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Abstract 

Accelerated approval pathways for generic medicines improve patient access and reduce healthcare costs by speeding market entry without 

compromising quality. The U.S., Switzerland, the U.K., and Japan have developed distinct mechanisms to prioritize generic application 

reviews amid evolving regulatory frameworks. This review compares fast-track approval criteria, review timelines, documentation 

requirements, and reliance or harmonization efforts across the FDA, Swissmedic, MHRA, and PMDA. A systematic literature search from 

January 2000 to June 2025 included peer-reviewed articles and official guidance. Data on review timelines, eligibility criteria, dossier 

requirements, and reliance agreements were extracted using a standardized template. Comparative tabulation identified similarities and 

differences. The FDA’s Priority Review targets an eight-month approval for eligible ANDAs, supported by GDUFA performance goals. 

Swissmedic’s accelerated assessment shortens review from 330 to 150 days, enabled by pre-application hearings and the Access 

Consortium. MHRA offers 60- and 110-day tracks through the International Recognition Procedure by accepting reference regulators’ 

decisions. PMDA prioritizes generics within a nine-month timeline, supplemented by pre-submission consultations and "Harmonization 

by Doing" initiatives. All agencies require bioequivalence via ICH CTD modules but differ in clock-stop policies, administrative demands, 

and reliance frameworks. 

Conclusion: While agencies align on bioequivalence and dossier formats, differences in timelines, review mechanisms, and dossier 

requirements challenge submission planning. Standardizing performance goals, reducing administrative burdens, and harmonizing 

reliance agreements are emerging good practices supporting faster global access to generic drugs. 
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1. Introduction 

Generic medicines ensure affordable, clinically equivalent 

therapies, enhancing adherence and reallocating healthcare 

resources. However, divergent regulatory processes can 

delay market entry and erode cost savings. To address this, 

major agencies have adopted expedited pathways tailored 

for generics. Designation and Conditional Early Approval 

systems to allow submissions without confirmatory trials, 

achieving review windows as short as nine months-with 

post-marketing studies required 

1.1. Role of generics in healthcare access and cost 

control 

The Drug Price Competition and Patent Term Restoration 

Act of 1984 (Hatch-Waxman Act, Pub. L. 98-417) 

streamlined generic drug entry into the U.S. market. 

Grabowski and Vernon (1) reported that generics rose 

from 10% of prescriptions in the early 1980s to 40% by the 

mid-1990s, while Berndt and Aitken (2) found an increase 

from 49.7% to 74.5% between 1999 and 2004. A generic 

drug is equivalent to a brand-name product in dosage, 

strength, route, quality, performance, and intended use.(3) 

It must contain the same active ingredients and 

demonstrate bioequivalence, offering the same therapeutic 

effect at a lower cost. 

Generic drugs have saved billions by reducing brand-name 

drug costs, which rose 62.1% while generics fell 36.9% 

from 2014-2018. (4) Making up 90% of prescriptions, 

generics enable savings like the $14.5 billion yearly from 

Express Scripts’ formulary, limiting spending growth and 

keeping patient costs low ($11.55 per 30 days). Future  

savings depend on biosimilars and specialty generics, 

projected to cut spending by $54 billion and $24 billion 

respectively, if supported by regulatory policies on 
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interchangeability. Generics remain vital for optimizing 

healthcare budgets and access. (4)

Figure 1. Growth of Generic Drug Prescriptions Over Time 
 

Figure 2. Prescription Drug Price Trends 

 

Figure 3. Major Regulatory Milestones 

1.2. Need and Development of Regulations for 

Registration of Medicinal Product   

Modern drug regulation arose from 19th-century scientific 

advances and major safety crises. The 1937 sulfanilamide 

tragedy led to the 1938 Federal Food, Drug and Cosmetic 
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Act mandating pre-market safety checks.(5,6) The 

thalidomide disaster (7) spurred the UK’s Committee on 

the Safety of Drugs (8) and the 1962 U.S. Drug 

Amendments requiring efficacy proof and GMP 

compliance.(6) In Europe, Directive 65/65/EEC 

harmonized laws, (9) followed by standards and mutual 

recognition under Directives 75/318/EEC and 

75/319/EEC, (10) culminating in Regulation EEC/2309/93 

establishing the EMEA. (11) 

Developing countries now have drug approval systems, 

but pharmaceutical companies face challenges due to 

differing national regulations, requiring duplicate 

documentation and complex data management. 

1.3. Importance of Efficient Regulatory Pathways: 

Efficient regulation ensures faster access to safe, effective 

medicines, lowers costs, avoids duplication, and promotes 

global market access. Fragmented systems delay 

treatments and increase development burdens. 

To streamline processes, the 1989 ICDRA led to the 1990 

creation of the International Conference on Harmonization 

(ICH) by the EU, US, and Japan, with WHO, EFTA, and 

Canada as observers. (8) ICH developed the Common 

Technical Document (CTD) to standardize submissions 

across regions, supporting faster and harmonized 

approvals. Regulatory Approvals: Process with Advanced 

Evasion Tactics Applied, when it comes to getting a new 

drug onto the market, companies can’t just start selling 

straight away. There are a bunch of rules and checks in 

place to keep patients safe, and the whole goal is to make 

sure only medications that are both effective and not 

dangerous actually reach people. (12) 

a. Starting point: Companies must obtain approval 

before making, selling, or distributing medicines. 

Regulators require proof that the drug is effective and 

safe. 

b. Application submission: The process begins when a 

company compiles detailed data on drug 

manufacturing, lab results, efficacy, and potential side 

effects. 

c. Quality, efficacy, and safety checks: Applications 

must include evidence that the drug meets quality 

standards, works as intended, and poses no 

unacceptable risks, along with an explanation of how 

it differs from existing products. 

d. Area-specific review: The application is submitted to 

the regulator in the intended market. Because laws 

differ by region, companies may need to adapt their 

submissions for each jurisdiction. 

e. Purpose: Every step protects patient safety. Skipping 

procedures or rushing reviews could lead to harmful 

consequences. 

1.4. Rationale for comparing these four agencies 

Regulatory agencies including the FDA, Swissmedic, 

MHRA, and PMDA control global pharmaceutical 

markets scientifically. These institutions offer global 

regulatory standards for generic pharmaceutical approval 

speeds as founding or core members of the International 

Council for Harmonisation (ICH). 

Each agency's unique and complementary insights aid 

selection:  

a. The FDA (US) characterized by the empty-based 

evaluation and explicit ANDAs, suitability requests, 

CGT assignment procedures are embraced by the 

western world. The foundational comparison 

technique of it lies in its technique.  

b. The other strategic case study of a regulatory 

dependency is Swissmedic Its partial-regulatory style 

uses the authority of the EU and others demanding 

authority ("Recognised/Reference Approvals") within 

its aesthetics of sovereignty, engaging faster market 

entry into a smaller and more cost-effective market.  

c. UK MHRA is post-Brexit regulator. The development 

of new accelerated mechanisms of assessment such as 

the European Commission Decision Reliance 

Procedure (ECDRP) and the International Reliance 

Routes indicate how a significant regulator changes its 

generic approval system after geopolitical upheaval.  

d. Japan The PMDA of Japan gives a non-Western 

perspective of a huge market in Asia. The less 

bureaucratic decision-making process is cooperative 

and effective; promotes quality and bioequivalence, 

and vocalizes local concerns, and balances western 

paradigms. 

The four approaches to generic approvals, including 

independent assessment by the FDA and PMDA and 

structured dependency at Swissmedic and the MHRA, 

invite critical comparison. These agencies address global 

challenges in patient access and cost through innovative 

methods for complex generics, easing supply constraints 

and promoting competition. Comparing major regulators 

across North America, Europe, and Asia provides valuable 

guidance for generic manufacturers developing 

international submission strategies and for national 

regulators seeking to enhance expedited approval 

pathways amid increasing harmonization and diverse 

national goals.  

1.5. Scope: Agencies covered (FDA, Swissmedic, 

MHRA, PMDA) 

This review focuses on the fast track systems for 

authorizing generic drugs in four major regulatory 

agencies: the U.S. Food and Drug Administration (FDA), 

Swissmedic (Swiss Agency for Therapeutic Products), the 

UK Medicines and Healthcare products Regulatory 

Agency (MHRA), and Japan’s Pharmaceuticals and 

Medical Devices Agency (PMDA). Their mandates, 

jurisdictions, and specific fast track mechanisms for 

generic applications are summarized below. 

a. U.S. Food and Drug Administration (FDA) 

The FDA, under the Federal Food, Drug, and Cosmetic 

Act, regulates pharmaceuticals in the United States and 

evaluates generic drugs via Abbreviated New Drug 

Applications (ANDAs, section 505(j)). To expedite 

approval of generics addressing public health priorities - 

such as drug shortages or first-to-file paragraph IV 
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challenges - the FDA grants Priority Review, shortening 

the goal review time from 10 to 6 months. (13) 

Requests for Priority Review must be made explicitly by 

applicants, except for submissions related to drug 

shortages or public health emergencies, which the FDA 

may prioritize automatically. (14) Under the Fast Track 

process introduced in 1997, sponsors of serious-condition 

therapies can engage in rolling review, submitting sections 

of an ANDA as they become available and receiving more 

frequent interactions with review staff. (15) 

b. Swissmedic 

Swissmedic oversees medicinal products in Switzerland. 

In July 2025, it launched a Fast-Track Authorisation 

Procedure (FTP) pilot for clinical trial applications, 

reducing review times from 30 to 20 days for known 

investigational products and from 60 to 40 days for first-

in-human studies, with the pilot running through 2026. 

(16) For marketing authorisations of generics, Swissmedic 

applies an Accelerated Assessment pathway - targeting a 

150-day evaluation - under its guidance document 

ZL104_00_002e, effective January 2021. (17) 

Additionally, Swissmedic participates in multilateral 

reliance initiatives such as the Access Consortium, 

enabling concurrent reviews with agencies in Australia, 

Canada, Singapore, and others. (18) 

Figure 4. Drug Review Timelines 

c. MHRA (UK) 

The MHRA regulates human medicines in Great Britain. 

As of January 2024, the International Recognition 

Procedure (IRP) replaced the EU Decision Reliance 

Procedure, offering two routes: 

− Recognition A: Approval within 60 days for 

products authorised by a reference agency within 

the previous 2 years. 

− Recognition B: Approval within 110 days (with a 

clock-stop at day 70) for products authorised 

within the previous 10 years. (19) 

For generics, the MHRA also maintains a supply-shortage 

fast-track for vital medicines and permits rolling review of 

ANDAs in eCTD format, with no additional fees. (20) 

d. PMDA (Japan) 

The PMDA, under Japan’s Ministry of Health, Labour and 

Welfare, handles generic approvals via CTD-style 

ANDAs. The standard target review time for new generics 

is 12 months - 9 months for dossier evaluation plus up to 3 

months for GMP inspections. Under its mid-term plans, 

the PMDA has steadily reduced the median total review 

time, aiming for 10 months by FY 2018. (21) Priority 

Review generics, which are identified as such on the basis 

of clinical utility and serious-disease considerations, are 

expected to take 9 months to move between submission 

and approval. (22) The agency also provides pre-

submission consultation in bioequivalence as well as 

quality, and an iterative discussion helps in the faster 

acceptance of the dossier. (21) 

Generic medicines play a crucial role in enhancing access 

to health care and in lowering drug prices, with generic 

products now accounting for nearly 90 percent of 

prescriptions and huge savings across all world regions. 

The regulatory bodies have issued expedited pathways to 
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rapidly introduce products in the market with no 

compromise on safety or quality. 

The FDA shortens generic approvals to about six months 

through Priority Review and Fast Track. Swissmedic uses 

Accelerated Assessment and reliance to achieve reviews in 

around 150 days. The MHRA grants rapid approvals 

within 60 to 110 days post-Brexit, while Japan’s PMDA 

completes reviews in about nine months via Priority 

Review and collaboration. Harmonization efforts like the 

ICH Common Technical Document simplify submissions, 

helping generics reach markets faster and improving 

patient access and affordability. 

Figure 5. PRISMA statement flow diagram 

2. Method/Approach 

2.1. Literature-Search Strategy (Databases, Date 

Range) 

A comprehensive literature search was conducted to gather 

evidence on accelerated approval of generic drugs by the 

FDA, Swissmedic, MHRA, and PMDA. To ensure 

transparency and reproducibility, peer reviewed and 

regulatory grey literature from January 2000 to June 2025 

were included across PubMed, Embase, Scopus, and Web 

of Science (23) Controlled vocabulary such as PubMed 

MeSH and Embase Emtree, combined with free text terms 

and Boolean logic, improved precision. Search terms 

linked generic drug descriptors with expedited approval 

terms and agency names. Grey literature was expanded 

through manual searches of regulatory websites, policy 

archives, and guidance documents, with citation screening 

adding further sources. (24) This integration of scholarly 

and institutional evidence provided a robust foundation for 

analyzing expedited generic drug approval pathways, with 

inclusion criteria focused on generic fast track 

mechanisms.  

Inclusion Criteria: 

− Focus on expedited or fast-track generic drug 

approval pathways. 

− Originates from or pertains to FDA (US), 

Swissmedic (Switzerland), MHRA (UK), or 

PMDA (Japan). 

− Published in English to ensure consistency in 

analysis. 

− Publication date range: 2000 to 2025, reflecting 

modern developments. 

− Contains methodological detail on pathway 

design, eligibility, or performance metrics such as 

timelines and outcomes. 

Exclusion Criteria: 

− Pathways only addressing new/novel biologics, 

vaccines, or orphan drugs. 

− Document types limited to opinion pieces, 

commentaries, or editorials without empirical or 

regulatory detail. 

− Duplicate or superseded documents replaced by 

newer official guidance. 

− Non-English sources to maintain clarity and 

comparability across documents 
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Eligible documents comprised peer-reviewed articles or 

official regulatory guidance detailing expedited approval 

processes for generic drugs issued by the four agencies in 

English between 2000 and 2025. Studies solely describing 

novel or biologic drug pathways, opinion pieces without 

methodological rigor, and superseded guidance were 

excluded. (25) A two‐stage screening process was 

employed: titles and abstracts were triaged independently 

by two reviewers, followed by full‐text assessment for 

eligibility, with disagreements resolved by consensus. (26) 

2.2. Comparative Framework Dimensions 

Data were extracted using a standardized framework 

covering four key dimensions: review timelines (e.g., 

six-month FDA priority review, 150-day Swissmedic 

accelerated assessment), eligibility criteria (e.g., paragraph 

IV certification, reliance on reference agency decisions), 

documentation requirements (e.g., CTD modules versus 

ANDA structure, bioequivalence and stability data), and 

fee structures including user fees and pre-submission 

consultations. (27) A piloted extraction form captured 

agency, pathway name, implementation year, and related 

attributes. Extraction was performed in duplicate with 

consensus meetings resolving discrepancies. (28) 

Narrative synthesis integrated the extracted data, with 

tabulation enabling pattern recognition across agencies. 

Conceptual maps and thematic matrices explored links 

between reliance policies and review timelines. (29) The 

synthesis was critically appraised for data quality, 

completeness, and transparency, following PRISMA 2020 

reporting standards. (30) 

2.3. Limitations of the Review 

The review adds scholarly value by providing a cross-

jurisdictional comparison of expedited generic drug 

approval pathways, examining regulatory frameworks, 

standards, and timelines to highlight global heterogeneity 

and harmonization opportunities. Its transparent, 

reproducible methodology using regulatory databases and 

bias-free source selection ensures rigor, while qualitative 

synthesis retains contextual nuance where meta-analysis is 

inappropriate. The findings identify regulatory challenges, 

good practices, and research gaps on fast-track 

mechanisms, offering actionable insights for policymakers 

and industry, and the review is presented with 

transparency, impartiality, and real-world relevance. 

3. Conceptual Overview of Fast-Track Pathways 

Expedited regulatory pathways are specialized 

mechanisms that accelerate the development, review, and 

approval of medical products addressing serious or life-

threatening conditions with needs. While originally 

designed for novel therapeutics, these pathways 

fundamentally reshape the regulatory landscape. 

3.1. US Food and Drug Administration (FDA) 

The FDA’s Fast Track program (1988) facilitates 

development of drugs treating serious conditions by 

increasing sponsor - FDA communication and allowing 

“rolling” submission of application modules (e.g., clinical, 

manufacturing) before complete dossier filing. (31) In 

1992, the Accelerated Approval pathway was created to 

permit approval based on surrogate or intermediate clinical 

endpoints reasonably likely to predict clinical benefit, 

subject to post-marketing confirmatory trials; failure to 

verify benefit can trigger withdrawal. (32) Priority Review 

reduces the standard ten-month review clock to six months 

for New Drug Applications (NDAs) and Biologics License 

Applications (BLAs) meeting criteria of significant safety 

or efficacy improvements in serious diseases. (33) In 2012, 

Breakthrough Therapy designation was introduced to grant 

intensive FDA guidance, rolling review, and senior 

management commitment for products showing 

preliminary evidence of substantial improvement over 

existing therapies. (34, 35) Most recently, the 

Regenerative Medicine Advanced Therapy (RMAT) 

designation (2017) extends Breakthrough advantages to 

cell and gene therapies, with added support for accelerated 

approval and post-approval requirements. (36) 

3.2. European Medicines Agency (EMA) 

The EMA’s Accelerated Assessment (2005) shortens the 

CHMP opinion timeline from 210 to 150 days (excluding 

applicant response time) for products of major public-

health interest and innovation with strong evidence 

addressing unmet needs. (31, 37) For very rare or life-

threatening conditions where comprehensive data are 

impractical, the Marketing Authorization under 

Exceptional Circumstances allows conditional approval 

without full data, with obligations for ongoing safety and 

efficacy monitoring. (38) The Conditional Marketing 

Authorization pathway (2006) grants one-year renewable 

approvals based on initial positive data in serious 

conditions or orphan products, requiring comprehensive 

follow-up data. (39) In 2016, the PRIME scheme (PRIority 

MEdicines) was launched to support early dialogue and 

guidance for pioneering therapies - especially advanced-

therapy medicinal products - by appointing rapporteurs, 

organizing kick-off meetings, and offering scientific 

advice, with potential for accelerated assessment. (40, 41) 

3.3. Pharmaceuticals and Medical Devices Agency 

(PMDA), Japan 

Japan’s Priority Review (2000s) allocates nine months 

instead of 12 for products addressing serious diseases with 

superior clinical usefulness or orphan status. (42) The 

Conditional and Term-Limited Approval system (2014) 

grants up to seven years for regenerative medical products 

based on early-phase promising data, mandating post-

approval studies and resubmission within the term. (43, 

44) A similar Conditional Approval pathway for drugs 

(2017) applies when confirmatory trials are deemed 

infeasible, requiring post-marketing surveillance and 

studies but without a fixed validity term. (44) Unique to 

Japan is the Sakigake (さきがけ) designation (2015), 

requiring first-in-Japan development with early-phase 

efficacy signals; it offers expedited six-month review, 

prioritized consultation, concierge PMDA support, and 

extended re-examination periods. (45, 46) 

3.4. Historical Evolution of Fast-Track Mechanisms 

Expedited pathways gained traction with the FDA 

Modernization Act of 1997, which addressed review 

delays and established orphan drug incentives. (35) The 

Accelerated Approval pathway arose during the HIV crisis 

to balance rapid access and evidence needs. (32) Europe 
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later introduced conditional and exceptional routes (2005-

2006), and Japan followed with Sakigake and conditional 

systems (2014-2017), advancing global alignment of 

urgent-need frameworks. (39, 43, 47) 

3.5. Relevance to Generics versus Novel Drugs 

Fast-track pathways exclusively serve novel therapeutics; 

generics, requiring demonstration of bioequivalence to 

reference products rather than novel clinical benefit, are 

ineligible. Generics follow established abbreviated 

regulatory routes (e.g., ANDA in the US or EMA’s generic 

procedures) without expedited designations. For 

biosimilars - complex biologics that mimic original 

biologics - some accelerated pathways (e.g., FDA’s 

Biosimilar User Fee Act timelines) may apply, but they 

remain distinct from innovative drug designations. Thus, 

fast-track designations incentivize R&D of first-in-class or 

innovative products, not market entry of generics. 

4. Agency Profiles 

4.1. U.S. Food and Drug Administration (FDA) 

The U.S. Food and Drug Administration (FDA) employs 

expedited programs within the Office of Generic Drugs 

(OGD) in the Centre for Drug Evaluation and Research 

(CDER) to accelerate generic drug availability, reducing 

costs and improving patient access. 

a. Regulatory Context 

Under the Federal Food, Drug, and Cosmetic Act, generic 

products are approved via Abbreviated New Drug 

Applications (ANDAs) under section 505(j). ANDAs rely 

on the safety and efficacy findings of a Reference Listed 

Drug rather than de novo clinical trials. The OGD oversees 

ANDA reviews, publishes generic-competition metrics, 

and implements user-fee programs under the Generic Drug 

User Fee Amendments (GDUFA) to ensure affordable 

generics reach the market promptly. (48) 

b. Fast-Track Procedures 

Although “Fast Track” designation formally applies to 

novel therapies, ANDAs benefit from Priority 

Review under CDER’s Management of Policy and 

Procedures (MAPP) 5240.3. First-to-file ANDAs eligible 

for 180-day exclusivity or those addressing drug shortages 

can request Priority Review to accelerate evaluation. (49) 

c. Eligibility Criteria 

Generic applications qualify for expedited review if they 

meet one or more criteria: 

− First-to-File Status: Earliest submitted ANDA 

eligible for 180-day exclusivity. 

− Public Health Priorities: Generics addressing 

current or potential drug shortages receive 

automatic prioritization. (50) 

− Paragraph IV Certifications: ANDAs containing 

patent-challenge certifications often receive 

prioritization,
 

Figure 6. USFDA’s Approval Process Flow chart 
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d. Target Review Timelines 

Standard ANDA reviews target completion within 10 

months. Priority Review shortens this to 8 months, 

aligning with the six-month goal for Priority NDAs plus 

generic-specific allowances. The FDA publishes quarterly 

performance metrics demonstrating ongoing reductions 

under successive GDUFA reauthorizations. (51) 

e. Documentation Requirements 

ANDA dossiers follow the ICH Common Technical 

Document (CTD) format - Modules 1-5 - comprising 

administrative data, quality, nonclinical, and clinical 

(bioequivalence) information. (52) Key modules include: 

− Module 2: Summaries of bioequivalence studies 

and quality assessments 

− Module 3: Chemistry, Manufacturing, and 

Controls (CMC) details, including stability 

protocols 

− Module 4: Nonclinical data (typically waived for 

generics) 

− Module 5: Bioequivalence study reports 

demonstrating therapeutic equivalence. (53) 

f. Reliance and Harmonization Efforts 

The FDA adheres to ICH guidelines (M4 for CTD; Q1 for 

stability; Q3 for impurities) to harmonize dossier structure 

globally. (54) While generics do not directly rely on 

foreign approvals, the FDA participates in international 

forums - such as ICH and the Access Consortium - to align 

scientific standards and share best practices, indirectly 

expediting generics by fostering common technical 

expectations. (55) 

By integrating ANDA-specific Priority Review under 

established user-fee programs and leveraging ICH 

harmonization, the FDA’s expedited pathways ensure 

timely access to safe, effective generics without 

compromising quality. 

4.2. Swissmedic 

Swissmedic, based in Bern, is Switzerland’s regulatory 

authority for medicines and medical devices. Established 

on 1 January 2002, it succeeded IKS and SANZ, and 

operates under the Federal Department of Home Affairs. 

a. Regulatory context 

In Switzerland, the Swiss Agency for Therapeutic 

Products (Swissmedic) serves as the national regulatory 

authority responsible for the evaluation, authorization, and 

surveillance of medicinal products, including generics, 

under the Therapeutic Products Act (TPA). Swissmedic’s 

mandate encompasses scientific assessment of quality, 

safety, and efficacy based on submitted documentation, 

coupled with post-marketing vigilance and inspection 

functions. (56) 

b. Fast-track procedures 

Swissmedic offers a Fast-Track Authorisation Procedure 

(FTP) for generic and established products whose 

applications meet predefined criteria. As of 15 October 

2024, the FTP and Temporary Authorisation processes 

were consolidated into an Accelerated Application 

Hearing (AAA) mechanism, replacing separate FTP 

applications. Applicants may request a AAA between two 

and twelve months before dossier submission to 

determine, in consultation with Swissmedic, whether 

accelerated or temporary approval is feasible. The AAA 

culminates in a binding decision documented in official 

minutes and communicated within the hearing. (57) 

c. Eligibility criteria 

Eligibility for the FTP/AAA requires demonstration that 

the product conforms to conditions set out in Swiss TPA 

Art. 18, including: the product having a known active 

pharmaceutical ingredient approved in Switzerland or a 

reference country; identical indication, dosage form, and 

strength to the reference product; and no safety or efficacy 

concerns from previous assessments. Products addressing 

imminent public-health needs or shortages may also 

qualify. (58) To forego the AAA, applicants can submit 

supplemental documentation with their request illustrating 

full compliance with FTP criteria; Swissmedic then issues 

an official order approving the accelerated route and 

confirming the dossier submission date. (59) 

d. Target review timelines 

Under FTP, Swissmedic targets a 150-day scientific 

assessment for marketing authorisation applications for 

generics, compared with 330 days under standard review, 

excluding applicant response periods. (60) The AAA itself 

is scheduled to occur six to eight weeks following the 

request, lasting up to 1.5 hours, and concludes with a 

written decision within 30 days of formal control 

completion. (57) Temporary authorisations follow a 

similar timeline, with Swissmedic issuing final decisions 

no later than 30 days after documentation assessment. (59) 

e. Documentation requirements 

Documentation for FTP and standard MAA submissions 

must adhere to the ICH Common Technical Document 

(CTD) format. Modules 2-5 covering quality, nonclinical, 

and clinical (bioequivalence) data are required alongside 

Module 1 regional information specified by Swissmedic’s 

eCTD guidance. Module 1 must include a cover letter, 

application form, administrative data, and regional 

particulars (e.g., Swiss regional XML instance), structured 

according to OS000_00_007e guidance. (61) 

f. Reliance or harmonization efforts 

Though generics do not benefit from direct reliance on 

foreign approvals, Swissmedic actively participates in 

multilateral harmonisation initiatives. Notably, 

Swissmedic is a member of the Access Consortium - a 

collaboration with Australia’s TGA, Health Canada, 

Singapore’s HSA, and the UK’s MHRA - to share 

assessment reports, technical guidelines, and inspection 

findings to enhance. (62) 

4.3. Medicines and Healthcare products Regulatory 

Agency (MHRA) 

The Medicines and Healthcare products Regulatory 

Agency (MHRA) is the United Kingdom’s regulatory 

authority for medicines, operating under the Human 

Medicines Regulations 2012. It ensures that medicinal 

products, including generics, meet high standards of 
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quality, safety, and efficacy before granting marketing 

authorisations (MAs). (63) 

 

Figure 7. Swissmedic’s Approval Process Flow chart  

Figure 8. MHRA’s Approval Process Flow chart 
 

a. Regulatory context 

Regulatory context encompasses national legislation and 

post-Brexit frameworks. Since 1 January 2024, MHRA 

replaced the European Commission Decision Reliance 

Procedure (ECDRP) and Mutual 

Recognition/Decentralised Reliance Procedure 

(MRDCRP) with the International Recognition Procedure 

(IRP), reflecting its independent status and ability to 

leverage assessments from seven “reference regulators” 

(RRs): FDA, EMA, Swissmedic, PMDA, TGA, Health 

Canada, and HSA Singapore. (64) 

b. Fast-track procedures 

Under IRP, two expedited routes accelerate marketing 

authorisation applications. Recognition A offers a 60-day 

calendar-day timetable from validation without clock-

stops, provided the RR granted full approval within the 

past two years, the manufacturing process and GMP 

compliance mirror the RR’s, and none of the Recognition 

B criteria apply. (65) 

Recognition B allows 110 calendar days with one 60-day 

clock-stop at day 70 for major objections; it covers 

products authorised by RRs up to ten years prior or those 

with conditional approvals, new sites, UK-specific 

pharmacovigilance requirements, or substantive CMC 

changes. (65) 

c. Eligibility criteria 

Eligibility for IRP requires identical 

qualitative/quantitative composition and pharmaceutical 
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form to the RR product, shared applicant identity, 

completed eligibility form submitted six weeks before 

MAA, and English translations of all RR documents. (64, 

65) Generics must also respect UK data and market 

exclusivity periods, and comparator products used in 

bioequivalence studies must be sourced from UK/EU/EEA 

markets until Windsor implementation. (66) 

d. Target review timelines 

Target review timelines under IRP significantly undercut 

the standard 210-day national route. Recognition A aims 

for MA grant within 60 days; Recognition B within 110 

days, reverting to 210 days if major objections persist 

beyond day 110. (65) 

e. Documentation requirements 

Documentation requirements follow ICH CTD Modules 1-

5 with UK-specific Module 1.2 containing eligibility form 

and cover letter stating IRP route, RR, and any conditional 

approvals or UK-specific risk minimisation measures. (64) 

Applicants must include full RR assessment reports (initial 

and major post-authorisation), final product information, 

and a table of dossier differences versus the RR 

submission. (64) 

f. Reliance or harmonization efforts 

Reliance and harmonization efforts are embodied in IRP 

and MHRA’s membership in the Access Consortium and 

Project Orbis, which facilitate work-sharing, common 

technical standards, and inspection outcomes. MHRA 

adheres to ICH guidelines (M4/Q1/Q3) to align dossier 

structure globally, ensuring consistency in quality, 

stability, and impurity evaluations. (67) 

4.4. The Pharmaceuticals and Medical Devices Agency 

(PMDA) 

The Pharmaceuticals and Medical Devices Agency 

(PMDA) is Japan’s regulatory body for pharmaceuticals 

and medical devices. As an Independent Administrative 

Institution, it ensures their safety, efficacy, and quality, 

functioning similarly to the FDA in the U.S. and other 

national regulators. 

a. Regulatory context 

The Pharmaceuticals and Medical Devices Agency 

(PMDA) operates under Japan’s Ministry of Health, 

Labour and Welfare to evaluate and regulate 

pharmaceuticals via the Pharmaceutical and Medical 

Device Act. Generic drugs are approved through 

Abbreviated New Drug Applications (ANDAs) in 

Common Technical Document (CTD) format, with 

scientific assessment conducted by expert review teams 

complemented by external specialists to ensure rigorous 

evaluation of quality, efficacy, and safety. (68) 

b. Fast-track procedures 

Fast-track procedures for generics centre on the Priority 

Review designation, introduced under PMDA’s Mid-Term 

Plan (2009-2013) to shorten review timelines for 

applications addressing critical public-health needs or 

patent-challenge scenarios. Standard generics undergo a 

12-month total review (nine months for dossier assessment 

plus up to three months for GMP inspection), whereas 

priority generics target a nine-month total review, 

comprising eight months of dossier evaluation and one 

month for inspection and administrative processes. By FY 

2018, PMDA aimed to routinely achieve this nine-month 

target through intensive pre-submission consultations and 

streamlined inquiry cycles. (69) 

c. Eligibility criteria & Target review timelines 

Eligibility for Priority Review requires demonstration of 

therapeutic equivalence to a reference product and 

evidence of market-need factors such as impending or 

actual drug shortages. Sponsors may request designation 

during pre-submission consultations with PMDA’s Office 

of Bioequivalence, which clarify bioequivalence study 

designs, analytical methods, and quality expectations. 

Products meeting these criteria and those containing 

Paragraph IV patent-challenge certifications qualify for 

accelerated timelines. (69) 

d. Documentation requirements 

Documentation requirements adhere to ICH’s M4 CTD 

guidelines, with Modules 2-5 covering quality, 

nonclinical, and clinical (bioequivalence) data, and 

Module 1 containing PMDA-specific administrative 

information per the “Overview of Generic Drug Policy and 

Introduction of its Review Process” (70). Applicants may 

submit Drug Master Files (DMFs) for proprietary API 

details, referencing the MF registration certificate to 

protect proprietary manufacturing processes while 

ensuring regulatory transparency. (70) 

e. Reliance or harmonization efforts 

PMDA actively engages in international harmonization 

and reliance efforts. As a founding ICH member, it 

incorporates ICH guidelines for CTD structure, stability 

testing (Q1), and impurity control (Q3). Through the 

Harmonization by Doing (HBD) initiative with the U.S. 

FDA, PMDA conducts joint scientific sessions to align 

evaluation standards and regulatory science approaches. 

Participation in APEC’s Regulatory Harmonization 

Steering Committee further promotes work-sharing and 

capacity building, with PMDA designated as a Centre of 

Excellence for Good Registration Management and 

pharmacovigilance. Mutual Recognition Agreements 

(MRAs) for GMP inspection results reduce duplication 

and reinforce global convergence of regulatory practices. 

(71) 

By coupling defined target timelines, structured pre-

submission support, and robust international collaboration, 

PMDA’s fast-track pathways enhance timely patient 

access to high-quality generic medicines in Japan without 

compromising regulatory rigor. 

5. Comparative Analysis 

The generic drugs are now playing an important and fast-

growing role in enhancing patient access to essential drugs 

at affordable prices across the world. With healthcare 

prices escalating to hitherto unseen levels and the need of 

affordable treatment solutions to be more widely 

accessible, generic drugs represent an important tool that 

help achieve this goal through fostering greater access to 

therapeutic substitutes, which ultimately benefits the 
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directions of both the national and the global health, as 

well as the financial capability of patients and healthcare 

facilities to address them. In appreciation of how crucial 

this is, regulatory authorities in various countries 

worldwide have come up and established so called 

expedited review pathways especially crafted to promote 

the acceleration of the generic drug evaluation and 

approval process. The objectives of the pathways are to 

help the products be easily captured in the market without 

lowering the level of requirements to make sure that safety, 

efficacy, and quality would not be at stake. 

When there is large-scale harmonization in the global 

regulatory bodies as the common objective of approving 

new drugs with fewer administrative hassles and reducing 

review periods to a considerable extent is involved, the 

actual execution of the same shows there is a prominent 

variance. Differences in such areas are mostly due to 

different eligibility rules, workflows, and areas of focus, 

which are revealed by the specific healthcare environment, 

population health, and legislative frameworks of each 

control body. The non-uniformity of best practice 

approaches emphasizes the complexity of attaining a 

uniform global regulatory practice but also presents a 

chance of learning and adoption of best practice. 
 

Figure 9. PMDA’s Approval Process Flow char 

Table 1. Synthesis of Key Parameters 

Agency Target Timeline Bioequivalence Focus Reliance/Harmonization Options 

FDA (US) Standard ANDA: 10 

months; Priority Review: 

8 months for qualifying 

ANDAs (e.g., first‐to‐file, 

shortages) (72) 

Sole reliance on bioequivalence 

studies demonstrating therapeutic 

equivalence; quality assessments 

and facility inspections under 

GDUFA metrics (73) 

Participation in ICH and bilateral work-

sharing dialogues (e.g., HBD with 

PMDA); no formal reliance on foreign 

approvals (74) 

Swissmedic Accelerated Assessment: 

150 days vs. 330 days 

standard (for generics 

under Accelerated 

Assessment pathway (75) 

CTD Modules 3-5 bioequivalence 

and stability data; targeted 

“labelling loops” reductions to 

accelerate authorization (76) 

Access Consortium work-sharing with 

TGA, Health Canada, HSA Singapore, 

and MHRA; bilateral GMP inspection 

MRAs (77) 

MHRA 

(UK) 

Recognition A: 60 days; 

Recognition B: 110 days; 

Standard: 210 days (IRP 

introduced 2024) (78, 79) 

eCTD Module 5 bioequivalence 

reports; enhanced Module 1 UK-

specific data (80) 

International Recognition Procedure 

(IRP) leveraging reference regulator 

assessments; participation in Project 

Orbis and Access Consortium (78, 81) 

PMDA 

(JP) 

Standard: 12 months (9 + 

3 months GMP); Mid-

Term Plan objective for 

Priority Review: 9 months 

(82) 

Bioequivalence studies in CTD 

Modules 3-5, optional API DMFs 

for confidential manufacturing 

data (83) 

APEC-RHSC collaboration; 

Harmonization by Doing (HBD) 

program with FDA; founding ICH 

member; GMP inspection MRAs (84) 
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Figure 10. Drug Review Timelines Represent as Spider Radar Chart  

5.1. Narrative Discussion of Convergences and 

Divergences 

All the four regulatory bodies (i.e., FDA US, Swissmedic 

Switzerland, MHRA UK and PMDA Japan) emphasize the 

scientific high standards of bioequivalence as the basis of 

general drug approval. This requirement ensures that 

proposed generics meet the same therapeutic expectations 

as their innovator counterparts, providing prescribers and 

patients with confidence in efficacy and safety. Each 

agency requires generic applicants to submit detailed 

studies substantiating that the rate and extent of absorption 

of the generic drug matches that of the reference product 

within predefined parameters. (72) 

This emphasis on bioequivalence is structurally embedded 

in the global adoption of the International Council for 

Harmonisation (ICH) Common Technical Document 

(CTD) format. Agencies expect submission of 

comprehensive data spanning Modules 2 through 5 (76): 

a. Module 2: Summaries and overviews synthesizing 

the full body of quality, nonclinical, and clinical findings. 

b. Module 3: Quality data, including manufacturing 

processes, controls, and characterization of drug substance 

and product. 

c. Module 4: Nonclinical study report in case they are 

required with the particular cases. 

d. Module 5: Clinical evidence concentrated on bio 

similarity studies, pharmacokinetic comparison as well as 

where this was required, supplemental clinical evidence. 

These agencies encourage science-based and 

internationally consistent by requiring the CTD 

conformance, and the centrality of bioequivalence data, in 

this international harmonization framework. This not only 

simplifies regulatory submission on multinational generic 

manufacturers but further strengthens common belief in 

safety, quality, and interchangeability of therapeutically 

approved generic medicines. It indicates a move towards 

the best approaches on generic drug assessment on a global 

scale, involving not just scientific rigour but also 

regulatory harmonization. (82) The move provides that 

generics are approved on a global scale to maintain 

consistent safety and efficacy standards, and this makes it 

easy to build confidence with patients in addition to 

making cracking international markets. 

The review and approval of generic drug application have 

significant variations in implementation among all the 

regulatory bodies around the globe, both located in time, 

which are determined not simply by legislative 

environments and agency-specific requirements but also 

by overall institutional capabilities, strategic health policy 

approaches, and the level of regulatory modernisation. The 

Food and Drug Administration (FDA) of the United States 

works under legislation initiative of the Generic Drug User 

Fee Amendments (GDUFA III) that helps streamline and 

improve predictability of the review mechanism. Within 

this framework, FDA is under a series of ambitious 

performance goals, such as reviewing and taking action on 

90 percent of the priority Abbreviated New Drug 

Applications (ANDAs) within an eight-month interval and 

the discharge of all other ANDAs within a ten-month 

cycle, a well-scaled-up balance between pace and quality 

of regulatory scrutiny. (72) 

In Switzerland, Swissmedic has instituted an Accelerated 

Assessment pathway that dramatically compresses the 

traditional 330-day generic drug evaluation timeline to a 

streamlined 150 days for qualifying applications. (75) This 

expedited process is facilitated by forward-looking 

regulatory interventions, most notably the implementation 

of pre-application Accelerated Application Hearings and 

the refinement of internal review protocols, which have 

collectively curtailed the occurrence of xiterative 

“labelling loops” and improved procedural throughput. 

(75, 76) 

In the United Kingdom, the Medicines and Healthcare 

products Regulatory Agency (MHRA) has responded to 

the regulatory autonomy afforded by Brexit by introducing 

the International Recognition Procedure (IRP), an 
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innovative two-tiered mechanism that permits remarkably 

truncated review timelines - 60 calendar days for 

Recognition A and 110 days for Recognition B. This 

marks a significant departure from the prior EU-aligned 

210-day standard and reflects a strategic pivot toward 

international harmonization and regulatory agility. (78) 

Meanwhile, Japan’s Pharmaceuticals and Medical Devices 

Agency (PMDA), guided by its Mid-Term Plan, is actively 

pursuing a reduction in the standard review duration for 

priority generic applications from twelve months to nine 

months. This objective is being advanced through the 

structural integration of dossier evaluation with Good 

Manufacturing Practice (GMP) inspections, thereby 

consolidating parallel review activities into a unified and 

tightly managed nine-month procedural framework. (82) 

Reliance and Harmonization frameworks diverge 

significantly in both their structural design and regulatory 

scope. The U.S. Food and Drug Administration (FDA), for 

instance, does not operate under a formal reliance model; 

rather, it prioritizes independent regulatory decision-

making rooted in domestic legal authority. While it 

participates in collaborative scientific dialogues - such as 

the Harmonization by Doing (HBD) initiative with Japan’s 

Pharmaceuticals and Medical Devices Agency (PMDA) - 

these engagements do not extend to accepting or relying 

on foreign regulatory approvals. Instead, the FDA 

emphasizes internal alignment through harmonized 

inspection protocols and review mechanisms, guided by 

the Generic Drug User Fee Amendments (GDUFA) 

performance metrics. (73, 74) 

In contrast, Swissmedic demonstrates a more explicit 

reliance approach through its active participation in the 

Access Consortium, a strategic alliance with the 

Therapeutic Goods Administration (TGA) of Australia, 

Health Canada, Singapore’s Health Sciences Authority 

(HSA), and the UK’s Medicines and Healthcare products 

Regulatory Agency (MHRA). This collaboration 

facilitates the exchange of assessment reports and 

inspection outcomes among participating agencies, 

significantly reducing duplicative regulatory efforts and 

streamlining market entry processes. (77) 

Another development of the reliance concept is the 

International Recognition Procedure (IRP) maintained by 

the MHRA. Using the IRP, the MHRA has been able to 

take advantage of full marketing-authorisation reviews 

undertaken by specially nominated reference regulators 

with the MHRA retaining its independence to undertake 

targeted scientific reviews and make final decisions. (79) 

In the meantime, PMDA strengthens their international 

regulatory involvement with two capacities, that is, as a 

founding member of the International Council for 

Harmonisation of Technical Requirements for 

Pharmaceuticals for Human Use (ICH) and as an important 

contributor to regional activities. Remarkably, it 

participates in the Asia-Pacific Economic Cooperation 

Regulatory Harmonization Steering Committee (APEC-

RHSC) that facilitates arrangements involving work-

sharing, mutual recognition of Good Manufacturing 

Practice (GMP) inspections, (84) and a wider regional 

regulatory convergence and efficiency. 

5.2. Identification of Best Practices and Common 

Challenges 

Best practices within leading regulatory bodies show a 

continuum of approaches toward achieving efficiency in 

review, transparency, and high-quality submissions 

aligned with each agency’s mandate. The MHRA has 

pioneered a tiered International Recognition Procedure 

(IRP), a structured reliance model that accounts for prior 

regulatory decisions from trusted agencies. This model 

specifies different routes based on the depth and type of 

review already undertaken, offering applicants procedural 

clarity and predictable timelines while enabling MHRA to 

focus resources on targeted scientific reassessment when 

necessary. Importantly, the framework preserves domestic 

regulatory independence by ensuring that final judgment 

remains with the MHRA, thereby protecting review 

integrity. (79) Swissmedic in Switzerland has 

demonstrated that efficiency can be realized through 

internal process optimization.  

By streamlining procedures and reducing cycles in 

labeling negotiations, a historically time-intensive part of 

marketing authorization, Swissmedic has removed 

redundancies in internal communication and clarified 

labeling requirements. These improvements reduce total 

review times without lowering evidentiary requirements or 

shifting burdens to sponsors, showing how operational 

transparency and workflow refinements can yield 

measurable performance gains. (76) Japan’s PMDA 

employs a proactive model of regulatory science through 

its pre-submission consultation system, particularly in 

generic drug reviews where bioequivalence studies are 

involved. By enabling early interaction on study design, 

regulatory expectations, and dossier preparation, PMDA 

prevents deficiencies and shortens review timelines, 

increasing the likelihood of first-cycle approvals. 

However, industry uptake of this planning process varies, 

meaning efficiency gains are not uniform. (82) The U.S. 

FDA emphasizes transparency and accountability through 

performance monitoring under the GDUFA III framework. 

The plan defines clear milestones for generic drug reviews 

and publishes performance metrics that track timeliness of 

reviews, communication, and approvals. These publicly 

available benchmarks hold the FDA accountable, give 

industry stakeholders insight into review processes, and 

support continuous improvement by informing real-time 

adjustments in policy and resource allocation. (72) 

Together, these practices, whether reliance-based models, 

internal operational improvements, early engagement 

strategies, or transparent performance monitoring, 

demonstrate a toolkit adaptable across regulatory 

frameworks. Each contributes to more efficient reviews 

and higher quality outcomes without undermining 

regulatory sovereignty or scientific standards. 

6. Discussion 

A global trend toward convergence of regulatory 

frameworks in fast-track mechanisms for approving 

generics is emerging, driven by shared goals of public 

health improvement, technological advancement, and the 

growing role of both industry and patient groups 

advocating for timely access to affordable medicines. Four 

interrelated themes define this shift: global harmonization 
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tendencies, central roles of multilateral organizations 

(ICH, WHO, IPRP), its multi-stakeholder nature, and 

persisting knowledge gaps that guide future research 

priorities. 

6.1. Global Trends in Fast-Track Harmonization 

Over the past two decades, agencies have increasingly 

aligned fast-track frameworks, moving from isolated 

systems to interconnected structures emphasizing mutual 

recognition and reliance. Reliance and work-sharing 

initiatives, such as the Access Consortium (Australia, 

Canada, Singapore, Switzerland, UK MHRA) and FDA-

led Project Orbis, demonstrate pooled technical 

assessments that cut duplication and accelerate reviews. 

(85) APEC reported a 14.3% increase in mutual 

acceptance of Good Manufacturing Practice certificates 

between 2008-2020 and a 28% rise in multisite licensing, 

reflecting deeper convergence. (86) Early reliance models 

based on bilateral MRAs are giving way to multilateral 

platforms like IPRP and ICMRA, which provide inclusive 

global frameworks. (87) Harmonization now incorporates 

digital standards such as eCTD and structured data 

schemas; ICH M4Q(R2) revisions support standardized 

quality models, while collaborative projects like the 

Pharmaceutical Quality Knowledge Management 

prototype aim to create interoperable infrastructures by 

2027. (88) The COVID-19 pandemic highlighted the 

importance of agile fast-track mechanisms, with APEC 

economies leveraging models such as WHO’s 

Collaborative Registration Procedure to maintain supply 

continuity using reliance on assessments from stringent 

authorities. (86) 

6.2. Role of ICH, WHO, and IPRP in Regulatory 

Convergence 

The International Council for Harmonisation (ICH) has 

broadened its focus from novel medicines to generics, 

exemplified by the 2018 Reflection Paper recommending 

harmonized bioequivalence study designs, convergence on 

biowaivers, and avoidance of duplicative guidelines 

through coordination with WHO. (89) Its Generic Drug 

Discussion Group further advances these efforts. (89) 

WHO’s Good Reliance Practices (GRelP) framework 

enables regulators with limited resources to leverage 

external assessments, focusing their expertise on 

surveillance and local oversight, while its Collaborative 

Registration Procedure expedites access in low- and 

middle-income countries by providing abridged pathways 

based on stringent authority approvals and shared 

assessment data. (90) IPRP, formed in 2018 through the 

merger of IGDRP and IPRF, promotes cooperation via 

working groups on quality, bioequivalence, and 

information sharing, aligning its activities with ICH 

guidelines and WHO reliance frameworks to reduce 

fragmentation and foster consistency in generics 

regulation. (91) 

6.3. Implications for Industry, Regulators, and Patients 

For industry, harmonization streamlines submissions, 

reduces redundant studies, and accelerates global 

launches, with platforms like Access Consortium and 

Project Orbis facilitating concurrent approvals. Regulators 

benefit from better resource allocation by depending on 

reference assessments and focusing locally on 

pharmacovigilance, with multilateral work-sharing 

enhancing inspection quality and capacity building. 

Patients gain quicker access to affordable generics, 

ensuring consistent quality, safety, and efficacy standards 

worldwide, thereby improving therapeutic options and 

public trust. 

6.4. Knowledge Gaps and Avenues for Future Research 

Despite progress, knowledge gaps remain. Quantitative 

studies are needed to measure patient-level outcomes such 

as faster therapy access, savings, and adherence 

improvements. Definitions of review timelines vary, 

impeding direct comparisons, and research should 

standardize metrics for benchmarking. Global consensus is 

limited for bioequivalence frameworks addressing 

complex generics such as liposomes or oligonucleotides; 

empirical validation is still required. Resource-constrained 

settings face uncertainties regarding the scalability of 

reliance models, necessitating operational research to 

address infrastructure and legal barriers. As regulators 

explore real-world evidence (RWE) for surveillance and 

label updates, frameworks for harmonized, cross-border 

RWE collection and sharing must be developed. 

Additionally, research is needed on governance, standards, 

cybersecurity, and interoperability of regulatory digital 

platforms envisioned to support systems like 

Pharmaceutical Quality Knowledge Management. 

Progress will depend on collaborative efforts among 

regulators, industry, academia, and patient groups using 

implementation science, mixed methods, and digital 

innovation. 

7. Conclusion 

The expedited approval of generics by the FDA, MHRA, 

Swissmedic, and PMDA is grounded in the ICH Common 

Technical Document and robust bioequivalence 

requirements ensuring therapeutic equivalence. However, 

timelines and reliance models differ: the FDA’s eight-

month Priority Review (GDUFA), MHRA’s 60-day 

International Recognition Procedure, Swissmedic’s 

Access Consortium collaborations, and PMDA’s nine-

month Priority Review under “Harmonization by Doing” 

reflect diverse legal systems, resources, and regulatory 

strategies. Reliance approaches vary; the MHRA formally 

recognizes trusted foreign decisions, Swissmedic focuses 

on harmonized evaluations, PMDA emphasizes 

experiential cooperation, and the FDA engages selectively 

through initiatives like the FDA EMA Generic Medicines 

Cluster and Project Orbis. 

Deeper reliance agreements, broader work sharing, and 

clear review timelines could enhance efficiency and 

transparency. Greater harmonization in Module 1 and 

pharmacovigilance reporting would simplify compliance, 

while expanded pre-submission scientific advice, as 

practiced by the FDA and PMDA, could improve dossier 

quality and reduce delays. 

The review is limited by public data dependence, which 

may omit agency updates or pilot programs, complicating 

efficiency comparisons. Nonetheless, the findings 

underscore the value of best practice sharing, stronger 

cooperation, and deeper convergence to accelerate and 
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standardize global generic approvals without 

compromising safety or efficacy. 

Acknowledgements 

The authors express gratitude to the federal and 

international regulatory bodies that provided their 

guidance documents and reference data in the public 

domain, thereby facilitating the present synthesis. 

Constructive insights from academic mentors and peers, 

solicited throughout the manuscript’s development, were 

also instrumental in shaping its arguments. Finally, we 

recognize the collective efforts of the researchers and 

laboratories whose previously peer-reviewed publications 

and supplementary data underpinned the comparative 

assessment that follows. 

No external funding underwrote this study. The authors 

declare the absence of competing financial, institutional, 

or personal interests that might be construed to influence 

the objectivity of the reported work. 

Conflict of Interest 

The authors declare that they have no competing interests 

related to this work. 

Financial Disclosure statement:  

The authors have no relevant affiliations or financial 

involvement with any organization or entity with a 

financial interest in or financial conflict with the subject 

matter or materials discussed in the manuscript. This 

includes employment, consultancies, honoraria, stock 

ownership or options, expert testimony, grants or patents 

received or pending, or royalties. 

Ethical Considerations  

Only published data were used (no ethics approval 

needed); sources were cited, no conflicts declared, and 

authors are accountable. 

Availability of Data and Materials 

Data used to support the review was identified through the 

publicly available regulatory guidance documents, peer-

reviewed research articles, and the official agency reports 

in the time period between 2000 and June 2025. The 

manuscript refers to these sources. No original data was 

collected and analysed in the study. Figures and 

illustrations were selected with the help of Adobe 

Illustrator. To clarify additional questions about the data 

extraction, one should address them to the corresponding 

author. 

Authors' Contributions 

SND led the project by conceptualizing the review, 

conducting the literature search and data extraction for 

FDA and Swissmedic pathways, drafting the introduction, 

methods, results, discussion, and conclusion, supervising 

manuscript development, approving the final version, and 

ensuring accountability for all aspects of the work. 

SSA performed data analysis and synthesis for the MHRA 

and PMDA mechanisms, helped design the methodology 

and comparative framework, assisted with writing and 

critical revision, approved the final version, and ensured 

accuracy of the assigned sections. 

SAS integrated the findings, contributed to writing the 

introduction, discussion, and conclusion, provided 

editorial input and critical revisions, approved the final 

version, and ensured accuracy of the assigned sections. 

Reference 

1. Grabowski H, Vernon J. Longer patents for increased 

generic competition in the US. The Waxman-Hatch Act 

after one decade. Pharmacoeconomics. 1996;10 Suppl 

2:110-23. doi: 10.2165/00019053-199600102-00017. 

2. Berndt ER, Aitken ML. Brand loyalty, generic entry and 

price competition in pharmaceuticals in the quarter century 

after the 1984 Waxman-Hatch legislation. Int J Econ Bus. 

2011;18(2):177-201. doi: 10.1080/13571516.2011.584423. 

3. Pharmaceutical medicine and translational clinical research. 

Amsterdam: Elsevier; 2018. doi: 10.1016/c2014-0-01796-0. 

4. Miller S. Generic drugs: a treatment for high-cost health 

care. Mo Med. 2020;117(1):12-3. 

5. Burrows V. The sulfanilamide disaster [Internet]. Silver 

Spring (MD): U.S. Food and Drug Administration; [cited 

2025 Jan 2]. Available from: 

https://www.fda.gov/files/about%20fda/published/The-

Sulfanilamide-Disaster.pdf 

6. U.S. Food and Drug Administration. Significant dates in 

U.S. food and drug law history [Internet]. Silver Spring 

(MD): FDA; [cited 2025 Jan 4]. Available from: 

https://www.fda.gov/about-fda/fda-history/milestones-us-

food-and-drug-law 

7. Kim JH, Scialli AR. Thalidomide: the tragedy of birth 

defects and the effective treatment of disease. Toxicol Sci. 

2011;122(1):1-6. doi: 10.1093/toxsci/kfr088. 

8. van Boxtel CJ, Santoso B, Edwards IR, editors. Drug 

benefits and risks: international textbook of clinical 

pharmacology. 2nd ed. Amsterdam: IOS Press; 2008. p. 66. 

9. European Coalition on Homeopathic and Anthroposophic 

Medicinal Products (ECHAMP). Regulation of 

pharmaceuticals in the EU [Internet]. Brussels: ECHAMP; 

[cited 2025 Jan 7]. Available from: 

https://health.ec.europa.eu/document/download/7a9268b6-

0afe-413f-92a2-

7912efa3d515_en?filename=53_echamp_response_consult

ation_en.pdf 

10. Broich K, Löbker W. Towards a unified European view of 

clinical evidence: what 'health technology assessment 

organizations' can learn from regulatory experience. J Mark 

Access Health Policy. 2025;13(2):19. 

doi: 10.3390/jmahp13020019. 

11. European Parliament, Council of the European Union. 

Directive 2001/83/EC of the European Parliament and of the 

Council of 6 November 2001 on the Community code 

relating to medicinal products for human use (Consolidated 

version) [Internet]. Brussels: EU; 2012 [cited 2025 Jan 7]. 

Available from: 

https://health.ec.europa.eu/document/download/6a59e03f-

fb86-4cbc-9fca-

f8e4a7e938b1_en?filename=dir_2001_83_cons_2012_en.p

df 

12. Makrani MF, Goyal DA, Sayeed SY. A comparative 

overview of global regulatory authorities: ensuring quality, 

safety, and efficacy in medicines [Internet]. 202X [cited 

2025 Jan 9];8(2). Available from: 

https://www.researchgate.net/profile/Shaziya-

Sayeed/publication/394978338_Comparative_Overview_o

f_Global_Regulatory_Authorities_Ensuring_Quality_Safet

y_and_Efficacy_in_Medicines/links/68ae7421d9261f6f51a

f1af5/Comparative-Overview-of-Global-Regulatory-

Authorities-Ensuring-Quality-Safety-and-Efficacy-in-

Medicines.pdf 



Sakshi et al.                                                          International Journal of Drug Regulatory Affairs. 2025;13(4):1-18 

 

e-ISSN: 2321-6794                                                                           [16] 

13. U.S. Food and Drug Administration. Fast track [Internet]. 

Silver Spring (MD): FDA; 2024 [cited 2025 Jan 9]. 

Available from: 

https://www.fda.gov/patients/fast-track-breakthrough-

therapy-accelerated-approval-priority-review/fast-track 

14. U.S. Food and Drug Administration. FDA revises generic 

drug application prioritization policy to ensure fairness to 

applicants and efficiently allocate resources [Internet]. 

Silver Spring (MD): FDA; 2020 [cited 2025 Jan 11]. 

Available from: https://www.fda.gov/drugs/drug-safety-

and-availability/fda-revises-generic-drug-application-

prioritization-policy-ensure-fairness-applicants-efficiently 

15. News Medical. FDA fast-track and accelerated approval in 

drug development [Internet]. News Medical; 2025 [cited 

2025 Jan 15]. Available from: https://www.news-

medical.net/whitepaper/20241113/The-benefits-and-

challenges-of-FDA-fast-track-and-accelerated-approval-in-

drug-development.aspx 

16. Swissmedic. Faster processing of applications for clinical 

trials [Internet]. Bern: Swiss Agency for Therapeutic 

Products; 2025 [cited 2025 Jan 15]. Available from: 

https://www.swissmedic.ch/swissmedic/en/home/news/mit

teilungen/schnellere-bearbeitung-von-antraegen-fuer-

klinische-versuche.html 

17. Swissmedic. Guidance document fast-track authorisation 

procedure (ZL104_00_002e) [Internet]. Bern: Swiss 

Agency for Therapeutic Products; 2021 [cited 2025 Jan 21]. 

Available from: 

https://www.swissmedic.ch/dam/swissmedic/en/dokument

e/zulassung/zl_hmv_iv/zl104_00_002d_wl_beschleunigtes

_zlverfahren_hmv4_ab_010121.pdf.download.pdf/ZL104_

00_002e_WL_Fast_track_authorisation_procedure.pdf 

18. Swissmedic. Access Consortium - Swissmedic [Internet]. 

Bern: Swiss Agency for Therapeutic Products; 2025 [cited 

2025 Jan 23]. Available from: 

https://www.swissmedic.ch/swissmedic/en/home/about-

us/international-collaboration/multilateral-co-operation-

with-international-organisations---ini/multilateral-co-

operation-with-international-organisations---ini.html 

19. Medicines and Healthcare products Regulatory Agency. 

International recognition procedure [Internet]. London: 

GOV.UK; 2024 [cited 2025 Jan 25]. Available from: 

https://www.gov.uk/government/publications/international

-recognition-procedure/international-recognition-procedure 

20. Somerville Partners. MHRA’s International Recognition 

Procedure | Approval 2-4 months [Internet]. Somerville 

Partners; 2024 [cited 2025 Jan 25]. Available from: 

https://somerville-partners.com/international-recognition-

procedure-new-medicine-approval-in-2-4-months/ 

21. Kubo T, Sato K. Regulation of generic drugs in Japan: the 

current situation and future prospects. Biopharm Drug 

Dispos. 2015;36(3):129-38. Available from: 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4540728/ 

22. GaBI Journal. PMDA update: the current situation and 

future directions. GaBI J [Internet]. 2016 [cited 2025 Feb 1]. 

Available from: https://gabi-journal.net/pmda-update-the-

current-situation-and-future-directions.html 

23. Campbell M, McKenzie JE, Sowden A, Katikireddi SV, 

Brennan SE, Ellis S, et al. Synthesis without meta-analysis 

(SWiM) in systematic reviews: reporting guideline. BMJ. 

2020;368:l6890. doi: 10.1136/bmj.l6890. 

24. Moher D, Liberati A, Tetzlaff J, Altman DG. Preferred 

reporting items for systematic reviews and meta-analyses: 

the PRISMA statement. PLoS Med. 2009;6(7):e1000097. 

doi: 10.1371/journal.pmed.1000097. 

25. National Library of Medicine. MeSH database [Internet]. 

Bethesda (MD): NLM; 2024 [cited 2025 Feb 3]. Available 

from: https://www.nlm.nih.gov/mesh/meshhome.html 

26. Popay J, Roberts H, Sowden A, Petticrew M, Arai L, 

Rodgers M, et al. Guidance on the conduct of narrative 

synthesis in systematic reviews [Internet]. Version 1.1. 

Lancaster: ESRC Methods Programme; 2006 [cited 2025 

Feb]. Available from: 

https://www.lancaster.ac.uk/media/lancaster-

university/content-

assets/documents/fhm/dhr/chir/Rodgersetal.pdf 

27. Somerville Partners. MHRA’s International Recognition 

Procedure | Approval 2-4 months [Internet]. Somerville 

Partners; 2024 [cited 2025 Feb 5]. Available from: 

https://somerville-partners.com/international-recognition-

procedure-new-medicine-approval-in-2-4-months/ 

28. Swissmedic. Guidance document fast-track authorisation 

procedure (ZL104_00_002e) [Internet]. Bern: Swiss 

Agency for Therapeutic Products; 2021 [cited 2025 Feb 9]. 

Available from: 

https://www.swissmedic.ch/dam/swissmedic/en/dokument

e/zulassung/zl_hmv_iv/zl104_00_002d_wl_beschleunigtes

_zlverfahren_hmv4_ab_010121.pdf 

29. U.S. Food and Drug Administration. Fast track [Internet]. 

Silver Spring (MD): FDA; 2024 [cited 2025 Feb 11]. 

Available from: 

https://www.fda.gov/patients/fast-track-breakthrough-

therapy-accelerated-approval-priority-review/fast-track 

30. University of Derby Library Guides. PRISMA flow diagram 

- literature reviews: working systematically [Internet]. 

Derby: University of Derby; 2021 [cited 2025 Feb 13]. 

Available from: 

https://libguides.derby.ac.uk/literature-reviews/prisma-lr 

31. Liberti L, Bujar M, Breckenridge A, Hoekman J, 

McAuslane N, Stolk P, et al. FDA facilitated regulatory 

pathways: visualizing their characteristics, development, 

and authorization timelines. Front Pharmacol. 2017;8:161. 

doi: 10.3389/fphar.2017.00161. 

32. Komori Y. Legalization of the Sakigake designation system 

and the conditional early approval system for 

pharmaceuticals. Rinsho Yakuri. 2022;53(3):86-9. 

doi: 10.3999/jscpt.53.3_86. 

33. Michaeli DT, Michaeli T, Albers S, Boch T, Michaeli JC. 

Special FDA designations for drug development: orphan, 

fast track, accelerated approval, priority review, and 

breakthrough therapy. Eur J Health Econ. 2024;25(6):979-

97. doi: 10.1007/s10198-023-01639-x. 

34. U.S. Food and Drug Administration. Frequently asked 

questions: breakthrough therapies [Internet]. Silver Spring 

(MD): FDA; 2023 Mar 23 [cited 2025]. Available from: 

https://www.fda.gov/regulatory-information/food-and-

drug-administration-safety-and-innovation-act-

fdasia/frequently-asked-questions-breakthrough-therapies 

35. Perlmutter JS. Moving the U.S. Food and Drug 

Administration forward. Ann Intern Med. 

2021;174(11):1626-7. doi: 10.7326/M21-3393. 

36. Lubelli B, Rörig-Daalgard I, Aguilar AM, et al. 

Recommendation of RILEM TC 271-ASC: new accelerated 

test procedure for the assessment of resistance of natural 

stone and fired-clay brick units against salt crystallization. 

Mater Struct. 2023;56:101. 

doi: 10.1617/s11527-023-02158-0. 

37. Rodriguez R, Brunner R, Spencer S, Qato DM. Time to 

inclusion in clinical guidance documents for non-

oncological orphan drugs and biologics with expedited FDA 

designations: a retrospective survival analysis. BMJ Open. 

2021;11(12):e057744. doi: 10.1136/bmjopen-2021-057744. 

38. Haigo H, Matsuda K, Shikano M. Clinical data required for 

the approval of pediatric pharmaceuticals in Japan. BMC 

Pediatr. 2025;25(1):289. doi: 10.1186/s12887-025-05646-

0. 

39. Maruyama Y, Sakurai A, Noda S, Fujiwara Y, Okura N, 

Takagi T, et al. Regulatory issues: PMDA - review of 

Sakigake designation products: oncolytic virus therapy with 



Sakshi et al.                                                          International Journal of Drug Regulatory Affairs. 2025;13(4):1-18 

 

e-ISSN: 2321-6794                                                                           [17] 

Delytact Injection (Teserpaturev) for malignant glioma. 

Oncologist. 2023;28(8):664-70. 

doi: 10.1093/oncolo/oyad041. 

40. European Medicines Agency. PRIME: priority medicines 

[Internet]. Amsterdam: EMA; [cited 2025 Feb 14]. 

Available from: 

https://www.ema.europa.eu/en/human-regulatory-

overview/research-development/prime-priority-medicines 

41. Tarricone R, Banks H, Ciani O, Brouwer W, Drummond 

MF, Leidl R, et al. An accelerated access pathway for 

innovative high-risk medical devices under the new 

European Union Medical Devices and health technology 

assessment regulations? Analysis and recommendations. 

Expert Rev Med Devices. 2023;20(4):259-71. 

doi: 10.1080/17434440.2023.2192868. 

42. Slater H. FDA grants fast track designation to PI3K 

inhibitor ME-401 for patients with FL [Internet]. 2020. 

43. Nagai S. Flexible and expedited regulatory review processes 

for innovative medicines and regenerative medical products 

in the US, the EU, and Japan. Int J Mol Sci. 

2019;20(15):3801. doi: 10.3390/ijms20153801. 

44. Detela G, Lodge A. EU regulatory pathways for ATMPs: 

standard, accelerated and adaptive pathways to marketing 

authorisation. Mol Ther Methods Clin Dev. 2019;13:205-

32. doi: 10.1016/j.omtm.2019.01.010. 

45. Tanaka M, Idei M, Sakaguchi H, et al. Achievements and 

challenges of the Sakigake designation system in Japan. Br 

J Clin Pharmacol. 2021;87(10):4027-35. 

doi: 10.1111/bcp.14807. 

46. Kumar SA, Aldouri R, Nazarian S, Si J. Accelerated 

assessment of quality of compacted geomaterials with 

intelligent compaction technology. Constr Build Mater. 

2016;113:824-34. doi: 10.1016/j.conbuildmat.2016.03.117. 

47. Maruyama Y, Kasai M, Oyama K, Chikazawa K. 

Experiences from Japan - Sakigake designation system for 

regenerative medical products. Cell Gene Ther Insights. 

2018;4(6):545-54. doi: 10.18609/cgti.2018.045. 

48. U.S. Food and Drug Administration. Generic drugs 

[Internet]. Silver Spring (MD): FDA; [cited 2025]. 

Available from: https://www.fda.gov/drugs/buying-using-

medicine-safely/generic-drugs 

49. U.S. Food and Drug Administration. FDA revises generic 

drug application prioritization policy to ensure fairness to 

applicants, efficiently [Internet]. Silver Spring (MD): FDA; 

[cited 2025]. Available from: 

https://www.fda.gov/drugs/drug-safety-and-

availability/fda-revises-generic-drug-application-

prioritization-policy-ensure-fairness-applicants-efficiently 

50. U.S. Food and Drug Administration. Generic drugs: 

questions & answers [Internet]. Silver Spring (MD): FDA; 

[cited 2025]. Available from: 

https://www.fda.gov/drugs/frequently-asked-questions-

popular-topics/generic-drugs-questions-answers 

51. U.S. Food and Drug Administration. First generic drug 

approvals [Internet]. Silver Spring (MD): FDA; [cited 

2025]. Available from: https://www.fda.gov/drugs/drug-

and-biologic-approval-and-ind-activity-reports/first-

generic-drug-approvals 

52. International Council for Harmonisation of Technical 

Requirements for Pharmaceuticals for Human Use. CTD 

[Internet]. Geneva: ICH; [cited 2025]. Available from: 

https://www.ich.org/page/ctd 

53. U.S. Food and Drug Administration. Fast track, 

breakthrough therapy, accelerated approval, priority review 

[Internet]. Silver Spring (MD): FDA; [cited 2025]. 

Available from: https://www.fda.gov/patients/learn-about-

drug-and-device-approvals/fast-track-breakthrough-

therapy-accelerated-approval-priority-review 

54. International Council for Harmonisation of Technical 

Requirements for Pharmaceuticals for Human Use. ICH 

guidelines [Internet]. Geneva: ICH; [cited 2025]. Available 

from: https://www.ich.org/page/ich-guidelines 

55. Swissmedic. Multilateral co-operation with international 

organisations - INI [Internet]. Bern: Swissmedic; [cited 

2025]. Available from: 

https://www.swissmedic.ch/swissmedic/en/home/about-

us/international-collaboration/multilateral-co-operation-

with-international-organisations---ini.html 

56. World Health Organization. Performance evaluation report: 

Swiss Agency for Therapeutic Products (Swissmedic), 

Switzerland [Internet]. Geneva: WHO; 2023 [cited 2025]. 

Available from: https://cdn.who.int/media/docs/default-

source/medicines/regulatory-systems/wla/wla-

summaries/listing_summary_swissmedic.pdf 

57. Swiss Agency for Therapeutic Products (Swissmedic). 

Accelerated application hearing replaces existing 

application procedure for an FTP / temporary authorisation 

of human medicinal products [Internet]. Bern: Swissmedic; 

2020 Dec 15 [cited 2025]. Available from: 

https://www.swissmedic.ch/swissmedic/en/home/humanar

zneimittel/authorisations/information/accelerated_applicati

on_hearing.html 

58. Swissmedic. Guidance document fast-track authorisation 

procedure (ZL104_00_002e) [Internet]. Bern: Swissmedic; 

2024 Oct 15 [cited 2025]. Available from: 

https://www.swissmedic.ch/dam/swissmedic/en/dokument

e/zulassung/zl_hmv_iv/zl104_00_002d_wl_beschleunigtes

_zlverfahren_hmv4_ab_010121.pdf.download.pdf/ZL104_

00_002e_WL_Fast_track_authorisation_procedure.pdf 

59. Swissmedic. Changes to the guidance documents fast-track 

authorisation procedure and temporary authorisation for 

human medicinal products [Internet]. Bern: Swissmedic; 

2024 Oct 15 [cited 2025]. Available from: 

https://www.swissmedic.ch/dam/swissmedic/en/dokument

e/zulassung/zl_hmv_iv/zl109_00_001d_wl_befristete_zl_h

am_hmv4_ab_010121.pdf.download.pdf/ZL109_00_001e_

WL_Temporary_authorisation_for_human_medicinal_pro

ducts.pdf 

60. Bujar M, Dalla Torre di Sanguinetto SA, Kermad A, Bolte 

C, McAuslane N. An evaluation of the Swissmedic 

regulatory framework for new active substances. Ther Innov 

Regul Sci. 2024;58(1):153-65. 

doi: 10.1007/s43441-023-00581-7. 

61. Swiss Agency for Therapeutic Products. Swiss Module 1 

Specification for eCTD Version 1.5 (OS000_00_007, 

Version 1.6) [Internet]. Bern: Swissmedic; 2024 Jul 18 

[cited 2025]. Available from: 

https://www.swissmedic.ch/dam/swissmedic/en/dokument

e/infrastruktur/os/swiss_m1_specificationforectdv.pdf.dow

nload.pdf/swiss_m1_specificationforectdv15.pdf 

62. Swissmedic. Access Consortium - Swissmedic [Internet]. 

Bern: Swissmedic; 2025 May 8 [cited 2025]. Available 

from: 

https://www.swissmedic.ch/swissmedic/en/home/about-

us/international-collaboration/multilateral-co-operation-

with-international-organisations---ini/multilateral-co-

operation-with-international-organisations---ini.html 

63. Medicines and Healthcare products Regulatory Agency. 

Medicines and Healthcare products Regulatory Agency 

[Internet]. London: GOV.UK; [cited 2025]. Available from: 

https://www.gov.uk/government/organisations/medicines-

and-healthcare-products-regulatory-agency 

64. GOV.UK. International recognition procedure [Internet]. 

London: GOV.UK; [cited 2025]. Available from: 

https://www.gov.uk/government/publications/international

-recognition-procedure/international-recognition-procedure 

65. GOV.UK. International recognition procedure - 

supplementary information [Internet]. London: GOV.UK; 

[cited 2025]. Available from: 



Sakshi et al.                                                          International Journal of Drug Regulatory Affairs. 2025;13(4):1-18 

 

e-ISSN: 2321-6794                                                                           [18] 

https://www.gov.uk/government/publications/international

-recognition-procedure/international-recognition-

procedure-supplementary-information 

66. GOV.UK. MHRA guidance: comparator products in 

bioequivalence studies [Internet]. London: GOV.UK; [cited 

2025]. Available from: 

https://www.gov.uk/guidance/comparator-products-in-

bioequivalencetherapeutic-equivalence-studies 

67. GOV.UK. eCTD guidance for marketing authorisation and 

post-authorisation [Internet]. London: GOV.UK; [cited 

2025]. Available from: 

https://www.gov.uk/government/publications/international

-recognition-procedure/ectd-guidance-for-irp-mas-and-

lifecycle 

68. Kuribayashi R, Matsuhama M, Mikami K. Regulation of 

generic drugs in Japan: the current situation and future 

prospects. Biopharm Drug Dispos. 2015;36(3):129-38. 

Available from: 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4540728/ 

69. GaBI Journal. PMDA update: the current situation and 

future directions. GaBI J [Internet]. 2016;5(4). Available 

from: https://gabi-journal.net/pmda-update-the-current-

situation-and-future-directions.html 

70. Pharmaceuticals and Medical Devices Agency. Overview of 

generic drug policy and introduction of its review process 

[Internet]. Tokyo: PMDA; [cited 2025 Feb 15]. Available 

from: https://www.pmda.go.jp/files/000221883.pdf 

71. Pharmaceuticals and Medical Devices Agency. HBD 

(Harmonization by Doing) [Internet]. Tokyo: PMDA; [cited 

2025 Feb 15]. Available from: 

https://www.pmda.go.jp/english/int-activities/int-

harmony/0028.html 

72. Bodie A. The Generic Drug User Fee Amendments 

(GDUFA): background and reauthorization. 

73. U.S. Food and Drug Administration. GDUFA performance 

reports [Internet]. Silver Spring (MD): FDA; [cited 2025]. 

Available from: https://www.fda.gov/about-fda/user-fee-

performance-reports/gdufa-performance-reports 

74. Takahashi S, Ibrahim N, Yasukochi S, Ringel R, Ing F, 

Tomita H, et al. Partnership between Japan and the United 

States for early development of pediatric medical devices - 

Harmonization by Doing for Children. Circ J. 

2020;84(5):786-91. doi: 10.1253/circj.CJ-19-1092. 

75. Rodier C, Bujar M, McAuslane N, Liberti L. R&D Briefing 

70: new drug approvals in six major authorities 2009-2018: 

focus on facilitated regulatory pathways and orphan status. 

Centre for Innovation in Regulatory Science. 

76. Bujar M, Dalla Torre di Sanguinetto SA, Kermad A, Bolte 

C, McAuslane N. An evaluation of the Swissmedic 

regulatory framework for new active substances. Ther Innov 

Regul Sci. 2024;58(1):153-65. 

doi: 10.1007/s43441-023-00581-7. 

77. Swissmedic. Access Consortium - Swissmedic [Internet]. 

Bern: Swissmedic; 2025 [cited 2025]. Available from: 

https://www.swissmedic.ch/swissmedic/en/home/about-

us/international-collaboration/multilateral-co-operation-

with-international-organisations---ini/multilateral-co-

operation-with-international-organisations---ini.html 

78. GOV.UK. International recognition procedure [Internet]. 

London: GOV.UK; 2025 [cited 2025]. Available from: 

https://www.gov.uk/government/publications/international

-recognition-procedure/international-recognition-procedure 

79. ProductLife Group. International Recognition Procedure 

(IRP) [Internet]. Paris: ProductLife Group; 2025 [cited 

2025]. Available from: 

https://www.productlifegroup.com/international-

recognition-procedure-irp/ 

80. U.S. Food and Drug Administration. GDUFA II submission 

review [Internet]. Silver Spring (MD): FDA; [cited 2025]. 

Available from: https://www.fda.gov/industry/generic-

drug-user-fee-amendments/gdufa-ii-submission-review 

81. Kuribayashi R, Matsuhama M, Mikami K. Regulation of 

generic drugs in Japan: the current situation and future 

prospects. AAPS J. 2015;17(5):1312-6. 

doi: 10.1208/s12248-015-9777-x. 

82. Pharmaceuticals and Medical Devices Agency. Overview of 

generic drug policy and introduction of its review process 

[Internet]. Tokyo: PMDA; 2025 [cited 2025]. Available 

from: https://www.pmda.go.jp/files/000221883.pdf 

83. APEC Regulatory Harmonization Steering Committee. 

Regulatory Harmonization Steering Committee activities 

[Internet]. Tokyo: Pharmaceuticals and Medical Devices 

Agency; 2025 [cited 2025]. Available from: 

https://www.pmda.go.jp/english/int-activities/int-

harmony/apec-rhsc/0001.html 

84. U.S. Food and Drug Administration, Center for Drug 

Evaluation and Research. International regulatory 

harmonization. In: CDER International Program [Internet]. 

Silver Spring (MD): FDA; [cited 2025 Feb 19]. Available 

from:https://www.fda.gov/drugs/cder-

international%20program/internationalregulatoryharmoniz

ation 

85. Access Consortium. Access Consortium strategic plan 

2025-2028 [Internet]. 2024 [cited 2025]. Available from: 

https://accessconsortium.info/Access%20Strategic%20Plan

%202025-2028%20(to%20be%20published).pdf 

86. Chong SSF, Kim M, Limoli M, Obscherning E, Wu P, 

Feisee L, et al. Measuring progress of regulatory 

convergence and cooperation among Asia-Pacific 

Economic Cooperation (APEC) member economies in the 

context of the COVID-19 pandemic. Ther Innov Regul Sci. 

2021;55(4):786-98. doi: 10.1007/s43441-021-00285-w. 

87. European Medicines Agency. International Pharmaceutical 

Regulators Programme (IPRP) [Internet]. Amsterdam: 

EMA; [cited 2025 Feb 23]. Available from: 

https://www.ema.europa.eu/en/partners-

networks/international-activities/multilateral-coalitions-

and-initiatives/international-pharmaceutical-regulators-

programme-iprp 

88. International Coalition of Medicines Regulatory Authorities 

(ICMRA), International Council for Harmonisation (ICH), 

International Pharmaceutical Regulators Programme 

(IPRP), Pharmaceutical Inspection Co-operation Scheme 

(PIC/S). Joint work plan for harmonisation and convergence 

work to advance development of a regulatory 

pharmaceutical quality knowledge management capability 

(September 2024) [Internet]. 2024 [cited 2025]. Available 

from: https://icmra.info/drupal/sites/default/files/2024-

10/pqkms_jrp_work_plan_sep2024.pdf 

89. International Council for Harmonisation of Technical 

Requirements for Pharmaceuticals for Human Use (ICH). 

ICH reflection paper: further opportunities for 

harmonization of standards for generic drugs (Endorsed by 

the ICH Assembly on 13 November 2018) [Internet]. 

Geneva: ICH; 2019 [cited 2025]. Available from: 

https://admin.ich.org/sites/default/files/2019-

04/ICH_ReflectionPaper_GenericDrugs_Final_2019_0130

.pdf 

90. World Health Organization. Annex 10: good reliance 

practices in the regulation of medical products: high level 

principles and considerations (WHO Technical Report 

Series, No. 1033) [Internet]. Geneva: WHO; 2021 [cited 

2025]. Available from: 

https://www.who.int/publications/m/item/annex-10-trs-

1033 

91. International Pharmaceutical Regulators Programme 

(IPRP). Home [Internet]. [cited 2025 Feb 28]. Available 

from: http://www.iprp.global/home 

 


