
2025 Annual State of 
Observational Research Report
The industry’s progress toward modern approaches to observational research
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Key findings from life  
sciences leaders

The life sciences industry in the United States is currently facing an uncertain environment, 
particularly regarding FDA regulations, market access, and payer reimbursement. These factors, 
coupled with a surge in technological innovation, have accelerated the industry’s search for 
measures to simplify research and reduce costs.1   

Clinical development, medical affairs, and real-world evidence teams are under growing pressure 
to conduct observational research more efficiently. Traditional methods, like site-based 
prospective studies or retrospective chart reviews, fail to answer many research questions and can 
be expensive, cumbersome, or limited by missing data. Innovative approaches exist to overcome 
these challenges, but they have been implemented sparingly. This report examines the industry's 
current priorities and challenges and reveals the growing adoption and openness to modern, 
technology-driven approaches to research.

61%
utilize AI or other advanced technologies to 
support their research 

78%
use or are open to using virtual observational 
study models with engaged patients

60%
indicate long-term follow-up studies 
as 2025’s top research focus

64%
note incomplete data as the most significant 
challenge when running a study

1Deloitte. (2025). 2025 life sciences executive outlook. Deloitte Insights. picnichealth.com 01

https://www2.deloitte.com/us/en/insights/industry/health-care/life-sciences-and-health-care-industry-outlooks/2025-life-sciences-executive-outlook.html


About the 
respondents

In January 2025, PicnicHealth collaborated with Guidepoint to 
survey 100 U.S.-based life sciences leaders. Respondents spanned 
all therapeutic areas and held various leadership roles, with 77% of 
respondents directly owning budgets for observational research.

Respondent Roles

C-suite Executives (26%)

RWE Leaders (24%)

Commercial (22%)

Medical Affairs (17%)

TA / Franchise Leaders (11%)

Respondent Organizations

Biotechnology (49%)

Pharmaceuticals (44%)

Medical Device (7%)

26%

24%22%

17%

11%

49%
44%

7% 24%

Autoimmune 
disorders

19%

Cardiology

20%

Endocrine  
& metabolic 
disorders

21%

Hematology

7%

Hepatology

33%

Immunology

6%

Nephrology

26%

Neurology

57%

Oncology

9%

Pediatric

40%

Rare 
diseases

Respondent therapeutic focus areas
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Industry sentiments in 2025
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Assessing long-term 
safety & efficacy is the 
top research priority.
Life sciences companies are responding to growing demands 
from regulators, payers, and patients for insights into the real-
world safety and efficacy of approved treatments. Respondents 
revealed their top research priority for 2025 is long-term follow-
up studies, with safety studies and studies following 
interventional patients into the real world ranked as second 
priorities.

60%

Long-term 
follow-up 
studies

43%

Safety studies

43%

Following 
interventional 
trial patients 
into the real 
world

31%

Drug 
registries

22%

Disease 
registries

16%

Natural history 
studies

5%
Pregnancy 
studies

What are your top research initiatives for 
2025?
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Data completeness is  
the greatest challenge. 
Observational research, especially when meeting regulatory 
requirements, necessitates capturing complete endpoint data, 
but traditional methods cannot always deliver. Survey 
respondents indicated that their top challenge when conducting 
observational research was incomplete data. Patient retention, 
data quality, and costs followed closely behind.



Similarly, when it comes to research partners, respondents most 
value the ability to provide complete data. 

57% value the ability to access hard-to-find data

49% value a direct connection to patients for follow-ups

64%

Incomplete 
data

61%

Patient 
engagement & 
retention

55%

Data quality

54%

Costs

32%

Patient 
identification

19%

Timeline 
extensions

15%

Site burden

What are your top three challenges  
when conducting observational research?
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Leaders want flexibility and 
visibility into study progress.
As the regulatory landscape continues to shift, particularly for long-term data 
collection, researchers need to be able to maintain visibility into study 
performance and pivot quickly if needed. After the ability to access hard-to-find 
data, respondents want real-time visibility into study progress, and about half of 
respondents value the ability to pivot and evolve their research.

57%

Ability to 
access hard-
to-find data

51%

Real-time 
visibility into 
study progress

49%

Direct 
connection 
with the 
patient for 
future follow-
ups

48%

Ability to pivot 
and evolve 
research as 
needed

41%

Ability to 
conduct 
research with 
no or low site 
involvement

14%

Data 
provenance

Which of the following would 
you find most valuable?
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Studies need better patient 
engagement strategies.
The FDA values the incorporation of patient insights into research, and a significant portion of 
respondents indicated around half of their studies required patient-reported outcomes.2 
However, respondents also shared that they are struggling to retain and engage patients, which 
can impact the ability to capture assessments and generate representative insights. For those 
who only partner with CROs, patient retention and engagement is the top challenge.

78% require patient-reported outcomes for more than half their studies

49% would value a direct connection to patients for future follow-ups

61% are struggling with patient retention & engagement

2U.S. Food and Drug Administration. (n.d.). Focus area: Patient-reported outcomes and other clinical outcome assessments. picnichealth.com 06
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Respondents still rely  
on traditional methods.
Despite consistent challenges, life sciences companies continue to rely on traditional methods 
for conducting research. Most respondents stated that they partner with clinical research 
organizations (CROs) or with real-world data vendors, and they largely employ either site-
based prospective methods, retrospective chart reviews, or real-world datasets, all of which 
have limitations when conducting complex, long-term observational studies. 

Respondents indicated they use the following 

traditional approaches in their studies:

76% Real-world datasets

73% Site-based prospective studies

68% Retrospective chart reviews
Clinical research 
organization

82%

51%

Real-world data 
vendor

13%

DCT vendor

7%

Tokenization vendor

Who do you partner with to conduct 
observational research?
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Respondents are open to virtual 
models to conduct research.
In addition to more traditional observational research methods, respondents are also adopting   
more innovative approaches. Given the challenges many are facing with traditional approaches, 
it is not surprising that nearly 80% of respondents are already using or are open to using virtual 
models.   

A majority of respondents also indicated an interest in switching to a virtual, cost-effective 
model if a post-market surveillance study were progressing without incident.

78% use or are open to using virtual observational study models with engaged patients

18% 
would be “uncomfortable” or “very uncomfortable”  
using a virtual study model

1% are not open

12% are somewhat hesitant

63% are somewhat open

24% are very open

If your post-marketing surveillance is going well and no adverse events or efficacy 
risks have been identified, how open would you be to rolling into a virtual model if 
costs were reduced by 30% – 50%?
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Leaders are beginning to 
incorporate AI into research.
In pace with the wider adoption of AI across industries, more than half of respondents are 
utilizing AI and other advanced technologies to support research in some capacity, and only a 
small portion shared they were reluctant to change. Respondents identified their biggest 
barrier to adoption was a limited understanding of AI capabilities, presenting an opportunity 
for research partners to provide increased clarity on how AI enhances research. 

61% utilize AI or other advanced technologies to support their research

46% say the biggest barrier to adoption is a limited understanding of AI

21% say the biggest barrier to adoption is resistance to change

8% lack of budget or resources

21% resistance to change from traditional models

25% data privacy & concerns

46% limited understanding of AI capabilities

What is the biggest barrier to 

adopting AI in evidence generation?
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The advent of change
The survey results suggest that as current research methods continue to limit study outcomes 
and the macroenvironment evolves, life sciences companies are making – and will continue to 
make – a shift towards more efficient and effective research approaches. By embracing virtual 
models and leveraging AI, life sciences companies can address data challenges, overcome 
inefficiencies, and drive innovation in observational research.
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About PicnicHealth

PicnicHealth is a leading health technology company dedicated to simplifying healthcare for everyone. To date, the 
company’s direct-to-patient approach and innovative AI and technology platform have enabled 12 of the top 20 largest 
life science companies to run more efficient observational research. 


PicnicHealth has given tens of thousands of patients access to tools and virtual care services to simplify their care 
journey. PicnicHealth was recently named one of the “World’s Best Digital Health Companies “by Newsweek, “Best 
MedTech Startup” by MedTech Breakthrough, and “Best AI-enabled Life Sciences Solution” by Global Health & Pharma. 
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