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Phase 1 clinical testing is the first time the product is used in humans and 
is usually limited to healthy volunteers, generally 20-100 patients.  This trial 
establishes how the body absorbs, distributes, metabolizes and excretes the 
drug.  The goal is to demonstrate if the drug is sufficiently safe to be tested 
in subjects with the target disease.

Corporate Climate:

 Entrepreneurial/risk taking environment.

 There is minimal company infrastructure.

 Core group of employees: R&D, Clinical 
Development/Regulatory, Quality, IP, 
Finance/G & A.

 Talent wears many hats and there are limited 
resources.

 Under 50 employees.

 Shift from Drug Discovery to Clinical 
Development.

 Most work is outsourced to external vendors.

Challenges:

 Resourcing the people: which jobs do you 
fill?  Which do you outsource? Which jobs 
do you eliminate?

 Raising capital.

 Strategic decisions are made on sources 
of clinical supply (in house or outsource).

 Risk of product failure. 

 Strategic decisions are made on go/no-go 
product candidates.

 Limited financial resources and aggressive 
timelines may lead to risky decisions.
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HR Response:

 Typically no HR team and as a result 
other functions; i.e. finance, makes 
decisions regarding HR type programs.

 Hire consultant to write handbook, 
policies, and guidelines.

 Benefits and compensation outsourced 
to consultants.

 Between 5-50 employees, may hire HR 
professional to begin to lay the HR 
foundation.  Minimal government  
compliance requirements due to size of 
company.

 Typically may offer pre-IPO shares to 
attract and retain talent.

MannKind HR Response:

COMPANY
MERGER

Phase 1 Clinical Trials:
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Phase 2 clinical trials are typically the first studies in people with the 
target disease or condition, generally 100-500 patients. The goal is to generate 
proof of concept  that the drug actually has the intended effect in the target 
population, to establish safety and effectiveness in treating the disease, to 
establish minimum and maximum effective dosage and to look for side effects.

Corporate Climate:

 Infrastructure with increasing complexity.

 Less entrepreneurial thinking, more structured, i.e. 

GMP, GCP, GLP.

 May in-license or out-license products.

 Company culture begins to change dramatically.

 Typically company goes public during this phase.

 No longer just the entrepreneurs or founders; include 

seasoned functional leaders and the Executive 

Leadership team is formed.

Challenges:

 Need to shift “research” focus to Drug Development.

 Continuing need to raise funds –venture capital or 

other sources.

 Decisions need to be made on Strategic Direction.

 Go it alone or out license/in license, partnerships or 

sell assets.

 Need for infrastructure in place for capturing clinical 

data and adverse impacts.

Challenges (cont):

 Need to expand the workforce and shift the 

balance to attract, hire and retain more FTE 

employees and balance number of contract 

employees.

 Need to articulate the employment value 

proposition during this phase of company life 

cycle.

 The integration of functional expertise within 

the organization and career growth plays a 

larger role in how the company operates.

 Need to understand the stage appropriate 

compliance requirements.

 Corporate behavior norms start to develop, 

both good and bad; greater need for HR 

involvement is evident.

 Employee focus on company ownership.

 Management shift strategies and increase 

focus on shareholder value.
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HR Response:
 Develops workforce composition through 

effective workforce planning.

 Builds infrastructure for employee benefit 
programs.

 Creates a total compensation and rewards 
strategy which includes compensation 
structure, incentives, bonus plans.

 Creates job descriptions, pay grades, 
participate in salary surveys.

 Organizational design and structure begin to 
take shape with specialized functions being 
added.

 Performance appraisal process, merit planning, 
career paths, job families, etc. are developed.

 Choices made regarding HR structure; 
specialists vs. generalists; HR Business 
Partners.

 Develops partnerships across functional 
groups to share information, i.e. HR & Finance.

Phase 2 Clinical Trials:

 Increases focus on HR Compliance and 
minimizing company risk.

MannKind HR Response:
 HR Leader is hired as an officer of the 

company.

 Developed HR Corporate structure.

 Corporate Vision & Mission Statements and 
MannKind Values are developed.

 Created structure of Job titles that were tied 
to compensation and rewards.

 Established comprehensive Medical, Dental, 
Vision, 401k, ESPP, flexible spending 
accounts, EAP, STD/LTD, life insurance.

 Created PTO Program; no distinction 
between vacation & sick time.

 Incorporated broad based Equity Plan 
including stock options and RSUs.

 Initiated selection process for an HRIS 
solution.

 Developed an Employee Handbook and other 
communications.
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Phase 3 clinical trials are larger scale tests in people with the target 

disease or condition, generally 1,000- 5,000 patients.  The goal is to 
produce compelling evidence of safety and efficacy in a large population to 
support approval by the FDA to market the product in the United States.  

Corporate Climate:

 Structure becomes more evident throughout the 
organization.

 Hiring experienced talent that may be overqualified for 
the job at the time of hire due to rapid growth of 
company.

 Executive composition may continue to change and it 
expands to meet the growing business.

 The focus is on building a professionally managed 
company.

 Infrastructure shifts to centralized functions focusing 
on efficiencies.

 Preparation and submission of NDA becomes primary 
focus.

 Develops the commercialization strategy.

Challenges:

 As the company becomes more structured, some of 
the early employees (entrepreneurs) lose interest and 
leave.

 Company becomes top heavy with too many chiefs 
and not enough workers.

 Focus is on future goals, corporate strategy. The HR 
role needs to become more strategic.

Challenges (cont):

 Need for effective development and utilization 
of employees.

 Budgeting becomes a process and people are 
held accountable to adhere to the budget.

 Decision making is shared and should occur at 
the most appropriate level.

 Limited budget to support systems and 
technology requirements to sustain the growth.

 Keeping employees motivated.

 Work/Life Balance.

 Adhering to aggressive timelines.

 Employee retention.

 Decision to assess alliance opportunities OR 
build internal infrastructure.

 More work to do than employees can handle.
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HR Response:

 Recruiting becomes focused on matching 
candidate styles with new stage of growth, greater 
accountability and specialization of skill sets.

 HR adjusts its structure to develop business 
partnerships model; HR business partner role 
develops and shift to primarily a coaching role.

 HR becomes critically involved in organizational 
design, talent acquisition and retention, optimizing 
the organization.

 Management development and formalized training.

 Rewards and recognition programs.

 Employment branding begins.

 Corporate Values are formalized and integrated 
into other processes, i.e. interviewing, 
performance reviews.

 More infrastructure is put in place to handle the 
operational HR needs.

 HR seeks cost effective alternative methods & 
solutions to meet needs of the organization.

Phase 3 Clinical Trials:

 Cross functional teams are developed to speed up 

decision making process and improve 
communication; minimize silos.

 Corporate specializations are added to centralize 
work for efficiencies.

 Retention plan for key employees.

 Completion bonus in place for team or individual.

 HR increases availability and visibility.

 HR keeps management apprised of climate changes 
and pulse of the organization.

 Assemble HR S&M business partner to work with 
sales management: building sales force and 
implementing sales force strategy, including sizing, 
staffing, sales training, sales incentive plans, sales 
admin & sales force automation.

MannKind HR Response:
 Developed Business Partner Model and Corporate 

Knowledge Centers.

 Built Competencies for Values and Leadership and 
incorporated into behavioral interviewing.
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 Launched Benetrac (benefit admin system) 
and Sonic Recruit.

 Automated On-boarding with RedCarpet 
tool.

 Installed CoSign digital signature for 
increased efficiencies.

 Updated handbook and launched as a 
comprehensive Employee Sourcebook.

 Increased corporate communication through: 
quarterly all employee conference calls, all-
site meetings and annual sr. management 
meetings.

 Formed Culture Teams at all three sites; 
facilitated coffee hours, summer BBQs, 
annual picnic and holiday party.

 Established Tuition Reimbursement 
Program.

Phase 3 Clinical Trials (cont):

MannKind HR Response (cont.):

 Launched Annual Readiness Review and 
Succession Planning process.

 Aligned the Performance Planning process 
with Corporate Objectives.

 Developed the “Mannitarian Awards” 
program for delivery of Rewards and 
Recognition.

 Incorporated the MannKind Values into the 
performance review, selection and bonus 
program.

 Annual Strategic Planning process is 
implemented.

 Developed the HR “Rules of the Road”.

 Developed the HR Vision and Aspiration 
Statement.

 Implemented Merit Planning tool.
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Product approval, launch and Phase IV post-marketing 
studies In Phase IV studies, the post marketing studies delineate additional 
information including the drug's risks, benefits, and optimal use. One component, 
ongoing safety surveillance is designed to detect any rare or long-term adverse 
effects over a much larger patient population and longer time period than was 
possible during the Phase I-III clinical trials.  Phase IV studies may be required by 
regulatory authorities or may be undertaken by the sponsoring company for 
competitive (finding a new market for the drug) or other reasons (for example, the 
drug may not have been tested for interactions with other drugs, or on certain 
population groups who are unlikely to subject themselves to trials).

Corporate Climate:

 Up beat environment.

 Uncertainty of next assignment/project for Clinical 
Team.

 Meeting the new demand for the product is priority.

 Continue building a Sales & Marketing organization 
and other functions that may result from having 
product on the market.

 Visibility to Investors and Consumers is increased.

 Ripe environment for organizing labor.

 Global Organization.

Challenges:

 The right way to spend the money generated by the 
product.

 Meeting employee new expectations.

 What’s in it for me mentality.

 Where is my reward?

 Retention and redeployment of talent.

 Retaining the superstars.

 Manufacturing capacity and regulations of 
commercial manufacturing.

 Multiple compensation programs are 
necessary.

 Rapid ramp-up needed across the country.

 Communications are more complex due to 
company size and multiple site locations.

 Build the corporate image and brand.
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Challenges (cont):

 Avoiding Unionization.

 Managing multi location sites with established 
individual organization culture.

HR Response:

 Strive to be employer of choice; begin to expand 
the value proposition in new ways, i.e. daycare 
center, fitness center, cafeteria.

 Profit sharing or other equity vehicles.

 Help the organization celebrate success.

 HR partners with Executives to redeploy the talent.

 Staffing up to meet demand.

 Increase Supervisor/Management Training.

 Build competency for sales force compensation 
administration.

 National Sales Meetings; company wide 
broadcasts.

 Establish Corporate foundation.

Phase 4 Clinical Trials:

MannKind HR Response:

We can hardly wait to find out!!!

HR Response (cont):

 Greater focus on job enrichment for retention of 
key talent. 

 Community relations/Outreach programs.

 Market and promote culture, climate, programs.

 Fair and consistent process for handling employee 
complaints.

 If global, all of the above in different regions of the 
world.



©2006 MannKind Corporation. All rights reserved. No copying or distribution of 
this material may be made without written consent of MannKind Corporation. 10

We will embrace and promote the legacy of our founder, Al Mann, by opening 
pathways for our employees to actualize their full potential and maintain a 
healthy work/life balance.

We will be respected by our employees, managers, and executives because 
we consistently demonstrate integrity, fairness, and competence in all that 
we do.

We will become a world renowned employer of choice that attracts and retains 
top talent for each of our business disciplines.

We will be recognized as a leader in HR business practices by HR 
professionals from other companies.

We will be sought after by other high-growth companies and HR professional 
organizations for input when benchmarking HR best practices.

We will be invited speakers at Leadership Conferences, Human Resources 
Conferences and Biotechnology Conferences.

We will become known globally as a company who values it’s employees and 
treats people with respect.

We will be selected as one of the 100 best companies to work for by well-
respected publications.

MannKind HR Aspiration Statement
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Questions?
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