
 
HARMONIZATION OF BIOMANUFACTURING SKILL STANDARDS  

Prepared by the North Carolina Biotechnology Center in September, 2007. 
 

Working Session Facilitation Outline 

1. INTRODUCE JOB(S) 
 a– reach consensus on high level job  
     description, “Who is this we are 
      talking about?” 

 

2. DETERMINE KEY ACTIVITIES 
 a– review definition of “key activity” 
 b– discuss/consensus on key activities 
        NOTE: Key Activities for related jobs (upstream/         
        downstream or QC Chem/QC Micro done together. 
 c– capture key activities in spreadsheet 

Parallel breakout groups if necessary 

3. DETERMINE TASKS 
 a– review definition of “task” 
 b– discuss/consensus on tasks 
 c- capture tasks on spreadsheet 

 

Parallel breakout groups if necessary 

4. RECONVENE AND REVIEW 
 a– review data 
 b– discuss challenges 
 c-  discuss the process 

 

4. DETERMINE COMPETENCIES 
(Knowledge and Skill) 

 a– review definitions of “competencies,  
      knowledge, and skill” 
 b– discuss/consensus on tasks 
 c- capture tasks on spreadsheet 

 

Sample Job Descriptions 
 

Brainstorming 

Draft Key Activity/Task List  
 

Existing Standards & Job Descriptions 
 

Brainstorming 
 

EXCEL WORKSHEET 
(blank, pre-numbered framework) 

Draft Key Activity/Task List 
 

Existing Standards 
 

Brainstorming 
 

EXCEL WORKSHEET 
(w/ key activities from Step 2 above) 

Existing Standards 
 

COMPLETED EXCEL WORKSHEETS 
(Key Activities/Tasks) 
(Knowledge and Skill) 

 

Knowledge & Skill Master Pick List 
 

Existing Standards 
 

Brainstorming 
 

K&S EXCEL WORKSHEET 
(Utilize same prenumbering convention, 

fill in verbiage from Steps 2/3 if time) 

FACILITATION/DATA COLLECTION PROCESS 

KEY ACTIVITIES LIST (in EXCEL) 
List of key activities should encompass, at a 
high level, everything that a person in this 
position would be expected to do after 6 
months on the job. 

TASK LISTS (in EXCEL) 
For each key activity, the series of 
task statements should illustrate a 
comprehensive view of the respective 
broad-level activity. 

COMPETENCIES (in EXCEL) 
For each task, the excel 
spreadsheet should provide 
indication of: 
• the comprehensive body of 

knowledge and skill required 
to perform the respective 
task, 

• The level of knowledge 
required 

• Whether or not hands-on is 
required (distinguishes skill 
from knowledge). 

NOTE: Competency list can be later 
augmented by cross-referencing the 
appropriate skill and knowledge statements 
in the pre-harmonized standards (cross-
references will be noted in pick list). 

OUTCOMES 

TARGET JOBS 

Manufacturing Associates (2 positions) 
 - Upstream 
 - Downstream 
 

Laboratory Technicians (2 positions) 
 - QC Chemistry 
 - QC Micro 
 

Process Development Technician/Associate 
 

Validation Technician/Associate 
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