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Quality Assurance and Quality Improvement (QA/QI) Template


Section 1: QA/QI determination table 

Directions: 

1. Complete the table below to identify if your project is Quality Assurance/Quality Improvement (QA/QI) or Human Subjects Research (HSR). 
2. If you have more “Yes” responses in the QA/QI column, proceed to Section 2 of this form. 
3. If you have more “Yes” responses in the HSR column, you are conducting human subjects research and you need to select a protocol from our library of Protocol Templates. 
4. If you are unsure of how to proceed, please contact your IRB coordinator for assistance. 

	
	HSR
	Yes
	No
	QA
	Yes
	No
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	Designed to develop or contribute new generalizable knowledge; applicable to other settings; testing hypothesis;
	☐
	☐
	An effort to identify, plan and implement changes within Texas A&M or affiliate site, with a goal to improve efficiency, effectiveness, performance, satisfaction or other organizational, employee, student or patient outcomes.
	☐
	☐

	Design










	Aims to answer clearly defined research questions

Seeks to create, validate or test a product, concept or procedure that can be reliably used or generalized across different settings

	☐
	☐
	Methods are generally flexible, iterative and include approaches to evaluate incremental changes; does not usually involve randomization.


Ideal for program, performance or service optimization.
	☐
	☐

	Benefits
	May or may not benefit the current participant but is intended to benefit future individuals or patients; expand scientific knowledge. 

	☐
	☐
	Has the potential to immediately or directly benefit a process, system or program; might or might not benefit individuals or patients.
	☐
	☐

	Risks
	May put participants at physical, emotional, or social risk; or risk related to privacy or confidentiality
	☐
	☐
	Does not increase risk to patients/individuals, with exception of possible risks to privacy or confidentiality of data
	☐
	☐

	Endpoint
	Answer a research question
	☐
	☐
	Improve an existing program, process, system or outcome within an organization
	☐
	☐

	Analysis
	Statistically prove or disprove hypothesis
	☐
	☐
	Compare current program, process or system to established standards/best practices
	☐
	☐

	Adoption of Results
	Intent to contribute to generalizable knowledge 

Avenues for dissemination could include scientific presentation/publication
	☐
	☐
	Intent to utilize results locally [e.g. for system or organizational  enhancement]

Insights on effective strategies or models may be shared in QA/QI journals 
	☐
	☐

	Publication/
Presentation
	investigator obliged to share results
	☐
	☐
	Encouraged to share results and insights with stakeholders.

	☐
	☐
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Section 2: QA/QI project overview


Protocol/project title: Include the full project title 

Version date: mm/dd/yyyy

Principal Investigator
	Name:
	Department: 
	Email address:

Project Team: Please provide a description of who is involved in the quality improvement project and whether the role of the Texas A&M project team includes implementing and/or evaluating the QA/QI initiative. Please also confirm whether any individuals external to Texas A&M will be involved in this quality improvement project:

	Name of Team Member
	Role and
Duties delegated 
	Qualifications to Conduct Duties Delegated

	
	
	

	
	
	

	
	
	




1. Purpose and rationale: Describe the purpose and rationale for your QA/QI project by explaining the problem, gap, or opportunity that prompted the initiative, why the issue is important, and what context, data, or observations support the need for this work. Include how addressing the issue will improve processes, outcomes, efficiency, safety, compliance, or overall quality within your program or service.

2. Background: Please summarize any relevant background/literature [with references cited] supporting the plan for this quality improvement/process improvement initiative. QA/QI projects should be guided by national guidelines, evidence‑based best practices, or locally established standards to ensure that improvement efforts are grounded in recognized, credible expectations for quality.

3. Project goals: List any specific goals this project intends to accomplish 

4. Project location: Provide the specific Texas A&M/affiliate location(s)(departments/units) where the project will take place

5. Target population: Provide a description of the target population that will be evaluated in this QA/QI project.

1. What is the estimated number of individuals whose data or involvement will be included in this QA/QI activity? Provide numerical response, if applicable. 
1. How many existing records will be accessed or reviewed as part of this QA/QI project? Provide numerical response, if applicable.
1. How many specimens (if applicable) will be obtained, reviewed or analyzed for QA/QI purposes? Provide numerical response, if applicable.  

6. Project plan: Describe your project plan by outlining the overall project design, explaining any planned data collection methods, and detailing any interventions that will be implemented as part of this QA/QI initiative.  

7. Engagement Method: Describe how you will inform individuals and/or your organization about the QA/QI activities, including the method of communication, the information that will be shared, and how they will be given the opportunity to agree to participate in or be included in the project

8. Risk evaluation: Indicate whether this QA/QI activity poses any risks beyond standard operational practices or risks beyond those encountered in routine clinical care for patients. Also indicate whether the activity introduces any increased risks to the confidentiality of organizational data, providers, employees, or students. If the answer to either consideration is “Yes,” please consult with the IRB to determine whether the project may require review as research rather than QA/QI.
.
9. Personally identifiable information: Select any identifiable information you will be accessing, recording, or reviewing for this project.

	Identifiers
	Accessing
	Recording
	Reviewing

	1
	Names or Initials.
	☐	☐	☐
	2
	Street address
	☐	☐	☐
	
	Town or City
	☐	☐	☐
	
	Parish or County
	☐	☐	☐
	
	Complete Zip Code
	☐	☐	☐
	3
	All elements of dates (except year) related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year).
	☐	☐	☐
	4
	Telephone numbers
	☐	☐	☐
	5
	Facsimile numbers
	☐	☐	☐
	6
	Electronic mail (email) addresses
	☐	☐	☐
	7
	Social security numbers
	☐	☐	☐
	8
	Medical record numbers
	☐	☐	☐
	9
	Health plan beneficiary numbers
	☐	☐	☐
	10
	Account numbers
	☐	☐	☐
	11
	Certificate/license numbers
	☐	☐	☐
	12
	Vehicle identifiers and serial numbers, including license plate numbers
	☐	☐	☐
	13
	Device identifiers and serial numbers
	☐	☐	☐
	14
	Web universal resource locators (URLs)
	☐	☐	☐
	15
	Internet protocol (IP) address numbers
	☐	☐	☐
	16
	Biometric identifiers, including fingerprints and voiceprints
	☐	☐	☐
	17
	Full-face photographic images and any comparable images
	☐	☐	☐
	18
	Other unique identifying number, student ID number or code
	☐
	☐
	☐

 
If you will have access to personally identifiable information (such as names, addresses, etc.), indicate the earliest opportunity you will use to destroy all personal identifiers obtained and recorded:

☐ Not applicable, will not have access to personally identifiable information
☐ Upon data entry and validation
☐ At completion of data analysis
☐ At completion of specimen processing
☐ If there are no plans to destroy the identifiers please provide justification:          


10. Data Management: Describe how data will be collected, stored, accessed, transferred and managed, including efforts to minimize risks to confidentiality.

11. Indicate if the organization where the activities will occur or the organization that owns the data is considered a HIPAA covered entity: 
☐ Yes 
☐ No

12. IT Security/Technology: Please respond to each section below for IT related questions on this project.

	[bookmark: _Hlk200116389]Details 
	Yes
	No
	N/A

	Using university-owned devices (e.g. desktop, laptops, tablets, etc.) that are managed by TAMU Technology Services. 

List devices being used (if any): ___________________________

	☐
	☐
	☐

	Using cloud services (e.g. Google Drive, OneDrive, Zoom, Qualtrics, etc.) that are either on the TAMU Technology Services Reviewed Cloud Services list or the Texas Risk and Authorization Management Program (TX-RAMP) list.

List the cloud services being used (if any): ___________________________

	☐
	☐
	☐

	Using an LLM (Large Language Model), MLM (Machine Learning Model), AI or generative AI. 

Describe as needed:_____________________________________

	☐
	☐
	☐

	Using any non-cloud-based technologies for recruitment, data collection, interaction, data analysis or other project activities. (e.g. mobile apps, custom apps, custom web pages, etc.) 

List the non-cloud-based technologies being used (if any): __________________________________________________________________

Texas Department of Information Resources list of Covered Applications and Prohibited Technologies

	☐
	☐
	☐

	Project data will be transferred between institutions or external collaborators.

List the data transfer mechanism being used (if any): _________________
	☐
	☐
	☐




13. Evaluation plan: Describe your evaluation plan for this QA/QI project, including how you will assess whether the implemented changes are producing the intended improvements. Specify the process and outcome measures you will track, the data sources you will use, the frequency and method of data collection, and how results will be analyzed and reviewed. Include how findings will inform next steps, such as sustaining, scaling, or modifying the improvement effort.

14. Dissemination plan: Identify how the results of this project will be disseminated/used inside and outside of Texas A&M/affiliate location(s).

15. The project does not aim to generalize findings beyond the local setting, and there are no plans to publish or present results for the purpose of contributing to generalizable knowledge. ☐ Yes, this is true  ☐ No, this is false



Section 3: Secondary use of data, documents, records or specimens for QA/QI project 

Complete this section only if your QA/QI project involves the secondary use of data, documents, records, or specimens. ‘Secondary use’ refers to the use of information or biospecimens that were originally collected for another purpose, such as clinical care, educational activities, operational processes, or a different research or QA/QI project.









Important! You will be asked to provide a data dictionary as part of this submission. If you do not already have one, a Data Dictionary Template is available on the HRPP website and may be accessed here.


0. Select the provider of the information and/or biospecimens (select all that apply):

	☐ Public source
	Name of source:       


	☐ Repository

	Name of repository:       


	☐ Commercial source

	Name of commercial source:       


	☐ Collaborator   

	Name of collaborator:       


	☐ Other

	Describe:      




0. Identify how the data, documents, records or specimens were originally gathered:     

0. Provide the date range (MM/DD/YYYY) of the data, documents, records or specimens to be analyzed or collected: From:             to            

0. Do all the data, documents, records or specimens exist at the time this project is being submitted?	 ☐ Yes	 ☐ No 

0. Do all the data, documents, records or specimens exist at the time this project is being submitted?	 ☐ Yes	 ☐ No 

0. Identify if this project will include information on any of the following populations (check all that apply):  

	☐ Children

	☐ Prisoners
	☐ Induced Pluripotent  Stem Cells

	☐ Pregnant Women

	☐ Students
	

	☐ Neonates

	☐ Human Embryonic Stem Cells
	




7. Select what agreements are in place with the provider of the information and/or biospecimens, if applicable (select all that apply)

	☐ Data Use Agreement (DUA)


	☐ Material Transfer Agreement (MTA)


	☐ Attestation from providers that the recipient will not have access to identifiers or key


	☐ Other contract/agreement     


	☐ Not Applicable




8. If applicable, describe how you have been given access to any identifiable patient information from medical records:     


9. Indicate how the data, documents, records or specimens that you obtain for this project will be adequately protected from improper use and disclosure.

	☐ All electronic data and recorded information will be on an authorized system computer requiring a password for access.


	☐ Private personal computers, laptops and portable devices will not be used or stored or access the data 


	☐ Attestation from providers that the recipient will not have access to identifiers or key


	☐ All electronic data recorded information will be encrypted 


	☐ All paper records will be stored in a locked room/file-cabinet with access limited to the project team.


	☐ All specimens will be stored in a secured/locked lab or freezer with access limited to the project team.


	☐ I will obtain a Certificate of Confidentiality; explain:      


	☐ Other; describe:      




10. Do you plan to do any genetic testing or analysis as part of this study?
☐ Yes
☐ No

If yes, please describe:
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