
When you’re dealing with millions of data 
points on study subjects, it can be easy to 
miss something.

That’s why evolving your data management 
strategy is essen al, says Tracy Wild, aktaPD 
Biometrics/Clinical Data Management 
Consultant. Data management is the applica on 
of policies and procedures for the controlled 
gathering and analysis of data used in a clinical 
trial.  Efficient, compliant, responsive Biometrics 
teams require highly communica ve, engaged, 
curious members who are driven to learn what's 
happening now...and to an cipate what’s going 
to happen next. “We have the desire and ability 
to acquire more data than ever before,” Wild 
said. “Yet the resources and general approaches 
for Biometrics haven’t changed much at most 
companies.”

What Was Once Big Data Is Now a 
Tsunami

Wild points out one of the biggest challenges 
organiza ons are dealing with is a veritable dal 
wave of data. “Most clinical trials are including 
data far beyond a case report form (CRF). The 
CRF used to be the entrée; it’s rapidly becoming 
the side dish” Wild explains. “Now, a vast influx 
of data is coming from a mul tude of sources, 
including not only biomarkers, but also lifestyle, 
social, and historical records. Companies are 
wan ng to know how subjects are sleeping, 
ea ng, drinking, and living, so they can build a 
picture of how the organiza on’s product or 
device is interac ng with everything. And all 
those endpoints have to be stored with the 
appropriate privacy, security, and protec ons 
per regula ons. And then it has to be dealt with.” 
To Wild, collec ng data is not enough. 
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She believes a detailed assessment should be 
done to answer the ques on: What are you 
going to do with it…and how?

According to Wild, massive amounts of data 
mean a lot of poten al...and poten ally a lot of 
challenges, problems, and re-work if a company 
is not prepared. “Few pharma organiza ons are 
ge ng ahead of the deluge of data right now,” 
Wild explains. “Many are treading water; most 
are overwhelmed.”  To Wild, a company’s data is 
everything. “It’s the be-all and end-all and the 
founda on that endures beyond you, so the 
investment in your data–how you acquire it, 
keep it, and interpret it–warrants consistent 
a en on. We’ve been tasked to “collect only 
what you need, employ smart data collec on, 
streamline on risk” (ICH E6 R2), etc. but we have 
more data than ever.”

Hair on Fire? How Smart Organizations 
Are Managing Massive Data   

Exponen ally increasing amounts of data require 
revolu onary approaches. Wild says the 
companies on the leading edge are inves ng 
dollars and people power in ML (machine 
learning). ML is a form of ar ficial intelligence 
(AI). It is sophis cated computer systems and 
so ware that can evaluate many graphs, texts, 
and other data, and derive meaningful 
informa on simultaneously–and fast. “In a 
regulated environment, it doesn’t ma er what 
you said you did. What ma ers is that you can 
prove and document what you did,” Wild 
comments. “Machine learning, when properly 
implemented, holds the promise of reliably and 
quickly going through data, iden fying trends, 
rapidly clarifying useful and useless data checks, 
and highligh ng areas sta s cally most likely to 
be a problem.”

But Wild is quick to point out that ML is not a 
plug-in-and-play system. “ML requires human 
input, planning, and oversight,” she says. “It also 
requires a lot of data to be beneficial. Smart 
companies are inves ng in groups of 
people–either internal or outsourced–to 
customize and integrate the systems, build the 
right algorithms, and teach the machines to 
generate the ques ons that provide meaningful 
feedback.”  

When Is Not Knowing What You Don’t 
Know Downright Scary? When It’s 
Biometrics.

Right now, organiza ons are making do, just 
ge ng by.  But in today’s compe ve pharma 
environment, companies can’t ignore the 
integra on of ML for long. “To prepare for what’s 
next, you need to at least reasonably consider 
ge ng in the ML water,” Wild advises. She likens 
the shi  to ML to the move to EDC (electronic 
data capture). In a word, it’s survive-able and 
likely inevitable. “It’s no surprise that companies 
who can maximize the investment in their data 
are going to be the winners. Not every 
organiza on can build their own ML group–and 
they don’t have to due to outsourcing. The 
companies who can get ahead of the curve will 
be happier, and likely more successful.” 
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Wild’s tips for a smoother transition to 
incorporating ML include:

*Start now, before panic mode sets in. Iden fy 
people in cross-func onal areas who are 
interested in learning about ML, iden fy ini al 
goals, and support their explora on. Begin 
inves ng in and building your group; learn how 
to build in quality and other systems that will 
facilitate your move to ML. There is a wealth of 
informa on about ML online, as well as in 
ar cles and remote courses. 

*BUT, plan for a hybrid model of both internal 
and outsourced players. Create a dedicated, 
and agile internal direc onal oversight team 
who researches approaches, assesses poten al 
impact, and makes recommenda ons tailored 
for the company.     

*Repeatedly test your algorithms. Algorithms 
are not sta c. You cannot implement them and 
walk away. Ina en ve owners who do not 
make me to consider and appropriately 
respond to results — and how those results 
occurred — will be squandering their 
investment. 

You will still need your excellent people. ML 
is a means; it is not in itself an end. If you 
want to own ML integra on instead of being 
owned by it, support the training and growth 
of your people so they can get engaged. Yes, 
jobs will change, but the need for people 
won’t go away because of ML. People are 
cri cal in laying out sta s cs, making 
judgment calls, plo ng analyses, integra ng 
current compe tor informa on, and 
ul mately deciding how to use informa on.

 “Your data needs to tell an accurate, reliable, 
and consistent story — and you want that 
story as soon as possible,” Wild concludes. 
“You need  to be evermore facile in your 
ability to find your salient threads, feed 
mul ple end-users reliable data, and forge 
successful submissions. ML will con nue to 
become more prevalent in clinical 
development. People may come and go, but 
data is forever. Ensure it’s solid, capable of 
standing alone, and the best return for your 
investment that it can be. Good data is the 
cornerstone in the process of suppor ng the 
viability and depth of your therapeu c 
product or device.”

Need an able partner to help you navigate 
the tidal wave of biometrics with the perfect 
combination of the smartest people using 
the latest technology? Contact us 
Engagement@aktaPD.com
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Spotlight on One Codex
An important facet of aktaPD’s exper se is to keep an eye out for companies that are doing things 
differently, be er, smarter–and then to call on these innovators to support our work with clients to 
bring meaningful treatments and devices to market. An organiza on in the biometrics space that 
we’ve been watching successfully get more out of data is One Codex. 

One Codex is a leading edge data analysis tool in the microbiome space.  Using a robust data 
pla orm for applied microbial genomics, One Codex quickly and cogently assesses samples with a 
system that is fast (think minutes, not days), comprehensive (pu ng the world 
of bacterial, viral, and fungal genomes at your finger ps), and accurate (best-in-
class sensi vity and specificity). Struggling with data management and analysis? 
Need a broader, deeper assessment of your data? Interested in publica on, 
but need more, be er data? Visit onecodex.com to open your free account 
and start comparing samples.


