










  http://clarkstonconsulting.com
  Clarkston Consulting
  https://www.facebook.com/ClarkstonConsulting
  https://twitter.com/Clarkston_Inc
  https://www.linkedin.com/company/clarkston-consulting
  http://plus.google.com/112636148091952451172
  https://www.youtube.com/user/ClarkstonInc




    
	Skip to content
	
	    
	        						        
				        Clarkston Consulting
	        

	            


                  
                    
                  
                


	Industries
	
		
			Featured
	Top Life Sciences Insights
	Top Consumer Products Insights
	Top Retail Insights






	
			Life Sciences
				Pharmaceutical
	Biotech
	Medical Device
	Cell and Gene Therapy
	Contract Manufacturing
	Generics
	Wholesale Distribution






	
			Consumer Products
				Fast Moving Consumer Goods
	Consumer Durables
	Food and Beverage
	Wine, Spirits, and Beer
	Health and Beauty
	Consumer Healthcare
	Pet Products
	Wholesale Distribution






	
			Retail
				Specialty Retail
	Grocery
	Restaurant and Hospitality
	eCommerce
	Apparel and Footwear
	Luxury Retail
	Mass Merchant, Drug + Club



	Button
View All Industries










	Services
	
		
			Featured
	Application Managed Services
	Veeva Consulting
	R&D Data Strategy
	MES Consulting (Manufacturing Execution Systems)
	Supply Chain Sustainability Consulting
	Private Equity Consulting
	Business Process Consulting






	
			Data + Analytics
				Advanced Analytics Consulting
	Data Management Consulting
	Data Governance
	More Data + Analytics Services ...



	Digital + Tech
				IT Strategy Consulting
	Vendor Selection and Advisory
	Digital Consulting
	More Tech Services...



	Management Consulting
				Strategy Consulting
	M&A Consulting
	Strategic Innovation Consulting
	More Strategy Services...



	People + Change
				Program + Project Management
	Change Management Consulting
	Diversity, Equity, and Inclusion Consulting
	More Change Services...



	Quality + Compliance
				LIMS Consulting
	Quality Systems Consulting
	Consumer Centric Compliance
	More Quality Services...



	Sales + Marketing
				Direct to Consumer Consulting
	Trade Promotion Consulting
	Commercial Operations Consulting
	More Growth Services...



	SAP Consulting
				Implementation Consulting
	SAP Signavio
	SAP Integrated Business Planning
	More SAP Services...



	Supply Chain
				S&OP Consulting
	Supply Chain Systems Consulting
	Strategic Sourcing Consulting
	More Supply Chain Services...






	
			Button
View All Services










	Insights
	
		
			Featured
	ERP Vendor Selection for a Clinical Stage Biotech
	3PL and Serialization Vendor Selection Case Study
	Building a DTC Strategy for a Market-Leading Company in the Food Industry
	Digital Analytics Audit and Tagging for Consumer Goods Company






	
			Featured Insights
	Exploring The Role of Financial Modeling in Scenario Planning

	Key Questions to Ask Your QMS Software Vendor

	Selecting a Manufacturing Execution System (MES) Vendor for a CDMO

	Preparing for the Food Traceability Final Rule: How Companies Can Ensure Compliance

	LogiMed 2024: Promoting End-to End Supply Chain Collaboration and Digitalization




	Button
More Insights...




	
			
Case Studies
	Selecting a Manufacturing Execution System (MES) Vendor for a CDMO

	Conducting a Category Management Team Assessment for a Consumer Products Company

	Realizing Post-M&A Revenue Synergies for a Travel Retailer

	Assessing LIMS Quality Control for a Pre-Commercial Biopharmaceutical Company

	Establishing a Global Data Integrity Program for a Beauty Company




	Button
More Case Studies...




	
			eBooks + Webinars
	2024 Life Sciences Commercial (Sales + Marketing) Trends

	2024 Medical Device Industry Trends

	2024 Life Sciences Industry Trends

	2024 Vitamins and Supplements Trends

	Breaking Down DE+I Myths: Does Meritocracy Negate the Need for DE+I?




	Button
View All Free Downloads...




	
			Button
View All Insights










	About Us
	
		
			Featured
	Learn More About Amplifiers
	Learn More About Our Clarkston Scholars Program
	Learn More About Our Corporate Training Opportunities






	
			Who We Are
				Leadership
	Community + Culture
	Diversity @ Clarkston






	
			The Latest
				Press
	Events
	Alliances






	
			Careers
				Current Opportunities
	Career Stories
	Alumni






	
			Button
Contact Us










	Contact Us



				

	            
					
                        					

                    
                            Go
                    

	            

	        
	        
	            
	            
	            
	        

	    

		
			
				
					
				
				
					
					Go
				

			

			
                                                    Careers
                			

		

	


	
			
		
		Home / Insights / 2016 Contract Manufacturing Industry Trends

	
	
					

	

	

		

									
				
					

					
						
							2016 Contract Manufacturing Industry Trends

														
																
								Multimedia							

						

					

				

			

			
			
				

					
					
													                                
                                    
                                                                                
                                                                                            [image: Joe D’Ambrosio]
                                                                                    
                                    
                                    
                                        Joe D’Ambrosio

                                        
                                            Partner Emeritus                                            Email                                                                                        LinkedIn                                        

                                    

                                

																									


					
						Subscribe
					

				

			


			
			
				
					
						
						
								

									
										
									
								
	
									
										
									
								
	
									
										
									
								
	
									
										
									
								


						

					

					

						As large pharmaceutical companies increase their focus on orphan and specialty drugs, they are also seeking ways to reduce operating expenses and remove excess capacity—which directly impacts contract manufacturing organizations (CMOs). CMOs, under similar pressures to reduce costs, improve efficiency and agility, and adhere to stringent global regulations, must consider the opportunities available in this highly competitive landscape.

The contract manufacturing industry has changed dramatically over the last decade. As large pharmaceutical companies increase their focus on orphan and specialty drugs, they are also seeking ways to reduce operating expenses and remove excess capacity—which directly impacts contract manufacturing organizations (CMOs). CMOs, under similar pressures to reduce costs, improve efficiency and agility, and adhere to stringent global regulations, must consider the opportunities available in this highly competitive landscape. They must also determine if they want to make the investments needed to enter into the contract development and manufacturing (CDMO) arena.

NEW GLOBAL GDP REGULATIONS

Good Distribution Practices (GDP) regulations are now harmonized by the World Health Organization and most global regulatory agencies, with the intent to maintain the quality, safety and efficacy of products  throughout the supply chain. Since the new regulations share similar content and structure, the approaches that companies employ to secure the supply chain should be synchronized, as well. Life science companies, CMOs and distributors are incorporating changes into daily operations and evaluating potential business impacts—which may include solutions

to transport product, new documentation requirements, or longer lead times as products go through customs—to ensure compliance.

COLD CHAIN MANAGEMENT

With the new GDP regulations, companies must prove that their products have been moved through the supply chain in accordance with the products’ FDA registered temperatures. There are a range of solutions, from lower cost thermal covers to more sophisticated transport with GPS and alarmed sensors. In addition, many of the top global logistics providers predicted more stringent global regulations regarding the movement of  temperature sensitive products, so they already have supporting infrastructures in place. However, due to reduced profit margins, reliance on multiple logistics providers, and lean organizational structures, CMOs may not have the resources to address this issue.

SUPPLY CHAIN EFFECTIVENESS

Through corporate reorganizations, downsizing and budget reductions, many companies have lost focus on operational metrics and compliance with internal processes. With increasing turnover, and the importance of effective knowledge capture and transfer, renewing the emphasis on core supply chain processes—such as production planning, capacity planning and sales and operations planning—is critical. With in-control processes, CMOs can improve metrics (through a more efficient supply chain), reduce issues during day-to-day operations, and decrease costs of product write-offs, allowing employees to focus on core competencies and areas of improvement.

FOCUSING ON CUSTOMER SERVICE

Due to Big Pharma spinoffs and facility closures, many CMOs and new-to-the-market investment firms now have high volume manufacturing sites and packaging equipment, with more

small volume customers. With tight profit margins and strained resources, some CMOs are struggling with how to best serve their customers. Largescale changes that improve customer service requires CMOs to invest in new areas, such as project management, contract development & execution, enterprise technology, capacity management and quality. These efforts often involve bringing in new in-house resources or skilled external partners to assist with implementation and change management.

INNOVATION & DIFFERENTIATION

The contract manufacturing model has traditionally offered customers lower costs, improved flexibility, increased order turnover, and reduced  product transfer timelines. Today, however, CMOs are under mounting pressure to increase profit margins as core pharmaceutical manufacturing capabilities become commoditized. Traditional CMOs need to determine if they are going

to add the scientific and development assets necessary to move upstream in the pharmaceutical value chain, or if they will continue to compete through scale and price. Whether considering emerging opportunities such as biosimilars or adding assets, CMOs should examine their core  competencies and determine how to best partner with pharmaceutical clients to capture market share in an increasingly crowded landscape.

Click through to read the 2016 Contract Manufacturing Industry Trends report which includes five key trends that contract manufacturers will need to consider and address in the coming year, along with strategic guidance for each.
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		Exploring The Role of Financial Modeling in Scenario Planning

		
			
									Financial modeling plays a pivotal role in scenario planning and the development and evaluation of alternative strategic paths for any ...
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		Key Questions to Ask Your QMS Software Vendor

		
			
									Selecting the right Quality Management System (QMS) can play a key role in the long-term success of a quality organization. ...
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		Selecting a Manufacturing Execution System (MES) Vendor for a CDMO

		
			
									Clarkston Consulting recently partnered with a Contract Development Manufacturing Company (CDMO) on a MES vendor selection. Read a synopsis of ...
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