
    
      Skip to main content
    
    
  
    

            
        

                                
                              ×
                          
          
                                Book a Meeting

          
        


      
            
        


      


            
        

          

                                 Don't show again
            
          
          

                        
                                      OK
            
          


                    
          
          
          
                  


      
    

  




  
    

            
        

                                
                              ×
                          
          
                                Book a Meeting

          
        


      
            
        
  
  
      First Name
  
  
  


      Business Email
  
  
  


      Contact Number
  
  
  


      Time Zone
  
  
  - Select Your Time Zone -
Pacific Time
Mountain Time (MT)
Central Time (CT)
Eastern Time (ET)
Alaska Time (AKT)
Hawaii-Aleutian Time (HST)
Atlantic Time (AST)
Newfoundland Time (NST)
Other




  
  
  


      Other (Please specify)
  
  
  


      Meeting Date
  
  
  


      Meeting Time
  
  
  


      Purpose of the Meeting
  
  
  
  



  
  
  


      Any Specific Topics or Questions You'd Like to Discuss
  
  
  
  



  
  
  


    Privacy Policy
  
  
                
  
  
  

      I have read Privacy Policy
  
  
  




          



                  
            


                        

            


      Leave this field blank
  
  
  





  





      


            
    

  




  
    

            
        

                                
                              ×
                          
          
                                Consult

          
        


      
            
        
  
  
      Full Name
  
  
  


      Designation
  
  
  


      Company
  
  
  


      Business Email
  
  
  


      Contact Number
  
  
  


      Message
  
  
  
  



  
  
  


      How did you hear about us?
  
  
  - Select -
Search Engine
E-mail Campaign
Google Ads
Social Media
Link from another website
Colleague’s Recommendation
Newsletter
Printed Brochure
Other




  
  
  


      Other (Please specify) 
  
  
  


    Privacy Policy
  
  
                
  
  
  

      I have read Privacy Policy
  
  
  




          



                  
            


                        

            


      Leave this field blank
  
  
  





  





      


            
    

  




  
    

            
        

                                
                              ×
                          
          
                    
        


      
            
        
CTD Conversion


In June 2010, The Medicines Control Council (MCC) announced the intention to implement the South African Common Technical Document (ZA CTD) format which will replace the current MRF1 and any applications still in MBR1 format.


From June 2011, submissions in ZA CTD format are mandatory (excluding veterinary medicines).


Freyr is currently working with many Global Pharmaceutical and Consumer Health Care companies in supporting them in planning and executing the CTD conversion requirement for the existing and new product registrations in South Africa enabling them to meet the MCC mandate.  For some of these global companies CTD conversion is a time consuming and a huge responsibility that needs careful planning and execution given their growing product portfolio in the African market.
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Freyr’s Global Presence



North America



	Canada - English
	USA - English
	Mexico - English







South America



	Argentina - English
	Bolivia - English
	Brazil - English
	Chile - English
	Colombia - English
	Costa Rica - English
	Dominican Republic - English
	Ecuador - English
	French Guiana - English
	Guatemala - English
	Guyana - English
	Panama - English
	Paraguay - English
	Peru - English
	Puerto Rico - English
	Suriname - English
	Uruguay - English
	Venezuela - English







East Europe



	Kazakhstan - English
	Kosovo - English
	Kyrgyzstan - English
	Serbia - English
	Tajikistan - English
	Turkmenistan - English
	Uzbekistan - English







Europe



	Albania - English
	Andorra - English
	Armenia - English
	Austria - English
	Belarus - English
	Belgium - English
	Bosnia & Herzegovina - English
	Bulgaria - English
	Croatia - English
	Cyprus - English
	Czech Republic - English
	Denmark - English
	Estonia - English
	Finland - English
	France - English
	Georgia - English
	Germany - German
	Greece - English
	Hungary - English
	Iceland - English
	Ireland - English
	Italy - English
	Latvia - English
	Liechtenstein - English
	Lithuania - English
	Luxembourg - English
	Macedonia - English
	Malta - English
	Moldova - English
	Monaco - English
	Montenegro - English
	Netherlands - English
	Norway - English
	Poland - English
	Portugal - English
	Romania - English
	San Marino - English
	Slovakia - English
	Slovenia - English
	Spain - English
	Sweden - English
	Switzerland - English
	United Kingdom - English
	Vatican City - English







North Africa & Middle East



	Algeria - English
	Bahrain - English
	Benin - English
	Burkina Faso - English
	Burundi - English
	Cameroon - English
	Central African Republic - English
	Chad - English
	Djibouti - English
	Egypt - English
	Eritrea - English
	Ethiopia - English
	Gabon - English
	Gambia - English
	Ghana - English
	Guinea - English
	Guinea Bissau - English
	Iraq - English
	Israel - English
	Ivory Coast - English
	Jordan - English
	Kenya - English
	Kuwait - English
	Lebanon - English
	Liberia - English
	Libya - English
	Mali - English
	Mauritania - English
	Morocco - English
	Niger - English
	Nigeria - English
	Oman - English
	Palestine - English
	Qatar - English
	Rwanda - English
	Saudi - English
	Senegal - English
	Sierra Leone - English
	Syria - English
	Togo - English
	Tunisia - English
	Turkey - English
	United Arab Emirates - English
	Uganda - English
	Yemen - English







Southern Africa



	Angola - English
	Botswana - English
	Democratic Republic of the Congo - English
	Lesotho - English
	Madagascar - English
	Mauritius - English
	Malawi - English
	Mozambique - English
	Namibia - English
	Seychelles - English
	South Africa - English
	Swaziland - English
	Tanzania - English
	Zambia - English
	Zimbabwe - English







APAC



	Bangladesh - English
	Bhutan - English
	Brunei - English 
	Cambodia - English
	China - English
	Fiji - English
	Hong Kong - English
	India - English
	Indonesia - English
	Laos      - English 
	Malaysia - English
	Maldives - English
	Mongolia - English
	Myanmar - English
	Nepal   - English
	Pakistan - English
	Philippines - English
	Russia - English
	Singapore - English
	Sri Lanka - English
	Taiwan - English
	Thailand - English
	Timor Leste - English
	Vietnam - English







Australia & New Zealand



	Australia - English
	New Zealand - English







Japan & South Korea



	Japan - English
	South Korea - English
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Good Manufacturing Practice


Good Manufacturing Practice is that part of Quality Assurance which ensures that products are consistently produced and controlled to the quality standards.


	Regular periodic or rolling quality reviews of all registered medicinal products, including export only products are conducted.
	The Manufacturer and Holder of Certificate of Registration, where different, should evaluate the results of the review and an assessment should be made of whether corrective and preventative action or any revalidation should be undertaken.

Medicines Control Council’s (MCC)  general policy is that the standard to be used to assess compliance with current Good Manufacturing Practice (cGMP), is the South African Guide to Good Manufacturing Practice (SA guide to GMP).


	Under Section 22C of the Act, all South African manufacturers should be licensed
	The Act requires that overseas manufacturers of medicine supplied to South Africa should comply with the same or equivalent manufacturing standards as expected of South African manufacturers
	When acceptable evidence of GMP compliance is not available, overseas manufacturers are inspected by the GMP Inspectorate before registration of the medicine is approved
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Medicines Registration


Medicines to be used in South Africa for both public and private sectors shall be duly registered with the national regulatory authority, the Medicines Control Council’s (MCC) in accordance with the provisions and requirements of the Medicines and Related Substances Control Act No. 101 of 1965 and the Regulations and Guidelines published in terms thereof.


A written notification from the Minister to the effect that the medicine is considered essential to national health; an expert report (which is not more than 2 (two) years old; a package insert (where the product has been approved) and a summary basis for the registration (SBRA) should be submitted with application.


The Registrar shall notify the applicant within 30 days of the date of receipt of the application and the Council shall, within 9 months make a decision with regard to the application.


The abbreviated medicine review process is based mainly on the expert reports of the pharmaco toxicological and clinical data.


Applications for Abbreviated Medicine Review Process (AMRP) can only be accepted if the product has been approved by the said authorities within the last three years of the license in the licensing country.




      


            
        

          

                    
          

                        
                        
          


                    
          
          
          
                  


      
    

  




  
    

            
        

                                
                              ×
                          
          
                                Partner With Us

          
        


      
            
        
  
  
      First Name
  
  
  


      Last Name
  
  
  


      Company Name
  
  
  


      Business Email
  
  
  


      Contact Number
  
  
  


      Best Time to Contact
  
  
  - Select Time -
AM
PM




  
  
  


    Country
  
  
                  
      Country
  
  
  - None -
Afghanistan
Albania
Algeria
American Samoa
Andorra
Angola
Anguilla
Antarctica
Antigua & Barbuda
Argentina
Armenia
Aruba
Ascension Island
Australia
Austria
Azerbaijan
Bahamas
Bahrain
Bangladesh
Barbados
Belarus
Belgium
Belize
Benin
Bermuda
Bhutan
Bolivia
Bosnia & Herzegovina
Botswana
Bouvet Island
Brazil
British Indian Ocean Territory
British Virgin Islands
Brunei
Bulgaria
Burkina Faso
Burundi
Cambodia
Cameroon
Canada
Canary Islands
Cape Verde
Caribbean Netherlands
Cayman Islands
Central African Republic
Ceuta & Melilla
Chad
Chile
China
Christmas Island
Clipperton Island
Cocos (Keeling) Islands
Colombia
Comoros
Congo - Brazzaville
Congo - Kinshasa
Cook Islands
Costa Rica
Croatia
Cuba
Curaçao
Cyprus
Czechia
Côte d’Ivoire
Denmark
Diego Garcia
Djibouti
Dominica
Dominican Republic
Ecuador
Egypt
El Salvador
Equatorial Guinea
Eritrea
Estonia
Eswatini
Ethiopia
Falkland Islands
Faroe Islands
Fiji
Finland
France
French Guiana
French Polynesia
French Southern Territories
Gabon
Gambia
Georgia
Germany
Ghana
Gibraltar
Greece
Greenland
Grenada
Guadeloupe
Guam
Guatemala
Guernsey
Guinea
Guinea-Bissau
Guyana
Haiti
Heard & McDonald Islands
Honduras
Hong Kong SAR China
Hungary
Iceland
India
Indonesia
Iran
Iraq
Ireland
Isle of Man
Israel
Italy
Jamaica
Japan
Jersey
Jordan
Kazakhstan
Kenya
Kiribati
Kosovo
Kuwait
Kyrgyzstan
Laos
Latvia
Lebanon
Lesotho
Liberia
Libya
Liechtenstein
Lithuania
Luxembourg
Macao SAR China
Madagascar
Malawi
Malaysia
Maldives
Mali
Malta
Marshall Islands
Martinique
Mauritania
Mauritius
Mayotte
Mexico
Micronesia
Moldova
Monaco
Mongolia
Montenegro
Montserrat
Morocco
Mozambique
Myanmar (Burma)
Namibia
Nauru
Nepal
Netherlands
Netherlands Antilles
New Caledonia
New Zealand
Nicaragua
Niger
Nigeria
Niue
Norfolk Island
Northern Mariana Islands
North Korea
North Macedonia
Norway
Oman
Outlying Oceania
Pakistan
Palau
Palestinian Territories
Panama
Papua New Guinea
Paraguay
Peru
Philippines
Pitcairn Islands
Poland
Portugal
Puerto Rico
Qatar
Romania
Russia
Rwanda
Réunion
Samoa
San Marino
Saudi Arabia
Senegal
Serbia
Seychelles
Sierra Leone
Singapore
Sint Maarten
Slovakia
Slovenia
Solomon Islands
Somalia
South Africa
South Georgia & South Sandwich Islands
South Korea
South Sudan
Spain
Sri Lanka
St. Barthélemy
St. Helena
St. Kitts & Nevis
St. Lucia
St. Martin
St. Pierre & Miquelon
St. Vincent & Grenadines
Sudan
Suriname
Svalbard & Jan Mayen
Sweden
Switzerland
Syria
São Tomé & Príncipe
Taiwan
Tajikistan
Tanzania
Thailand
Timor-Leste
Togo
Tokelau
Tonga
Trinidad & Tobago
Tristan da Cunha
Tunisia
Turkey
Turkmenistan
Turks & Caicos Islands
Tuvalu
U.S. Outlying Islands
U.S. Virgin Islands
Uganda
Ukraine
United Arab Emirates
United Kingdom
United States
Uruguay
Uzbekistan
Vanuatu
Vatican City
Venezuela
Vietnam
Wallis & Futuna
Western Sahara
Yemen
Zambia
Zimbabwe
Åland Islands
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Regulatory Operations


Submissions Publishing


In June 2010, The Medicines Control Council (MCC) announced the intention to implement the South African common technical document (ZA CTD) format which will replace the current MRF1 and any applications still in MBR1 format.  From June 2011, submissions in ZA CTD format are mandatory (excluding veterinary medicines).


With the need for converting old format submissions to CTD format comes the opportunity for Market Authorization Holders (MAH) to plan and be ready for electronic submissions.  Freyr can compile submissions in eCTD format and print in paper format as required by the current MCC requirement. This allows the MAHs to be prepared for future eCTD requirements from MCC and enables efficient electronic submission dossier management.


Registrations and Submissions Information Management


Module 1 (Administrative 1.10 Foreign Regulatory Status) requirement from Medicines Control Council’s (MCC) requires the applicant to provide a list of countries in which an application for the same product is being applied for in South Africa has been submitted, dates of submission (if available). This should detail approvals (with indications).  Applicants must declare whether a marketing application for the medicine has been rejected in the countries listed under 1.10.1 prior to submission of the application in South Africa. If the medicine has been rejected, repeatedly deferred or withdrawn, then the MCC must be informed and the reasons supplied.


If no application has been submitted for registration in the country of origin, include a statement to provide the reason for this decision. It should be noted that aforementioned information is required to be provided in dossier however, it does not mean that this will help to speed up the review process.
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The Largest, Global, Regulatory Solutions and Services Provider




Supporting, Large, Mid & Small global Life Sciences companies, (Pharmaceutical | Generics | Medical Device | Consumer Healthcare | Cosmetics | Biotechnology | Chemicals | Biosimilar | Biocides) in their entire Regulatory value-chain; ranging from Regulatory Strategy, Intelligence, Dossiers, Submissions etc. to Post- Approval / Legacy Product Maintenance, Labeling, Artwork Change Management and other related functions





	
	


	Comprehensive Regulatory affairs for new product and market authorizations, Health Authority submissions, post-approvals, CMC and lifecycle management... Know More 

	
	
	


	Streamlining entire publishing and submission management process right from planning, dossier development, tracking, publishing, submissions and delivery confirmation... Know More 

	
	
	


	End-to-end labeling services and software support for global and regional labeling management, CCDS creation and updation, core to local label alignment etc... Know More 

	
	
	


	Freyr is a leading provider of artwork services & solutions for global life sciences industry - Pharmaceuticals, Medical Devices, Cosmetics, and Consumer Healthcare... Know More 

	
	
	


	Specialized GxP audit, QMS Remediation, Process and Product Validation and GxP Solution consulting services to assist Life Sciences organizations comply with Health Authority requirements... Know More 

	
	
	


	Enabling Life Sciences organizations reach global markets with impeccable product, market and Regulatory pathway strategies, Regulatory intelligence, and enterprise process consulting... Know More 

	
	
	


	Keeping abreast of the ever-changing Regulatory environment, Freyr enables Lifesciences organizations take informed decisions to create superior market strategies... Know More 

	
	
	


	World-class Regulatory and medical writing services to put across scientific and clinical information in a clear, concise and compliant way...  Know More 

	













      
            


Regulatory Information Management (RIM) Software


Secure, Cloud-Hosted, On-Demand & On-Site Regulatory Software


 









      
            




Catering to Worldwide Regulatory Requirements with Regional Expertise Across 120+ Countries.

Know More







Agile, Global, Contract Staffing Services for Diverse Regulatory Functions.

Know More







Mergers and Acquisition, Spin-offs, and Divestitures (SoMAD) Consulting services.

Know More











      
            


Industries We Serve



Radically redefining the global Regulatory solutions and services landscape for Bio-Pharma (Innovators / Generics), Consumer Healthcare and Medical Device companies.






	Pharmaceutical 
	Generics 
	Medical Device 
	Biologics 
	Consumer Healthcare 







	
	
	Innovator Drugs

	

	
	
	
	CRO

	

	
	
	
	CMO

	

	





	
	
	Generics

	

	





	
	
	USA/Canada

	

	
	
	
	Europe

	

	
	
	
	Asia Pacific

	

	
	
	
	Middle East

	

	
	
	
	Latin America

	

	





	
	
	Vaccines

	

	
	
	
	Biosimilars

	

	





	
	
	Cosmetics Regulatory Services

	

	
	
	
	Nutraceuticals / Food Supplements

	

	
	
	
	OTC Regulatory Services

	

	















	
                                        In-country Representation 
              
	
                                        European Authorized Representative (EAR)
              
	
                                        US Agent Service
              
	
                                        Authorized Representative
              
	
                                        UKRP
              
	
                                        Swiss CH-REP
              
	
                                        Device Registration in USA
              
	
                                        513(g) Submission
              
	
                                        FDA 510(k) Consulting & Submission
              
	
                                        De-Novo Registration of Medical Devices
              
	
                                        Q-Submission Meeting
              
	
                                        Premarket Approval
              
	
                                        RFD and Pre-RFD
              
	
                                        Device Registration in EU
              
	
                                        In Vitro Diagnostic Regulation (IVDR)
              
	
                                        EU MDR
              
	
                                        Medical Device Registration - RoW Market
              
	
                                        Medical device Registration – LATAM
              
	
                                        Device Registrations-SaMD
              
	
                                        Medical Writing
              
	
                                        Clinical Evaluation Report (CER)
              
	
                                        Post Marketing Surveillance Support (PMSS)
              
	
                                        Performance Evaluation Report (PER)
              
	
                                        Device Documentation
              
	
                                        Device Technical File Publishing
              
	
                                        Medical Device Labeling
              
	
                                        Medical Devices Artwork Services
              
	
                                        QMS
              
	
                                        Quality Management System (QMS) Services
              
	
                                        ISO 13485:2016 Compliance
              
	
                                        21 CFR 820 Compliance
              
	
                                        Medical Device Single Audit Program (MDSAP)
              
	
                                        ISO 14971 Risk Management Consulting
              
	
                                        Design History File
              
	
                                        Strategy
              
	
                                        Regulatory Intelligence
              
	
                                        Regulatory Strategy
              
	
                                        Regulatory Submission and Registration
              
	
                                        Staff Augmentation
              
	
                                        Translation Support
              
	
                                        Technical Writing
              



      
  





  


          
        
                  
            
                
    
  
    

      
            Publishing and Submissions



      
  


  
    

      
            Regulatory Labeling



      
  


  
    

      
            Creating compliant packaging for a cosmetic product is a collaborative effort of various departments in an organization such as: Labeling, Artwork and Regulatory Affairs. While label artwork must be validated by an artwork labeling team, it must combinedly be reviewed and approved by Regulatory Affairs team to ensure the compliance.
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            Artwork services for the current Consumer Healthcare/Food Supplements landscapes are divided as per the markets. For Compliance based markets, artworks are created by Freyr team and submitted to the client for finalizing the artwork/ label.
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            The current medical device landscape has turned challenging for manufacturers in terms of ensuring quality and audit compliance due to ever-evolving regulations which may lead to extended time for approvals and market access.


Read More



      
  


  
    

      
            Global Health Authorities
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      Latest News

    

      
  
    
      
      
      
  
  	  




Feb 27, 2024

Food & Drink Industry Magazine Published Fryer’s Thought Leadership on International Regulatory Framework for Cultivated Meat 


	  




Feb 19, 2024

MedDevice Online Published Fryer’s Thought Leadership on Regulatory Framework for SaMDs in Australia 


	  




Feb 06, 2024

BioSpectrum Published Freyr’s Thought Leadership on MoCRA 2022 


	  




Jan 16, 2024

Freyr Records 300 Plus HBEL (PDE/ADE & OEL) Report Submissions in 2023 


	  




Dec 29, 2023

Med Device Online Published Freyr’s Perspective on the GMLP Guiding Principles 
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Mar 18, 2024
Navigating Regulatory: Tech Glimpse for 2025

	  



Mar 18, 2024
Comprehending EU's Strategy for Combatting Falsified Medicines

	  



Mar 18, 2024
Understanding Root Cause Analysis in Pharmacovigilance

	  



Mar 18, 2024
Embracing Innovation: The Rise of Decentralized Pharmacovigilance in Clinical Trials

	  



Mar 15, 2024
The Rise of Smart Labeling in Pharmaceutical Packaging
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  	Provision of Flexible Staff Augmentation Model
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Manufacturer’s Challenges: Mastering EU MDR and IVDR Compliance
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Freyr CONNECT - Volume 10 Issue 4
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                                                              Freyr's Regulatory support for eCTD submission is enormous with a specialized tool for publishing and submission, Freyr SUBMIT. In a year long engagement with the organization, we are extremely satisfied with the quality of their work and knowledge of their resources and leadership. 
- Associate Director, Regulatory Technology and Ops,
Global Top 20 Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              This has been a large team effort and the continued progress is appreciated. Many thanks to the Freyr team as they were integral over the last few months in helping to reach a critical project milestone. Excellent team work!!
– Program Manager, Global Top 5, $70+ Bn, Pharma & Consumer Healthcare Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr provided critical services to support the CTA approval of one of our Top 3 global oral care brand. The project management and team support was amazing. The quality, quick turnaround time, online submission and validation was remarkable. We successfully got the MHRA approval on the CTA. I want to thank the entire Freyr Team for their role in this.
– Regulatory Affairs Franchise Manager,
Global Top 5 Consumer Healthcare Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              As we near the completion of a major filing, I would like to thank Freyr and recognize the team resource’s performance. It has been a great addition to our team and throughout all the projects, the involvement has been impeccable, illustrating not only professional demeanor, but in-depth skills, dedication, attention to details, willingness to switch gears and deliver timely results.
We recognize and acknowledge the exemplary performance and look forward to working together.
– Manager, Regulatory Operations, Global Top 20, $20+ Bn,
Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr provided assistance and the review was conducted thoroughly and rapidly. I also appreciate that the team called me this morning and walk me through the files. It is once again a pleasure working with Freyr.
Just wanted to say that the team are doing a great job. Please keep up the excellent work!
– Product Specialist Global Regulatory Affairs, Global Top 5 Healthcare Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would like to thank the Freyr team for all the support they have provided. The Ops team is very satisfied with the level and quality of services from all the resources that we have on board.
Thanks to their commitment and discipline, we were able to deliver on all key objectives that had been outlined for us in 2014.
- Head of Regulatory Operations, Top 5 Global Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We have made great progress in a short duration and are impressed with the 162 positive acknowledgements from EMA for the XEVMPD submission project.
I would like to thank the entire team for their support for critical XEVMPD compliance activities.
-  Program Manager, Global Top 5 Pharma and Consumer Health Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Overall the project has gone very well; with targeted submission numbers being achieved substantially ahead of the original plan.
-  Associate Director, Fortune 100, Global Top 5 Consumer Healthcare Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              It has been an absolute pleasure working with Freyr over the past few months. Thank you very much for all the hard work – I could not imagine how difficult it would have been without the team being so proactive and diligent.
I look forward to returning to work with you in January and an exciting new chapter in our time.
– GRA Operations Program Manager, Top 5 Global Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks for the great work you are doing, sharing the great principles that Freyr uses for its employees and your focus on sustainability.
– Head of Procurement, Fortune 100, Global Top 10 Consumer Healthcare & Pharma Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks so much for all the help and diligence. We are so impressed by the way things have been handled by Fryer and the level of competence.
We have another very similar project coming up in the next few weeks where we need exactly the same level and type of service which we will be delighted to talk to you further.
– Program Manager, Regulatory Affairs – Global $1Bn Pharma Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to congratulate Freyr team for their excellent service and error free XEVPRM submission with short notice and well within the regulatory timeframe. We sincerely appreciate their technical skills and their extraordinary and selfless effort.
We are pleased to acknowledge the timely support and recommend Freyr to everyone who are looking for such services.
– Vice President, Clinical Research & Pharmacovigilance, Microlabs



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We are making great progress and we are impressed with Freyr’s commitment to success and willingness to be flexible; you clearly have capable and experienced people in your organization.
– VP and Head of Regulatory Operations of a Global Top 5 Pharma & Consumer Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I approached Freyr with an issue we were having in quickly confirming the global acceptability of several new raw materials for use in our products. Within a few days, their team provided me with a comprehensive review by country citing regulatory references. The reports also included valuable additional information regarding cosmetic uses of the materials in various markets. For a very reasonable price, Freyr was able to provide our company with exactly what we were looking for.
– Director, Regulatory Affairs, US based, Cosmetics Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              On behalf of the entire team, I’d like to thank you for your hospitality. We understand that hosting us took time away from your day-to-day activities, and we just wanted to say thank you for everything you did to make this a very interactive, productive and successful visit for us. We would especially like to pass along our appreciation to the entire Freyr team for partnering in our mission to serve patients.
- Director, Supplier Performance Management, Global Regulatory Affairs & Safety
Forbes Global Top 10 Biopharma Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Under the EMA’s tight timelines, your resource has successfully delivered on commitments with overwhelming speed and decisiveness ensuring we met the requirements on time. We just wanted to recognize their hard work and diligence on the product information update for a drug. Within just few weeks of their stint at our organization, they successfully navigated our processes and integrated them into the product team. Quite impressive! We must reiterate!
-  Senior Regulatory Associate, Worldwide Regulatory Strategy
A leading research-based global Biopharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr was a great find indeed. The Freyr Publishing team catered excellent Study Report publishing services. The icing on the cake was their proper coordination, flexibility, dedicated study team, timely and constant communication and subject matter expertise that added to the ease of doing business and towards successfully accomplishing the end goal. This, as well as the fair pricing, is what sets Freyr apart from their competitors. As always, I would recommend Freyr again with no hesitation and should the opportunity arise, we absolutely approach Freyr.
-  Project Manager, A full-service Clinical Research Organization (CRO)
Based in Florida



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              During the past several years, I’ve had the pleasure of working with Freyr in the publication, validation and electronic submission of regulatory documentation to the US FDA. The Freyr team has provided excellent professional service. The staff is knowledgeable, responsive, and offers fast turn-around and accurate e-publication services at a reasonable cost. I have no hesitation in recommending them to my clients.
-  President,
An Independent regulatory and quality consulting company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to appreciate Freyr for making us equipped with well-defined deliverables to the FDA. For their demonstration of 5-star support, we will use Freyr for our overflow of work. We truly believe in Freyr as a brand and as an expert provider of Regulatory services and look forward to work together on an on-going basis. 
Terrific Job Freyr, GREAT TEAMWORK!!! 
- Director of Regulatory Affairs-Operations,
India based, Global 4+ Bn Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              This project, eCTD DMF conversion, was against a very tight schedule and required dedicated resources. Freyr provided dedicated resources needed to meet our immediate regulatory filing requirements. Freyr was always on schedule/or exceeded the dates outlined in the project plan. All changes were handled within 24 hours and notifications of changes were promptly provided.
- Quality Control and Regulatory Manager
US based, Global Innovator Products Manufacturer


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Collaboration is a working practice whereby individuals work together to a common purpose to achieve business benefit. Collaboration enables individuals to work together to achieve a defined and common business purpose
On behalf of entire team, we would like to Congratulate both of the Freyr resrouces for getting nominated as “Values & Behavior Champion” for Excellent collaborative efforts and hard work while contributing on publishing activities irrespective of external factors influence which created some challenging situations. You guys were extremely productive & did not lose your focus. We appreciate your efforts for championing our organization’s Values & Behaviors and being a Role Model to your team.
- Global Franchise Head – Submissions
Switzerland based, Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you so much for the receipt and ACK for this Submission. And thank you and all the Freyr team for all your hard work and long hours in getting this Submission out on time. It is greatly appreciated by everyone.
– US based, Global, full-service clinical research organization


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr’s resource has been a great asset to us in ensuring all the target deadlines for numerous submissions were met. The eCTD submissions continued to meet the quality standards. We truly appreciate all the work Freyr has done in the past 3 months. Thank you so much Freyr team for great efforts and keep up the same spirit.
- Regulatory Professional
US based, Global, Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We have had a good impression of Freyr and feel more than comfortable telling partners that we are engaging with Freyr for our Regulatory needs. The project went very smoothly and we felt went along at a reasonable pace. The team was knowledgeable, friendly and accommodating. Rapid response appreciated. Keep up the good work.
-  Director, Regulatory Affairs
US based a leading precision medicine company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Wanted to share the good news that our BLA was accepted for filing by the FDA. We appreciate all of Freyr’s hard work that went into making this submission ACCEPTABLE!!
-  Head, Global Regulatory Affairs
US based biotechnology company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am very satisfied with Freyr's credibility in my interactions. I received good advice that I felt was very above board. We had previously employed a consulting group that specialized in policy strategy and found that Freyr was able to accommodate those needs but also get to the practical needs of preparing and filing our application with the FDA. This was very important to me, and means that I will use Freyr's services in the future. Speed of service, responsiveness, attention to my needs, quality of product, and price are all very important and I felt they were very good in my work with Freyr.
We had a transition from one team to another during the process and it worked out well. Service was delivered appropriately and in a timely fashion. Thankful to Freyr’s responsive team because of which we could comprehend our unusual needs. In our interaction, I received good suggestions and advice and the Freyr team was able to adapt to my needs. Because we are always working under time constraints, this was very important. I felt we were able to get up and running quickly and respond to shifts quickly. Any time I had a question or needed support, I got rapid response and good answers to my queries. Rapid responses and ability to shift direction when needed was very good. I thought the support was very good and met with expectations. In addition, found the price reasonable given the work load.
-  Director, Regulatory Affairs
US based leading precision medicine company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We have crossed two important milestones in two days, thanks in a large measure to all of you. We are a small company, a small set of people with big dreams. And given the industry we are in and also how we operate, it is possible to realise our dreams only with the help of partners like you - who share our beliefs and push hard with their own collective might. On behalf of our organization, I would like to thank you for your competence and commitment in delivering ANDA files. Kudos to the whole team!
-  Operations Head
A Privately Held Pharmaceutical Research and Development Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Congratulation!!! Thanks for great Support for successful ANDA filing. Especially for publishing team heartfully appreciate their last hours’ hard work.
-  Assistant Manager
A Privately Held Pharmaceutical Research and Development Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              overall it was great experience working with Freyr’s team and we were quite happy with the feedback the team has shared.
-  GM (General Manager)- Global Clinical Development
An India-based Pharmaceutical and Biotechnology company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks for your extreme support during submission. It’s my pleasure to work with you. Without your hard work and dedication to work I guess we could unable to complete the task on time. Best of luck for your future projects and appreciate your efforts!!!!
-  Manager-Regulatory Affairs
US based, Global, Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I wish to place on record my sincere appreciation for getting us to this point with the CTD update for our product. Your diligence, thorough input and timely delivery of all requests have been noted and is greatly appreciated.
-  Regulatory Manager
Global Top 5, Pharma & Consumer Healthcare Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “Thank you for the timely support over the weekend, which allowed us to resubmit quickly after being notified by the GRA Lead. This continuously demonstrates Freyr's commitment towards our company’s milestones, keeping the patient in mind.”
- Director
Global Regulatory Affairs - Operations
India based, Global top 5 Generic Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “The Global Clinical Trial Application packages are now final (5 days prior to the agreed upon target dispatch of Sept 27) and have been dispatched to the CTLs and HUB (and out of HUB countries) to facilitate local health authorities and ethics committee submissions.
We would like to take the opportunity to thank Freyr for valuable contributions towards this CTA package under the stretched timelines of this RACE program.
We remain available for support with local HA submissions and queries to enable a successful FPFV.”
- Regulatory Lead – CTA (Clinical trials application)
Switzerland based, Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “Excellent! Congratulations to the team for this accomplishment! Thank you everyone for your hard work on this. In addition, please let us know what is needed for the submission of the Type III DMF to Health Canada. I assume we will need to update some of the initial administrative documents, but most of the content is identical to the Type IV DMF.”
- Senior Research Assistant
US based leading biopharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “We have accomplished one more major filing of PMA submission for devices on time. This submission US PMA (22nd April 2016) is one of our Milestones targeted for this year. Special note to mention that published output for this submission includes Paper Copy (-2500 pages) and eCOPY (150 document) which was independently handled by Freyr resource without any quality issues. Thank you for the outstanding work and quick turnaround to get it published on time which enabled project team to achieve the milestone. Keep up the good work going.”
- Global Franchise Head – Submissions
Switzerland based, Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “This is fantastic news! Thank you Freyr for your extraordinary efforts to complete this major milestone on time.
Congratulations to the Core Team for your contributions to this achievement. The information that you generated through the development process and your assistance in pulling it together for this submission was amazing! It was very satisfying to read through the -2500-page document! ”
- Project Head, Vision Care Development
Leading global eye care company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Dear Freyr Team,
“You are truly awesome. I make that <60 mins response time is marvelous. Thankyou everyone! Indeed, that was a fabulous job for the team.”
- UK Regulatory Operations Lead
A Leading Pharmaceutical CDMO for APIs and finished dosage forms


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “We are excited about completing the filing of BLA. We would like to send Freyr team, a gift of gratitude for the late hour’s work”
- Head, Global Regulatory Affairs
US based biotechnology company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “During the past several years, I’ve had the pleasure of working with Freyr Solutions in the publication, validation and electronic submission of regulatory documentation to the US FDA. The Freyr team had provided excellent professional service. The staff is knowledgeable, responsive, and offers fast turn-around and accurate e-publication services at a reasonable cost. I have no hesitation in recommending them to my clients.”
- President
Leading regulatory and quality consulting company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you very much. The illustration and detailed explanation on writing structure and presentation was well appreciated. Nice customer service!
- Graphics Manager | Global Regulatory Affairs
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks for the support to Tech transfer most of the Launch artworks. Freyr’s commitment and follow up in meeting the timeline is appreciable. Nearly Six Launch products were tech transferred during your visit. Thanks once again and hope we receive your continued support.
-Sr. Coordinator
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you, team, for your efforts in supporting several key launches over the last few months. Launches play a critical role in the growth of our business. Thank you to the entire team for your efforts and support in making our launches successful.
- Director
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you ALL for the time and the tireless effort that you all have invested into getting these upto the stage they are in! Freyr team - this has been a challenging project, thank you all for your patience and understanding.
- Regulatory Affairs Associate
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks, Freyr team for all your efforts with this artwork update! Really appreciated!
- Coordinator, Global Supply Program Management
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We really appreciate your help and support in the preparation of artwork. We also thank the graphic artists for their spectacular efforts.
- Associate, Regulatory Affairs Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We are excited about completing the filing of BLA. We would like to send Freyr team, a gift of gratitude for the late hour’s work
- DGM Regulatory Affairs NPD
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Great job with your impact and for noticing that there was an error on the insert SAP code. This shows great attention to detail as well as expertise in all the other points areas that you are thoroughly investigating, regarding the QA database etc.
- Graphics Manager | Global Regulatory Affairs
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I just wanted to say that this was nice customer service where you provided us with the visual of the label with 9 pt. (min font requirement) as well as the version with the 7 pt. That provided us the visual of what the label would look like with the reduced font. Best of customer service.
- Graphics Manager | Global Regulatory Affairs
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              A huge ‘thank you’ to all those involved in the project for their extraordinary help in getting this artwork updated within such a short timeframe. This is greatly appreciated!
- Senior Regulatory Affairs Associate
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would like to take this opportunity to appreciate Freyr in working collaboratively during this important launch. Freyr has been fantastic in supporting us all the way, keep it up.
- Deputy General Manager | Regulatory Affairs
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks for your support to complete labeling deficiency response in one day. It is really a great job and appreciable….
- Associate, Regulatory Affairs
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              You’ve all been involved in making this possible in various capacities and as you know, there’re many more 2D converted products to come soon. Let’s keep up the great work. On my opinion, we’re all part of something special here. I can assure you that we have many pharmacists, physicians, nurses and patients that need this 2D technology and who will benefit from it ASAP. Thank you all for your patience and support.
- Trade Dress Manager, Marketing
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am very impressed on how quickly you were able to process this request. This is a great example of excellent customer service and striving to meet the upcoming process order.
- Graphics Project Leader
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Just wanted to thank everyone for their time and efforts to push this through to TT. Your time and assistance are sincerely appreciated.
- Graphics Manager | Global Regulatory Affairs
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you very much for your tremendous efforts to follow up with CCRs and making sure none of them become overdue. Greatly appreciated!
- Supervisor, Change Management
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks for turning this around so quickly! I kicked this off on Aug 23 (sent a proper GRF Aug 28) and in 3 weeks we now have new codes and a TT. That is AMAZING. Thank you for always pushing! Thank you for the fast turnaround with artwork creation and updates! I really appreciate this one!
- Coordinator, Marketing
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Many thanks for the approvals.
At the same time, I would not miss this chance to thank each one of you for taking that extra step to make this happen in a time of emergency!! Much Appreciated!
- Assistant Manager – Packaging Designing
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am very impressed on how quickly you were able to process this request. This is a great example of excellent Customer service and striving to meet the upcoming process order for September 24.
- Graphics Project Leader
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you so much for working on these and making them a priority. Your help is truly appreciated.
- Product Manager
Canada based, global pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              A huge thanks to Freyr for the excellent support in turning around 100 (approx..) lit references which were needed in a short period in support of an New Drug Application (NDA) submission.  Really appreciate Freyr’s dedication and hard work in making this possible.  This is a critical submission for us and therefore I wanted to take the time to let you know that the submission team recognize your contribution and are extremely grateful for your support not only for these but also for the hundreds of reports which you’ve republished to make submission-ready for this major submission.
- Submissions Manager
Switzerland based, Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              This is my team and I am more than thankful to all for making this initiative a great success. Without Freyr’s hard work we wouldn’t have achieved what we have
- Director Labeling
An American multinational biopharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              It was such a pleasure to finally meet the Freyr’s team in person. I am so happy I was able to visit the Freyr office. I am very impressed with the wide scope of Freyr's expertise and I am excited about their innovative plans and the future of our companies' collaboration. I would like to extend my heartfelt gratitude and appreciation to everyone for the wonderful reception we received and as always for all the Freyr’s hard work.
- Manager Labeling
An American multinational biopharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              On a quick note, let me thank Freyr for their resource’s professionalism and hard work. I wanted to share that one of our colleagues from the internal development team reached out to me to let me know that she had a great interaction with your resource and she appreciated how knowledgeable he is and how well he explained next steps/demonstrated understanding of what was needed, etc.
I appreciate your resource’s support.
- Labeling Cluster Head
Director, Global Labeling Management
WRO, Worldwide Safety & Regulatory
A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We are happy to share that as part of recognizing excellence in GLM and PPQ, one of the Freyr’s associates is awarded the Gold Star for the fantastic feedback from the Regulatory strategist regarding his work.
- A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Now that we have a few people having worked with Freyr on different projects, I wanted to share my feedback about our recent experience with the Freyr team. They have been very positive – they are easy to work with, and quick and willing learners. Some of the projects we’ve had them working on have been very complicated and large documents, and they have approached these in a very methodical stepwise way. Working with them has definitely freed up time for our LRRs, and we look forward to that continuing into the future.
- Regulatory Affairs Senior Manager
An American multinational biopharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I just wanted to express my appreciation and gratitude for all the work that was put in for the safety labeling change. The RRT didn’t happen until Monday and Freyr’r resources were able to pull everything together and I know they worked long hours, even being online at 3 AM to attend a meeting. Freyr’s commitment and work ethic is truly amazing.
Thanks for ensuring we were able to get this to publishing on time.
- Global Regulatory Affairs
A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you for the information!! Freyr is awesome at their job, I really appreciate Freyr’s insight and help.
- Regulatory Strategist
A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Post today’s GLM meeting, I just wanted to follow up quickly and personally THANK YOU for all Freyr resources’ hard work and their significant contributions to the PLLR Project. I realize it’s not over, but we successfully completed a major milestone – one that seemed shaky for a few months earlier in the year! As I said, this FDA compliance program has touched nearly everyone in GLM – a true team effort – but I realize you all, along with our in-house expert, did much of the “heavy lifting.”
- Executive Director - GLM (Global labeling management)
A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I completely echo my colleague’s sentiments! I don’t quite know how we managed it, but we did it. Freyr resource’s dedication and support over the past 9+ months is a testament to how great a team we have in GLM.
- Cluster Head - GLM (Global labeling management)
A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We appreciate Freyr’s efforts for quickly completing remediations for two important labels and bring them into alignment with the parent labels, following a summer intern project with respect to comparing private labels to primary labels.  
- Business Support Admin IV – GLM
WSR/Worldwide Regulatory Operations
A Leading Research-based Biopharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Awesome work! We are grateful for your support in achieving a key project milestone for pregnancy category designation removals for 317 USPIs identified as in scope. 
-Business Support Admin IV – GLM
WSR/Worldwide Regulatory Operations
A Leading Research-based Biopharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We really appreciate the efforts which have been taken by Freyr’s team in submission of PDE reports of requested products at very short notice period. We hope to receive the same support from your end for all future endeavors.
- An India-based Healthcare Organization


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              You have exceeded our expectations as a team and individuals! Special thanks for all the added prepared technical documentation!! What an effort team! Again, many thanks for all the work and efforts put into this, moving forward positively.
- Regulatory Affairs Officer
A Global Industry Leader in Medical Device Design and Manufacturing


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to thank Freyr’s resources for their: tireless efforts to support the regulatory submissions; efforts to reiterate the team’s goals by including reminders on response target; and for also highlighting the durations of task which we’ve been working on. We could not be as successful with our projects without the Freyr team! As always, we look forward to continued collaborations and endeavors with your team
- A U.S.A. based Generic Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to express our deepest gratitude and appreciation to Freyr’s outstanding contributions to our company. We have been greatly benefitted of Freyr’s exemplary services and timely deliverance, in turns we could win our customer’s appreciations & heart and are able to achieve our Business Objectives. We owe part of our success to you. 
We sincerely acknowledge and truly appreciate Freyr’s committed performance and their team efforts to put their best to meet our expectation and be at the highest peak consistently. We can always rely on Freyr’s products/services because we know even if there is any issue, you will resolve it certainly.
We look forward to doing business with Freyr for many years to come and will recommend Freyr to our clients, as well.
Looking forward to another year of professional partnership and success. 
- Chief Human Resource Officer
A Delhi-based Ayurvedic and natural beauty and wellness product company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you very much for working with us on the India Cosmetic project. We appreciate your resource’s diligence and focus and attention to detail. Very lucky of you to have them in your team
- A Leader in Skin Health


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We sincerely acknowledge and truly appreciate Freyr’s committed performance to meet our expectation and be at the highest peak consistently. We can always rely on Freyr’s products/services because we know even if there is any issue, you will resolve it certainly.
We look forward to work with Freyr for many years to come and will recommend Freyr as well.
Looking forward to another year of professional partnership and success.
- US based, Global, Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Special thanks to Freyr team for their patience and co-operation while developing and customizing a leading workflow and content management solution for our requirements. With their collaboration we could have developed such a functional tool for docs sharing, submission management and status.
Kudos to entire Freyr team for their excellence. Keep up the good work.
- US based, Global, Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I have to compliment Freyr for their knowledge and investigation that brought to light an obsolete label that had not been inactivated in the LAB database. They went and found the inactivation form! Made me wish I had thought of that. I really appreciate the time they always put in to answer my questions.
- Labeling Cluster Head
Director, Global Labeling Management
WRO, Worldwide Safety & Regulatory
A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Outstanding Freyr Team! You guys rocked!
Thank you for the awesome work that you guys have provided for both the projects Cosmetics and RI that both met the cost and project deliverables. We are extremely satisfied with the outstanding technical leadership, and the output that met our expectations.
Looking forward to partner with you for future projects.
- Global Regulatory Affairs,
A World-wide Leader in Health and Beauty


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We appreciate the great support received from Freyr for their successful communication with the FDA while offering extended support for transmitting submission and sharing the acknowledgments. Thank you for managing and completing the task in a very short period.
Awesome!!! Great Team work.
- Head – Global Regulatory Affairs
An integrated pharmaceutical topical organization


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr for handling complex submission with grace. The Russian Health Authority made a lot of requests which required multiple preparation meetings, as well as LEAD meetings. Freyr team handled it very well, especially given the limited turn-around time.
- Senior Specialist
One of the World’s Largest Pharmaceutical Companies


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              WHOW WHOW WHOW!!!!! YES YES YES!!!!! THANK YOU THANK YOU THANK YOU!!!!!!
This call for the celebration. Thank you for your consistency, perseverance and amazing team work at Freyr!!!! THANK YOU.
- Regulatory Affairs Officer
A Global Industry Leader in Medical Device Design and Manufacturing


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you for this excellent news and we would like to express our gratitude to the Freyr team for all the great work and expertise that they have brought to the project to make it a success!
- Senior Regulatory Affairs Officer
A Global Industry Leader in Medical Device Design and Manufacturing


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr’s Software Team is excellent in resolving issues, which are important to an FDA reviewer. Many thanks once again, kudos to your team.
- Senior Manager
India based, Global Top Generic Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to thank Freyr for successful submission of our IND. Given our timelines it was a challenging task and I appreciate Freyr’s responsiveness and professionalism that they showcased throughout the project.
Thanks again, we look forward to continuing our collaboration.
- Vice President, Legal and Regulatory
A Dynamic Contract Research Organization


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              This is really great and very much appreciated! I’m aware that the latest period has been a bit hectic for everyone and I’m happy that you have pulled it off as a team, doing your best to succeed. I hope that all the future operations will go smoothly as well. Many thanks again and best regards!”
Thank you very much for all of your hard work with this IND! It is greatly appreciated!
- Senior Regulatory Affairs Specialist
An American MNC For Health Information Technologies and Clinical Research


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to express that we are very happy with Freyr's servcies. Freyr's resources did a good job both qualitatively and quantitatively. We are looking forward to work with Freyr on more projects in future.
- Vice President, Regulatory Affairs
An India-based Multi-faceted Healthcare Organization


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              On behalf of myself and my organization, I would like to take this opportunity to express our thanks to one of the Freyr’s resources, for his hard work. He worked extremely hard, diligent, and effective in helping us putting together the ANDA. He has exceeded our expectations.
We have noticed that his knowledge in the Pharma industry has significantly grown when compared to his previous visit to our organization. He illustrated stronger leadership personality and logical approach which coincided well with our team. My team and I enjoyed his time here, especially the day-to-day technical debates/discussions we had with him. He is extremely good at what he does and an open-minded individual. We had faced many challenges with this ANDA, but he kept his composure well and found a solution. It was truly a pleasure having him on site for the second time and we are very much appreciative of his hard work.
We look forward to working with him, and in fact with Freyr again in the future.
- Senior Director of Business and Product Development
A Specialty Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am very pleased with Freyr’s performance. Even during high work pressure situation, the Freyr team did not hesitate to go an extra mile to complete the given submission on time. The team ensured smooth communication to complete the given tasks correctly as per the expectations of the company. Freyr also provided guidance for publishing activities to our in-house experts and helped solving our queries related to eSubmissions. The support of Freyr team is highly appreciated and I look forward to continue working with them in future, as well.
- Manager Regulatory Operations
A Japan Based R&D Driven Specialty Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would like to commend the Freyr team on their outstanding job to get 25 submissions out the door, on time. This shows that the team has put in extra efforts to tackle the additional task that was given to them on an ad hoc basis. I would like to appreciate the Freyr team for their great co-ordination and ability to handle large volumes of work effortlessly.
- Associate Director, Global Regulatory Affairs Operations
A Japan Based Leading Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr for rapidly responding to our extremely pressing issue regarding SPL submissions. Though the requirement was on a short turnaround time failing which the application to FDA was to be cancelled, you guys have worked it out without compromising. We are extremely happy to see your rapid response in sharing the package to FDA. The entire Freyr team is to be congratulated on being able to provide an important service in a very short period of time. Again, thank you for the unbelievably rapid response to our pressing request.
- Associate Director, Global Regulatory Affairs
A Global Specialty Generic Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              On behalf of myself and my organization, I would like to take this opportunity to express our thanks to one of the Freyr’s resources, for his hard work. He worked extremely hard, diligent, and effective in helping us putting together the ANDA. He has exceeded our expectations.
We have noticed that his knowledge in the Pharma industry has significantly grown when compared to his previous visit to our organization. He illustrated stronger leadership personality and logical approach which coincided well with our team. My team and I enjoyed his time here, especially the day-to-day technical debates/discussions we had with him. He is extremely good at what he does and an open-minded individual. We had faced many challenges with this ANDA, but he kept his composure well and found a solution. It was truly a pleasure having him on site for the second time and we are very much appreciative of his hard work.
We look forward to working with him, and in fact with Freyr again in the future.
- Senior Director of Business and Product Development
A specialty pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am very pleased with Freyr’s performance. Even during high work pressure situation, the Freyr team did not hesitate to go an extra mile to complete the given submission on time. The team ensured smooth communication to complete the given tasks correctly as per the expectations of the company. Freyr also provided guidance for publishing activities to our in-house experts and helped solving our queries related to eSubmissions. The support of Freyr team is highly appreciated and I look forward to continue working with them in future, as well.
- Manager Regulatory Operations
A Japan Based R&D Driven Specialty Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would like to commend the Freyr team on their outstanding job to get 25 submissions out the door, on time. This shows that the team has put in extra efforts to tackle the additional task that was given to them on an ad hoc basis. I would like to appreciate the Freyr team for their great co-ordination and ability to handle large volumes of work effortlessly.”
- Associate Director, Global Regulatory Affairs Operations
A Japan Based Leading Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you so much Freyr team for your support on the way in registering 3 of our medical devices in Philippines.
I hope this achievement will open numerous business opportunities for both Freyr and our company to work in synergy.
- Associate, Regulatory Affairs Team II,
Clinical & Regulatory Affairs Center,
A Korean Chemical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Completing the CTD writing project with Freyr was really helpful and cooperative. Despite the last-minute challenges and urgent requests, the Freyr team has managed to provide us solutions promptly without any setbacks.
- Assistant Manager | Global Regulatory Affairs
A Global Bio-pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank You Freyr team for a Fantastic 2019! The OTCDOCS TD user community feels better supported despite the technical challenges and system constraints. Thank You for being the voice to represent their ways of working and helping us design a more user friendly, effective system going forward.
- System Owner
A British Multinational Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr for all your help with informal testing, constructive feedback and positive engagement with CxRIM project!
- System Owner
A British Multinational Pharmaceutical company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              On behalf of our team, I would like to thank the entire Freyr team for the services provided all through the year. Especially for the last few weeks, as we had so many urgent and important projects taking place, Freyr team’s on-time artwork delivery is commendable.
A team absolutely fantastic about turning things around. Truly your hard work and dedication is helping in getting more attention.
Thanks, and keep up the great work!
- Artwork Services Stakeholder
A Switzerland based Leading Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We have had a very productive year in preparing for our new products as a private label distributor. However, we could not have done it without the Freyr team. I wish entire team a joyous end of year and a happy and healthy new year. I look forward to catching up with you in the new year as we continue our efforts to provide quality generic drugs that have a history of drug shortage. Our plans are to move forward with another 20 products in 2020.
- Chief Quality & Regulatory Affairs Officer
A leading generic drug and pharmaceuticals company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you very much for the support. This was a totally a new process for us and we were plenty of doubts especially when having strong comments from other internal departments.
I’m sure Freyr’s team has learned a lot about how to get an accession number. That’s what is really important and gratifying. Thank you again and keep up the excellent work!
- Manager, Regulatory Affairs
A Spanish Medical Devices Manufacturer


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Please let us take this opportunity to thank the entire Freyr team for their kind support. We are using Freyr SUBMIT PRO with an increasing confidence and getting used to the advantages of the technology. We would appreciate Freyr’s continuous support for this year and other years to come.  Thank you.
- CEO and Principal Consultant
A Japan-based Leading Pharmaceutical Consulting Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              SPAR has streamlined our processes, brought together our scattered data pieces and improved our data quality., ultimately helping us to better manage RI. SPAR intervention made lifecycle management easy by sending out automated notifications. Notifications drastically improved our operational efficiency. Appreciate Freyr team’s devotion. Kudos to their technology and the teams that worked behind this.
- VP, Regulatory Affairs
A leading India-based healthcare organization


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would like to thank Freyr for their fantastic performance. Their knowledge and attitude towards work is of top class, and their commitment towards work and technical expertise is outstanding. This has helped us deliver the POC and I am sure we will soon deliver the production environment as well. I would like to appreciate Freyr’s sense of ownership and willingness to resolve issues that were sometimes beyond the expected line of duty.
- Management Consultant
An Indian Multinational Corporation Specialized in Business Consulting


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Congratulations to the entire Freyr Global Solutions team! It has been a complex exercise for both of us, and I am so glad to achieve a successful end.
- Group Leader
An American Multinational Confectionery, Food, Holding and Beverage Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr! This is a very detailed review thank you.
- Senior Manager, Global Regulatory Health Strategy & Operations
A British Multinational Consumer Goods Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I have to say that up to now I am very happy with the cooperation level and responsiveness of Freyr Team!
- Regulatory Affairs Manager
A British-Dutch Transnational Consumer Goods Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr’s diligence, thorough input, and timely delivery of all requests have been noted and are greatly appreciated.
- Regulatory Manager
Global Top 5, Pharma & Consumer Healthcare Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you to all the folks in Freyr team for pulling off this artwork launch in just one day.
- SVP, Global Regulatory Affairs
Canada Based Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Great team collaboration by Freyr. Perseverance has no boundaries at Freyr, no matter whether they work onsite or from home!”
- Director, Global Regulatory Affairs (Labeling)
Canada Based Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Excellent turnaround to pave the way for artwork launch on time. Excellent Collaboration with Freyr.
- Director, New Product Launch
Canada Based Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Wow – thank you Freyr. Amazing job and team effort.
- Project Manager, New Product Launch
Canada Based Global Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you. This entire pandemic experience is very strong validation of our model/ mission. Our collaboration with the Freyr team has helped us support the US health systems and the patients they serve in this time of crisis and beyond.
- Chief Quality & Regulatory Affairs Officer
A leading generic drug and pharmaceuticals company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you so much Freyr for being a great partner in our Regulatory compliance journey. As safety assessment is a key requirement in ASEAN countries, Freyr’s support has helped us significantly in meeting those requirements well ahead in Vietnam.
- R&D Manager
A Leading Beauty and Wellness Products Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you very much Freyr team for the kind help and support. The service Freyr provided us with and their assistance were brilliant!
- Sales Manager
Manufacturer of High-Quality Oral Brands


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              The news of our product approvals is wonderful! Thank you so much for all that the Freyr team has done and continue to do for us; we really appreciate it.
- Regulatory Affairs Specialist
US Based Leading Skincare Products Manufacturer


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr for your hard work and support of the submission with a quick turnaround. We really appreciate Freyr’s expertise and are very pleased to be working with Freyr team.
- Vice President, Regulatory Affairs CMC
US Based Leading Clinical-Stage Biotechnology Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr team. We were able to sign-off internally on all the artwork files Freyr helped us with. I appreciate Freyr’s professionalism, and quick turnaround. Project met its stated objectives. Thanks!
- CEO
A US Based Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr team for your support on the BLA submission. I appreciate Freyr’s support on the compilation, publishing and QC of the documents as well as the ongoing tracking of the issue log data. Appreciate Freyr team for relentless support on the weekends for this submission which helped us to meet our company goal.
- Senior Manager, Regulatory Operations
A Leading Global Specialty Pharmaceuticals Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Excellent. As always, thank you and the Freyr team for your timely efforts! Have a great holiday weekend
- Director, Regulatory Affairs
A Speciality Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am not sure if Thank You is good enough to do justice to what Freyr’s team has done. I truly appreciate the partnership, dedication and the commitment of the Freyr team.
- Senior Vice President, Global Regulatory Affairs
Canada Based Leading Pharmaceuticals Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you to the entire Freyr team for pulling out all the stops to push the PPM Master through in just one-day for the launch. We appreciate everyone’s time and efforts to meet this extremely short timeline.
- Global Regulatory Affairs
Canada Based Leading Pharmaceuticals Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you for your meticulous work and support through many projects while some of them very challenging, and for your valuable contributions in achieving our goals!
- Senior Medical Director,
A leading Research-based Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would like to thank everyone in Freyr for their support with the QMS enhancements. We are closer to increasing our goals of inspection readiness. Their continued follow-ups are greatly been appreciated. We feel very positive about the progress. Special thanks for facilitating\leading an EXCELLENT and smooth demo. Awesome job!!! I know we have a few more boxes to check before Go Live, but everyone THANK YOU!!! I know it’s a TEAM effort, it shows! The system is looking really nice. A sheer example of Excellence! 
- Sr. Director, Global Regulatory Affairs-Operations (GRO)
India based, Global Top Generic Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr team for supporting and making the ANDA submission happen without any deficiencies. We would also like to extend our thank you to the Freyr publishing team. Let’s continue this!
- Senior Associate – Regulatory Affairs
A US based Generic Pharma Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr is the best! Thank you, for relentless support, effort and curiosity for our projects! Kudos to all in the Freyr team!!!
- Quality Assurance Manager
A U.S. based Generic Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              The entire Freyr team was exceptionally responsive and collaborative in providing a quick turn-around and a quality product, which allowed us to meet a critical FDA deadline. We are extremely thankful for the extra effort put forth by the Freyr team in the preparation of this submission. We look forward to working with Freyr again soon.
- Associate Director, Regulatory Affairs
Australia Based Leading Regenerative Medicine Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would like take this opportunity to express our sincere appreciation for Freyr team. They did a wonderful job supporting a submission over the thanksgiving holidays. They are very collaborative and ready to take on tasks even in the last minute. They are always willing to learn and look for more opportunities to expand their knowledge. Really appreciate their continuous support and help.
- Sr. Manager, Regulatory Operations>
An American-Irish Manufacturer of Specialty Pharmaceuticals, Generics Drugs


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you so much Freyr for all the hard work and dedication you guys have shown to this submission. We appreciate your dedication to this project, especially to work on a national holiday. On behalf of all the RA members involved, please accept our gratitude. Thank you again.
- Sr. Regulatory Operations Specialist
A Japanese Pharma Group


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr’s approach was kind and careful in this project and here I would like to give my best regards to the entire team of Freyr. Thanks again for the cooperation and we could expect another chance in the future.
- President
A Healthcare Activation Leader in Providing Strategic Solution for The Rx/ OTC, Health Supplement, Processing Foods, Cosmetics and Medical Networking Business


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Performance is way beyond our expectations, even before to the project initiation. Thanks for your kind support again.
- President
A Healthcare Activation Leader in Providing Strategic Solution for The Rx/ OTC, Health Supplement, Processing Foods, Cosmetics and Medical Networking Business


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We love working with Freyr and have been very impressed with their team. We plan on introducing our own branded products (or other white label products) in Indonesia with them in the future. 
- Partner
A Professional Corporation


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We prepared an urgent submission that had many pieces and documents arriving throughout the day, and we did not receive our final piece of content until late night. It was essential that the submission be sent on the same day. Freyr’s resources were critical in making the submission happen and meeting the deadline. They went above and beyond to support us and I’m lucky and thankful to have them as a part of my team.
- Director – Regulatory Operations
US-based Leading Clinical-Stage Biotechnology Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr for your professionalism, help and all-time support. We appreciate the work of Freyr team and look forward to start other projects soon.”
- International Sales Department
A Leading Clinical-Stage Biotechnology


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              The reports were very detailed, and generally either confirmed some of our assumptions or provided some new context around claims or administrative practices that helped complement our understanding. Thank you so much for the diligence towards the reports.
-Global Regulatory Director
US-based Leading Clinical-Stage Biotechnology Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I know how you spent great effort to complete the notification. Thank you very much and we really appreciate your kind help for the solution/result-oriented work. Thanks again.
-International Regulatory Affairs Specialist
A Market Leader in Infection Prevention Solutions


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Many thanks for the support to pull this RFA through. We appreciate your efforts in gap analysis.
- Head of Regulatory Affairs
A British Multinational Consumer Goods Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Indeed, we were satisfied with Freyr’s services. The whole interaction, content, additional info (Q&A), timelines and communication were really good. We wish you all the best in the New Year 2021 and we hope to stay closely connected for more reports and collaboration.
-Director - Regulatory Affairs
A Croatia-based Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you for your ongoing support with the RFA review process! We’ve moved a fair few forward recently, which is great to see! Given this, I was just wanting to enquire as to if you can take on 5 more Shower Gel RFAs that we have coming through for 1st review?
– Global Regulatory Affairs Associate
A British Multinational Consumer Goods Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr’s support was unbelievably helpful and quite comprehensive.
– VP of Compliance
US based, Leading Consumer Products Company 



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              It is our pleasure to work with Freyr. They are responsive and addressed all our queries and met given deadlines to meet our demands. Freyr has definitely been a great help. We hope that we can maintain this relationship in the future too.
– Product Compliance Specialist
Singapore based, Cosmetics Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Many thanks to Freyr team for the assistance in the critical submission of the SFDA. It was challenging all through the process, a tough one – but for sure made all of us prepared for next projects
– Regulatory Affairs Associate 
A Global Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We are very excited to start working with Freyr team on the first SOW deliverables. It’s already a positive feedback from our project lead on the progress and working relationship thus far. Basis the same, we would like to work with Freyr on an additional project different than the current SOW. The second project would be in relation to the development of a technical operations manual for a Software based digital solution (Software as a Medical Device).
– Head, Global Labeling Radiology Devices
A Global Enterprise with Core Competencies in Life Sciences Fields of Health Care and Agriculture



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I believe that a very high level of trust has been earned among us. Freyr’s team understood our needs and responded quickly. Freyr gave us many good and professional suggestions, which helped us make right decisions. To be honest, the overall value is relatively high. They ensured the submission was on time and acted as a responsible cooperative partner all through. Overall, on a scale of 1 to 100, we can give Freyr 100. We are looking forward to our next cooperation with Freyr.
– A Technology-driven Contract Research Organization (CRO)



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We’ve done it! Answers successfully transferred to MoH. Thank you very much for all the support last week and your incredible passion to cope with this.
– Regulatory Affairs Specialist
A Global Biopharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Many thanks for your efforts, especially at the last minute.
– A Technology-driven Contract Research Organization (CRO)



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Kudos to you all for the brilliant teamwork!!  Alone, we can do so little; together, we can do so much. Looking forward to the next milestone and collaboration on new projects in future.
– SVP - R&D (Finished Dosage Form)
A Global Player in API Manufacturing



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thanks a lot for your extended support in the last moment. We really appreciate your amazing dedication and efforts.
– Regulatory Affairs (Formulation R&D)
A Global Player in API Manufacturing



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr has done the excellent job on the IND reactivation. Specifically, the high-quality module 3 written by the team; it was very comprehensive, and we had no questions from Health Canada or the FDA. No CMC questions, that was a first for us. Also, thanks for being very responsive to many requests which I am sure can be frustrating, but always helpful while producing excellent work. Thank you for always being available and responding quickly and comprehensively to all the requests with the most positive attitude.What a great team you have Freyr! 
– RA Consultant
US based, Leading Pharmaceuticals manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              It is good for submission. And I understand today is a holiday, so I have to thank Freyr team for doing this. FDA called us and is trying to close out the CBE-30 filed in March and wanted these documents as soon as possible. So, I truly appreciate your assistance, even on a day off.
– President
An Innovative Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr has been doing exemplary work in the QC Monitoring space for one of our workstreams. Continue the good work.
– Associate Director Labeling Digital Enablement
One of the World’s Largest Pharmaceutical Companies



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am sure you have heard by now that we have received the first ever approval from the FDA for our Brands division. This is a major milestone for us as well as for my team. I would be remiss if I did not point out that we would not have been able to do this without the help of Freyr’s dedicated team. From the original filing, then the following year of responses, Freyr’s team has helped us to get to final approval.
Thank you Freyr team for a job well done!
– Sr. Director, Head of Regulatory Operations and Strategic Business Solutions
A Global Specialty Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you so much for sending the assessment reports. The reports are presented in a structured and clear way. We highly appreciate your support.
– Leiter Regulatory Affairs / Head of Regulatory Affairs
A Cosmetic Manufacturer



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you Freyr. This is excellent and will be super helpful. 
– Global Director, Regulatory Affairs
A Utah-based multi-level marketing company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              All people involved in this project were very helpful, knowledgeable and fast. Freyr performed more than we expected. Outstanding service!
– A Swiss-based Nutraceuticals Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you very much for a nice closure! It has been a pleasure working with you all. I want to take this opportunity to thank you for all your support with our newsletter's projects during the past 2.5 years, the excellent collaboration, and communication. The dedication and professionalism of your team were greatly appreciated. All the projects were delivered on time and were compliant with our quality standards.
The team followed attentively and patiently addressed all the changes in our IT systems and processes and acted as a true partner providing valuable comments to draw attention to some points or issues about the content. I enjoyed working with the team and hope we will have new opportunities to continue our collaboration in the future.
THANK YOU and Season's Greetings!!
– Regulatory Consulting Manager
A global leader in providing trusted insights and analytics



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Brilliant, as always. I appreciate the work you have done.
– Global Director of Regulatory Affairs
A US-based Dietary Supplements Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Documentation was very satisfactory. I thank Freyr for the participation throughout the NDIN process.”
–Global RA Deputy Manager
A South-Korean Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr is working perfectly in every area. We have nothing to complain about.
– Regulatory Affairs Consultant



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to thank Freyr for their work on label suitability in the US market.Freyr’s expertise, punctuality, flexibility, enthusiasm, and prompt responses were all appreciated during the project. We are very satisfied with our collaboration, and we hope we can work together in the future again!”
– Business Development & Alliance Lead
A Switzerland-based Nutritional Products Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr’s services are very good. We will move with other projects too.
– Pharmaceutics Lead – R&D
A Singapore-based Wellness & Fitness Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              The report is very clear and detailed with many valuable insights, which are of high quality. Very friendly and fast communication and support. Clear roles and responsibilities in the project, presented in a good way.”
– Regulatory Affairs Specialist
A Denmark-based Food Ingredient Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you very much for the report. It is very clear and helpful. I have received the information I was looking for and am now able to address our challenges!”
– Regulatory Affairs Specialist
A Denmark-based Food Ingredient Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We want to thank the entire Freyr’s Team for presentation, explanation, and dedication. We very much appreciate having a partner in addressing our questions, inquiries, and most of all, getting back answers. Thank you so very much!”
– Quality Manager
A Romanian Food Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you, Freyr team, for all your hard work and excellent support for this IND. I especially want to highlight your work over this past weekend and address the comments by Monday morning.Overall, module 3 looked really, really amazing, with all the links and bookmarks in place, which I know took a great deal of work, and it was done in a very short period of time. Bravo!
– Manager, Global Regulatory Affairs, CMC
Japan-based, Global Specialty Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I would really like to take this time to give well-deserved recognition to the Freyr team. From last-minute changes with report-level publishing to everyday submissions, the Freyr team really managed everything efficiently. They worked very late in publishing high-priority submissions flawlessly.
Freyr team’s publishing skills are top-notch, and they quickly adapt to every situation they face. I cannot commend their flexibility enough. 
Thank you, Freyr, for providing such great people to support us. The team is really dedicated, and it’s palpable. They are professional,  knowledgeable, and made the transition smoother.
We are looking forward to working with the team more in the future.
– Sr. Regulatory Submission Publishing Lead
UK based, Global Specialty Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I just wanted to send you a quick note to let you know that Freyr’s resources have really stepped up this week. They are working on a submission that is taking an incredibly long time to prepare. They worked late last night and continue to plug away at it this morning. They have kept a positive attitude and have displayed true professionalism. I appreciate all that the publishers do for us, but I wanted to let you know how they have gone above and beyond this week.
– Director, Regulatory Affairs Operations
A US-based, Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I just wanted to say how pleased we are with Freyr and one of their team member’s work. They have quickly come up to speed and doing a great job. Thank you for listening to our needs and finding such a great match.
– Senior Director, Specialty Regulatory Affairs
US-based, Global, Pharma Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We would like to appreciate Freyr’s quick TAT to push through an urgent submission required by the FDA. Their efficiency, diligence, excellence, flexibility, and sense of urgency and priority are deeply appreciated.
Please keep up the great work, as we have many milestones to achieve over the next year.
– Global CMC Technical Lead
A China-based Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              As always, thank you so much for your help with this submission! The efforts are very much appreciated!
– Sr. Regulatory Affairs Specialist
US-based, Multinational Pharmaceuticals CRO Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              “I’ll add my personal thanks and appreciation for all the good work and the extra efforts you have put in to support the NDA submissions. I really appreciate your expertise and accountability. Thank you for a job well done.
– CEO & President
US-based, Leading Innovator Pharmaceuticals Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you, Freyr, for your extraordinary efforts to support the mandatory NDA submissions. Submitting more than 20,000 files associated with the cardiac safety study required as a post-approval commitment was an unplanned activity. And the magnitude of the effort needed to receive so many files, process them to the appropriate format, and publish them for e-submission through the FDA gateway was a real surprise to all! We could not have accomplished this without your support and commitment after hours to get the work done correctly. You are a valuable and much-appreciated addition to our team.
Thank you, and well done!
– Senior Vice President, Regulatory Affairs
US-based, Leading Innovator Pharmaceuticals Manufacturing Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I am impressed by the team Freyr. I have worked with other vendors that provided publishing support, but what sets Freyr apart is that they act more like team members, adding expertise to changes in guidance and advice on navigating rather than just taking a publishing task and providing an output. In my experience, other vendors needed detailed instructions. But Freyr better understands what is needed by partnering with RA and fostering open lines of communication.
– Associate Director, Regulatory Operations
Japan-based Global Innovative Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you, Freyr. Our team had a good experience with your team, both in the past and now. We will require your services again in the near future.
– Sr. Vice President - Regulatory Affairs
India-based, Leading Multi-faceted Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Dear Freyr team, I wanted to tell you how lucky/grateful/appreciative/thankful we are to have a support team like you to assist our last-minute submissions for new drug approval. This is a continuum of support from the team, but the recent one was another demonstration of excellence. Thank you!
– Executive Director, Regulatory Affairs
Ireland-based, Global Specialty Pharmaceutical Company



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We have been very impressed with the knowledge, work experience, and quality of the Freyr personnel assigned to our projects. This shows a dedication on the part of both organizations to work well together to meet common goals and objectives. It is very much appreciated and has enhanced the working relationship greatly.
Overall, we are very pleased with the service that Freyr has provided to date. Our lead Freyr publisher has been an outstanding and reliable resource for us and has continually gone above and beyond in ensuring that submissions are published with high quality and dispatched on time. We truly value Freyr’s work and look forward to working with the organization more in the future.
- Senior Director, Regulatory Strategy & Operations
US-based, Leading Innovative Biopharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Thank you all for the great support and expedited response to multiple FDA Information Requests (IRs).
- Chief Executive Officer
China-based, Leading Innovative Pharmaceutical Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              As a customer of Freyr Software Services Pvt. Ltd, we would like to express our appreciation for the high-quality and efficient work performed by your team in preparation and support of the software registration process in ANVISA. It was made possible to complete the project on schedule and achieve its goal as a result of the presence of highly qualified specialists, an established feedback system, and prompt resolution of any emerging issues.
We look forward to further fruitful and mutually beneficial Cooperation.
- General Director, Regulatory Affairs
Russian Based Healthcare Software Development Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Our AdPromo review relationship with Freyr is continuing to evolve as we move forward. The team is collaborative and responsive. We are happy to collaborate with you on this important program.
- Sr. Manager, Regulatory Affairs – Labeling and AdPromo
UK-based, Multinational Pharmaceutical and Biotechnology Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              I wanted to thank you and all the team who have worked on this project around the clock. You and your team exhibited good time management and customer service skills throughout the project by promptly responding to our queries and accommodating multiple iterations of the design and content. all of this has led the project to be delivered within such short deadlines. 
Thank you once again and we look forward to working with you again when the opportunity presents itself.
- Business Development Team, FDF RoW market
India-based, Multinational Pharmaceutical and Biotechnology Company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              We’re impressed with Freyr’s support in providing us with quick and well-detailed solutions to our queries. Freyr’s constant support to adapt to ever-changing regulatory conditions while providing support with any additional queries we had in a timely manner has truly impressed us.
- Sergey Burlov, Quality Manager,
Inobitec


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr has been our reliable Regulatory partner who possess a deep understanding of the technical documentation and has provided us with timely support with gap analysis which led to successful and timely registration of our devices. We are highly impressed with the customer support that we received from Freyr in understanding our queries and providing us with timely and accurate solutions.
- Project Lead, Regulatory Affairs,
A Russian Medical Device Manufacturer


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr has been an indispensable partner in achieving rapid global scalability for our software as a medical device business. As a startup, acquiring expertise in world-wide regulations is cost-prohibitive. Freyr's competitive pricing and tailored services allowed us to get that expertise at a fraction of the cost of full-time resources. Their team's responsiveness and adaptability to project priorities have greatly facilitated our progress. We recommend Freyr to any company seeking expert guidance and support in the medical device regulatory domain.
- Arie Henkin, VP - Quality and Regulatory,
Omniscient Neurotechnology


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Speed of service, responsiveness, attention to our needs, quality of product, and price are all very important and I felt they were very good in our work with Freyr. Service was delivered appropriately and in a timely fashion. Thankful to Freyr’s responsive team because of which we could comprehend our unusual needs. I thought the support was very good and met with expectations. In addition, found the price reasonable given the workload.
- Director, Regulatory Affairs,
US based leading precision medicine company


                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              As a customer of Freyr Software Services Pvt. Ltd, we would like to express our appreciation for the high-quality and efficient work performed by your team in preparation and support of the software registration process in ANVISA. It was made possible to complete the project on schedule and achieve its goal as a result of the presence of highly qualified specialists, an established feedback system, and prompt resolution of any emerging issues. We look forward to further fruitful and mutually beneficial Cooperation.
- General Director, Regulatory Affairs,
Russian Based Healthcare Software Development Company


                                      

                
                            
                                      

                                    
                                
              
                
                Previous
              
              
                
                Next
              
            

          
        

      


                  


  
    

      
            



Have a business query? Let’s talk.


Email: sales@freyrsolutions.com or Call: +1 908 483 7958
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                                                              Freyr ARTWORK 360 intelligently solves the challenges of managing and delivering artwork at every stage of its development. As a single-stop solution, it provides electronic review, approval, publishing, and storing all artwork documents. By focusing on collaboration, from gathering information to delivering transparent workflows and processes, Freyr ARTWORK 360 simplifies production and gives greater visibility to all stakeholders in the organization.
Know More 



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr SUBMIT PRO is a complete, smart eCTD software product for the creation, validation, publishing, viewing and reporting of Regulatory documentation for electronic submissions by pharmaceutical companies to Regulatory authorities.
Know More 



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr rDMS is an end-to-end electronic Regulatory Document Management solution exclusively designed to enable Regulatory Groups and Departments within a life sciences organization to seamlessly create, capture, manage, organize, connect, deliver and archive Regulatory data and documents in a compliant, efficient and intuitive manner.
Know More 



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr iREADY is a customized solution to meet all the Cosmetic ingredients information requirements. Freyr iREADY ensures overcoming information challenges with a centralized repository for ingredients, single-source of global Regulatory information, and real-time intelligence and integration.
Know More 



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Freyr IMPACT is an innovative Regulatory Intelligence Enterprise Platform solution offering a complete spectrum of Regulatory intelligence services across comprehensive product and regulation categories to provide detailed and customized insights. Freyr IMPACT gathers and analyzes publicly available Regulatory information. This includes communicating the worldwide reach of regulations, life sciences industry updates using a system, and monitoring the current regulations, guidance, policy, and legislation.
Know More 



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Structured Product Labeling (SPL) & Structure Product Monogram (SPM) is the mandatory document markup standard for Regulatory submission of label content, product and facility information, and any subsequent changes to an existing label information in an electronic format. SPL/SPM format defines the structure and content of label information as required by the United States Food and Drug Administration (US FDA) and Health Canada. The US FDA has mandated SPL requirements for over 50 types of documents, and HC has mandated SPM requirements for over 6 types of documents.
Know More 



                                      

                
                            
                                      

                                                
                                      
            
                            
                                
                                                  
                                                              Multiple products, multiple markets, combined with varied Regulatory requirements challenge Life Sciences organizations to capture and maintain wide variety of information in order to obtain Health Authority (HA) approvals.
Know More 
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