) 2028-2032, known as BsUFA IV.  It is commonly 40 

referred to as the “goals letter” or “commitment letter.”  The goals letter represents the product of 41 

FDA’s discussions with the regulated industry and public stakeholders, as mandated by Congress.  42 

The performance and procedural goals and other commitments specified in this letter apply to 43 

aspects of the biosimilar biological product review program that are important for facilitating 44 

timely access to safe and effective biosimilar medicines for patients.  FDA is committed to meeting 45 

the performance goals specified in this letter, enhancing management of BsUFA resources, and 46 

ensuring BsUFA user fee resources are administered, allocated, and reported in an efficient and 47 

transparent manner. 48 

Under BsUFA IV, FDA is committed to ensuring effective scientific coordination and review 49 

consistency, as well as efficient governance and operations across the biosimilar biological product 50 

review program.  51 

FDA and the regulated industry will periodically and regularly assess the progress of the 52 

biosimilar biological product review program throughout BsUFA IV. This will allow FDA and 53 

the regulated industry to identify emerging challenges and develop strategies to address these 54 

challenges to ensure the efficiency and effectiveness of the biosimilar biological product review 55 

program. 56 
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I. ENSURING THE EFFECTIVENESS OF THE BIOSIMILAR 57 

BIOLOGICAL PRODUCT REVIEW PROGRAM 58 

A. REVIEW PROCESSES AND PERFORMANCE GOALS  59 

1. Original and Resubmitted Biosimilar Biological Product Applications  60 

a. Review and act on 90 percent of original biosimilar biological product application 61 

submissions within 10 months of the 60 day filing date. 62 

b. Review and act on 90 percent of resubmitted original biosimilar biological product 63 

applications within 6 months of receipt.  64 

2. Original and Resubmitted Supplemental Biosimilar Biological Product Applications  65 

a. Review and act on 90 percent of the following supplements within 4 months of 66 

receipt: 67 

i. Category 1: Supplements seeking licensure for one or more of the 68 

following changes when the submission does not include new data from 69 

manufacturing, analytical, clinical, or human factors studies: 70 

• Adding or modifying an indication  71 

• Interchangeability 72 

 73 

b. Review and act on 90 percent of the following supplements within 6 months of 74 

receipt: 75 

i. Category 2: Supplements seeking licensure for one or more of the 76 

following changes when the submission includes new data from 77 

manufacturing, analytical, clinical pharmacology, or human factors 78 

studies: 79 

• Adding or modifying an indication 80 

• Interchangeability  81 

• Adding a new strength, dosage form, or route of administration 82 

• Adding a new delivery device or container closure system.  (This 83 

excludes modifications to an approved delivery device or container 84 

closure system, unless such supplement includes new data from human 85 

factors studies.) 86 

This category also includes any other supplements with new data from 87 

human factors studies.  88 

 89 

c. FDA will issue a letter to the applicant for 90% of original Category 1 and Category 2 90 

supplements within 60 calendar days of receipt. The letter will acknowledge receipt 91 

of the submission and provide the date for FDA to take action on the supplement.  92 
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i. Applicants may include in their cover letter a request that FDA not 93 

approve the supplement before a certain date, as long as that date is not 94 

later than the BsUFA goal date. 95 

d. FDA will strive to issue a draft guidance and/or a MAPP and/or SOPP on post-96 

approval submissions to 351(k) applications that seek to make labeling changes to 97 

conform to changes in reference product labeling by no later than September 30, 98 

2028. If FDA issues a draft guidance, FDA will work toward the goal of publishing a 99 

revised draft or final guidance within 24 months after the close of the public comment 100 

period. 101 

i. Prior to issuance of the above draft guidance and/or a MAPP and/or SOPP, 102 

if a supplement is submitted seeking to update the labeling for a licensed 103 

biosimilar or interchangeable product with regards to safety information 104 

that has been updated in the reference product labeling and is applicable to 105 

one or more indications for which the biosimilar or interchangeable 106 

product is licensed, and if FDA were to determine that such supplement 107 

should be classified as a Prior Approval Supplement, FDA will review and 108 

act on the supplement within 3 months of receipt. Once published, FDA 109 

will assess such labeling submissions as described in the related draft 110 

guidance and/or MAPP and/or SOPP.  111 

e. FDA will strive to issue a draft guidance and/or a MAPP and/or SOPP on submissions 112 

for unbranded 351(k) labeling by no later than September 30, 2028. If FDA issues a 113 

draft guidance, FDA will work toward the goal of publishing a revised draft or final 114 

guidance within 24 months after the close of the public comment period. 115 

3. Original Manufacturing Supplements 116 

a. Review and act on 90 percent of manufacturing supplements requiring prior approval 117 

within 4 months of receipt.  118 

b. Review and act on 90 percent of all other manufacturing supplements within 6 119 

months of receipt. 120 

4. Goals Summary Tables 121 

Table 1: Original and Resubmitted Applications & Category 1 and 2 Supplements 122 

Original Biosimilar Biological Product 

Application Submissions 
90% in 10 months of the 60 day filing date 

Resubmitted Original Biosimilar 

Biological Product Applications 
90% in 6 months of the receipt date 
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Table 2: Manufacturing Supplements 123 

 PRIOR APPROVAL ALL OTHER 

Manufacturing 

Supplements 

90% in 4 months of the 

receipt date 

90% in 6 months of the 

receipt date 

5. Review Performance Goal Extensions 124 

a. Major Amendments 125 

i. A major amendment to an original application, supplement with clinical 126 

efficacy data, or resubmission of any of these applications, submitted at 127 

any time during the review cycle, may extend the goal date by three 128 

months.  129 

ii. A major amendment may include, for example, a major new clinical 130 

study report; major re-analysis of previously submitted study(ies); 131 

submission of a risk evaluation and mitigation strategy (REMS) with 132 

elements to assure safe use (ETASU) not included in the original 133 

application; or significant amendment to a previously submitted REMS 134 

with ETASU.  Generally, changes to REMS that do not include ETASU 135 

and minor changes to REMS with ETASU will not be considered major 136 

amendments. 137 

iii. A major amendment to a manufacturing supplement or Category 2 138 

supplement submitted at any time during the review cycle may extend 139 

the goal date by two months.  140 

iv. Only one extension can be given per review cycle. 141 

v. Consistent with the underlying principles articulated in the Good 142 

Review Management Principles and Practices (GRMP) guidance, 143 

FDA’s decision to extend the review clock should, except in rare 144 

circumstances, be limited to occasions where review of the new 145 

c. Category 1 Supplements  

(original and resubmitted) 
90% in 4 months of the receipt date 

d. Category 2 Supplements  

e. (original and resubmitted) 
90% in 6 months of the receipt date 
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information could address outstanding deficiencies in the application 146 

and lead to approval in the current review cycle. 147 

vi. FDA will publish each FY on its website, using a consistent publicly 148 

disclosed methodology: 149 

• the number and percentage of applications and supplements for 150 

which an amendment FDA deemed as major was submitted and 151 

resulted in a goal date extension.  152 

b. Inspection of Facilities Not Adequately Identified in an Original Application 153 

or Supplement 154 

i. All original applications and supplements are expected to include a 155 

comprehensive and readily located list of all manufacturing facilities 156 

included or referenced in the application or supplement.  This list 157 

provides FDA with information needed to schedule inspections of 158 

manufacturing facilities that may be necessary before approval of the 159 

original application or supplement.   160 

ii. If, during FDA’s review of an original application or supplement, the 161 

Agency identifies a manufacturing facility that was not included in the 162 

comprehensive and readily located list, the goal date may be extended. 163 

• If FDA identifies the need to inspect a manufacturing facility 164 

that is not included as part of the comprehensive and readily 165 

located list in an original application or supplement with 166 

clinical data, the goal date may be extended by three months.   167 

• If FDA identifies the need to inspect a manufacturing facility 168 

that is not included as part of the comprehensive and readily 169 

located list in a manufacturing supplement, the goal date may 170 

be extended by two months.  171 

c. Extensions Following a Post-PLI Meeting for Original 351(k) BLAs, Not 172 

Including Supplements 173 

i. When a meeting request package containing substantive information 174 

related to a response to deficiencies observed on a Pre-License 175 

Inspection (PLI) is submitted prior to a post-PLI meeting (see section 176 

I.K.4.), or substantive information is provided to FDA following a 177 

post-PLI meeting, FDA may extend the goal date by 3 months. 178 

ii. FDA’s decision to extend the review clock should, except in rare 179 

circumstances, be limited to occasions when an extension would 180 

permit review of the new information provided, and there is a 181 

reasonable likelihood that review of the new information provided 182 
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could address outstanding facility deficiencies relevant to the 183 

application and lead to approval in the current review cycle. 184 

iii. Only one extension will be afforded per review cycle, inclusive of 185 

extensions for Major Amendments and for Inspection of Facilities Not 186 

Adequately Identified in an Original Application or Supplement. 187 

6. Provisional Determinations 188 

FDA will issue a Provisional Determination Letter (PD) when it determines that a 351(k) BLA 189 

meets the applicable licensure standards, but FDA cannot make approval effective due to an 190 

unexpired period of exclusivity. Where approval of the entire application or supplement (referred 191 

to in this section as an application) is blocked, FDA will issue a PD for the entire application. 192 

Where exclusivity blocks only a part of the application, FDA will administratively split the 193 

application to issue an approval as well as a PD.  194 

For purposes of this section, the earliest lawful approval date (ELAD) means the first date on 195 

which no applicable exclusivity prevents approval of the application. 196 

An application is in PD status if FDA has issued a PD for that application. In certain situations, a 197 

product may be covered by both an approved application and an application in PD status, such as 198 

when FDA has administratively split an application.  199 

The processes below are intended to enable FDA to complete any reviews and act on 200 

applications in PD status on their ELAD.  201 

 202 

a. Changes to Applications in PD Status:  203 

Applicants seeking to propose changes to a product covered by an application in PD 204 

status can submit those changes as follows: 205 

i. When a product is covered by both an approved application and an application in 206 

PD status, applicants should submit any proposed change(s) in a supplement(s) to 207 

the approved application. This does not include a Request for Approval (RFA) 208 

described in paragraph 2 below, which is always submitted in an amendment.  209 

ii. When a product is not covered by an approved application and only covered by an 210 

application in PD status, applicants should submit any proposed change(s) in an 211 

amendment(s) to the PD application (PD amendment).  212 

PD Amendments Procedure: Upon receipt of a PD amendment (not including an RFA), 213 

FDA will convert the application’s status from PD to Pending. FDA will review PD 214 

amendments using the same procedures and timelines that would apply if the proposed 215 

changes were submitted in a supplement. While BsUFA performance metrics will not 216 

apply to PD amendments, FDA will strive to take action within the assigned timeline. 217 

Upon completing review, FDA will reissue a PD, issue an Approval, or issue a Complete 218 

Response Letter, as appropriate.  219 

To minimize duplicative review, FDA may defer review of a PD amendment in limited 220 

circumstances, such as when the timing and content of an amendment suggests that the 221 
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Agency may need to review the same information again closer to the ELAD. If FDA 222 

defers review, it will communicate its intention to do so to the applicant, as well as the 223 

date on which it intends to commence review. If the sponsor believes that deferral or the 224 

date on which FDA intends to commence review is inappropriate, then the sponsor may 225 

provide a rationale explaining why review at the time of submission or commencing on a 226 

different date is warranted. For any deferred PD amendment, FDA will notify the 227 

applicant when FDA has commenced review.  228 

 229 

b. Request for Approval (RFA) 230 

i. RFA Procedure: An RFA is a type of PD amendment through which an 231 

applicant requests approval of an application in PD status.  An RFA should 232 

not include new data or changes to the application (other than labeling). It 233 

should include a complete list of all changes, if any, since the time the PD 234 

was issued (including changes that may have been reviewed in a 235 

supplement as well as any pending changes under review), and the 236 

proposed final labeling.   237 

 238 

• If an RFA is received between 4 and 6 months prior to the ELAD, 239 

FDA will review the RFA by such date, subject to the performance 240 

goal described below. 241 

 242 

• If an RFA is received fewer than 4 months but more than 30 days 243 

before the ELAD, FDA will strive to review the RFA by such date.  244 

 245 

• If an RFA is received 30 or fewer days before the ELAD, FDA will 246 

strive to review the RFA within 30 calendar days of receipt.  247 

 248 

• If an RFA is received more than 6 months prior to the ELAD, FDA 249 

may request that the applicant withdraw the RFA and resubmit it 250 

between 4 to 6 months of the ELAD.  Otherwise, FDA will strive to 251 

review the RFA by the ELAD. 252 

 253 

ii. Performance goal: FDA will review and act on 90% of RFAs by the 254 

ELAD, provided that the RFA was received between 4 and 6 months 255 

before such date and that no other pending PD amendment for that 256 

application has a review date that falls after the ELAD.  257 

If there are pending PD amendments for an application in PD status, and at 258 

least one PD amendment has been assigned a review date that falls after 259 

the ELAD, FDA will strive to take action on all PD amendments, 260 

including the RFA, on the latest assigned review date. 261 

 262 

c. Guidance 263 
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FDA will strive to publish a draft guidance or MAPP and/or SOPP, and create or update 264 

relevant MAPPs and SOPPs, as appropriate, by September 30, 2030 to address 265 

considerations for the provisional determination process.  266 

7. Imminent Action 267 

Imminent Action is intended to promote efficient review by allowing FDA to work past a 268 

goal date to address discrete, late-arising, resolvable issues.  This should help avoid 269 

otherwise unnecessary provisional determinations and complete response actions. Imminent 270 

action will not function as a routine mechanism to extend the review cycle. 271 

Accordingly, FDA will continue assessing an original 351(k) BLA, resubmitted 351(k) BLA, 272 

or supplement through a BsUFA goal date when, in FDA’s judgment, resolution would be 273 

reasonably likely and FDA could issue an approval or provisional determination within 60 274 

days after the goal date under the following circumstances: 275 

i. when an update(s) to reference product labeling late in the review cycle 276 

necessitates submission of additional information to the 351(k) BLA for 277 

FDA review; 278 

ii. when a modification(s) to the reference product REMS or an approved 279 

single shared system REMS late in the review cycle necessitates 280 

submission of additional information to the 351(k) BLA for FDA review; 281 

iii. when an original 351(k) BLA meets the requirements for approval but 282 

FDA cannot make approval effective due to exclusivity that will expire 283 

within 60 days of the applicable BsUFA goal date; 284 

iv. when FDA, at its discretion, accepts an applicant’s unsolicited amendment 285 

late in the review cycle that includes only limited additional (or no) data; 286 

or 287 

v. when resolving one or more small issues (excluding facility-related issues) 288 

remaining from one or more disciplines that, in FDA’s judgement, cannot 289 

be reasonably resolved during the remainder of the ongoing review cycle. 290 

A “small issue” means an issue that could not have reasonably been 291 

reviewed and resolved during the review cycle and can be resolved within 292 

60 days of the goal date because resolution of the issue requires only: (1) a 293 

clarification of scientific information regarding data already submitted to 294 

the BLA, (2) submission of limited additional data (e.g., an additional 295 

timepoint for stability testing), and/or (3) the submission of administrative 296 

information (e.g., completion of a form or a change in an address).1 297 

If, after FDA invokes imminent action, an original 351(k) BLA, resubmission, or supplement 298 

is approved within 60 days after the goal date or FDA issues a Provisional Determination 299 

within such timeframe, the goal date will be considered to have been met.  300 

 
1 This provision does not apply to supplements. 
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FDA will strive to act prior to the 60-day period for an imminent action when the assessment 301 

is complete and there are no outstanding deficiencies.  302 

FDA will promptly notify the applicant when it intends to exercise imminent action, 303 

including identification of the basis for its use and, if the basis is a small issue(s), 304 

identification of each small issue. Applicants may proactively request that FDA consider use 305 

of imminent action in advance of the goal date where the applicant believes the criteria 306 

described in this section are met. 307 

FDA will publish each FY on its website, using a consistent publicly disclosed methodology: 308 

• the number and percentage of applications and supplements for which imminent action 309 

was exercised  310 

• the number and percentage of applications and supplements for which imminent action 311 

was exercised that were approved or resulted in a provisional determination within 60 312 

days of the goal date 313 

8. New Target Action Dates 314 

By the goal date, if the goal date will be missed and FDA has not informed the applicant of 315 

its intent to exercise imminent action per section I.A.7., FDA will notify the applicant that 316 

FDA will miss the BLA or supplement goal date. In that communication, FDA will include a 317 

new internal target action date (“target date”) 6 months from the goal date and identify the 318 

issue(s) causing delay (consistent with confidentiality obligations). FDA will also strive to 319 

issue any Information Requests (IRs) by the goal date and continue reviewing the application 320 

to resolve any outstanding issues unrelated to the issue causing the delay. FDA will strive to 321 

take action on the BLA or supplement as soon as possible. If the target date is not met, no 322 

subsequent target date will be assigned to the submission. FDA will contact the applicant to 323 

inform them that the target date will not be met and communicate an update on the issue 324 

causing delay (consistent with confidentiality obligations) and the estimated timeline for 325 

action, when possible. 326 

FDA will publish each FY on its website, using a consistent, publicly disclosed reporting 327 

methodology: 328 

• the number of applications and supplements for which a new target action date was 329 

issued  330 

• the percentage of those new target action dates that were met 331 

B. PROGRAM FOR ENHANCED REVIEW TRANSPARENCY AND 332 

COMMUNICATION FOR ORIGINAL 351(K) BLAS  333 

To promote transparency and communication between the FDA review team and the applicant, 334 

FDA will apply the following model (“the Program”) to the review of all original Biologics 335 

License Applications (BLAs) submitted under section 351(k) of the Public Health Service Act 336 

(“351(k) BLAs”), including applications that are resubmitted following a Refuse-to-File 337 
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decision, received from October 1, 2027, through September 30, 2032.2 The goal of the Program 338 

is to promote the efficiency and effectiveness of the first cycle review process and minimize the 339 

number of review cycles necessary for approval, ensuring that patients have timely access to 340 

safe, effective, and high quality biosimilar and interchangeable biological products.     341 

The standard approach for the review of original 351(k) BLAs is described in this section.  342 

However, the FDA review team and the applicant may discuss and reach mutual agreement on an 343 

alternative approach to the timing and nature of interactions and information exchange between 344 

the applicant and FDA, i.e., a Formal Communication Plan for the review of the original 351(k) 345 

BLA.  The Formal Communication Plan may include elements of the standard approach (e.g., a 346 

mid-cycle communication or a late-cycle meeting) as well as other interactions that sometimes 347 

occur during the review process (e.g., a meeting during the filing period to discuss the 348 

application, i.e., an “application orientation meeting”).  If appropriate, the Formal 349 

Communication Plan should specify those elements of the Program that FDA and the sponsor 350 

agree are unnecessary for the application under review.  If the review team and the applicant 351 

anticipate developing a Formal Communication Plan, the elements of the plan should be 352 

discussed and agreed to at the pre-submission meeting (see section I.B.1.) and reflected in the 353 

meeting minutes.  The Formal Communication Plan may be reviewed and amended at any time 354 

based on the progress of the review and the mutual agreement of the review team and the 355 

applicant.  For example, the review team and the applicant may mutually agree at any time to 356 

cancel future specified interactions in the Program (e.g., the late-cycle meeting) that become 357 

unnecessary (e.g., because previous communications between the review team and the applicant 358 

are sufficient).  Any amendments made to the Formal Communication Plan should be consistent 359 

with the goal of an efficient and timely first cycle review process and not impede the review 360 

team’s ability to conduct its review.   361 

The remainder of this section I.B. describes the parameters that will apply to FDA’s review of 362 

applications in the Program. 363 

1. Pre-submission meeting: The applicant is strongly encouraged to discuss the planned 364 

content of the application with the appropriate FDA review division at a biosimilar 365 

biological product development (BPD) Type 4 (pre-351(k) BLA) meeting.  This 366 

meeting will be attended by the FDA review team, including appropriate senior FDA 367 

staff. 368 

a. The BPD Type 4 (pre-351(k) BLA) meeting should be held sufficiently in advance 369 

of the planned submission of the application to allow for meaningful response to 370 

FDA feedback and should generally occur not less than 2 months prior to the 371 

planned submission of the application. 372 

b. In addition to FDA’s preliminary responses to the applicant’s questions, other 373 

potential discussion topics include preliminary discussions regarding the approach 374 

to developing the content for REMS, where applicable, patient labeling (e.g., 375 

 
2 The “Program for Enhanced Review Transparency and Communication for Original 351(k) BLAs” (referred to as 

“the Program” and described in this goals letter) is distinct from the statutory term, “biosimilar biological product 

development program,” which is defined in section 744G of the Federal Food, Drug, and Cosmetic (FD&C Act) as 

“the program under [the statutory BsUFA fee provisions] for expediting the process for the review of submissions in 

connection with biosimilar biological product development.” Section 744G(6) of the FD&C Act. 
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Medication Guide and Instructions For Use) and, where applicable, the 376 

development of a Formal Communication Plan.  These discussions will be 377 

summarized at the conclusion of the meeting and reflected in the FDA meeting 378 

minutes.  379 

The FDA and the applicant will agree on the content of a complete application for 380 

the proposed indication(s) at the pre-submission meeting.  The FDA and the 381 

applicant may also reach agreement on submission of a limited number of 382 

application components not later than 30 calendar days after the submission of the 383 

original application.  These submissions must be of a type that would not be 384 

expected to materially impact the ability of the review team to begin its review.  385 

These agreements will be summarized at the conclusion of the meeting and 386 

reflected in the FDA meeting minutes. 387 

i. Examples of application components that may be appropriate for delayed 388 

submission include updated stability data (e.g., 15-month data to update 389 

12-month data submitted with the original submission). 390 

ii. Major components of the application (e.g., the complete comparative 391 

analytical assessment, the complete study report of a comparative clinical 392 

study or the full study report of necessary immunogenicity data) are 393 

expected to be submitted with the original application and are not subject 394 

to agreement for late submission.   395 

2. Original application submission: Applications are expected to be complete, as agreed 396 

between the FDA review team and the applicant at the BPD Type 4 (pre-351(k) BLA) 397 

meeting, at the time of original submission of the application.  If the applicant does not 398 

have a BPD Type 4 (pre-351(k) BLA) meeting with FDA, and no agreement exists 399 

between FDA and the applicant on the contents of a complete application or delayed 400 

submission of certain components of the application, the applicant’s submission is 401 

expected to be complete at the time of original submission.  402 

a. All applications are expected to include a comprehensive and readily located list of 403 

all clinical sites and manufacturing facilities included or referenced in the 404 

application. 405 

b. Any components of the application that FDA agreed at the pre-submission meeting 406 

could be submitted after the original application are expected to be received not 407 

later than 30 calendar days after receipt of the original application. 408 

c. Incomplete applications, including applications with components that are not 409 

received within 30 calendar days after receipt of the original submission, will be 410 

subject to a Refuse-to-File decision.   411 

d. The following parameters will apply to applications that are subject to a Refuse-to-412 

File decision and are subsequently filed over protest:  413 
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i. The original submission of the application will be subject to the review 414 

performance goal as described in section I.A.1.a. 415 

ii. The application will not be eligible for the other parameters of the Program 416 

(e.g., mid-cycle communication, late-cycle meeting). 417 

iii. FDA generally will not review amendments to the application during any 418 

review cycle.  FDA also generally will not issue information requests to the 419 

applicant during the Agency’s review. 420 

iv. The resubmission goal described in section I.A.1.b. will not apply to any 421 

resubmission of the application following an FDA complete response action.   422 

Any such resubmission will be reviewed as available resources permit. 423 

e. Since applications are expected to be complete at the time of submission, 424 

unsolicited amendments are expected to be rare and not to contain major new 425 

information or analyses. Review of unsolicited amendments, including those 426 

submitted in response to an FDA communication of deficiencies, will be handled in 427 

accordance with the GRMP guidance and the Imminent Action process (see section 428 

I.A.7.). The GRMP guidance includes the underlying principle that FDA will 429 

consider the most efficient path toward completion of a comprehensive review that 430 

addresses application deficiencies and leads toward a first cycle approval when 431 

possible. 432 

3. Day 74 Letter:  FDA will follow existing procedures regarding identification and 433 

communication of substantive review issues identified during the initial filing review to 434 

the applicant in the “Day 74 letter.”  If no substantive review issues were identified 435 

during the filing review, FDA will so notify the applicant.  FDA’s filing review 436 

represents a preliminary review of the application and is not indicative of deficiencies 437 

that may be identified later in the review cycle. 438 

For applications subject to the Program, the timeline for this communication will be 439 

within 74 calendar days from the date of FDA receipt of the original submission. The 440 

planned timeline for review of the application included in the Day 74 letter for 441 

applications in the Program will include:  442 

a. the planned date for the internal mid-cycle review meeting, 443 

b. preliminary plans on whether to hold an Advisory Committee (AC) meeting to 444 

discuss the application, 445 

c. a target date for communication of feedback from the review division to the 446 

applicant regarding proposed labeling and any postmarket requirements or 447 

postmarket commitments the Agency will be requesting. 448 

4. Review performance goals: For original 351(k) BLA submissions that are filed by 449 

FDA under the Program, the BsUFA review clock will begin at the conclusion of the 60 450 
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calendar day filing review period that begins on the date of FDA receipt of the original 451 

submission. The review performance goals for these applications are as follows: 452 

a. Review and act on 90 percent of original 351(k) BLA submissions within 10 453 

months of the 60 day filing date. 454 

5. Mid-Cycle Communication: The FDA Regulatory Project Manager (RPM), and other 455 

appropriate members of the FDA review team (e.g., Cross Discipline Team Leader 456 

(CDTL)), will call the applicant, generally within 2 weeks following the Agency’s 457 

internal mid-cycle review meeting, to provide the applicant with an update on the status 458 

of the review of their application.  An agenda will be sent to the applicant prior to the 459 

mid-cycle communication.  Scheduling of the internal mid-cycle review meeting will 460 

be handled in accordance with the GRMP guidance.  The RPM will coordinate the 461 

specific date and time of the telephone call with the applicant.   462 

The update should include any significant issues identified by the review team to date, 463 

any information requests, and information regarding major concerns with the 464 

following: 465 

a. The comparative analytical assessment, including the potential relevance of any 466 

issues (e.g. data analysis issues or potential clinical impact of observed analytical 467 

differences), intended to support a demonstration that the proposed biosimilar 468 

biological product is highly similar to the reference product. 469 

b. The data intended to support a demonstration of no clinically meaningful 470 

differences, including discussion of any immunogenicity issues. 471 

c. The data intended to support a demonstration of interchangeability.   472 

d. Chemistry, Manufacturing, and Controls (CMC) issues. 473 

In addition, the update should include preliminary review team thinking regarding the 474 

content of the proposed REMS, where applicable, proposed date(s) for the late-cycle 475 

meeting, updates regarding plans for the AC meeting (if an AC meeting is anticipated), 476 

and other projected milestone dates for the remainder of the review cycle. 477 

6. Late-Cycle and Advisory Committee Meetings: A meeting will be held between the 478 

FDA review team and the applicant to discuss the status of the review of the application 479 

late in the review cycle. Late-cycle meetings will generally be face-to-face meetings; 480 

however, the meeting may be held by teleconference if FDA and the applicant agree.  481 

Since the application is expected to be complete at the time of submission, FDA intends 482 

to complete primary and secondary reviews of the application in advance of the 483 

planned late-cycle meeting.   484 

a. FDA representatives at the late-cycle meeting are expected to include the signatory 485 

authority for the application, review team members from appropriate disciplines, 486 

and appropriate team leaders and/or supervisors from disciplines for which 487 

substantive issues have been identified in the review to date. 488 
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b. For applications that will be discussed at an AC meeting, the following parameters 489 

apply: 490 

i. FDA intends to convene AC meetings no later than 2 months prior to the 491 

BsUFA goal date. The late-cycle meeting will occur not less than 12 calendar 492 

days before the date of the AC meeting.   493 

ii. FDA intends to provide final questions for the AC to the sponsor and the AC 494 

not less than 2 calendar days before the AC meeting.   495 

iii. Following an AC meeting, FDA and the applicant may agree on the need to 496 

discuss feedback from the committee for the purpose of facilitating the 497 

remainder of the review.  Such a meeting will generally be held by 498 

teleconference without a commitment for formal meeting minutes issued by 499 

the Agency. 500 

c. For applications that will not be discussed at an AC meeting, the late-cycle meeting 501 

will generally occur not later than 3 months prior to the BsUFA goal date. 502 

d. Late-Cycle Meeting Background Packages: The Agency background package for 503 

the late-cycle meeting will be sent to the applicant not less than 10 calendar days 504 

before the late-cycle meeting.  The package will consist of any discipline review 505 

(DR) letters and IRs issued to date, a brief memorandum from the review team 506 

outlining substantive application issues (e.g., deficiencies identified by primary and 507 

secondary reviews), the Agency’s background package for the AC meeting 508 

(incorporated by reference if previously sent to the applicant), potential questions 509 

and/or points for discussion for the AC meeting (if planned) and the current 510 

assessment of the content of proposed REMS or other risk management actions, 511 

where applicable.   512 

e. Late-Cycle Meeting Discussion Topics: Potential topics for discussion at the late-513 

cycle meeting include:  514 

i. major deficiencies identified to date;  515 

ii. comparative analytical assessment, including the potential relevance of any 516 

issues (e.g. data analysis issues or potential clinical impact of observed 517 

analytical differences), intended to support a demonstration that the proposed 518 

biosimilar biological product is highly similar to the reference product; 519 

iii. data intended to support a demonstration of no clinically meaningful 520 

differences, including discussion of any immunogenicity issues; 521 

iv. data intended to support a demonstration of interchangeability;  522 

v. CMC issues; 523 

vi. inspectional findings identified to date;  524 
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vii. issues to be discussed at the AC meeting (if planned);  525 

viii. current assessment of the content of proposed REMS or other risk 526 

management actions, where applicable;  527 

ix. information requests from the review team to the applicant; and  528 

x. additional data or analyses the applicant may wish to submit.   529 

With regard to submission of additional data or analyses, the FDA review team and 530 

the applicant will discuss whether such data will be reviewed by the Agency in the 531 

current review cycle and, if so, whether the submission will be considered a major 532 

amendment and trigger an extension of the BsUFA goal date. 533 

7. Inspections: FDA’s goal is to complete all GCP, GLP, and GMP inspections for 534 

applications in the Program within 10 months of the date of original receipt of the 535 

application. This will allow 2 months at the end of the review cycle to attempt to 536 

address any deficiencies identified by the inspections.  537 

C. INITIAL PEDIATRIC STUDY PLAN  538 

FDA will open a docket and issue a Federal Register notice no later than December 31, 2027, 539 

making available for public comment a biosimilar-specific initial pediatric study plan (iPSP) 540 

template. FDA will revise the biosimilar-specific iPSP template as necessary and appropriate in 541 

light of any comments received and will publish the template no later than August 31, 2028.  542 

By no later than December 31, 2028, FDA will strive to issue a draft guidance addressing 543 

pediatric study plans for biosimilar products and how biosimilar applicants can meet applicable 544 

Pediatric Research Equity Act (PREA) requirements. FDA will strive to publish a revised draft or 545 

final guidance within 24 months after the close of the public comment period. 546 

D. REVIEW OF PROPRIETARY NAMES TO REDUCE MEDICATION ERRORS 547 

To enhance patient safety, FDA is committed to various measures to reduce medication errors 548 

related to look-alike and sound-alike proprietary names and such factors as unclear label 549 

abbreviations, acronyms, dose designations, and error prone label and packaging design.  The 550 

following performance goals apply to FDA’s review of biosimilar biological product proprietary 551 

names during the BPD phase and during FDA’s review of a marketing application: 552 

1. Proprietary Name Review Performance Goals During The BPD Phase 553 

a. Review 90% of proprietary name submissions filed within 180 days of receipt.  554 

Notify sponsor of tentative acceptance or non-acceptance. 555 

b. If the proprietary name is found to be unacceptable, the sponsor can request 556 

reconsideration by submitting a written rebuttal with supporting data or request a 557 

meeting within 60 days to discuss the initial decision (meeting package required). 558 
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c. If the proprietary name is found to be unacceptable, the above review performance 559 

goals also would apply to the written request for reconsideration with supporting 560 

data or the submission of a new proprietary name. 561 

d.  A complete submission is required to begin the review clock. 562 

2. Proprietary Name Review Performance Goals During Application Review 563 

a. Review 90% of biosimilar biological product proprietary name submissions filed 564 

within 90 days of receipt.  Notify sponsor of tentative acceptance/non-acceptance. 565 

b. A supplemental review will be done meeting the above review performance goals if 566 

the proprietary name has been submitted previously (during the BPD phase) and has 567 

received tentative acceptance. 568 

c. If the proprietary name is found to be unacceptable, the sponsor can request 569 

reconsideration by submitting a written rebuttal with supporting data or request a 570 

meeting within 60 days to discuss the initial decision (meeting package required). 571 

d. If the proprietary name is found to be unacceptable, the above review performance 572 

goals apply to the written request for reconsideration with supporting data or the 573 

submission of a new proprietary name. 574 

e. A complete submission is required to begin the review clock. 575 

E. MAJOR DISPUTE RESOLUTION  576 

1. Procedure 577 

For procedural or scientific matters involving the review of biosimilar biological product 578 

applications and supplements (as defined in BsUFA) that cannot be resolved at the signatory 579 

authority level (including a request for reconsideration by the signatory authority after 580 

reviewing any materials that are planned to be forwarded with an appeal to the next level), 581 

the response to appeals of decisions will occur within 30 calendar days of the Center’s receipt 582 

of the written appeal. 583 

2. Performance Goal 584 

90% of such responses are provided within 30 calendar days of the Center’s receipt of the 585 

written appeal. 586 

3. Conditions 587 

a. Sponsors should first try to resolve the procedural or scientific issue at the signatory 588 

authority level.  If it cannot be resolved at that level, it should be appealed to the 589 

next higher organizational level (with a copy to the signatory authority) and then, if 590 

necessary, to the next higher organizational level. 591 
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b. Responses should be either verbal (followed by a written confirmation within 14 592 

calendar days of the verbal notification) or written and should ordinarily be to either 593 

grant or deny the appeal. 594 

c. If the decision is to deny the appeal, the response should include reasons for the 595 

denial and any actions the sponsor might take to persuade the Agency to reverse its 596 

decision. 597 

d. In some cases, further data or further input from others might be needed to reach a 598 

decision on the appeal.  In these cases, the “response” should be the plan for 599 

obtaining that information (e.g., requesting further information from the sponsor, 600 

scheduling a meeting with the sponsor, scheduling the issue for discussion at the 601 

next scheduled available advisory committee). 602 

e. In these cases, once the required information is received by the Agency (including 603 

any advice from an advisory committee), the person to whom the appeal was made, 604 

again has 30 calendar days from the receipt of the required information in which to 605 

either deny or grant the appeal. 606 

f. Again, if the decision is to deny the appeal, the response should include the reasons 607 

for the denial and any actions the sponsor might take to persuade the Agency to 608 

reverse its decision. 609 

g. Note: If the Agency decides to present the issue to an advisory committee and there 610 

are not 30 days before the next scheduled advisory committee, the issue will be 611 

presented at the following scheduled committee meeting to allow conformance with 612 

advisory committee administrative procedures. 613 

F. CLINICAL HOLDS  614 

1. Procedure  615 

The Center should respond to a sponsor’s complete response to a clinical hold within 30 days 616 

of the Agency’s receipt of the submission of such sponsor response. 617 

2. Performance goal  618 

90% of such responses are provided within 30 calendar days of the Agency’s receipt of the 619 

sponsor’s response. 620 

G. SPECIAL PROTOCOL QUESTION ASSESSMENT AND AGREEMENT  621 

1. Procedure  622 

Upon specific request by a sponsor (including specific questions that the sponsor desires to 623 

be answered), the Agency will evaluate certain protocols and related issues to assess whether 624 

the design is adequate to meet scientific and regulatory requirements identified by the 625 

sponsor. 626 
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a. The sponsor should submit a limited number of specific questions about the protocol 627 

design and scientific and regulatory requirements for which the sponsor seeks 628 

agreement (e.g., are the endpoints adequate to assess whether there are clinically 629 

meaningful differences between the proposed biosimilar biological product and the 630 

reference product). 631 

b. Within 45 days of Agency receipt of the protocol and specific questions, the Agency 632 

will provide a written response to the sponsor that includes a succinct assessment of 633 

the protocol and answers to the questions posed by the sponsor. If the Agency does 634 

not agree that the protocol design, execution plans, and data analyses are adequate to 635 

achieve the goals of the sponsor, the reasons for the disagreement will be explained in 636 

the response. 637 

c. Protocols that qualify for this program include any necessary clinical study or studies 638 

to prove biosimilarity and/or interchangeability (e.g., protocols for pharmacokinetics 639 

and pharmacodynamics studies, protocols for comparative clinical studies that will 640 

form the primary basis for demonstrating that there are no clinically meaningful 641 

differences between the proposed biosimilar biological product and the reference 642 

product, and protocols for clinical studies intended to support a demonstration of 643 

interchangeability).  For such protocols to qualify for this comprehensive protocol 644 

assessment, the sponsor must have had a BPD Type 2b or 3 Meeting, as defined in 645 

section I.I., below, with the review division so that the division is aware of the 646 

developmental context in which the protocol is being reviewed and the questions 647 

being answered. 648 

d. If a protocol is reviewed under the process outlined above, and agreement with the 649 

Agency is reached on design, execution, and analyses, and if the results of the study 650 

conducted under the protocol substantiate the hypothesis of the protocol, the Agency 651 

agrees that the data from the protocol can be used as part of the primary basis for 652 

approval of the product.  The fundamental agreement here is that having agreed to the 653 

design, execution, and analyses proposed in protocols reviewed under this process, 654 

the Agency will not later alter its perspective on the issues of design, execution, or 655 

analyses unless public health concerns unrecognized at the time of protocol 656 

assessment under this process are evident. 657 

2. Performance goal 658 

90% of special protocols assessments and agreement requests completed and returned to 659 

sponsor within 45 days.    660 

3. Reporting 661 

The Agency will track and report the number of original special protocol assessments and 662 

resubmissions per original special protocol assessment. 663 
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H. MULTI-DOSE PHARMACOKINETIC AND/OR PHARMACODYNAMIC STUDY 664 

AND COMPARATIVE EFFICACY STUDY PROTOCOL REVIEW  665 

During product development when a sponsor submits a protocol for a multi-dose 666 

pharmacokinetic and/or pharmacodynamic (PK and/or PD) study to be conducted in patients or a 667 

comparative efficacy study (CES) for FDA review, the sponsor will identify the submission as a 668 

“Multi-Dose Pharmacokinetic and/or Pharmacodynamic Study in Patients Protocol” or 669 

“Comparative Efficacy Study Protocol” in the subject of the cover letter. In cases where the 670 

protocol may have been previously discussed during a formal meeting or other formal 671 

communication with FDA, the date of the meeting or communication will be noted in the cover 672 

letter. 673 

When the cover letter identifies the submission as a multi-dose PK and/or PD study in patients or 674 

a CES protocol, documents the planned study start date, and includes any critical questions 675 

requiring responses to enable study initiation, FDA will strive to review such protocols consistent 676 

with timelines in MAPP 6030.9 and SOPP 8217. FDA will update MAPP 6030.9 and SOPP 8217 677 

by the end of FY 2028. 678 

I. MEETING MANAGEMENT GOALS  679 

1. Formal Meetings 680 

Formal BsUFA meetings between sponsors and FDA consist of BPD Type 1-4 meetings. 681 

These meetings are further described below.  682 

• A BPD Type 1 Meeting is a meeting which is necessary for an otherwise stalled drug 683 

development program to proceed (e.g., meeting to discuss clinical holds, dispute 684 

resolution meeting, a complete response letter, a refuse-to-file letter), a special protocol 685 

assessment meeting, or a meeting to address an important safety issue.  686 

 687 

• A BPD Type 2a Meeting is a meeting focused on a narrow set of issues (e.g., often one, 688 

but not more than two issues and associated questions), requiring input from no more 689 

than 3 disciplines or review divisions. In order to request a Type 2a meeting, sponsors 690 

must first have had another BPD meeting with the Agency. Requests could include: 691 

o Defined CMC post-approval commitments (e.g., related to analytical methods) 692 

discussing the approach in advance of conducting the study to ensure the 693 

approach is in line with the Agency’s expectations.  694 

o Immunogenicity testing strategy following prior FDA 695 

recommendations/feedback. 696 

o Feedback on revised study design when revisions are based on prior FDA 697 

feedback.  698 

o To discuss a new issue that arises from a prior meeting upon receipt of WROs, 699 

meeting minutes, or correspondence responding to a sponsor’s meeting question 700 

received after WROs or meeting minutes (i.e., more than just a clarifying 701 

question about an FDA response from a prior meeting). 702 
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 703 

• A BPD Type 2b Meeting is a meeting to discuss questions where FDA will provide 704 

advice regarding a proposed or ongoing biosimilar biological product development 705 

program (e.g., proposed clinical study design or endpoints). For example, a Type 2b 706 

Meeting is appropriate for: 707 

o initial engagement with FDA to discuss the proposed development program; or  708 

o to discuss a set of issues that are outside the scope of a Type 2a meeting. This 709 

meeting may include substantive review of summary data but does not include 710 

review of full study reports.   711 

 712 

When the meeting is the sponsor’s first interaction with FDA to discuss a proposed 713 

development program, sufficient information should be provided with the meeting 714 

request to enable FDA to make a preliminary determination related to potential 715 

licensure under section 351(k) and to provide meaningful advice. Preliminary 716 

comparative analytical data from the proposed biosimilar or interchangeable biosimilar 717 

product compared to the U.S.-licensed reference product are not required for the 718 

meeting request.  Information provided should include identification of the reference 719 

product and a brief summary of completed or planned studies that the sponsor intends 720 

to discuss at the meeting plus any additional information to support a useful discussion.  721 

Depending on the questions being posed by the applicant, additional information in the 722 

background document supporting the meeting request may include:  723 

o The comparative analytical assessment plan, including preliminary 724 

identification of quality attributes and planned characterization methods  725 

o The indication(s) intended to be sought for licensure 726 

o A clinical pharmacokinetics study(ies), including intended study population 727 

o Other clinical study(ies) and rationale for conducting 728 

o If a sponsor seeks to utilize a non-U.S.-licensed comparator product in a clinical 729 

study, the proposed strategy to justify the relevance of the data generated with 730 

the non-U.S.-licensed comparator product  731 

o Any guidance already received from other health authorities on product 732 

development  733 

o Identification of the regulatory status in other jurisdictions 734 

 735 

• A BPD Type 3 Meeting is an in-depth data review and advice meeting regarding an 736 

ongoing biosimilar biological product development program. This meeting includes 737 

substantive review of full study reports, FDA advice regarding the similarity between 738 

the proposed biosimilar biological product and the reference product, and FDA advice 739 

regarding additional studies (if any), including design and analysis.  740 

 741 

• A BPD Type 4 Meeting is a pre-submission meeting to discuss the format and content 742 

of a complete application for an original biosimilar biological product application under 743 

the Program or supplement submitted under 351(k) of the PHS Act. The purpose of this 744 
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meeting is to discuss the format and content of the planned submission and other items, 745 

including identification of those studies that the sponsor is relying on to support a 746 

demonstration of biosimilarity or interchangeability, discussion of any potential review 747 

issues identified based on the information provided, discussion of the approach to 748 

adequately address PREA, acquainting FDA reviewers with the general information to 749 

be submitted in the marketing application (including technical information), and 750 

discussion of the best approach to the presentation and formatting of data in the 751 

marketing application.  752 

2. Response to Meeting Requests 753 

a. Procedure: FDA will notify the sponsor in writing of the date, time, and place for the 754 

meeting, as well as expected Center participants following receipt of a formal 755 

meeting request and background package.  Table 3 below indicates the timeframes for 756 

FDA’s response to a meeting request. 757 

Table 3: Timelines for Responding to Meeting Requests 758 

 759 

 760 

i. For all BPD meeting types, the sponsor may request a written response 761 

to its questions, rather than a face-to-face meeting3 or teleconference. 762 

If a written response is deemed appropriate, FDA will notify the 763 

sponsor of the date it intends to send the written response. This date 764 

will be consistent with the timeframes specified in Table 4 below for 765 

the specific meeting type. 766 

ii. For the BPD Type 2a meeting, while the sponsor may request a face-767 

to-face meeting, the Agency may determine that a written response to 768 

the sponsor’s questions would be the most appropriate means for 769 

providing feedback and advice to the sponsor.  When it is determined 770 

that the meeting request can be appropriately addressed through a 771 

written response, FDA will notify the sponsor of the date it intends to 772 

send the written response in the Agency’s response to the meeting 773 

request.  This date will be consistent with the timeframe for a Type 2a 774 

 
3 A “face-to-face” meeting includes both in-person meetings and virtual meetings on IT platforms that allow for both 

audio and visual communication. 

Meeting Type Response Time (calendar days) 

BPD Type 1 14 

BPD Type 2a, 2b, 3 and 4 21 
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meeting.  If the sponsor believes a face-to-face Type 2a meeting is 775 

valuable and warranted, then the sponsor may provide a rationale in a 776 

follow-up correspondence explaining why a face-to-face meeting is 777 

valuable and warranted, and FDA will reconsider this request.  If FDA 778 

agrees to grant the face-to-face format, the Agency will strive to 779 

schedule the meeting to occur within 60 days of FDA’s receipt of the 780 

meeting request. 781 

b. Performance Goal: FDA will respond to meeting requests and provide notification 782 

within the response times noted in Table 3 for 90 percent of each meeting type. 783 

3. Scheduling Meetings 784 

a. Procedure: FDA will schedule the meeting on the next available date at which all 785 

applicable Center personnel are available to attend, consistent with the component’s 786 

other business; however, the meeting should be scheduled consistent with the 787 

timelines in Table 3 for the type of meeting requested. Table 4 below indicates the 788 

timeframes for FDA to schedule the meeting following receipt of a formal meeting 789 

request and background package, or in the case of a written response, the timeframes 790 

for the Agency to send the written response.  If the requested date for any meeting 791 

type is greater than the specified timeframe, the meeting date should be within 14 792 

calendar days of the requested date. 793 

Table 4: Timelines for Scheduling Meetings or Sending Written Responses 794 

Meeting Type Meeting Scheduling or Written Response Time  

BPD Type 1 
30 calendar days from receipt of meeting request and 

background package 

BPD Type 2a 
60 calendar days from receipt of meeting request and 

background package 

BPD Type 2b 
90 calendar days from receipt of meeting request and 

background package 

BPD Type 3 
120 calendar days from receipt of meeting request and 

background package 

BPD Type 4 60 calendar days from receipt of meeting request*  
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*Note the background package for BPD Type 4 meetings must be received no 795 

later than 14 calendar days after FDA receipt of the meeting request. 796 

b. Performance goal 797 

Table 5: Performance Goals for Scheduling Meetings or Sending Written Responses 798 

Meeting Type Goal 

All BPD Meetings 
90% of meetings are held or written responses are 

sent within the timeframe 

4. Preliminary Responses   799 

a. Procedure: The Agency will send preliminary responses to the sponsor’s questions 800 

contained in the background package no later than five calendar days before the face-801 

to-face or teleconference meeting date for BPD Type 2b and Type 3 meetings. 802 

b. Performance goal:  803 

Table 6: Performance Goal for Sending Preliminary Responses 804 

 805 

 806 

 807 

 808 

5. Meeting Minutes 809 

a. Procedure: The Agency will prepare minutes which will be available to the sponsor 810 

30 calendar days after the meeting. The minutes will clearly outline the important 811 

agreements, disagreements, issues for further discussion, and action items from the 812 

meeting in bulleted form and need not be in great detail.  Meeting minutes are not 813 

necessary if the Agency transmits a written response for any BPD meeting.   814 

b. Performance Goal: 90% of minutes are issued within 30 calendar days of the date of 815 

the meeting. 816 

6. Conditions 817 

 For a meeting to qualify for these performance goals: 818 

a. A written request and supporting documentation (i.e., the background package) must 819 

be submitted to the appropriate review division or office.  The background package 820 

Meeting Type  

BPD Types 2b and 

3 

90% of preliminary responses to questions are issued by 

FDA no later than five calendar days before the meeting 

date 
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must be submitted at the same time as the written request BPD Type 1, 2a, 2b and 3 821 

meetings.  For BPD Type 4 meetings, the background package must be received no 822 

later than 14 calendar days after FDA receipt of the written request.  823 

b. The request must provide: 824 

i. A brief statement of the purpose of the meeting, the sponsor’s proposal for 825 

the type of meeting, and the sponsor’s proposal for a face-to-face meeting, 826 

teleconference, or for a written response;  827 

ii. A listing of the specific objectives/outcomes the sponsor expects from the 828 

meeting; 829 

iii. A proposed agenda, including estimated times needed for each agenda 830 

item; 831 

iv. A list of questions, grouped by discipline (For each question there should 832 

be a brief explanation of the context and purpose of the question); 833 

v. A listing of planned external attendees; and 834 

vi. A listing of requested participants/disciplines representative(s) from the 835 

Center with an explanation for the request as appropriate. 836 

vii. Suggested dates and times (e.g., morning or afternoon) for the meeting 837 

that are within or beyond the appropriate time frame of the meeting type 838 

being requested. 839 

c. The Agency concurs that the meeting will serve a useful purpose (i.e., it is not 840 

premature or clearly unnecessary). However, requests for BPD Type 2b, 3, and 4 841 

Meetings will be honored except in the most unusual circumstances.  842 

The Center may determine that a different type of meeting is more appropriate and it 843 

may grant a meeting of a different type than requested.  844 

Sponsors are encouraged to consult available FDA guidance to obtain further 845 

information on recommended meeting procedures. 846 

 847 

7. Guidance, Clarity, and Transparency   848 

a. Guidance: FDA will strive to issue a revised draft of the existing draft guidance on 849 

“Formal Meetings Between the FDA and Sponsors or Applicants of BsUFA Products” 850 

to incorporate information pertaining to Type 2a and Type 2b meetings, as well as the 851 

follow-up opportunity, no later than September 30, 2028. FDA will work toward the 852 

goal of publishing a revised draft or final guidance within 24 months after the close of 853 

the public comment period. FDA will also clarify that meeting requests and 854 

background packages only need to include information relevant to the meeting 855 

questions. In addition, FDA will update relevant MAPPs and SOPPs. 856 
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b. Follow-up opportunity: For all meeting types, to ensure the sponsor’s understanding 857 

of FDA feedback from meeting discussions or a WRO, sponsors may submit 858 

clarifying questions to the Agency. If FDA responds to a sponsor’s meeting question 859 

in a correspondence after issuance of the meeting minutes or WRO, sponsors may use 860 

the follow-up opportunity to seek clarification of FDA’s advice. Only questions of a 861 

clarifying nature will be permitted, i.e., to confirm something in minutes, a WRO, or 862 

such correspondence issued by FDA, rather than to raise new issues or new proposals. 863 

FDA may exercise discretion about whether requests are clarifying in nature. If the 864 

FDA determines that the follow-up questions are not clarifications of advice provided, 865 

FDA may advise the sponsor to request a new meeting to address the issue (e.g., Type 866 

2a). The clarifying questions should be sent in writing as a “Request for Clarification” 867 

to the FDA within 20 calendar days following receipt of meeting minutes, a WRO, or 868 

correspondence. If FDA agrees that the question(s) is appropriate for a follow-up, 869 

FDA will issue a response in writing within 20 calendar days of receipt of the 870 

clarifying questions. FDA’s response will reference the original meeting minutes, 871 

WRO, or correspondence. 872 

J. ADVANCING DEVELOPMENT OF BIOSIMILAR BIOLOGICAL-DEVICE 873 

COMBINATION PRODUCTS REGULATED BY CDER AND CBER  874 

1. Use-Related Risk Analysis and Comparative Analyses (URRA/CA) 875 

Sponsors employ Use-Related Risk Analyses (URRAs) and comparative analyses (CAs) to 876 

identify the need for risk control strategies and to help design human factors (HF) studies. 877 

Based on a URRA or URRA and CA, a sponsor may propose that data from an HF study 878 

does not need to be submitted to inform whether the user interface introduces use-related 879 

hazards capable of producing clinically meaningful differences in safety, purity, or potency. 880 

FDA will maintain the following procedures for review of URRA or URRA and CA for 881 

combination products: 882 

a. The sponsor should submit a request for review of their URRA or URRA and CA to 883 

the IND (or pIND) or BLA. The submission should include specific scientific or 884 

regulatory questions for which the sponsor seeks agreement and justification, if 885 

applicable, that data from an HF study does not need to be submitted for FDA review, 886 

including any supporting information. 887 

b. Within 60 days of Agency receipt of the URRA or URRA and CA and specific 888 

questions, the Agency will provide a written response to the sponsor that includes a 889 

succinct assessment of the submitted URRA or URRA and CA and answers to the 890 

questions posed by the sponsor. If the Agency does not agree that either the URRA or 891 

URRA and CA or the sponsor's justification are adequate to support not submitting an 892 

HF study report for Agency review, the reasons for the disagreement will be 893 

explained in the response. 894 

c. URRA or URRA and CA submission performance goals for FDA beginning in FY 895 

2028 are as follows: 896 
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i. Review and notify sponsor of agreement or non-agreement with comments 897 

for 90% of filed submissions, within 60 days of receipt of submission. 898 

If information from a URRA or URRA and CA is necessary to support an application or 899 

supplement, that information should already be available at the time of submission of the 900 

application or supplement.  Accordingly, the 60-day goal date for review of a URRA or 901 

URRA and CA submitted to a BLA will not apply if a sponsor’s initial submission of the 902 

URRA or URRA and CA is with the original application or supplement or to a pending 903 

application or supplement.  904 

Alternatively, sponsors may request as part of a BPD Type 2b meeting a review of a URRA 905 

or URRA and CA submission with specific questions, enabling dialogue at the Type 2b 906 

meeting on the underlying URRA or URRA and CA.  When a sponsor elects this pathway, 907 

review timelines for the URRA or URRA and CA will align with the 90-calendar day 908 

timeline applicable to BPD Type 2b meetings (90 calendar days from receipt of meeting 909 

request and background package, consistent with section I.I.3.a.). To avail themselves of this 910 

option, sponsors should submit the URRA or URRA and CA in the meeting package with the 911 

Type 2b meeting request along with specific questions. 912 

2. Human Factors (HF) Protocols 913 

Human factors studies are conducted to evaluate the user interface of a biosimilar biologic-914 

device combination product and can inform whether the user interface introduces use-related 915 

hazards capable of producing clinically meaningful differences in safety, purity, or potency.  916 

HF protocols are reviewed with the goal of developing a final finished biosimilar biologic-917 

device combination product that supports the marketing application. To achieve this 918 

objective, FDA will establish the following procedures for review of HF protocols: 919 

a. The sponsor should submit a human factors protocol to the IND (or pIND) or BLA 920 

with specific questions, including scientific and regulatory requirements for which the 921 

sponsor seeks agreement (e.g., are the study participant groups appropriate to 922 

represent intended users, is the study endpoint adequate, are the critical tasks that 923 

should be evaluated appropriately identified). 924 

b. Within 60 days of Agency receipt of the protocol and specific questions, the Agency 925 

will provide a written response to the sponsor that includes a succinct assessment of 926 

the protocol and answers to the questions posed by the sponsor. If the Agency does 927 

not agree that the protocol design, execution plans, and data analyses are adequate to 928 

achieve the goals of the sponsor, the reasons for the disagreement will be explained in 929 

the response. 930 

c. Performance goals for FDA will be as follows: 931 

i. Review and provide sponsor with written comments for 90% of human 932 

factors protocol submissions within 60 days of receipt of protocol 933 

submission. 934 
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 If data from an HF study is necessary to support an application or supplement, that data 935 

should already be available at the time of submission of the application or supplement. 936 

Accordingly, the 60-day goal date for review of an HF protocol submitted to a BLA will not 937 

apply if a sponsor’s initial submission of the HF protocol is with the original application or 938 

supplement or to a pending application or supplement.   939 

Alternatively, sponsors may request as part of a BPD Type 2b meeting a review of an HF 940 

protocol submission with specific questions, enabling dialogue at the Type 2b meeting on the 941 

underlying HF protocol.  When a sponsor elects this pathway, review timelines for HF 942 

protocol will align with the 90-calendar day timeline applicable to BPD Type 2b meetings 943 

(90 calendar days from receipt of meeting request and background package, consistent with 944 

section I.I.3. a.). To avail themselves of this option, sponsors should submit the HF protocol 945 

in the meeting package with the Type 2b meeting request along with specific questions. 946 

3. Guidance on Alternative Approaches to Comparative Use Human Factors Studies 947 

(CUHFs) for Interchangeable Biosimilars 948 

FDA will strive to issue a draft guidance for review staff and industry on alternative 949 

approaches to Comparative Use Human Factors Studies (CUHFs) that may be scientifically 950 

appropriate for evaluation of user interface differences for interchangeable biosimilars by no 951 

later than September 30, 2028. FDA will work toward the goal of publishing a revised draft 952 

or final guidance within 24 months after the close of the public comment period. 953 

K. ADVANCING CHEMISTRY, MANUFACTURING, AND CONTROLS (CMC) 954 

FACILITY ASSESSMENT: A RISK-BASED LIFECYCLE APPROACH  955 

To support the timely development and availability of biosimilar biological products, FDA and 956 

the regulated industry will focus on enhancing CMC communications during drug development 957 

and application review. FDA will continue to utilize user fees to support the use of alternate tools 958 

to assess manufacturing facilities in support of pending applications. 959 

Manufacturing facility deficiencies observed on inspection could lead to complete response 960 

actions and the need for multiple review cycles. FDA and the regulated industry recognize a need 961 

to prevent or mitigate such deficiencies by fostering earlier and more transparent communication 962 

on CMC facility topics that could lead to their early resolution. FDA and the regulated industry 963 

recognize that additional opportunities for engagement can facilitate transparency, earlier shared 964 

understanding of regulatory requirements and expectations for manufacturing facilities, and 965 

proactive readiness for facility evaluation and inspection in support of drug applications. FDA 966 

and the regulated industry believe that this communication and engagement will provide a more 967 

proactive approach to timely address manufacturing facilities deficiencies, which could lead to 968 

an increase in first cycle approvals and facilitate the American public’s timely access to safe, 969 

effective, and high-quality biosimilar biological products. 970 

This BsUFA IV CMC facility lifecycle program is designed to facilitate meeting this objective 971 

through new and enhanced engagement mechanisms between FDA and the regulated industry 972 

that may happen before, during, and after an application review cycle. Effective use of these 973 

engagements aims to prevent or mitigate the occurrence of deficiencies that if unaddressed may 974 

lead to multiple review cycles.  975 
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1. Readiness For Pre-Approval Inspection (PAI) or Pre-License Inspection (PLI) 976 

To provide greater transparency on FDA’s requirements and expectations and support 977 

regulated industry readiness for facility evaluation and inspection supporting a 351(k) BLA, 978 

including supplements, FDA will publish guidance, described in section I.K.8. below, 979 

describing the manufacturing facility readiness attributes that should be met, prior to facility 980 

evaluation and inspection. The guidance will describe how the regulated industry can use this 981 

information to self-assess facility readiness to reduce the probability of deficiencies that often 982 

cannot be corrected during the review cycle, and to ensure meaningful and timely 983 

manufacturing facility evaluation and inspections. The readiness criteria set forth in the 984 

guidance may also facilitate eligibility for post-PLI meetings, when warranted. 985 

2. CMC Facility Pre-submission Meeting for a 351(k) BLA, Including CMC 986 

Supplements Related to Manufacturing Facilities4 987 

Applicants may request a single CMC Facility Pre-submission meeting to discuss 988 

manufacturing facilities for a proposed application submission. Transparent sharing and 989 

discussion of this information can facilitate applicant and facility readiness, as well as FDA's 990 

assessment of the application with respect to facility evaluation and inspection. Such 991 

meetings shall include FDA representatives from relevant functions and are generally 992 

expected to occur 3-6 months before an application submission, though they may occur 993 

earlier or later. 994 

Topics for this meeting may include, but are not limited to, information regarding 995 

manufacturing supply chain with focus on the relationships and interdependence of 996 

manufacturing facilities and the operations intended for the application product, awareness 997 

and mitigation of associated risks, and learnings from prior inspections conducted by FDA 998 

and other regulators. FDA’s advanced awareness and assessment of other relevant quality 999 

information about the facilities and their operations will inform FDA’s risk-based approach in 1000 

making decisions for facility evaluations and inspections. The proposed topics should not 1001 

focus on content suited for other existing meeting types or other engagement (e.g., Pre-1002 

Operational Review, BPD meetings).  1003 

3. Enhancing Inspection Communication for 351(k) BLA Applicants, Not Including 1004 

Supplements 1005 

FDA and the regulated industry believe enhanced communication between review teams and 1006 

the regulated industry on certain pre-license inspections can facilitate an efficient application 1007 

review process.    1008 

When FDA determines for an application, not including supplements, that it is necessary to 1009 

conduct a pre-license inspection at a time when the product identified in the application is 1010 

being manufactured, FDA’s goal is to communicate its intent to inspect a manufacturing 1011 

facility at least 60 days in advance of the pre-license inspections and no later than mid-cycle. 1012 

FDA reserves the right to conduct manufacturing facility inspections at any time during the 1013 

review cycle, whether or not FDA has communicated to the facility the intent to inspect.  1014 

 
4 Throughout Section I.K., this includes Category 2 supplements, as appropriate. 
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4. Post-PLI Meeting for Original 351(k) BLAs, Not Including Supplements 1015 

The intent of the post-PLI meeting is to ensure transparency and enable resolution where 1016 

possible of any outstanding deficiencies by the original action date.  After FDA completes a 1017 

PLI for a 351(k) BLA and reviews findings, FDA intends to inform the applicant when 1018 

observations communicated to a facility on the Form FDA 483 may result in a complete 1019 

response action. Upon such notification, an applicant may request a meeting to discuss 1020 

inspection findings that impact application approval and corrective actions to those findings, 1021 

with the goal of facilitating transparency on whether corrective actions are responsive to the 1022 

issues identified that may impact application approvability. FDA reserves the right to defer 1023 

comment on acceptability of the corrective actions and approvability of the application but 1024 

will strive to provide specific and actionable feedback. FDA shall include representatives 1025 

from relevant functions in the post-PLI meeting. When FDA grants a post-PLI meeting, FDA 1026 

will strive to complete the meeting to facilitate first cycle approval by the originally assigned 1027 

BsUFA Action Date but may extend the goal date per section I.A.5. of the commitment letter. 1028 

5. Post-Action Meetings for 351(k) BLAs, Including CMC Supplements Related to 1029 

Manufacturing Facilities 1030 

When FDA issues a complete response letter for a 351(k) BLA, including CMC supplements, 1031 

due to deficiencies observed on a PAI or PLI, an applicant may request a CMC Facility Post-1032 

Action meeting to discuss and gain understanding of those deficiencies that should be 1033 

corrected before the application can be approved.  1034 

6. Meeting Procedures 1035 

a. Regarding post-PLI meeting requests, FDA intends for timelines and procedures to 1036 

take application specific circumstances (e.g., inspections that occur later in the review 1037 

cycle) into consideration to facilitate meaningful discussion within the review cycle 1038 

with the goal of implementing corrective actions that facilitate application approval. 1039 

b. Meeting Requests: The format and content of meeting requests should adhere to the 1040 

recommendations outlined in the guidance “Formal Meetings Between the FDA and 1041 

Sponsors or Applicants of BsUFA Products.”   1042 

c. Responses to Meeting Requests: FDA will notify the requester in writing of the date, 1043 

time, and place for the meeting, as well as expected Center participants following 1044 

receipt of a meeting request. FDA will strive to meet the timeframes listed below for 1045 

responding to meeting request. 1046 

Table 7: Timelines for Responding to Facility Lifecycle Meeting Requests 1047 

 1048 

MEETING TYPE RESPONSE TIME (CALENDAR DAYS) 

CMC Facility Pre-submission 21 

Post-PLI 14 

Post-Action 14 
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d. Scheduling the Meeting Requests: The meeting should be scheduled consistent with 1049 

the type of meeting requested. FDA will strive to schedule the meeting within the 1050 

timeframes listed below.  1051 

Table 8: Timelines for Scheduling Facility Lifecycle Meetings 1052 

 1053 

 1054 

e. Meeting Background Packages: The timing of the Agency’s receipt of the sponsor 1055 

background package for each meeting type is specified in Table below. 1056 

Table 9: Timelines for Agency Receipt of Facility Lifecycle Meeting Background 1057 

Packages 1058 

 1059 

f. Preliminary Responses to Questions: The Agency will send preliminary responses 1060 

to the applicant’s questions 2-5 calendar days prior to the meeting. 1061 

g. Sponsor Notification to FDA: Prior to the date of the meeting, the applicant will 1062 

notify FDA of whether the meeting is still needed, and if it is, provide the anticipated 1063 

agenda at least 1 business day in advance of the meeting. 1064 

h. Meeting Minutes: The Agency will prepare minutes that will be available to the 1065 

applicant not later than 30 calendar days after the meeting. The minutes will clearly 1066 

outline the important agreements, disagreements, issues for further discussion, and 1067 

action items from the meeting. Meeting minutes need not be provided if the Agency 1068 

transmits a written response for any meeting type.  1069 

7. CMC Facility Lifecycle Workshop and Third-Party Assessment 1070 

FDA will contract with an independent third party to conduct a public workshop which will 1071 

be held no later than September 30, 2030. The public workshop will focus on program 1072 

implementation and its impact on facility readiness and reduction of facility deficiencies. The 1073 

topics for the workshop will be informed by the third-party assessment and include, but are 1074 

not limited to, impact on the goals of inspection readiness and reduction in facility 1075 

deficiencies, program operations (e.g., rate of meetings granted or denied, denial reasons, 1076 

timing of meetings relative to significant milestones) and feedback from both FDA and the 1077 

MEETING TYPE 
MEETING SCHEDULING (CALENDAR 

DAYS FROM MEETING REQUEST) 

CMC Facility Pre-submission 60 

Post-PLI 30 

Post-Action 30 

MEETING TYPE RECEIPT OF BACKGROUND PACKAGE 

CMC Facility Pre-submission 30 calendar days before the date of the meeting 

Post-PLI At the time of the request 

Post-Action At the time of the request 
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regulated industry on learnings to date.  A third party will separately engage both FDA staff 1078 

and individual sponsors through contractor-led interviews to assess the effectiveness of the 1079 

facility lifecycle program.  This third party will also assess the impact of the facility lifecycle 1080 

program on facility-issue driven complete responses. 1081 

Following the close of the public comment period for the public workshop, the third-party 1082 

that conducted the assessment described above will assess feedback from the workshop and 1083 

draft a report summarizing the findings from the workshop, its assessment, and engagement 1084 

with FDA and individual sponsors and identify best practices and areas for improvement for 1085 

the regulated industry and FDA to enhance the CMC facility lifecycle program. The next 1086 

steps may include proposed timeframes to develop or revise, as appropriate, relevant MAPPs 1087 

and/or SOPPs and other applicable documents to incorporate lessons learned. FDA will 1088 

publish the final report on the FDA’s website no later than 9 months after the close of the 1089 

comment period following the public workshop. 1090 

8. Guidance for Regulated Industry 1091 

By October 1, 2028, FDA will strive to publish draft guidance describing the implementation 1092 

of this CMC facility lifecycle program. Such guidance will convey topics including, but not 1093 

limited to, attributes that describe readiness for a PAI or PLI (as described in section I.K.1.), 1094 

CMC Facility Pre-submission, Post-PLI, and Post Action meeting procedures, timelines, 1095 

meeting type designation, criteria that FDA will consider when determining eligibility for 1096 

each meeting (e.g., compliance classification, readiness for PLI criteria, meeting package 1097 

completeness), best practices when submitting meeting request packages, and considerations 1098 

regarding goal date extensions. FDA will strive to finalize the guidance within 24 months 1099 

following close of the comment period.  1100 

L. REGULATORY SCIENCE TO ENHANCE THE DEVELOPMENT OF 1101 

BIOSIMILAR AND INTERCHANGEABLE BIOLOGICAL PRODUCTS  1102 

The goals for the BsUFA Regulatory Science pilot program were met, and the pilot concluded at 1103 

the end of BsUFA III. 1104 

Should FDA or regulated industry subsequently identify biosimilar-specific scientific or 1105 

regulatory topics that would benefit from targeted research, when possible, such proposed 1106 

topics will be discussed between FDA and regulated industry. If FDA conducts research using 1107 

BsUFA operating funds during BsUFA IV, FDA will notify regulated industry and shall make 1108 

such research results publicly available, as appropriate. 1109 

M. BLA REVOCATION AND REISSUANCE  1110 

To facilitate the transfer of a 351(k) BLA(s) between applicants, FDA will establish a 180-day 1111 

timeline for completing license revocation and reissuance following receipt of a complete request 1112 

to transfer a 351(k) BLA(s). This timeline will not apply in instances where (1) the transfer 1113 

request includes both CDER- and CBER-regulated BLAs or (2) there are outstanding facility 1114 

issues. 1115 

Applicants may include in their 351(k) BLA transfer request cover letter a request that FDA 1116 

refrain from making the 351(k) BLA transfer effective before a certain date within the 180-day 1117 
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timeline. FDA may act on the request prior to the 180-day goal date but will not make the 1118 

transfer effective before the date specified by the applicants, provided that such date is not later 1119 

than the 180-day goal date. 1120 

FDA will post each FY on its website, using a consistent, publicly disclosed reporting 1121 

methodology:  1122 

• the number of applicable 351(k) BLA transfer requests  1123 

• the number of those requests completed within the 180-day timeline 1124 

N. ASSESSMENT OF THE BSUFA REVIEW PROGRAM FOR PRE-INDS, INDS, AND 1125 

BLAS  1126 

Beginning in FY 2028 and continuously through the end of the assessment, FDA will contract 1127 

with an independent third party with expertise in assessing the quality and efficiency of the 1128 

biosimilar development and regulatory review program to assess pre-IND, IND and 351(k) BLA 1129 

development and first cycle review processes, outcomes, and FDA-sponsor communications.  1130 

The third party will assess the completeness, consistency, and timing of key review process 1131 

milestones, communications, and materials exchanged between FDA and sponsors during first-1132 

cycle BLA review from BsUFA III (as applicable and feasible) and BsUFA IV, particularly how, 1133 

when, and whether significant issues were identified, communicated, and addressed. The third 1134 

party will also assess adherence to key process milestones (e.g., completion of primary and 1135 

secondary review, inter-center consults) as documented within relevant statute, and FDA 1136 

MAPPs, SOPPs, guidances and this letter and attempt to identify the root cause of any delays.  1137 

The third party will also assess processes related to provisional determinations, including 1138 

publication of exclusivity-related information to determine the ELAD as it relates to RFAs, as 1139 

well as PD amendment submission and review.  1140 

Key communications assessed will include information requests, new target action dates, 1141 

feedback on sponsor-submitted materials, labeling (including REMS), and formal meetings and 1142 

letters. For major amendments, other clock extensions, and imminent action, the third party will 1143 

characterize the rationale FDA uses for employing these mechanisms and timing of the 1144 

determination. For complete response outcomes, the third party will summarize the basis for 1145 

these outcomes and characterize significant review and/or process issues.  1146 

The third party will also evaluate the timing of communications related to iPSPs, amended 1147 

iPSPs, IND clinical protocols and protocol amendments during development from BsUFA III and 1148 

IV. The evaluation will be conducted to assess the elapsed time between submission and FDA’s 1149 

response (including initial and any subsequent comments), any related process bottlenecks, and 1150 

whether sponsors consistently provided required information.  For iPSPs and amended iPSPs, the 1151 

evaluation will also assess the elapsed time between submission and FDA agreement.  1152 

The third party will be expected to collect and analyze data and, for all first-cycle BLAs 1153 

submitted during BsUFA IV, review communications between FDA and sponsors and conduct 1154 

interviews with sponsors and review teams. The third party will use the data to provide 1155 

actionable recommendations to help FDA and sponsors increase the effectiveness and efficiency 1156 

of key review processes, communications, and materials, limit first cycle complete responses (for 1157 
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applications that are ultimately approvable), limit missed goal dates, and assess the use of 1158 

imminent action, new target action dates, and review clock extensions.  1159 

In addition to the above, for all supplements submitted during BsUFA IV for which the Imminent 1160 

Action mechanism is employed, the third party will be expected to characterize the rationale 1161 

used and the timing of the determination. No other metrics shall be assessed for supplements. 1162 

Deliverables:  1163 

a. Prior to beginning the assessment, FDA will publish the statement of work for this 1164 

assessment for public comment. 1165 

b. By March 31, 2030, FDA and the third party will publish an interim assessment report 1166 

for public comment.  1167 

c. By June 30, 2030, FDA and the third party will hold a public workshop to discuss the 1168 

interim assessment report. Stakeholders may share feedback on increasing the 1169 

effectiveness of key review processes and FDA-sponsor communications and 1170 

reducing complete responses, missed goal dates, and review clock extensions.  1171 

d. By March 31, 2032, FDA and the third party will publish a final report on FDA’s 1172 

public website. This report will include findings from the assessment as well as 1173 

recommendations for increasing the effectiveness of key review processes and FDA-1174 

sponsor communications and reducing complete responses, missed goal dates, and 1175 

review clock extensions. The report will also incorporate feedback from the public 1176 

workshop in section (c).  1177 



36 

 

II. CONTINUED ENHANCEMENT OF USER FEE RESOURCE 1178 

MANAGEMENT 1179 

FDA is committed to ensuring the sustainability of BsUFA program resources and to enhancing 1180 

the operational agility of the BsUFA program. FDA will build on the financial enhancements 1181 

included in prior authorization cycles to ensure optimal use of user fee resources and the 1182 

alignment of staff to workload. FDA will also continue activities to promote transparency of the 1183 

use of financial resources in support of the BsUFA program.     1184 

A. RESOURCE CAPACITY PLANNING  1185 

FDA will continue operating the Agency’s resource capacity planning function, including 1186 

utilization of modernized time reporting, to support enhanced management of BsUFA resources 1187 

in BsUFA IV and help ensure alignment of user fee resources to staff workload.  1188 

B. FINANCIAL TRANSPARENCY 1189 

1. Five-Year Financial Plan 1190 

FDA will publish a BsUFA 5-year financial plan on or before the end of the 2nd quarter of 1191 

FY 2028. FDA will publish updates to the 5-year plan on or before the end of the 2nd quarter 1192 

of each subsequent fiscal year. The plan and its annual updates will include the following 1193 

topics: 1194 

a. Shared Services 1195 

i. A discussion of Agency efforts to provide Shared Services in support of 1196 

the process for the review of biosimilar biological products. Shared 1197 

Services programs support Agency-wide activities (such as human 1198 

resources) with costs proportionally allocated across programs, including 1199 

BsUFA, based on the proportion of those costs that support the process for 1200 

the review of biosimilar biological product applications. This discussion 1201 

will cover: the types of services that have been consolidated, the financial 1202 

impact on the BsUFA program, and ongoing or planned consolidation 1203 

efforts. 1204 

ii. The planned user fee obligations for FDA’s Shared Services program for 1205 

the five years represented by the BsUFA IV authorization. The annual 1206 

updates to this plan will provide actual amounts for the preceding fiscal 1207 

year, as well as updated planned amounts for the remaining fiscal years. 1208 

iii. Discussion to address factors contributing to any variation from planned to 1209 

actual amounts in excess of 10%. 1210 

b. Index of financial and personnel related reporting 1211 

FDA will add an appendix that will list current sources of personnel and / or financial 1212 

reporting, including the financial report, performance report, and various pages on the 1213 
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FDA website, to explain distinctions between the personnel or other financial data 1214 

provided in various reports. 1215 

2. Annual Financial Report 1216 

FDA will include the following items in the annual Financial Report submitted to Congress 1217 

each year: 1218 

a. An accounting of appropriated user fee funds included in the operating reserve at the 1219 

end of each fiscal year. 1220 

b. How any new capacity planning adjustment (CPA) fee revenues are being allocated. 1221 

c. A discussion of the operating reserve tracking, reserving, and reporting (OR TRR), as 1222 

related to section 744H(f)(2)(E) (as in effect on October 1, 2027) of the Federal Food, 1223 

Drug, and Cosmetic Act and FDA’s objective to hire and retain staff, including: 1224 

i. The OR TRR payroll target for the year. 1225 

ii. A comparison of the actual payroll to the OR TRR payroll target. 1226 

iii. A discussion of whether FDA has met the OR TRR payroll target. 1227 

iv. If FDA has not met the OR TRR payroll target, the amounts in the 1228 

operating reserve that are set aside for payroll for hiring and retaining 1229 

staff. 1230 

v. In addition to the current table that provides overall BsUFA fee payroll 1231 

and operating spending broken out by Center, enhanced reporting on: 1232 

• Personnel compensation and benefits to include payroll, awards, 1233 

overtime, and benefits for personnel.  1234 

• Operating expenses by major object class codes that have BsUFA fee 1235 

obligations. 1236 

3. Technical Staff Meeting 1237 

FDA is committed to transparency and supporting understanding of the BsUFA program 1238 

finances. FDA will commit to offering one technical staff meeting per year with regulated 1239 

Industry. These meetings will be expected to: 1240 

a. Occur after the publication of the fee-setting Federal Register Notice each fiscal year 1241 

in the August – September timeframe, with the first meeting in 2028. 1242 

b. Include topics relevant to the fee-setting or finances of the BsUFA program.  1243 

Within 30 calendar days after the conclusion of each technical staff meeting, FDA will 1244 

publish meeting minutes to its website. The meeting minutes will describe, in sufficient 1245 

detail, the topics and significant points discussed in each meeting. 1246 

 1247 
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III. TRANSPARENCY IN FDA HIRING AND RETENTION OF REVIEW 1248 

STAFF  1249 

The biosimilar biological product review program requires that FDA maintain sufficient numbers 1250 

and types of technical and scientific experts to efficiently conduct reviews of 351(k) applications.  1251 

During BsUFA III, FDA experienced attrition among technical and scientific experts involved in 1252 

the review process. To deliver on BsUFA IV commitments, FDA is committed to sharing updates 1253 

on the status of restaffing the BsUFA program, including prioritizing staffing for review 1254 

functions and on specific BsUFA IV enhancements.5   1255 

During BsUFA IV, FDA will share quarterly updates on BsUFA hiring via the PDUFA and 1256 

BsUFA quarterly hiring webpage. FDA will also maintain the CDER and CBER net hiring 1257 

webpage.  1258 

 1259 

 
5 To deliver on specific BsUFA IV enhancements in Supplement Review, Facility Lifecycle Management, and 

Provisional Determinations, FDA will, as part of its restaffing hiring efforts, reserve positions for certain offices in 

CDER (12 positions), during FY 2028 and will report out on the status of hiring for these enhancements in quarterly 

updates on FDA’s webpage. 
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IV. DEFINITIONS AND EXPLANATION OF TERMS  1260 

1. The term “review and act on” means the issuance of a complete action letter after the 1261 

complete review of a filed complete application. The action letter, if it is not an approval, 1262 

will set forth in detail the specific deficiencies and, where appropriate, the actions 1263 

necessary to place the application in condition for approval. 1264 

2. A resubmitted original application is a complete response to an action letter addressing all 1265 

identified deficiencies. 1266 

 1267 


