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Abstracts

The U.S. regulatory consulting outsourcing services market size was estimated at USD

414.9 million in 2024 and is projected to reach USD 875.1 million by 2033, growing at a

CAGR of 8.15% from 2025 to 2033. The market growth is driven by increasing

regulatory complexity from the FDA and global agencies, cost savings compared to

maintaining internal teams, and the need for rapid innovation in drug and device

development, which requires faster approvals.

Other factors contributing to market growth include the growing adoption of digital

compliance tools, such as RIM and eCTD, as well as market expansion that demands

multi-region regulatory alignment and expertise. Such factors are expected to drive the

market growth. The rapid expansion of research and development (R&D) activities in

the U.S. pharmaceutical, biotechnology, and medical technology (MedTech) sectors is

expected to boost the U.S. regulatory consulting outsourcing industry. The rising

presence of pharmaceutical, biotechnology, and medical device companies has led to

increased investments in innovative drugs, biologics, and advanced medical

technologies, making regulatory submissions more complex. This surge in R&D

initiatives has caused companies to depend more on consulting firms to navigate the

evolving U.S. regulatory consulting outsourcing industry, thereby driving strong growth

in outsourcing requirements and market revenue.

In addition, in the country, regulatory requirements have shifted from a primarily

operational and compliance-driven discipline to a dynamic, strategic role that is critical
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to the success of pharmaceutical, biotechnological, and medical device

development. This shift has increased the complexity of the regulatory landscape in the

U.S. regulatory consulting outsourcing industry, which is expected to drive the

requirement for regulatory consulting services.

Currently, the U.S. regulatory consulting outsourcing industry is becoming more

fragmented with requirements at both federal and state levels. As a result, companies

must comply with various Food and Drug Administration (FDA) divisions, such as those

overseeing drugs, biologics, and medical devices, while also addressing evolving

guidelines on labeling, advertising, and post-market surveillance. Furthermore, for most

companies, maintaining in-house regulatory expertise across all product categories is

becoming increasingly complex and costly, driving the need for outsourcing services.

Furthermore, the rapid growth of research and development (R&D) activities in the U.S.

pharmaceutical, biotechnology, and medical technology (MedTech) sectors is expected

to boost the expansion of the U.S. regulatory consulting outsourcing services industry.

The increasing presence of pharmaceutical, biotechnology, and medical device

companies has led to increased investments in innovative drugs, biologics, and

advanced medical technologies, complicating regulatory submissions more complex.

This surge in R&D initiatives has prompted companies to depend more on consulting

firms to navigate the evolving U.S. regulatory landscape, thereby driving strong growth

in outsourcing demand and market revenue. These factors are expected to drive the

market growth over the estimated time period.

U.S. Regulatory Consulting Outsourcing Services Market Report Segmentation

This report forecasts revenue growth at the country level and provides an analysis of

the latest industry trends in each sub-segment from 2021 to 2033. For this study, Grand

View Research has segmented the U.S. regulatory consulting outsourcing services

market report based on category, indication, end use, and company size.

Category Outlook (Revenue, USD Million, 2021 - 2033)

Drugs

Biologics

Medical Devices
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Indication Outlook (Revenue, USD Million, 2021 - 2033)

Oncology

Neurology

Cardiology

Immunology

Others

End Use Outlook (Revenue, USD Million, 2021 - 2033)

Biotechnology Companies

Pharmaceutical Companies

Medical Device Companies

Company Size Outlook (Revenue, USD Million, 2021 - 2033)

Small

Medium

Large

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


Contents

CHAPTER 1. RESEARCH METHODOLOGY AND SCOPE

1.1. Market Segmentation & Scope

1.2. Segment Definitions

  1.2.1. Category

  1.2.2. Indication

  1.2.3. End Use

  1.2.4. Company Size

1.3. Research Methodology

1.4. Information Procurement

  1.4.1. Purchased Database

  1.4.2. GVR’s Internal Database

  1.4.3. Secondary Sources

  1.4.4. Primary Research

1.5. Information or Data Analysis

  1.5.1. Data Analysis Models

1.6. Market Formulation & Validation

1.7. Model Details

  1.7.1. Commodity Flow Analysis

  1.7.2. Top-Down Analysis

  1.7.3. Bottom-Up Approach

  1.7.4. Multivariate Analysis

1.8. List of Secondary Sources

1.9. List of Abbreviations

1.10. Objectives

CHAPTER 2. EXECUTIVE SUMMARY

2.1. Market Outlook

2.2. Segment Outlook

2.3. Competitive Insights

CHAPTER 3. U.S. REGULATORY CONSULTING OUTSOURCING SERVICES

MARKET VARIABLES, TRENDS & SCOPE

3.1. Market Lineage Outlook

  3.1.1. Parent Market Outlook

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


  3.1.2. Related/Ancillary Market Outlook

3.2. Market Dynamics

  3.2.1. Market Driver Analysis

    3.2.1.1. Increasing Regulatory Complexity

    3.2.1.2. Expansion of U.S. pharma, Biotechnology, and MedTech R&D Pipelines

    3.2.1.3. Cost Optimization through External Regulatory Expertise

  3.2.2. Market Restraint Analysis

    3.2.2.1. Data Security and Confidentiality Concerns

    3.2.2.2. Regulatory and Communication Barriers

3.3. Business Model Analysis

3.4. Pricing Model Analysis

3.5. Technological Advancements

3.6. Regulatory Framework

3.7. Geopolitical & Regulatory Impact Assessment

3.8. Market Analysis Tools

  3.8.1. Porter’s Five Force Analysis

  3.8.2. PESTEL by SWOT Analysis

CHAPTER 4. U.S. REGULATORY CONSULTING OUTSOURCING SERVICES

MARKET: CATEGORY ESTIMATES & TREND ANALYSIS

4.1. U.S. Regulatory Consulting Outsourcing Services Market, By Category: Segment

Dashboard

4.2. U.S. Regulatory Consulting Outsourcing Services Market, By Category: Movement

Analysis

4.3. U.S. Regulatory Consulting Outsourcing Services Market Estimates & Forecasts,

By Category, 2021 - 2033 (USD Million)

4.4. Drugs

  4.4.1. Drugs Market Estimates and Forecasts, 2021 - 2033 (USD Million)

4.5. Biologics

  4.5.1. Biologics Market Estimates and Forecasts, 2021 - 2033 (USD Million)

4.6. Medical Devices

  4.6.1. Medical Devices Market Estimates and Forecasts, 2021 - 2033 (USD Million)

CHAPTER 5. U.S. REGULATORY CONSULTING OUTSOURCING SERVICES

MARKET: INDICATION ESTIMATES & TREND ANALYSIS

5.1. U.S. Regulatory Consulting Outsourcing Services Market, By Indication: Segment

Dashboard

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


5.2. U.S. Regulatory Consulting Outsourcing Services Market, By Indication: Movement

Analysis

5.3. U.S. Regulatory Consulting Outsourcing Services Market Estimates & Forecasts,

By Indication, 2021 - 2033 (USD Million)

5.4. Oncology

  5.4.1. Oncology Market Estimates and Forecasts, 2021 - 2033 (USD Million)

5.5. Neurology

  5.5.1. Neurology Market Estimates and Forecasts, 2021 - 2033 (USD Million)

5.6. Cardiology

  5.6.1. Cardiology Market Estimates and Forecasts, 2021 - 2033 (USD Million)

5.7. Immunology

  5.7.1. Immunology Market Estimates and Forecasts, 2021 - 2033 (USD Million)

5.8. Others

  5.8.1. Others Market Estimates and Forecasts, 2021 - 2033 (USD Million)

CHAPTER 6. U.S. REGULATORY CONSULTING OUTSOURCING SERVICES

MARKET: END USE ESTIMATES & TREND ANALYSIS

6.1. U.S. Regulatory Consulting Outsourcing Services Market, By End Use: Segment

Dashboard

6.2. U.S. Regulatory Consulting Outsourcing Services Market, By End Use: Movement

Analysis

6.3. U.S. Regulatory Consulting Outsourcing Services Market Estimates & Forecasts,

By End Use, 2021 - 2033 (USD Million)

6.4. Biotechnology Companies

  6.4.1. Biotechnology Companies Market Estimates and Forecasts, 2021 - 2033 (USD

Million)

6.5. Pharmaceutical Companies

  6.5.1. Pharmaceutical Companies Market Estimates and Forecasts, 2021 - 2033 (USD

Million)

6.6. Medical Device Companies

  6.6.1. Medical Device Companies Market Estimates and Forecasts, 2021 - 2033 (USD

Million)

CHAPTER 7. U.S. REGULATORY CONSULTING OUTSOURCING SERVICES

MARKET: COMPANY SIZE ESTIMATES & TREND ANALYSIS

7.1. U.S. Regulatory Consulting Outsourcing Services Market, By Company Size:

Segment Dashboard

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


7.2. U.S. Regulatory Consulting Outsourcing Services Market, By Company Size:

Movement Analysis

7.3. U.S. Regulatory Consulting Outsourcing Services Market Estimates & Forecasts,

By Company Size, 2021 - 2033 (USD Million)

7.4. Small

  7.4.1. Small Market Estimates and Forecasts, 2021 - 2033 (USD Million)

7.5. Medium

  7.5.1. Medium Market Estimates and Forecasts, 2021 - 2033 (USD Million)

7.6. Large

  7.6.1. Large Market Estimates and Forecasts, 2021 - 2033 (USD Million)

CHAPTER 8. COMPETITIVE LANDSCAPE

8.1. Key Participant Categorization

  8.1.1. Market Leaders

  8.1.2. Emerging Players

8.2. Market Share/Assessment Analysis, 2024 (Heat Map Analysis)

8.3. Company Profiles

  8.3.1. Parexel International Corporation

    8.3.1.1. Company Overview

    8.3.1.2. Financial Performance

    8.3.1.3. Service Benchmarking

    8.3.1.4. Strategic Initiatives

  8.3.2. ICON plc

    8.3.2.1. Company Overview

    8.3.2.2. Financial Performance

    8.3.2.3. Service Benchmarking

    8.3.2.4. Strategic Initiatives

  8.3.3. IQVIA Inc.

    8.3.3.1. Company Overview

    8.3.3.2. Financial Performance

    8.3.3.3. Service Benchmarking

    8.3.3.4. Strategic Initiatives

  8.3.4. Syneos Health

    8.3.4.1. Company Overview

    8.3.4.2. Financial Performance

    8.3.4.3. Service Benchmarking

    8.3.4.4. Strategic Initiatives

  8.3.5. ProPharma

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


    8.3.5.1. Company Overview

    8.3.5.2. Financial Performance

    8.3.5.3. Service Benchmarking

    8.3.5.4. Strategic Initiatives

  8.3.6. PharmaLex GmbH (Cencora)

    8.3.6.1. Company Overview

    8.3.6.2. Financial Performance

    8.3.6.3. Service Benchmarking

    8.3.6.4. Strategic Initiatives

  8.3.7. Freyr

    8.3.7.1. Company Overview

    8.3.7.2. Financial Performance

    8.3.7.3. Service Benchmarking

    8.3.7.4. Strategic Initiatives

  8.3.8. Lachman Consultants

    8.3.8.1. Company Overview

    8.3.8.2. Financial Performance

    8.3.8.3. Service Benchmarking

    8.3.8.4. Strategic Initiatives

  8.3.9. R&Q Solutions (RQM+)

    8.3.9.1. Company Overview

    8.3.9.2. Financial Performance

    8.3.9.3. Service Benchmarking

    8.3.9.4. Strategic Initiatives

  8.3.10. The FDA Group

    8.3.10.1. Company Overview

    8.3.10.2. Financial Performance

    8.3.10.3. Service Benchmarking

    8.3.10.4. Strategic Initiatives

  8.3.11. Emergo by UL

    8.3.11.1. Company Overview

    8.3.11.2. Financial Performance

    8.3.11.3. Service Benchmarking

    8.3.11.4. Strategic Initiatives

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


List Of Tables

LIST OF TABLES

Table 1 List of Secondary Sources

Table 2 List of Abbreviations

Table 3 US Regulatory Consulting Outsourcing Services Market Estimates and

Forecasts, by Category, 2021 - 2033 (USD Million)

Table 4 US Regulatory Consulting Outsourcing Services Market Estimates and

Forecasts, by Indication, 2021 - 2033 (USD Million)

Table 5 US Regulatory Consulting Outsourcing Services Market Estimates and

Forecasts, by End Use, 2021 - 2033 (USD Million)

Table 6 US Regulatory Consulting Outsourcing Services Market Estimates and

Forecasts, by Company Size, 2021 - 2033 (USD Million)

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


List Of Figures

LIST OF FIGURES

Fig. 1 Market research process

Fig. 2 Information procurement

Fig. 3 Primary research pattern

Fig. 4 Market research approaches

Fig. 5 Market formulation & validation

Fig. 6 Commodity flow analysis

Fig. 7 Value-chain-based sizing & forecasting

Fig. 8 QFD model sizing & forecasting

Fig. 9 Bottom-up approach

Fig. 10 Market snapshot

Fig. 11 Segment snapshot 1

Fig. 12 Segment snapshot 2

Fig. 13 Competitive landscape snapshot

Fig. 14 Parent market outlook, 2024 (USD Billion)

Fig. 15 Ancillary market outlook, 2024 (USD Billion)

Fig. 16 U.S. Regulatory consulting outsourcing services market dynamics

Fig. 17 Porter’s five forces analysis

Fig. 18 PESTEL analysis

Fig. 19 U.S. regulatory consulting outsourcing services market: Category outlook and

key takeaways

Fig. 20 U.S. regulatory consulting outsourcing services market: Category movement

analysis

Fig. 21 Drugs market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 22 Biologics market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 23 Medical devices market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 24 U.S. regulatory consulting outsourcing services market: Indication outlook and

key takeaways

Fig. 25 U.S. regulatory consulting outsourcing services market: Indication movement

analysis

Fig. 26 Oncology market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 27 Neurology market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 28 Cardiology market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 29 Immunology market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 30 Others market estimates and forecasts, 2021 - 2033 (USD Million)

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


Fig. 31 U.S. regulatory consulting outsourcing services market: End Use outlook and

key takeaways

Fig. 32 U.S. regulatory consulting outsourcing services market: End use movement

analysis

Fig. 33 Biotechnology companies market estimates and forecasts, 2021 - 2033 (USD

Million)

Fig. 34 Pharmaceutical companies market estimates and forecasts, 2021 - 2033 (USD

Million)

Fig. 35 Medical device companies market estimates and forecasts, 2021 - 2033 (USD

Million)

Fig. 36 U.S. regulatory consulting outsourcing services market: Company size outlook

and key takeaways

Fig. 37 U.S. regulatory consulting outsourcing services market: Company size

movement analysis

Fig. 38 Small market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 39 Medium market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 40 Large market estimates and forecasts, 2021 - 2033 (USD Million)

Fig. 41 Key company categorization

Fig. 42 Service heat map analysis

Fig. 43 Strategic framework

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html


I would like to order

Product name: U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis

Report By Category (Drugs, Biologics, Medical Devices), By Indication, By End Use, By

Company Size, And Segment Forecasts, 2025 - 2033

Product link: https://marketpublishers.com/r/U64695C6AFE8EN.html

Price: US$ 5,950.00 (Single User License / Electronic Delivery)

If you want to order Corporate License or Hard Copy, please, contact our Customer

Service:

info@marketpublishers.com

Payment

To pay by Credit Card (Visa, MasterCard, American Express, PayPal), please, click

button on product page https://marketpublishers.com/r/U64695C6AFE8EN.html

Powered by TCPDF (www.tcpdf.org)

+357 96 030922
info@marketpublishers.com

U.S. Regulatory Consulting Outsourcing Services Market Size, Share & Trends Analysis Report By Category (Drugs...

https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html
mailto:info@marketpublishers.com
https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html
http://www.tcpdf.org
https://marketpublishers.com/report/business_services/consulting/us-regulatory-consulting-outsourcing-services-market-grand.html

