
A GUIDE TO
OUTSOURCING FOR 
IVD MANUFACTURERS



Introduction

The decision to outsource the development or manufacture of 
a lateral flow assay versus producing it in-house is faced by 
businesses everyday.

59% 57% 47% 31%

28% 28%
17% 17%

Source: Deloitte’s 2016 Global Outsourcing Survey
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Figure 1 - Reasons given for Outsourcing

Making the right choice can be key to the success of any business and is driven by many factors 
(presented in Figure 1). Read our guide to discover the benefits and risks associated with outsourcing, 
along with a five-step approach to selecting the right partner.
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Alternatively, due to lack of resources, IVD companies might need to 
outsource their manufacturing to a partner who has already invested in 
the necessary equipment. Contract manufacturing partners can provide 
unique process capabilities, equipment, and quality control procedures 
that smaller organisations may lack. In addition, partners are likely to 
have the relevant compliant environments under ISO 13485, ISO 9001, 
and FDA 21 CFR 820 in place and have significant experience in scale-up,
transfer and validation procedures.

Outsourcing for IVD Manufacturers

Outsourcing may be carried out at different 
stages within the product lifecycle. It may 
be that an IVD company is more focused on 
innovation, with their core competencies 
residing in R&D. 



Control Capital Costs

Cost-cutting may not be the only reason to outsource, but it’s certainly a 
major factor. Outsourcing manufacturing converts fixed costs into variable 
costs, releasing capital for investment within your business, and allowing 
you to avoid large expenditures in the early stages of your business. 
Outsourcing can also make your firm more attractive to investors, since 
you’re able to inject more capital directly into revenue-producing activities.

Benefits of Outsourcing

Some of the potential benefits from 
outsourcing can include:
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For example, to set-up a small lab capable of development and 
manufacture of a small volume of a basic lateral flow test you would use 
capital expenditure to invest in the following: 

+   Lab space – conjugation, wet reagent prep/striping and dry            
      assembly space as well as storage for in-process and finished goods

+   Equipment

+   Nitrocellulose and conjugate pad striping/spraying lines

+   Ovens

+   Cold rooms or fridges

+   Lamination jigs

+   Hand pouch sealers

+   General lab equipment such as spectrophotometers, stirrers,         
      glassware dishwasher

Depending on the scale, this could easily run into an investment of more 
than £1 million. In addition, there is the cost of recruitment and training 
of staff as well as an increase in other overheads such as quality, logistics 
and utilities.  
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Increase Efficiency

Companies that do everything themselves have much higher research, 
development, marketing, and distribution expenses, all of which must be 
passed on to customers. An outside provider’s cost structure and economy 
of scale can give your firm an important competitive advantage.

For example, an outside provider may already have the capacity and 
equipment to deliver your product at a scale and price that internally is 
not achievable.

Reduced Labour Costs

Hiring and training staff for short-term or peripheral projects can be 
very expensive, and temporary employees don’t always live up to your 
expectations. Outsourcing lets you focus your human resources where 
you need them most.

Start New Projects Quickly

A good outsourcing firm has the resources to start a project right away.
Handling the same project in-house might involve taking weeks or 
months to hire the right people, train them, and provide the support they 
need. Also, if a project requires major capital investments (such as
investment in equipment), the startup process can be even more
difficult.

Access to IP or Technology

Working with an outsourced partner may give you access to technology 
not currently available in your market and could provide a unique
position for your product in the market.

Focus on Your Core Business

Every business has limited resources, and every manager has limited 
time and attention. Outsourcing can help your business to shift its focus 
from peripheral activities towards work that serves the customer, and it 
can help managers set clear priorities.

Level the Playing Field

Most small firms simply can’t afford to match the in-house support 
services that larger companies maintain. Outsourcing can help small 
firms act “big” by giving them access to the same economies of scale, 
efficiency, and expertise that large companies enjoy.

Reduce Risk

Every business investment carries a certain amount of risk. Markets, 
competition, government regulations, financial conditions, and
technologies all change very quickly. Outsourcing providers assume
and manage this risk for you, and they generally are much better at
deciding how to avoid risk in their areas of expertise.



Synchronising the Deliverables

If you do not choose the right partner for outsourcing, some of 
the common problem areas include stretched delivery time-frames, 
sub-standard quality output and inappropriate categorisation of 
responsibilities. At times it is easier to regulate these factors inside 
an organisation rather than with an outsourced partner.

Hidden Costs

Although outsourcing most of the time is cost-effective, at times there 
could be hidden costs involved in signing a contract and signing a 
contract across international boundaries may pose a serious threat.

Lack of Customer Focus

An outsourcing partner may be catering to the expertise-needs of 
multiple organisations at any one time. In such situations these partners 
may lack complete focus on your organisation’s tasks.

Risks Associated with Outsourcing

Risks associated with outsourcing that 
should always be taken into consideration 
include:
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An Approach to Outsourcing Selection

No matter what aspect of your process you are looking to outsource, you should follow 
a strategic and structured approach to ensure that you identify the right partner.                
Typically, businesses follow a five-step approach to identify and select an outsourcing partner. 

Examining
business

requirements

Partner
research

RFP and
RFQ

Partner
selection Contract> > > >

1.  Examining Business Requirements

The first and one of the most important steps in the partner selection 
process is to examine and carefully analyse the business requirement. 
Ideally, you should be very clear on what services you intend to out-
source to a third-party, is it just the development process, is it the full 
delivery from development through to commercialisation? Once you have 
decided exactly what you are looking for and have analysed the various 
requirements, ensure you collate this into a summary that is referenced 
when you move on to the next step of searching for a suitable partner.

2.  Partner Research

Once all your business requirements are listed and analysed, the team 
assigned by you to select the partner can start its research by listing all 
the possible companies that can provide the required services. Out of these 
companies, the team can further narrow down the companies which will 
provide the specific services after a thorough background check of the 
partners. Depending on the scope and size of the project these checks can 
be as simple as a web search through to visiting the partners stand at a 
tradeshow to background finance checks. This will allow you to narrow 
down your selection before progressing to the next stage.



3.  Request for Proposal and Request for Quotation

After preparing the list of partners that will be capable of providing the 
required services, your team can then ask the service providers for a 
Request for Proposal (RFP) or Request for Quotation (RFQ). The request 
should contain the following details:

+   Objectives – Clearly state the objectives you are looking to achieve      
      with the selected partner

+   Scope – Clearly state what aspects fall within the scope of the RFP/RFQ  
      and what aspects of work are outside of the scope of the project

Background – Provide sufficient background information so that those 
bidding have an understanding of your company, the product/project     
and sufficient technical information to allow them to generate an 
accurate proposal

+   

Process/Timeline – Provide a summary of your approach to how the 
submissions will be reviewed and evaluated ( e.g will cost be more 
important than technical delivery) and a timeline for both receiving 
responses and for a decision to be taken.  Ensure that these are     
realistic and not too aggressive

A summary of the necessary terms and conditions

+   

+   
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Below are some areas of information that are typically requested from the bidder as part of an RFP/RFQ response.

Company Background

+   Financial background of company - e.g. last 2 years financial statements
+   Dunn and Bradstreet Number/ Report
+   Years of experience 
+   Industry segments supported 
+   Quality certifications 
+   Number of clients in production
+   Intended facility location for production/development 
+   Number of employees, at intended facility location 
+   Number of employees, globally 
+   Relevant experience in similar projects

Assay Design Requirements or Functional Requirements 
of a Transfer

+   Overview of the bidder’s technical approach to the assay                       
      development/transfer
+   An estimated timeline and resource requirement

General Requirements

+   Account management
+   Quality management
+   Process improvement strategy
+   Business continuity

Infrastructure

+   A summary of the equipment and facility that would be utilised 
     for the project

Pricing 

The RFP/RFQ needs to be clear on how the pricing element is to be 
presented to allow you to easily compare between the different
bidder. It should clearly state what is to be included/excluded in the 
pricing such as material costs.  If required it should specify how the 
costing should be broken down, for example you may wish different 
parts of the project to be costed separately as this may allow the 
selection of different partners for each part of the project

+



4.  Partner Selection

Once you receive proposals from the various partners, it is important 
that all the requests are analysed carefully. The exact nature of the 
service that will be provided for that price also needs to be examined 
thoroughly. Each of the requirements being addressed need to be 
weighed or scored according to their importance and the price quoted 
should be checked.

What qualities should you look for when selecting an   
outsourcing partner? 

Quality

Make sure that the outsourcing partner you are considering has been 
providing quality services to all its customers. Do they have the relevant 
quality systems such as ISO9001/ISO13485 in place, are they open 
to customer auditing, etc. You need to ensure that you receive quality 
services consistently and not only once or twice. Once you have selected 
a partner it is important to consider how you will approve them within 
your own quality management system and the level of on-going supplier 
monitoring that is required. Providing your customers with poor quality 
services can affect your brand.

Experience

You need to ensure that the outsourcing partner that is being selected 
has experience in that particular field. Having an experienced partner 
gives you an added advantage as you do not have to worry about the 
intricate details of the day-to-day assay design and development work, 
that relates to the service provider, such as design control. The partner 
can also provide some valuable feedback on how various processes need 
to be addressed as they have the required experience.
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Reliability

The outsourcing partner you are looking for should be highly reliable in 
terms of service delivery. It’s important to get an opinion from the past 
customers and get a sense of reliability from the partner. If the partner 
lets you down, your customers will be directly affected. 

Range of Services

It is important that the outsourcing partner is specialised in providing a 
range of services. In case you need a service to complement the present 
service being provided, it would be easy to employ the same partner for 
that purpose rather than searching for a new partner. The existing partner 
will be in a much better position to understand your business needs.

Communication

Outsourcing a service to a partner comes with a host of communication 
challenges. It is important that there is regular communication 
between you and the partner. Typically depending on the complexity 
of the project, there should be formal weekly to bi-monthly technical 
project calls with a regular commercial call supplementing as required. 
This is in addition to regular email communication as and when 
required.  This helps in understanding of the processes and how certain 
things are to be handled. Lack of communication between the two parties 
can lead to deterioration in the quality of services or a misunderstanding 
around project deliverables as expectations are not managed. 

Value for Money

It is important that the outsourcing partner provides you with services 
at a reasonable price, but not always. The quality of services needs to be 
equivalent to the cost you are paying for them. The services need to be 
value for the level of money you are investing.
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5.  Contract to Hire

Once you have selected the partner, the last important step is to draft 
the contract. The contract negotiation strategy needs to be planned 
in such a way that the priorities of the required services are properly 
identified to prevent future complications. The various risks and 
liabilities associated with signing a contract also need to be examined 
thoroughly to ensure that you understand all of the clauses within 
the contract and the responsibilities that lie with each company. For 
example, who owns any new IP generated as part of a development 
programme. If utilising IP from your Contract Manufacturing 
Organisation (CMO) how do you ensure access to this should the worst 
happen to your partner, this could be addressed using something like 
an Escrow agreement. Once changes are suggested, if required, and are 
incorporated in the final draft, you can then sign the contract.

Summary
The commercialisation of new assays or diagnostic tests can be daunting. It can require investment
in automated manufacturing and test equipment, personnel, and quality management systems. 
Regulatory requirements, quality systems, and many other factors must be considered. For small 
companies with limited resources or established diagnostics manufacturers that want to remain 
lean or focus on the next generation product, outsourcing is a great option but one that must be done 
strategically. Using a structured approach to identify and select a partner for outsourced IVD manufacture 
or development will minimise risks associated with outsourcing and ensure the selection of a partner 
that will meet your business goals.



If you would like to discuss outsourcing a project 
with BBI Solutions, please contact: 

info@bbisolutions.com 
Int: +44 (0) 1495 363 000  
USA: +1-800-423-8199 
China: +86 021 61042216 
www.bbisolutions.com D
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