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Without economic evidence, it is becoming very difficult to show value for any new solution: drugs, diagnostics, 

devices, or behavior-change programs. This is understandable, because healthcare needs and expenditures are 

growing worldwide, placing great pressure on providers and suppliers alike to deliver better care at lower cost.  

 
Retrospective outcome studies help healthcare systems, as well as manufacturers of drugs, diagnostics, and de-
vices, or suppliers of behavior-change programs, to create the rationale for adopting new products, solutions, and 
treatment protocols on the basis of both medical and econometric evidence. 

 

 
 

More demanding healthcare environment 

Healthcare reform in the US, in the form of the Af-
fordable Care Act (ACA), is calling for increasing ac-
countability of Providers to optimize the components 
of the “Triple Aim”: lower cost of treatment, better 
health outcomes, and higher patient satisfaction. 
Similar evolutions, in different forms, occur in numer-
ous countries in the world.  

 
In many cases, these re-
forms involve a decen-
tralization of decision-
making (medical proto-
cols, formularies, pro-
curement). Local au-
thorities and other deci-

sion makers are often unprepared for such responsi-
bilities and need convincing, trustworthy information 
delivered by easily understandable tools to help them 
evaluate and compare (a) Medical Value, (b) Econo-
metric Effectiveness, and (c) Expected Patient Satis-
faction. 

 
Manufacturers of drugs (Rx), medical devices and di-
agnostics (Dx), as well as providers of behavior 

change programs (Bx) bear the “burden of the proof”. 
The winners will be those providing clear evidence for 
the holistic value of the solutions they propose. 
 
A new technology that is backed by a strong retro-
spective clinical outcome study – conducted at a first-
rate academic institution under proper Institutional 
Review Board (IRB) approval, with a well-known Prin-
cipal Investigator (PI), and utilizing a statistically sig-
nificant patient population – is likely to have superior 
acceptance, and correspondingly greater diffusion 
rate. 
 
For example, once the superiority of Digene’s genetic 
test over the traditional Pap smear was demonstrated 
in studies by Kaiser, diffusion throughout US 
healthcare was dramatically fast. On the other hand 
Troponin-T, Roche’s presumably superior cardiac 
marker, languished for years and never succeeded in 
replacing the earlier marker, Troponin-I. 

What can you learn from retrospective out-
comes studies? 

Retrospective outcomes studies offer a fact-based 
starting point to (a) build and validate models of ex-
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isting and future treatments, and (b) combine thera-
pies utilized, medicines, diagnostics, and behavior-
change interventions (e.g. coaching for treatment ad-
herence or tele monitoring) to reduce hospital read-
missions. 
 
These validated models provide the rationale in terms 
of medical benefit, economic benefit, and potentially 
patient satisfaction benefit, to justify a change of 
medical protocol. Such change could be a simple ad-
dition (e.g. patient coaching post discharge) or a com-
plete modification (e.g. using diagnostics to decide 
what anti-infective strategy to use).  
In other words, if your Dx creates an intrinsic value of 
$1.00, its price of $0.20 may be readily accepted. 
Retrospective outcome studies are also used as a 
foundation for better Integrated Care. 
 

 

Where do you start? 

Patient data. The starting point is patient data. A hos-
pital system with good electronic records is a good 
base. More interestingly, the electronic records in a 
system combining the functions of Provider and of 
Payer will allow combining analyses of medical value 
and of economic value. 
 

 
Example of pathway: 8,500 patients with heart symptoms 
selected from 34,600 admitted at an Emergency Depart-
ment. 

What are the foundational Key Success Fac-
tors? 

If you can demonstrate that your new diagnostic, 
drug, or behavior change intervention saves $1.00 to 
the healthcare system, you made a start. 
 

 
If you … 
x conducted the study at a first-line academic 

medical center,  
x had access to a broad and deep clinical data 

repository (CDR) or Electronic Health Record 
(EHR),  

x retained the services of a respected clinician 
to act as the Principal Investigator (PI),  

x used real historical patient data of a volume 
that was statistically significant,  

x had your PI design a Clinical Protocol and de-
fine the appropriate care pathway,  

x had your PI obtain the approval of the local 
Institutional Review Board (IRB),  

x made the study compliant with all regula-
tions such as patient privacy (HIPAA), and  

x assembled a database that truthfully re-
flected the data retrieval part of the study,  

then, you have made two important accomplish-
ments:  

(a) you completed a medically recognized retro-
spective outcome study, 

(b) you successfully established the foundation 
for the intrinsic value. 
 

 

How do you organize a successful retro-
spective outcome study from there? 

If you collaborated with the PI in the analysis, and de-
rived PI-approved estimates in the retrospective out-
come study for the impact your technology was likely 
to make on the care pathway for medical outcomes 
and improvement in the quality of care, you have suc-
cessfully established two of the three critical metrics 
required, and completed the third step. 
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Example of evidence for medical impact. Extract from a 
poster presented at IDWeek of a retrospective study con-
ducted at Intermountain Healthcare, Salt Lake City, Utah on 
hospital acquired infections. 
 
If you, your PI, and the institution’s IT compiled the 
required volume of the third metric, the cost reduc-
tions delivered by your technology, you succeeded, 
and you have the intrinsic, inherent, true, fundamen-
tal value for your technology.  
 

 
 
Example of savings calculated for different types of hospi-
tals. 
 
You now have a validated, objective claim that the 
technology’s intrinsic value is indeed $1.00, sup-
ported by repeatable and sustainable improvements 
in medical outcomes and quality of care, and the at-
tendant reduction in cost. You have completed the 
third and final step. 

How do you evaluate your solution in this 
context? 

The retrospective outcome study provides your com-
pany with a clear guidance about the value that your 
solution may provide to the healthcare system. This is 
the starting point to help you decide if and how to 
build this solution, according to the following logic. 
 

 
The institution with which you collaborated for you 
retrospective clinical study will likely be your “launch 
customer”.  You may discuss with them a prospective 
clinical study to validate the solution and gather data 
for regulatory submission. The institution will likely 
want to publish the results of the objective retrospec-
tive outcome study; a clearly helpful result. Other ac-
ademic institutions that collaborate with your launch 
institution are likely to accept the results of the stud-
ies and in turn express interest in the solution. 

How is it impacting your Sales approach? 

The time-honored practice of completing the devel-
opment project, securing regulatory approval, train-
ing a sales force, and making sales “cold calls” on 
healthcare provider institutions is less than optimal. 
Walking in with only the modest prospective data in 
hand used to secure regulatory approval, offers the 
provider slim proof of the medical and econometric 
effectiveness of a new technology. Providers are 
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likely to request trials, some extensive, in an effort to 
develop a larger volume of trustworthy clinical evi-
dence and cost metrics. Such requests might come 
from several prospects at the same time. Prospective 
studies have three undesirable properties: (a) they 
take considerable time, (b) they are expensive, and (c) 
they use small patient populations.  
 
Having in hand a retrospective clinical outcome study 
as described here – conducted at a first-rate academic 
institution under IRB approval, with a known PI, and 
utilizing a statistically significant patient population – 
is likely to have superior impact. 

Why EAC? 

EAC is your indispensable partner for Retrospective 
Outcomes Studies. 

x EAC has developed a unique expertise over the 
last 30 years in building medical-value models and 
economic-value models 

x EAC leverages its networks of 30,000 experts 
around the world, many of them potential Princi-
pal Investigators for retrospective outcome stud-
ies. 

x EAC has developed an efficient working relation-
ship with renowned institutions that manage high 
quality databases of patient electronic health rec-
ords: Intermountain Healthcare, Massachusetts 
General, Geisinger, NHS (UK), Kantonspital Basel 
(Switzerland). 

 
 
 
 

 
Established in 1985, EAC offers strategic consulting, 
clinical studies, fact-based market research, and exec-
utive advisory services. 
EAC has deep expertise in the diagnostic sciences and 
in those domains that diagnostics touches: clinical 
medicine, the intersection of pharma and diagnostics, 
bioscience, and food-chain efficiency and safety.  
 

 

Human Clinical 
Diagnostics 

Pharma-Diagnostic 
Intersection 

Animal Health Technology and Disease 
Expertise 

• Market size and market 
opportunity assess-
ments 

• New product require-
ments (incl. tradeoffs 
and conjoint analysis) 

• Research and modeling 
for investment decisions 

• Business strategy devel-
opment 

• Retrospective and pro-
spective clinical studies 

• Business models and 
pricing studies 

• Voice of the market 
• M&A opportunity as-

sessment 
• Due diligence 

• Pathogen-specific an-
tibiotics 

• Diagnostics for patho-
gen-specific antibiot-
ics 

• Valuation of products 
for the overlap be-
tween pharma and di-
agnostics 

• Business strategy de-
velopment 

• Retrospective and 
prospective clinical 
studies 

• Econometric modeling 
for integrators in poultry 
and swine 

• Predictive testing and 
process-monitoring con-
cepts 

• Production process 
models for live produc-
tion 

• Optimizing nutrition and 
feed conversion effi-
ciency 

• The science of the ani-
mal microbiome 

• Molecular Diagnostics, 
NGS 

• Chemistry and Immuno-
chemistry 

• Hematology and Coagu-
lation 

• Microbiology 
• Immunohematology 
• Anatomic Pathology 
• Point of Care 
• Critical Care 
• Infectious Diseases 
• Chronic Disease Moni-

toring 
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