
How to choose  
a molecular  
diagnostics  
supplier

A guide for early-stage companies



3

Welcome
For early-stage molecular diagnostics (MDx) companies 
entrenched in R&D, the questions are seemingly endless: 
What supplier are we going to purchase custom oligo 
probes from? How do we choose the most cost-effective 
option for our assay components? Will our multiplex 
test even work? With your focus squarely on these very 
real, near-term R&D concerns, it’s easy to forget the 
long-term, overarching question that your whole team is 
working towards: How do we minimise the time it takes to 
get our product to market? 

One aspect of this that’s often overlooked is how product 
design and the critical components that make up your 
assay will scale for manufacturing and commercialisation. 
As a result, MDx companies and their suppliers can 
run into issues with quality, batch-to-batch consistency, 
technology transfer, and regulatory compliance as they 
prepare for large scale manufacturing. Ultimately, these 
can delay your product launch.

The good news is that many future challenges can be 
anticipated and planned around – and there’s no time like 
the present. Companies can avoid many of the common 
woes associated with scale-up by choosing a raw 
materials supplier that has experience helping companies 
navigate the complicated road to commercialisation. It’s 
not a decision that should be taken lightly: Choosing who 
to buy master mixes, enzymes, or oligonucleotides from 
requires extensive research, vetting, time, and energy, all 
of which take away from your primary tasks at the bench.

In this guide, we provide a streamlined approach to 
choosing an experienced and trustworthy supplier for 
your MDx components. When done right, it can spare 
you the hassle of having to trial new components in the 
late stages of product design, redesign your assay, or 
identify and onboard a new supplier during the hectic 
process of manufacturing.

Buyer’s guide in brief
This guide will arm you with:

●  Key questions for your internal team to 
identify supply needs for current R&D and 
future commercialisation

●  A process for researching and evaluating 
potential supply partners

●  Tips for managing a strong and dynamic 
relationship with your supplier
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Before you even begin to consider who 
to buy from, put on your planning hat. 
There are some key questions that 
you and your team will need to answer 
before engaging potential vendors.

At the end of this section,  
you should be able to:

●   Understand the present-day supply 
needs for your team

●   Appreciate how those needs will change 
as you scale-up for manufacturing

●   Identify ways in which you can mitigate 
risk in your supply chain

What do we need 
right now?
What is it that you and your team need? You may 
require a complex fluorescent probe for qPCR, or 
a customised oligo synthesised with a proprietary 
modification. This can narrow down your list of 
potential suppliers to one or two. If it’s a routine 
reagent, like T4 ligase or standard oligo, then your 
job may have just become more difficult: There 
could be 10 to 20 suppliers in the running.

Defining exactly what you need upfront can  
help streamline the decision-making process.  
If you have a regularly scheduled weekly status 
meeting, use a portion of that time to collect 
and refine your internal needs, asking questions 
such as: 

●   How much do we need of X?
●   What price range is acceptable  

for purchasing X?
●   What level of QC/QA is necessary  

at this stage?

What will we need  
in the future?
If all goes well, your R&D is going to evolve, 
manufacturing is going to become a reality, 
and regulatory approval will be within reach. 
Alternatively, you may decide to go to market as 
an RUO assay. Whatever your market strategy, 
you’ll hit certain milestones and your present 
needs will change. 

It can be tough to predict what will be needed 
in the future, but putting together a rough 
approximation of what it could look like can help 
raise awareness about some of the concerns 
with scaling up that could arise and help to 
better envision where your team’s work is 
going. In addition, having your long-term needs 
articulated will help you communicate them to 
any potential suppliers. In turn, they can better 
tell you about their capabilities and how they 
support where you are going.

Meet with your internal team again and, if possible, 
include any team members who will be handling 
procurement, compliance, or tech transfer. They 
may have expertise in the commercialisation 
process and can help you better refine what your 
needs will be. Some additional questions to guide 
this meeting might include:
●   How much of X will we need for  

scale-up and manufacturing?
●   What price range is acceptable to  

secure large-scale, manufacturing-grade 
supply of X?

●   What standards will X need to be 
manufactured under?

●   Accounting for scale-up and quality 
considerations, what costs are acceptable? 

●   What quality management and control 
systems will we need to have in place?

●   Will our product operate as RUO  
or IVD designation?

●   What regulatory agencies will need  
to approve our assay?

Will we need multiple 
suppliers for a single 
component?
Ideally, a single supplier can support your needs 
all the way through commercialisation. But having 
just one supplier can be risky. If your supplier went 
out of business tomorrow, had a manufacturing 
plant close or was affected by a natural disaster, 
how would it affect your ability to conduct R&D or 
produce your product? The simplest way to

mitigate the risks associated with a “sole source” 
supplier is by engaging a secondary supplier and 
validating them as a potential replacement, should 
your primary supplier fail. This can double your 
upcoming research efforts and raise additional 
questions, but it’s a critical part of securing 
your supply chain from early R&D through 
commercialisation. 

If you are looking for multiple suppliers 
for a single component, consider: 
●   Exactly how many suppliers  

will we need?
●   What process are we going to use to 

validate our secondary suppliers?
●   Are there any IP exclusivity issues with 

having multiple suppliers? 

Again, getting answers to these questions can 
and should be a team effort, with input from your 
procurement, legal, and regulatory departments. 
Once you’ve met with your team, hashed out 
the answers to the questions above, and clearly 
defined your short- and long-term needs, it’s 
time to move on to research and evaluate 
potential suppliers.

Step #1: Assessing  
your needs
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It can be a labour-intensive process 
researching suppliers and assessing 
whether or not they fit the needs 
you’ve defined in Step 1. The more 
components you need, the more 
complex and time-consuming the 
research process will likely be. 

Below are some tips on how to do the 
essential preliminary research, along 
with some suggested questions to ask 
any potential suppliers.

At the end of this section,  
you should be able to:

●   Understand the steps required for 
vetting a long-term supply partner, 
who can support your scale-up and 
commercialisation efforts 

●   Recognise which characteristics are 
important to look for in a supplier 

●   Weigh the factors that are important 
to you and choose a supply partner 
confidently

Reach out to  
your network
One of the best ways to learn about “the good, the 
bad, and the ugly” when researching a potential 
supplier is by checking in with colleagues that you 
know and trust. In the time it takes to grab the 
phone, walk down the hall, or meet up for coffee, 
you can learn about who they’ve found success 
(or failure) with, saving you hours of online 
searches and wasted meetings with potential 
suppliers that can’t meet your requirements. 
This can give you a wealth of insider information 
about quality, customer service, troubleshooting, 
and potential supply issues. Ideally, try to collect 
multiple opinions: You don’t want to eliminate a 
great supplier because of a single disgruntled 
customer. Once you get the names of your 
colleague’s trusted suppliers, get the information 
for their trusted contact within the supplier 
organisation. When you’re ready (see below), 
follow up with them directly. 

Step #2: Researching  
and evaluating what’s  
out there

Pro tip: Sleuthing on Google  
and social media

In our digital world, Google has endless 
information about anything you could imagine. 
Almost every MDx supplier has a website and 
several have some great educational content that 
can really help you zero in on what you need, 
what they offer, and how they can help. You can 
also find out about a supplier’s company history 
and how long they have been supplying the MDx 
industry. A supplier’s legacy can speak to their 
technical expertise and their ability to fulfill a 
customer’s needs.

To inform your risk mitigation strategy, there’s 
a lot of research you can do to find out how a 
company is doing financially. Check out their 
annual reports, company profiles on Crunchbase, 
or investment news sites like Motley Fool or 
Seeking Alpha. Pay attention to recent news 
on the companies on sites such as 360Dx and 
its parent company, GenomeWeb. Were they 
recently merged with or acquired by another 
company? These types of changes aren’t 
necessarily bad: They can mean new capabilities 
being offered or better overall management. But 
it pays to know the situation regardless.

Social media can also give you a good sense of 
the tone of the company, what they value, and 
how engaged they are with their customers and 
the industry as a whole. It’s also a good way 
to find any dissatisfied customers. Nowadays, 
people love to publicly state their grievances by 
tweeting directly at a company’s Twitter account. 
This can be an easy way to find company issues, 
problems with customer service, or product 
quality. All good to know before actually choosing 
them as a supplier.

Hop on the phone
Any company can look good on paper but 
talking to a real person can give you a more 
complete picture of the internal culture and how 
they handle questions about their products and 
services. The sales representatives and any 
technicians that you speak with will give you 
a snapshot into what the short- and long-term 
relationship could look like. 

Here are some characteristics to pay attention to 
and questions you should ask any MDx supplier 
you are considering.

History of success in MDx
As you scale-up, you’re going to need more, 
higher-quality raw materials that meet regulatory 
standards. Scale-up for manufacturing can 
sometimes lead to dips in quality and batch-to-
batch consistency, especially if a company is not 
experienced in larger scale, regulated production. 
Ensuring that the supplier you choose has 
experience with the needs of a growing company 
is critical. Their familiarity and expertise with the 
commercialisation process can also help you 
navigate technical, quality, or regulatory issues 
that arise.

Any experienced company with a legacy of 
helping MDx companies go to market should 
have past or current customers that are willing to 
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confirm their level of expertise. Some suppliers 
even have formal case studies outlining how they 
helped and what specifically they did for a client. 
You want to see real evidence of performance 
during R&D and manufacturing and their ability to 
solve complex problems.

KEY QUESTIONS:
●  Have you supplied IVD companies from R&D

through product development phases?
●  Do you have any specific examples of how you’ve

helped companies take their test to market?

QC/QA for R&D and 
Manufacturing
Quality is of utmost importance for companies 
entering the manufacturing stage. In addition, 
batch-to-batch consistency in quality can 
be critical for quality control and potential 
troubleshooting in R&D and manufacturing 
stages. Ultimately, the quality and consistency 
of your components will affect the overall quality 
and consistency of your assay, so it pays to learn 
more about the manufacturing standards and 
QA/QC processes of the supplier and if they’ve 
ever had issues in any of their production plants. 
Ensure that a supplier has a quality management 
system in place that is compliant with the relevant 
regulatory standards that apply to your product in 
the country you wish to commercialise it.

KEY QUESTIONS:
●  What type of QC/QA do you do during

manufacturing and production?
●  How do you assess batch-to-batch

consistency?

Technology transfer
Technology transfer between R&D and 
production is a critical step for most companies. 
For MDx companies, it’s important to find out 
how a potential supplier manages the transfer 
of projects from research-grade to commercial-
grade production. Communication between 
teams is essential for this process to go smoothly. 
Learn about how their facilities communicate to 
their smaller scale R&D departments, how they 
troubleshoot any issues, and manage the hand 
off. Some suppliers also have pilot scale-up 
programs that produce materials according to 
GMP/ISO 13485 process at lowered cost and 
turnaround time. This can give you the ability to 
“test drive” a supplier’s capabilities, without fully 
committing to large-scale production. 

KEY QUESTIONS:
●  How does technology transfer between R&D-

grade and commercial-grade production occur?

Interested in pilot programs 
for oligo production? 
Learn more about LGC,  
Biosearch Technologies’ PilotDx® 
Oligo Manufacturing program: 
bit.ly/PilotDx

Regulatory support 
Depending on your market strategy and the 
country you’re in, your IVD may require FDA 
clearance/approval, CE IVD marking, or other 
country-specific clearance. When vetting 
your supplier, make sure that they provide all 
the documentation that you’ll need for safety 
and efficacy testing, product approval, and 
maintenance. Also ensure the supplier adheres 
to an adequate quality system and possesses 
relevant ISO certifications. Risk-based auditing 
of the chosen supplier is a critical part of your 
compliance assessment. A supplier that is 
forthcoming and accessible during an audit 
means fewer problems proving regulatory 
compliance down the road.

KEY QUESTIONS:
●  How do you provide support and

ensure traceability when dealing with
regulatory agencies?

●  How do you proceed and support
auditing for compliance assessment?

Portfolio of MDx products
If you’re looking around for a supplier of a single 
component of your assay, you may need to 
eventually find a supplier for a number of other 
components. Not only do you need custom 
oligonucleotides, but maybe you need a Taq or 
T4 ligase supplier. While you may not be ready 
for it quite yet, gather the information about 
their supply portfolio and ability to manufacture 
under regulated quality systems. The potential 
of ordering all of your components from a single 

supplier can have a lot of advantages: A better 
negotiating position, a single support point for 
all your questions, and a strong and focused 
partnership. It can also reduce the time your team 
spends managing multiple supply relationships 
and increase cost-effectiveness.

KEY QUESTIONS:
●  What portfolio of products do you provide?
●  Are there any benefits to purchasing multiple

products from you?

http://bit.ly/PilotDx
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Price 
Before getting on the phone you should have the 
amount you are willing to spend well scoped out. 
Like with any purchase, it can be tempting to save 
some money and get the least expensive deal 
for your supply. Don’t let it be to save a short-
term buck, or at the sacrifice of quality. One often 
overlooked aspect of cost is how it will change 
should you proceed through manufacturing. While 
a company may not look cost competitive in the 
short-term, they may have competitive pricing for 
scale-up or regulated product manufacturing. 
Be sure to check about costs for your current 
R&D needs, but also your future needs.

KEY QUESTIONS:
●   What is the cost for supply at R&D phases?  

At manufacturing phases?
●   How is cost-effectiveness assured through the 

various stages of the development process?

Turnaround time
The turnaround time on orders can make or break 
your product timeline and your time-to-market. For 
that reason, ask about timelines. Ask your contact 
about what types of timelines they are used to 
and how they deal with any missed delivery dates. 
Be sure to ask about timelines for large-scale 
manufacturing as well. As production cycles can 
be intermittent, in-house storage of components 
can be costly and not cost-effective. Make sure 
to check on Just-In-Time (JIT) delivery options to 
ensure you get what you need, when you need it.

KEY QUESTIONS: 
●   What is a typical turnaround time for our  

current needs? For scale-up?
●   Do you provide JIT delivery service? 

In-person meeting
If you’re going to be working with a company for 
the long-term, through production scale-up, it’s 
best to meet in-person. This is the time to get 
any relevant parties from procurement, legal, and 
regulatory departments so that they can ask any 
final questions and meet your potential supplier. 
If you haven’t addressed any of the questions 
above, be sure to get answers to them at the 
in-person meeting. Any sales rep or scientists 
that you talk to should be able to answer your 
questions or connect you to someone who can. 
So, insist on getting answers to these and any 
additional questions you have.

Weight (1-4) Supplier #1 Supplier #2 Supplier #3 Supplier #4

Small-scale price  

Large-scale price  

GMP/ISO 13485 quality

QA/QC process  

Regulatory support  

MDx track record   

Turnaround time  

Portfolio breadth  

Technology transfer  

Partnership  

Sum  

Auditing
Your company will need to implement procedures 
that ensure supplied materials meet established 
requirements, including quality requirements. 
All evaluations of potential suppliers need to be 
documented and maintained for compliance, 
whether or not they passed qualification. Be 
sure to communicate your expectations and 
degree of control to your potential suppliers. 
This can include requiring monthly/yearly audits, 
monitoring, inspection testing, etc. and should all 
be outlined in a contractual agreement. 

Making the decision
You’ve gathered a lot of information on many 
potential suppliers; now it’s time to make a 
decision. It can be tough to synthesise everything 
you’ve heard, weigh up the positives and 
negatives and make a choice. One quantitative 
way to do this is by using a decision matrix. 

Take all the criteria by which you’ve assessed 
all potential suppliers and list them in the first 
column. Then assign a weight to those criteria, on 
a scale of 1 (least important) to 4 (most important). 
Assign a number score to each supplier based 
on the information you’ve gathered. Multiply 
the weight you’ve given each criteria by the 
score you’ve given each supplier and add them 
together. The suppliers with the highest scores 
should be the ones you most closely consider.

Download our Molecular Diagnostics Supplier Scorecard here

http://bit.ly/33NYSER
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You’ve done all the hard work of vetting 
potential suppliers and made a decision about 
a supplier that can support your budget, quality, 
manufacturing needs and will act as a partner on 
the path to commercialisation. 

Now it’s time to keep this momentum with 
your chosen supplier. Participating in regular 
communications, troubleshooting, and offering 
regular feedback is a great way to solidify 
your supply partnership. Here are a few ways 
to make sure that happens and keep things 
running smoothly.

At the end of this section, you should be 
able to:

●   Maintain a productive working 
relationship with your chosen supplier

●   Troubleshoot problems with personnel 
that have the appropriate expertise 

Regular communications
It’s important to participate in regular 
communications between you and your supplier. 
Hold regular weekly or bi-weekly phone meetings 
with them and keep them informed on upcoming 
changes regarding product design, progress 
towards manufacturing, and need for scaling. In 
addition, communicate any issues with product 
quantity or quality to your project manager or 
sales rep. Early involvement in scale-up efforts 
can contribute to keeping the development project 
on track and within time.

Scheduling may make it difficult to find a time 
when R&D teams and your supplier can sit 
down to chat on the phone, so look for ways to 
simplify communication with your supplier. The 
more your supplier knows about your progress 
and your experience with their components, 
the more efficiently they can help you navigate 
any problems with their supply. For regulatory 
compliance and your own record-keeping make 
sure that all communications are traceable and 
can be referenced.

Evaluating partnership: Technical 
and manufacturing expertise
Depending on the stage your company is at, 
you may be looking for a supplier who can also 
double as a research partner. This can provide 
a lot of potential benefits for your team and 
company. You can get an engaged party that is 
interested in helping you solve your short- and 
long-term problems. It can also fill an important 
skill gap: It’s great to think about scale-up and 
commercialisation, but in small, R&D-focused 
companies, the personnel with experience in 
these areas can be at a minimum. Even in R&D 
phases, having access to experienced industry 
scientists can provide important technical input 
that can shape your product design. If that rings 
true for you and your team, then picking a true 
partner should be top-of-mind when evaluating a 
supplier. Many of the questions above should help 
uncover the product development expertise within 
your potential supplier.

Another quality that you may be looking for in a 
true supply partner is the ability to be in regular 
communication for any troubleshooting capabilities. 
Pay close attention to how your inquiries are 
handled during the vetting process. It can be 
tough to really evaluate how the relationship will go 
until you’ve got a signed contract and had some 
experience with the supplier. 

Step #3: Managing  
the relationship

Pay attention to some of the tips in the “Managing the 
relationship” section — they can help you keep a project 
moving smoothly with regular communication.
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Troubleshooting
Challenges with quality are an inevitable part of 
the supply process. A supply partner should help 
you work through it to figure out how the issue 
happened and what they can do to fix it. Pay 
attention to how your issues are handled: How 
responsive are your contacts at the supplier or 
the customer support staff? You should choose 
a supplier who has the expertise and know-how 
to help address your issues, especially if you are 
dealing with a complex, customised supply of 
oligo, probe, enzyme, or other component. This 
expertise only comes from a trusted relationship 
with the people who work at the supplier and a 
long legacy of success, characteristics you should 
have picked up on during your vetting process. 

Delivering feedback
Once you get a good sense for how the 
supply relationship is going (i.e., quality, scale, 
consistency) collect your team’s feedback and 
share it with your supplier. Addressing any 
problems or potential problems is an important 
part of maintaining a close, positive relationship 
and ensuring that your supplier knows about any 
issues so they can help fix them. 

Changing product 
landscape
The product design and manufacturing stages 
are far from linear. They can change based on 
results from R&D, regulatory shifts, and customer 
trends. When internal discussions about product 
design start to happen, be sure to communicate 
with your supplier about how they change your 
path to commercialisation and what that means 
for the quality and quantity of the components 
that you’ll need.

Looking for an MDx supply 
partner to help with your 
scale-up and long-term 
supply needs? 

Visit us at
biosearchtech.com/molecular-
diagnostics

https://www.biosearchtech.com/molecular-diagnostics
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