
 19 March 2015 

 

www.progressive-research.com   
This marketing communication has not been prepared in accordance with requirements designed to promote the 
independence of investment research. Please refer to important disclosures at the end of the document. 

 

 
 

INS.L 

182p 

Market Cap: £22.2m 

 

SHARE PRICE (p) 
 

 

12m high/low 198/124p 

Source: LSE Data 

 

KEY INFORMATION 

Enterprise value £20.2m 

Index/market FTSE AIM 

Next news Prelims, 30 March ‘15 

Gearing N/A 

Interest cover N/A 

 

INSTEM IS A RESEARCH CLIENT OF 
PROGRESSIVE 

 

SEND for the cavalry 

Instem stands to benefit from a December 2014 FDA mandate 
requiring pre-clinical study submissions to comply with SEND (the 
Standard for Exchange of Nonclinical Data). This note describes 
SEND, details its impact on the industry, and quantifies the potential 
value for Instem.  Recent wins provide clear evidence that SEND is 
starting to drive sales; we suggest that the FDA’s move provides a 
long-term positive growth driver of which investors should be aware. 

 Drug trials are segregated into clinical (involving human subjects) and 
pre-clinical (not involving humans). Historically, there was no 
requirement for pre-clinical trial data to be submitted to the FDA in 
standardised form. Without standardised formats, multiple studies 
cannot easily be aggregated to reduce re-analysis of the same 
compounds or suggest new areas of opportunity.  

 The FDA has now mandated the submission of standardised data 
within the pre-clinical study market.  The standard chosen is known as 
SEND (Standard for Exchange of Nonclinical Data). 

 With waivers available in only limited circumstances, the impact on the 
industry is material. Mass adoption of SEND compliant software is 
expected in the preclinical trial market. 

 Instem is well placed to help its customers (and others) with their 
SEND implementations for four key reasons: 1) It has been active in 
the provision of software to pre-clinical study managers for many 
years; 2) A number of key Instem personnel have been individually 
involved in the SEND standards process; 3) Instem’s product is SEND 
compliant and well positioned compared to the competition; 4) Instem 
offers a “bureau” service, using its own technology to create datasets 
on an outsourced basis. This is attractive to certain customer types. 

In December 2014, major international CRO, WIL Research agreed to 
spend some $7m over four years on Instem’s Provantis and submit 
products.  January 2015 saw news of another top-20 pharma client buying 
the submit software.  These are, we believe, early but clear examples of 
the potential being fulfilled.  

The SEND standard is a significant development for the industry, 
and we believe that it also represents a positive backdrop for Instem, 
hopefully underpinning near- and medium-term revenue forecasts.   
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FYE DEC  2012 2013 2014E 2015E 

Revenue  10.7 11.4 13.3 13.9 

Adjusted EBITDA  1.7 1.8 1.8 2.3 

Adjusted PBT  1.1 1.2 1.2 1.8 

Adjusted EPS (p)  7.8 8.6 8.1 10.2 

EV/Sales  1.9x 1.8x 1.5x 1.4x 

EV/ Adj. EBITDA  12.1x 11.4x 11.5x 8.6x 

P/E  23.2x 21.1x 22.5x 17.8x 

Source: Company Information and Progressive Equity Research estimates 
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Background and reasons for standardisation 

The USA’s Food and Drug Administration (FDA) is responsible for regulating 
pharmaceutical drug trials in the world’s largest market for medicines.  Given the vast 
number of trials undertaken each year, and the enormous quantities of data generated 
during the course of each trial, it has for some time been clear that a degree of 
standardisation would be useful.  The advantages of standardised data include: 

 Accelerating FDA examination and analysis of individual study data 

Currently any detailed FDA analysis involves a huge amount of data manipulation, 
reformatting and even re-keying of data.  Using standardised information gathering 
and terminology should dramatically accelerate such investigations.  

 Allowing sharing of information between study managers and sponsors 

Clearly, with large numbers of companies across the USA (and the globe) active in 
testing many types of drugs, the potential benefit of sharing information is 
significant.  Without standardised formats, even multiple studies carried out for the 
same sponsor cannot easily be aggregated to reduce re-analysis of the same 
compounds or suggest new areas of opportunity. 

 Potential aggregation of all study data into one vast database 

Possibly using the IBM Janus platform, it should be feasible for the FDA (or others 
granted access) to analyse “across” all standardised studies, to look for patterns or 
trends that might not be obvious (or the target of research) to individual study 
sponsors. Such analysis of “big data” could provide tremendous insight not 
currently available, helping enable early termination of research on drugs with an 
unacceptable safety profile, or highlighting areas for further work. 

 Analysis across both clinical and pre-clinical trials 

It has, until now, been almost impossible to compare and analyse in a single 
dataset both pre-clinical and clinical trial information.  Implementation of SEND 
should allow such analyses to be carried out (see below). 

 Sharing of information between commercial partners 

For both collaborating pharma companies and also potential acquirers, the 
availability of organised and standardised study data should enhance the quality of 
collaboration between partners as well as offering acquirers a better route to 
assessing safety in the portfolio of a target. 

Bodies such as the IQ Consortium and the EFPIA (European Federation of 
Pharmaceutical Industries and Associations) are already working toward using SEND-
compliant data in new and innovative ways. 

Pre-clinical trials to join clinical trials in standardising data 

Drug trials are segregated into clinical (involving human subjects) and pre-clinical (not 
involving humans).  The FDA has recommended the submission of standardised 
electronic data within the clinical trial market since mid-2004.  The clinical trial standard 
data set is known as SDTM (Study Data Tabulation Model) which was pulled together 
under the auspices of industry body CDISC. 

The pre-clinical study market has now followed the clinical trial market to standardise 
electronic data collation and submission. The standard chosen is known as SEND 
(Standard for Exchange of Nonclinical Data) and significant effort has been expended 
in making the SEND standard both relevant to the pre-clinical market, but also easily 
mapped (or compared) to the clinical information sets within SDTM, to allow analysis of 
both pre-clinical and clinical trial data together.  
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Deadline less than three years off – action needed now 

Timeline – studies starting soon will need to be SEND-ready 

The FDA has been working on, or pushing the industry towards, a pre-clinical trial 
standards process for a number of years, but as a result of Guidance issued on 18 
December 2014 the timing is now clear. 
 
The deadlines for studies which must be submitted to the FDA using SEND depend on 
the type of study.  The following studies must be submitted under the SEND standard: 
 
New Drug Applications  Any study started after 18 December 2016  
Biologic Licence Applications Any study started after 18 December 2016 
 
Investigational New Drug  Any study started after 18 December 2017 
 
Given that studies are planned for many months, and can take months or even years 
to undertake and analyse, submission of some compounds which are now in 
contemplation or entering the early stages of the planning phase might require 
the SEND standard by the time they end.  For this reason, the whole pre-clinical trial 
sector is highly engaged in the task of preparing for SEND. 
 

Impact and implementation 

The impact of data standardisation and collection across the industry will be extremely 
significant.  It is easy for outsiders to simply assume that the SEND structure involves 
a modest amount of data mapping, pulling different databases into one structure, 
cutting and pasting, a “global replace” to alter terminology, and then forwarding the 
resulting database to the FDA.   
 
In truth, collating the data required for SEND submissions faces a number of 
challenges: 

 Much of the detailed trial data is not collected in systems designed for onward 
submission; daily dosing data (and associated information) is sometimes collected 
in paper notebooks, or held on spreadsheets in computers not linked to company-
wide networks 

 Some elements of high-level information are stored in ways not prepared for 
standardisation; for example study plans may be in free-form Word documents 
rather than structured into regular fields 

 Terminology is different across locations or even within one site; different names 
are used for the same body parts or methods of dosing.  Terminology might even 
differ (when not actively controlled) between different members of a team or over 
time during a study 

 Some elements may not be collected in a regular and “controlled” way, perhaps not 
conforming with “Good Laboratory Practice” (GLP) which is an industry-wide 
methodology ensuring auditability and quality 

 

For these reasons, migrating to a standardised method of data collection, storage and 
manipulation represents a significant change in both technology and workflow.  The 
participants in trials (the study sponsors and their in-house laboratories or outsourced 
Contract Research Organisations – CROs) are aware of the workload that will be 
generated, and, having seen the level of disruption inherent in the clinical trial version 
(SDTM) they are not underestimating the requirements.  
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Instem positioning – established player with a good product 

Instem has been selling its Provantis study management software for almost three 
decades, and enjoys a strong global market share. 
 
The group also has a product designed to help customers collect, collate, prepare, 
store and submit the relevant SEND data to comply with the relevant regulations.  The 
software fits within Instem’s submit suite. 
 
The diagram below depicts how such a process works, both for the pharmaceutical 
companies, for whom the diagram is intended, and for the CROs and other providers 
(shown at the top right of the image, described as “Contract Labs and Partners”).  
 
 

EXPLAINING SUBMIT 

  

Source: Instem 

 
Instem is, in our opinion, well placed to help its customers (and others) with their 
SEND implementations for four key reasons: 

 Instem has been active in the provision of software to pre-clinical study managers 
for many years; it has a vast customer base and a significant amount of in-house 
intellectual property and knowhow relating to the intricate detail of study data and 
its management 

 A number of key Instem personnel have been individually involved in the SEND 
standards process and are considered experts in the implementation process 

 The submit product is well positioned compared to the current competition; it is an 
open, functionally rich and well purposed platform – see our “feedback from 
customers” overleaf.  Tight integration with the Provantis study management 
platform also adds to the attraction of submit for these customers, easing the data 
entry phase of the process 

 Instem offers a “bureau” type service, using its own technology to create datasets 
on an outsourced basis; this could be a good way both to generate revenues and 
also build relationships with (probably smaller) customers who may buy software at 
a later date 
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Feedback from customers 

It is understood that Instem already has at least 20 clients for its SEND related 
products, including leading pharmaceutical companies such as GlaxoSmithKline, 
AstraZeneca, Eli Lilly, Bristol  Myers Squibb and major preclinical CRO’s such as 
Charles River Laboratories, Covance and MPI.  WIL Research, as described 
elsewhere in this document, is a recent customer win. 

We took the time to speak to a small number of Instem’s customers, representing both 
the CRO community and big pharma.  The following are direct quotes, and are 
representative of the comments we heard : 
 
 
 

“I don’t think that there is any better product on the market” 
 
 
 

“Instem’s solution is more mature [than 
competitors] in its ability to assemble data from 

sources other than Instem’s own products” 
 
 
 

“We are moving towards Instem for data collection” 
[in addition to the later phases of data collation, 
storage and submission].  This suggests that SEND 
could drive sales not just of the submit product, but 
also the Provantis study management software; the 
WIL Research deal is an example. 
 
 
 

“Instem is far ahead of the game” 
 
 
 

“they really understand the implementation” 
[which is seen as key to a successful deployment 
of any software platform, given the changes in 
workflow and working practices as described on 
page 4]. 
 
 
 

“Instem have been there from the beginning, as opposed 
to other vendors who joined SEND after the fact” 

 
 

These comments have led us to conclude that Instem indeed has a strong product in 
submit, and that the group’s position and standing in the SEND implementation world 
should stand it in good stead to benefit as the market moves towards adoption. 
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Competition 

Instem does face competition in the market for SEND dataset collation, and we 
describe below the major players in the marketplace : 

PointCross 

PointCross is a private company, based in the USA but active globally.  The group is 
active in both the Oil & Gas and Pharma segments.  PointCross Life Sciences 
describes itself as offering “technologies and services for the access, exchange, 
analytics, regulatory review, and visualization of data from nonclinical studies and 
clinical trials conducted by BioPharma organizations”.  It is seen by Instem customers 
as a competitor to the submit product.  

PointCross offers a product known as DSIMS for reviewing non-clinical studies and for 
packaging them to CDISC SEND standards.  DSIMS has been implemented at the 
FDA since 2012 for accepting NDA and IND submissions for regulatory review.  
PointCross also provides data standardization services to the FDA for sponsor 
submissions.  
 
 

PDS 

Headquartered in Switzerland, PDS is a privately owned provider of software and 
solutions for life sciences research and development. 
 
The PDS software platform is centered on Ascentos, toxicology (ToxData), clinical 
pathology, reproductive toxicology (ReproData) and pathology (PathData) modules. 
The company also offers regulatory submission management tools (TranSEND), 
bioinformatics analysis and additional consulting services.   PDS is an established 
toxicology data collection provider, but could be considered a late entrant to the SEND 
market. 
 
 

Xybion 

Xybion is an enterprise software, consulting and services company targeting regulated 
industries globally. The group is privately held, headquartered in the USA but active 
globally, and focusing on eight key industry verticals. In the Life Sciences sector, 
Xybion provides software development and testing solutions.  
 
Xybion claims that its products are “used by 70% of the top 20 Life Science 
companies”

1
.  Xybion offers SEND submission within the Pristima SEND Conduit 

element of its software suite, and is giving a degree of prominence to SEND within its 
marketing.  
 
 
 
 

 
  

                                                        

1
 Source : http://www.xybion.com/Header-slider/fda-and-gxp.html 
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Calculation of revenue potential  

There are a number of ways of examining the revenue opportunity, and in our view two 
in particular merit discussion : 
 

1. Examining the Instem customer base, estimating how many will use Instem for 
the SEND requirements, and how much they will spend  
 

2. Considering the market overall for SEND systems, calculating its size and 
phasing of spend, and working “top-down” to estimate a share of this that 
might accrue to Instem. 

 
 

1. Existing Instem customer base 

 
Instem has around 80 customers for its Provantis suite (toxicology study management) 
for whom SEND is likely to be a requirement.  
 
The FDA, we understand, has suggested that the cost to the average market 
participant of SEND implementation may be of the order of $2m-$2.5m

2
, to include 

software and integration services, but this includes large figures presumably for some 
of the largest big pharma and CRO groups which have largely already procured or built 
their SEND platforms.   
 
Scaling the figure down by 60% from the mid-point, we reach a figure of perhaps 
$0.9m for those who are yet to conform to SEND.  Assuming that around 40% of this 
smaller amount might flow to the provider of the software (with the balance 
representing in-house implementation expenses), the typical Instem customer might 
spend some $360,000 on its SEND platform with Instem.   
 
Multiplying this by the c.80 customers would suggest a total of in excess of $25m, 
likely to be phased over the next three or four years.  We might assume that, although 
not all of Instem’s clients adopt the Instem submit software, Instem will win some 
customers for SEND which it is not already serving.  For the purposes of this analysis, 
we assume that these effects balance each other out – for every existing customer 
Instem fails to convert, it wins another “new name”. 
 
Applying a further degree of prudence in terms of timing and delivery might suggest 
therefore some $5m per annum, or £3m.  
 
This would probably be slightly lower in 2015 (perhaps £2m), but build through 2016 
and 2017, and then flatten out as maintenance income from early adopters offsets the 
initial licences reducing once the market has fully adopted the systems.   
 
 
Applying the FDA’s view on costs to Instem’s customer base, it may not be 
unreasonable to assume that Instem will earn c.£2m in 2015, and more in 2016 
and 2017, from the SEND opportunity.  
 
  

                                                        

2
 Source : conversation with industry procurement professional 
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2. Top-down market analysis 

Rather than rely on the FDA’s estimate of cost, it is also possible to develop a model of 
the pharma market, the players within it, and apply estimates as to pricing, rate of 
adoption and so on.   
 
Our model assumes : 

 All the largest CRO groups have already established their SEND solutions 

 The bigger pharma groups are the next wave of adopters, working over 2015 and 
2016 to reach compliance and spending $200,000-$250,000 each on SEND 
software 

 The mid-tier pharma companies and mid-sized CROs are slightly later to adopt, 
and spend on average $100,000 to $125,000 – but there are many more of them 

 Instem manages to win a 40% market share across the board 

We then take an additional 50% reduction from the total, again simply for the sake of 
prudence.   
 
This approach, modelling the market and Instem’s share in what we believe to be 
a prudent manner, suggests incremental revenue of c.£1.7m for 2015, rising to 
£2.5m in 2016 and beyond.   

Conclusion 

We believe that we have shown in this note : 

- The FDA has mandated SEND which will affect studies for which early stages of 
planning are due to begin in the coming quarters   

- The work required to change processes and implement new platforms within 
pharma organisations (and their CRO partners) is significant, is already under 
way, but is nowhere near complete for most industry participants 

- Instem has a strong pre-existing market position, and a high quality SEND 
submission product in the submit platform 

It is also clear that the market dynamics relevant to SEND are fundamentally different 
from those relevant to Provantis (the group’s long-standing toxicology study 
management software platform).  In the case of Provantis, market adoption has been 
strong over time, but a relatively “slow burn” in terms of uptake – customers have been 
able to rely on spreadsheet-based work practices, in-house software teams and even 
paper-based systems in some cases.  The “spur to action” is sometimes absent, and in 
this environment, especially given risks inherent in any process change, large 
companies are slow to act.  SEND is an altogether different market – the global 
pharma groups (or at least those interested in US drug approval) have an absolute 
deadline which they must meet, and there are relatively few who have built in-house 
systems to cope with the SEND standard.   
 
We therefore believe that Instem is well placed within an interesting and potentially 
faster-paced market.  The key question remains as to the scale of the market 
opportunity for Instem.   
 
Both our approaches to this (FDA cost estimate applied to Instem’s customer 
base, and software-pricing models applied top-down to overall market) suggest 
that Instem could expect to earn incremental revenues from SEND of perhaps 
£1.5-2m in 2015.  This figure could grow dramatically in 2016 and beyond, and 
contribute to a usefully-bolstered maintenance income stream over time. 
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INSTEM FINANCIAL SUMMARY 

 

Year ended December 
 

FY-12A FY-13A FY-14E FY-15E 

£m unless stated 
     Profit & Loss 
     Revenue  10.7 11.4 13.3 13.9 

Adj EBITDA  1.7 1.8 1.8 2.3 

Adj EBIT  1.2 1.1 0.9 1.4 

Reported PBT  1.3 0.7 0.6 1.1 

PBT before exceptionals and AAG  1.6 1.2 1.3 1.8 

Fully adj PBT  1.1 1.2 1.2 1.8 

NOPAT  1.0 0.8 0.6 1.0 

Reported EPS (p)  8.9 4.5 3.2 5.7 
EPS before exceptionals and AAG 
(p)  11.0 7.3 7.3 9.9 

Fully adj EPS (p)  7.8 8.6 8.1 10.2 

Dividend per share (p)  0.0 0.0 0.0 0.0 

Cash flow & Balance sheet  
    Operating cash flow  0.4 2.4 0.6 3.2 

Free Cash flow £m  (0.6) 1.9 (0.2) 2.3 

FCF per share p  (5.1) 15.7 (1.9) 18.3 

Acquisitions  (0.1) (1.6) (0.6) (1.3) 

Disposals  0.0 0.0 0.0 0.0 

Shares issued  0.0 0.0 0.0 0.0 

Net cash flow  (0.7) 0.3 (0.8) 1.0 

Overdrafts / borrowings / other  (0.3) 0.0 0.0 0.0 

Cash & equivalents  2.5 2.1 1.2 2.2 

Net (Debt)/Cash  2.2 2.1 1.2 2.2 

 
 

    NAV and returns  
    Net asset value  5.0 5.0 5.4 6.1 

NAV/share (p)  0.4 0.4 0.4 0.5 

Net Tangible Asset Value  (3.0) (7.9) (6.5) (5.1) 

NTAV/share (p)  (0.3) (0.7) (0.5) (0.4) 

Average equity  5.2 5.0 5.2 5.7 

Post-tax ROE (%)  20.1% 10.6% 7.5% 12.3% 

 
 

    Metrics  FY-12A FY-13A FY-14E FY-15E 

Adj EBIT growth 
 

-26.8% -2.5% -22.9% 60.3% 

Adj PBT growth 
 

-27.8% 5.0% 1.4% 50.5% 

Adj EPS growth 
 

-12.3% 10.1% -6.4% 26.5% 

Dividend growth 
 

n/a n/a n/a n/a 

Adj EBIT margins 
 

11.0% 10.1% 6.6% 10.1% 

      Valuation  FY-12A FY-13A FY-14E FY-15E 

EV/Sales  1.9 1.8 1.5 1.4 

EV/EBITDA  12.1 11.4 11.5 8.6 

EV/NOPAT  21.1 25.2 32.7 20.4 

PER  23.2 21.1 22.5 17.8 

Dividend yield  0.0% 0.0% 0.0% 0.0% 

FCF yield  -2.8% 8.6% -1.1% 10.1% 

      
 

Source: Company information, Progressive Equity Research estimates 
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