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Past Federal Procurement and IT Delivery Practices 
 

Approach 

• Large, expensive contracts 
spanning several years 

• Waterfall development and 
“Big Bang” delivery 

• Extensive documentation 
 

Results 

• Lack of Stakeholder 
satisfaction and user adoption 

• Full system development 
efforts took several years2 

• Missed releases 

• Increased costs 

• Extended contracts 

• Documentation over 
functionality 

 

1. GAO. July 2012. Software Development: Effective Practices and Federal Challenges in 
Applying Agile Methods. 21. http://www.gao.gov/assets/600/593091.pdf. 

2. GAO. July 2012. Software Development: Effective Practices and Federal Challenges in 
Applying Agile Methods. 21. http://www.gao.gov/assets/600/593091.pdf. 
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Agile’s Emergence as a Viable Alternative 

Agile Values 

• Frequent production 
of functionality 

• Short development 
timeframes 

• Reusability 

• Regular 
communication 

• Course correction 

New FDA Objectives 

• Contract awards with 
shorter timeframes 

• Delivery of more 
functionality through 
iterative development 

• Cost-saving measures 
(e.g., reusable code) 



In the Government’s Own Words: 

“Modular approaches should be used in the development of IT 
investments, allowing agencies to implement significant 
capabilities for investments through the use of modular solutions 
that can be defined, developed, and deployed within months 
instead of several years. This guidance highlights critical success 
factors for adopting modular approaches, including the need to 
strengthen collaboration among agency IT, program, acquisition, 
and finance offices in order to design, resource, and manage 
investments in a modular fashion.” 

 

Office of Management and Budget (OMB). June 2012. Contracting 

Guidance to Support Modular Development. 2. 

http://www.whitehouse.gov/sites/default/files/omb/procurement/guidance/modular-approaches-for-information-technology.pdf
http://www.whitehouse.gov/sites/default/files/omb/procurement/guidance/modular-approaches-for-information-technology.pdf


In the Government’s Own Words: 

Government Accountability Office (GAO). July 2012. Software 

Development: Effective Practices and Federal Challenges in 

Applying Agile Methods. 21.  

 

 

 

 

“As Agile methods begin to be more broadly used in federal 
development projects, agencies in the initial stages of adopting 
Agile can benefit from the knowledge of those with more 
experience. The ongoing effort by the Federal CIO Council to 
develop guidance on modular development provides an excellent 
opportunity to share these experiences. The effective practices 
and approaches identified in this report, as well as input from 
others with broad Agile experience, can inform this effort.” 
 

 

http://www.gao.gov/assets/600/593091.pdf.
http://www.gao.gov/assets/600/593091.pdf.
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Agile’s Opportunity: Now What? 

How do we make Agile more prominent and more useful in the 

Federal space while still meeting Government-mandated 

requirements and standards? 

 

Case Study: Implementing Agile for the Emergency 

Operations Network Incident Management System 

(EON IMS) program at the Food and Drug 

Administration (FDA) 

• Recognize when Agile needs to be flexible to the 

Government’s needs 

• Not a “one size fits all” approach 

 

 



EON IMS: Bringing Agile to the FDA 

• FDA Program established in 2006 

• Database for food and drug related issues and recalls 

• Captures scientific and regulatory information 

• Supports “near real-time” decision making across 
multiple organizations 

• Provides business intelligence through dashboards 

• Prior to 2011, Waterfall releases could take up to 6 
months 

• Business drivers that required a faster time to 
production (e.g., FDA Amendment Act of 2007 
[FDAAA], Food Safety Modernization  
Act [FSMA]) 

Problem 

Program and 
System 

Highlights 



Breaking Waterfall: The Challenges 

1. Alignment to the FDA Enterprise Performance Life Cycle 

(EPLC) 

2. Stage Gate and Readiness Review Requirements 

3. Documentation Delivery 

4. Stakeholder Involvement 

5. Team Organization 

6. Performance Reporting 

 



Challenge 1: Alignment to the FDA EPLC 

The team needed to 
prove to the 

Government that Agile 
could be compliant 

with the requirements 
and principles of the 
FDA EPLC (Waterfall). 

The EPLC requirements 
cannot be altered without 
approval from the FDA. 

The government was 
hesitant to deviate from its 
processes and requirements 
due to the failures of high-
profile programs, such as 

the Cancer Biomedical 
Informatics Grid® 

(caBIG®) Program.3 

 
The government viewed 
Agile as process-less and 

therefore reckless. 

3. National Cancer Institute (NCI). March 2011. “An Assessment of the Impact of the NCI 
Cancer Biomedical Informatics Grid (caBIG®).” 
http://deainfo.nci.nih.gov/advisory/bsa/bsa0311/caBIGfinalReport.pdf. 

http://deainfo.nci.nih.gov/advisory/bsa/bsa0311/caBIGfinalReport.pdf


FDA EPLC (Waterfall) 

 

 

 



In the Government’s Own Words: 

GAO. July 2012. Software Development: Effective Practices and 

Federal Challenges in Applying Agile Methods. 17-18. 

 

“One official said that it was challenging to develop policy and 
procedure guidance for iterative projects because they were new, 
and the agency strategy aligned with the waterfall approach. As a 
result, it was difficult to ensure that iterative projects could follow a 
standard approach.” 

 

http://www.gao.gov/assets/600/593091.pdf.
http://www.gao.gov/assets/600/593091.pdf.


Challenge 1: The Solution 

Approach 

• Create an iterative FDA EPLC 
framework  

• Include Scrum and Extreme 
Programming (XP) 

• Introduce sprint activities into 
the framework 

• Begin a gradual shift from the 
iterative framework to an 
Agile EPLC framework 
 

Results 

• More frequent Return on 
Investment (ROI) for the 
Government 

• Increased harmonization of 
business processes across 
stakeholder groups 

• Data sharing among FDA 
Centers through interfaces 

 



FDA EPLC (Iterative) 

 

 

 



Challenge 2: Stage Gates and Readiness Reviews 

What are Stage Gates and 
Readiness Reviews? 

• Set dates/activities that serve 
as progress checkpoints 

• Announce the end of a “phase” 
and the beginning of another 

• Require stakeholder sign off and 
approval in addition to the 
delivery of final documentation 

The FDA EPLC (Waterfall) 
requirements for Stage Gates and 
Readiness Reviews did not align 
with an Agile approach. 
• Different definitions of “done” 

• Example: Final documentation 

 
Stage Gates and Readiness Reviews 
could cause the development team 
to lose momentum. 



In the Government’s Own Words: 

GAO. July 2012. Software Development: Effective Practices and Federal 

Challenges in Applying Agile Methods. 18. 

 

“An official said this fear contributed to customers finding it difficult 
to define done. Specifically, customers were challenged in defining 
when each requirement would be considered done because they 
were afraid that this would be viewed as meaning all related 
functions were being met, and that unmet requirements would be 
dropped and never implemented.” 

http://www.gao.gov/assets/600/593091.pdf.
http://www.gao.gov/assets/600/593091.pdf.


Challenge 2: The Solution 

Approach 

• Tailor the Project Process 
Agreement (PPA) 

• Enable the Agile approach to 
satisfy government 
requirements 
 

Results 

• More frequent sprint reviews 
replace Readiness Reviews 
and cover Stage Gate 
activities. 

• The Implementation Stage 
Gate is covered by the 
Release Sprint Evaluation. 

• The Release Sprint Evaluation 
is either the culmination of 
User Acceptance Testing 
(UAT) or in place of UAT. 

 



FDA EPLC (Agile) 



Challenge 3: Documentation Delivery 

The FDA EPLC 
(Waterfall) requires 

contractors to provide 
multiple versions of a 
document (Baseline, 

Preliminary, Draft, and 
Final) before a 

production release. 

“Final” documentation 
was simply a prediction 
of the To-Be state and 
not aligned to current 

functionality. 

Documentation required 
multiple review cycles 
from business owners 

and Subject Matter 
Experts (SMEs). 



In the Government’s Own Words: 

GAO. July 2012. Software Development: Effective Practices and 

Federal Challenges in Applying Agile Methods. 16. 

 

“A fourth official said customer availability was a challenge because 
customers initially did not understand the amount and pace of the 
time commitment for Agile and needed to develop a mindset to 
attend meetings as well as frequently review deliverables.” 

http://www.gao.gov/assets/600/593091.pdf.
http://www.gao.gov/assets/600/593091.pdf.


Challenge 3: The Solution 

Approach 

• Tailor the PPA to better align 
to Agile values 

• Remove Baseline and 
Preliminary documentation 

• View documentation as a 
draft until a production 
release 
 

Results 

• As-is documentation directly 
tied to current functionality 

• Reduced need for updated 
documentation after delivery 
of functionality 

• Lessened the burden on 
project costs and government 
stakeholders’ time 

 



Challenge 4: Stakeholder Involvement 

Projects took a 
significant amount of 

time from key decision 
makers but often 

yielded few meaningful 
outcomes.  

Meetings did not use 
attendees’ time efficiently; 
they attempted to do too 

much in one meeting. 

Business owners/peripheral 
stakeholders made major 

business decisions that were 
not always communicated to 

the broader project team. 

End-users did not have 
enough free time to 

consistently engage in these 
meetings and, therefore, 

had a limited role in 
decision-making. 



In the Government’s Own Words: 

GAO. July 2012. Software Development: Effective Practices and 

Federal Challenges in Applying Agile Methods. 17. 

“Two officials said their agencies were challenged dedicating staff 
with multiple, concurrent duties to teams because staff could not be 
spared from their other duties while participating in the Agile 
teams.” 

http://www.gao.gov/assets/600/593091.pdf.
http://www.gao.gov/assets/600/593091.pdf.


Challenge 4: The Solution 

Approach 

• Informal socialization of 
project implementation and 
Agile methodology 

• Daily 15-minute stand-ups 

• Involvement of SMEs/end 
users as well as business 
owners 
 

Results 

• Focused, task-oriented 
meetings typically lasting 30 
minutes or less 

• More routine involvement 
from the stakeholders 

• Increased accountability and 
communication with the 
SMEs/end users  

• Less time spent in meetings 
and more time spent 
on work 

 



Challenge 5: Team Organization 

The team was 
organized according 
to Waterfall, which 

forced the program to 
predict the use of 
resources prior to 

project start. 

Resources were siloed and 
limited by their initial 

placement (Operations and 
Maintenance or 

Development) and area of 
expertise (developers, 

testers, etc.). 

Individual team members 
were task/project-based 

rather than 
program/portfolio-based.  



EON IMS Waterfall Team Organization Chart 



Challenge 5: The Solution  

Approach 

• Reorganize the team to better 
align with Agile values 

• Promote resource sharing 
across portfolios and 
programs 

• Matrix team members across 
the program 

• Encourage individual team 
members to broaden their 
area of expertise 
 

Results 

• Teams started to self organize 
and became more invested in 
the production outcome. 

• Teams members were more 
aware of the overall program 
needs as they worked on 
their assignments. 

• Additional talents started to 
emerge and benefit the team. 

 

 

 

 

 



EON IMS Agile Team Organization Chart 



Challenge 6: Performance Reporting 

There were concerns that the program would be unable to track 

project changes and show measureable progress against the FDA 

EPLC using Agile. 

 

 

 

 



In the Government’s Own Words: 

“Two other agency officials said EVM was challenging to apply in an 
Agile environment. Specifically, one official said that the required 
use of EVM was challenging because there was no guidance on how 
to adapt it to iterations. The second official found EVM challenging 
because the agency was required to use it to track changes in cost, 
schedule, and product scope through monthly reports, and changes 
were viewed as control problems rather than as revisions to be 
expected during an iteration.” 

GAO. July 2012. Software Development: Effective Practices 

and Federal Challenges in Applying Agile Methods. 20. 
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http://www.gao.gov/assets/600/593091.pdf.


Challenge 6: The Solution 

Approach 

• A predictable, steady-state 
level of effort (LOE) across 
projects/tasks 

• Using sprint timeframes, the 
team builds accurate project 
plans; while specific 
functionality is initially 
unknown, the schedule itself 
does not often slip. 
 

Results 

• The team created a 
predictable project schedule 
that yielded measurable and 
repeatable results thus 
allowing for accurate 
schedule and cost 
management. 

 



Breaking Waterfall: Outcomes 

1. This case study proved Agile’s effectiveness to the FDA and helped to 

make the Agile process part of the FDA EPLC. 

2. The Agile process helped harmonized functionality, data sharing, and 

business processes across Centers. 

3. The EON IMS program has been awarded to the same contractor for 

three recompetes, and, despite the budget constrained environment, the 

program has grown with each recompete. 

- The program has realized over 60 percent growth since becoming 

Agile (measured in Federal funding per year). 

- The program has expanded from 1 stakeholder group in 2006 to a 

total of 6 stakeholder groups across many FDA Centers and Offices. 

4. The EON IMS program became a model for FDA procurements to 

emphasize contracts with increased focus on functionality and flexibility. 

 



Customer Feedback 

Dahlia Woody, FDA EON IMS Contracting Officer’s Representative 

“The EON IMS program has benefited greatly from Agile 
methodologies. Since moving to Agile, the program has 
seen significant success and growth across FDA Centers and 
Offices. The FDA receives regular high-quality releases of 
critical functionality while meeting all of the FDA EPLC and 
reporting guidelines.” 


