	

OFFICE OF APPRENTICESHIP
BULLETIN
	
NO.
2023-61

	
	
DATE
March 24, 2023




TO:		NATIONAL APPRENTICESHIP SYSTEM STAKEHOLDERS
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FROM:	JOHN V. LADD /s/
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SUBJECT:	New Apprenticeable Occupation:  Quality Control Analyst

1. Purpose. To inform the staff of OA, State Apprenticeship Agencies (SAA), Registered Apprenticeship Program Sponsors and other Registered Apprenticeship partners of the following new apprenticeable occupation:  Quality Control Analyst

2. Action Requested. OA staff should familiarize themselves with this bulletin and the attached Work Process Schedule and Related Instruction Outline, as a source for developing apprenticeship standards and/or providing technical assistance.

Quality Control Analyst will be added to the List of Occupations Recognized as Apprenticeable by OA located on www.apprenticeship.gov.  A suggested Work Process Schedule and Related Instruction Outline are attached.

3. Summary and Background. 
a. Summary – The occupation Quality Control Analyst was submitted by Mr. David Zuzga, Associate Dean Biomedical Studies, on behalf of Wistar Institute, was processed by Hughes C. McLean and approved by the OA Administrator on February 24, 2023.  

b. Background – 

New/Revised Occupation Background - Under 29 CFR section 29.4, an occupation for a RAP must meet the following criteria to be determined apprenticeable:

a) Involve skills that are customarily learned in a practical way through a structured, systematic program of on-the job supervised learning:
b) Be clearly identified and commonly recognized throughout an industry;
c) Involve the progressive attainment of manual, mechanical, or technical skills and knowledge which, in accordance with the industry standard for the occupation, would require the completion of at least 2,000 hours of on-the-job learning to attain; and
d) Require related instruction to supplement the on-the job learning. 


4. New Apprenticeable Occupation. The occupation Quality Control Analyst was submitted for an apprenticeability determination.

Quality Control Analyst
O*NET-SOC CODE:  19-4099.01
RAPIDS CODE:  3051CB
Training Type:  Competency-based

Quality Control Analysts perform the following duties:
· Ensure that raw materials used in manufacturing, manufacturing processes, and finished products meet quality standards.
· Conduct analyses of raw materials, environmental samples, finished products, or stability samples, interpret test results, and compare them to established specifications and control limits.
· Calibrate, validate, and maintain laboratory equipment, ensure lab cleanliness and safety standards are met, and perform inspections of finished products.
· Monitor testing procedures to ensure that all tests are performed according to established item specifications, standard test methods, or protocols, and identify quality problems and recommend solutions.
· Provide documentation needed to support testing procedures, compile laboratory test data, and write technical reports such as deviation reports, testing protocols, and trend analyses.


5. [bookmark: _Hlk130990970]Inquiries. If you have any questions please contact Hughes C. McLean, Program Analyst, National Office of Apprenticeship at (202) 693-3026 or mclean.hughes.c@dol.gov.

6. Attachments
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[bookmark: _Toc362336117][bookmark: _Toc502241293]Work Process Schedule

		Quality Control Analyst



		RAPIDS Code: 3051CB

		O*NET Code: 19-4099.01



		Estimated Program Length: 2000 hours/1 year



		Apprenticeship Type:	 ☒ Competency-Based		☐ Time-Based		☐ Hybrid



		Quality Control Analyst



		Job Description: Quality control analysts ensure that raw materials used in manufacturing, manufacturing processes, and finished products meet quality standards. These workers conduct analyses of raw materials, environmental samples, finished products, or stability samples, interpret test results, and compare them to established specifications and control limits. They calibrate, validate, and maintain laboratory equipment, ensure lab cleanliness and safety standards are met, and perform inspections of finished products. They monitor testing procedures to ensure that all tests are performed according to established item specifications, standard test methods, or protocols, and identify quality problems and recommend solutions. When failures occur, they participate in out-of-specification and failure investigations and recommend corrective actions. Quality control analysts also provide documentation needed to support testing procedures, compile laboratory test data, and write technical reports such as deviation reports, testing protocols, and trend analyses. They may also write or revise standard quality control operating procedures. From this documentation, they may supply quality control data necessary for regulatory submissions. Many serve as technical liaisons between quality control and other departments, vendors, or contractors, and participate in internal assessments and audits as required. They may also train other analysts to perform laboratory procedures and assays. To accomplish these tasks, quality control analysts document and record information and determine compliance with quality standards. They monitor processes, materials and environments, and inspect equipment, materials and end products. From these activities, workers gather information and process, analyze data, and may generate recommendations and reports. Findings are communicated to supervisors, peers, and subordinates. Quality control analysts may also train others to perform tasks. Technical skills required to perform the job activities of a quality control analyst include quality control analysis, performance and operations monitoring, systems evaluation and analysis, and troubleshooting. They also need to apply strong reading comprehension, writing, critical thinking, complex problem solving, time management, and sound decision-making skills. Soft skills include active listening and learning, and oral communication.












[bookmark: _Toc362336118][bookmark: _Toc502241294]Suggested On-the-Job Learning Outline

		Evaluate research or operational data



		Competencies

		Date Completed

		Initial



		A. Interpret test results, compare them to established specifications and control limits, and make recommendations on appropriateness of data for release.

		

		 



		B. Complete documentation needed to support testing procedures, including data capture forms, equipment logbooks, or inventory forms.

		

		 



		C. Compile laboratory test data and perform appropriate analyses.

		

		



		D. Write technical reports or documentation, such as deviation reports, testing protocols, and trend analyses.

		

		



		E. Investigate or report questionable test results.

		

		



		F. Participate in out-of-specification and failure investigations and recommend corrective actions.

		

		



		G. Supply quality control data necessary for regulatory submissions.

		

		



		H. Prepare or review required method transfer documentation including technical transfer protocols or reports.

		

		



		I. Perform validations or transfers of analytical methods in accordance with applicable policies or guidelines.

		

		



		J. Review data from contract laboratories to ensure accuracy and regulatory compliance

		

		







		Test quality of materials or finished products



		Competencies

		Date Completed

		Initial



		K. Conduct routine and non-routine analyses of in-process materials, raw materials, environmental samples, finished goods, or stability samples.

		

		 



		L. Perform visual inspections of finished products.

		

		



		M. Receive and inspect raw materials.

		

		







		Maintain laboratory or technical equipment



		Competencies

		Date Completed

		Initial



		N.  Calibrate, validate, or maintain laboratory equipment.

		

		 



		O. Identify and troubleshoot equipment problems.

		

		 



		P. Calibrate, validate, or maintain laboratory equipment.

		

		



		Q. Ensure that lab cleanliness and safety standards are maintained.

		

		







		Monitor operational procedures in technical environments to ensure conformance to standards



		Competencies

		Date Completed

		Initial



		A. Monitor testing procedures to ensure that all tests are performed according to established item specifications, standard test methods, or protocols. 

		

		 



		B. Write or revise standard quality control operating procedures.

		

		



		C. Develop and qualify new testing methods.

		

		



		D. Evaluate analytical methods and procedures to determine how they might be improved.

		

		







		Advise others on business or operational matters



		Competencies

		Date Completed

		Initial



		A. Identify quality problems and recommend solutions.

		

		 



		B. Train other analysts to perform laboratory procedures and assays.

		

		 



		C. Serve as a technical liaison between quality control and other departments, vendors, or contractors.

		

		



		D. Participate in internal assessments and audits as required.

		

		



		E. Coordinate testing with contract laboratories and vendors.

		

		



		F. Evaluate new technologies and methods to make recommendations regarding their use.

		

		








Suggested Related Instruction Outline



		Quality Control Analyst



		RAPIDS Code: 3051CB

		O*NET Code: 19-4099.01







		A. Global Regulatory and Legal Requirements of Quality



		Understand why the industry is governed by Good Manufacturing Practices regulations, and how those regulations drive patient and business success.

		

		 



		Identify risks associated with medical device, drug and human factors risks  (a) design process controls to reduce risk to product quality (b) determine the correct classification of medical devices in order to design an appropriate development strategy (c) identify primary and secondary clinical trial targets to demonstrate product safety and efficacy, and (d) understand risk to product on the market related to manufacturing failures.

		

		 



		Describe the medical device and pharmaceutical Quality Systems, and how those systems enable organizations to consistently produce products that are of the purported quality and safety, and meet user needs.

		

		



		Recognize the significance of the data and studies needed to support product-related decisions made across the total product lifecycle.

		

		







		B. Product Development and Validation



		Describe what needs to be studied and demonstrated during medical device and drug product development, from process controls, safety, efficacy, function, stability, scale-up, process validation and test method validation.

		

		 



		Effective ways to monitor and predict product and process performance.

		

		 



		Increasing right-first-time rates through enterprise-wide feedback loops to inform future product development.

		

		







		C. Risk and Failure Analysis



		 

Demonstrate practical use of risk management tools, such as 5 why’s, fishbone diagram, failure mode effect analysis and surveys.

		

		 



		Assess a failure situation for root cause, impact to product (in production and on-market), trends, and corrective/preventative actions that will be effective at preventing recurrence.

		

		 



		Demonstrate the experience gained in class with writing failure investigations that are supported by data and are scientifically sound.

		

		







		D. Business Acumen



		 

Demonstrate an understanding of operating and capital expenses

		

		 



		Determine fixed assets and liabilities

		

		 



		Calculate cash flow, profit and net worth

		

		







		E. Laboratory Science course



		 

Apply critical thinking and quantitative reasoning to scientific data to draw conclusions and construct foundational knowledge in the life sciences

		

		 



		Apply the scientific method to explore, analyze and question biological phenomena

		

		 



		Apply core concepts in biology (Information, Evolution, Cells, Homeostasis, and Emergent Properties) to understand biological phenomena including human disease

		

		







*If related course number data are available, information displayed includes the Classification of Instructional Programs (CIP) code that best represents the field of study, course, or program. CIP provides a taxonomic scheme that supports the accurate tracking and reporting of educational programs. CIP is developed and maintained by the U.S. Department of Education.  
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