AI Use Assessment Worksheet 
Per-activity worksheet: complete before using AI for a new lab activity. 
NOTE for formatting – Color Coded for “higher risk” activities, every question gets a point value, potentially multiplier for severe questions, 
Multiplier at end; compare to table of values for final score
Homework:
1. Opportunity for improvement : Reformat questions.
a. Currently, Questions with a + are currently “if yes, then more risky/points”  questions with a – are “if yes, then less risky/points”
b. Add more if needed, consolidate or move
2. Give questions a point score
3. Tier based on point score maximums
4. Use in an example of AI case (SOP AI chatbot, AI manual integrator, others)
1. Define the Intended Use
1. Is this a one-time use or a recurring workflow? - scored
1. What will the AI produce (text, calculation, decision, classification)?
1. Will the output influence a technical or quality decision as part of a record, or trigger an automated action? Is the AI use the “record” or a step in generating the record? “What will it do?”
1. What exactly will the AI tool receive as input, and does it include confidential, proprietary, or regulated data?
What will it get, what will it do/how will it do it, what will it produce. (Text Entry Only)
2. Severity : What's the Worst-Case Impact if the Output is Wrong?
1. Would the same input produce the same (or an equivalent) output if run again? -
1. Does this touch a test result, investigation, validated system, report, or regulated record? +
1. Could a bad output cause delay? +
1. Does this process have a “manual” backup option? -
1. Could a bad output cause rework or an incorrect preliminary conclusion or something more severe (release of invalid data, falsification, loss of data integrity)? +
1. Is this purely administrative (emails, agendas, formatting) with no bearing on regulated work? -
If too severe, skip rest of worksheet, not permitted. – scored in highest bucket.
3. Reliance & Reproducibility : How Directly and Frequently Does the Workflow Act on the Output?
1. Is the AI output advisory only? -
10. , or does it materially influence a decision? +
1. Will a knowledgeable staff member independently verify the entire output? –
1. Does it execute an action prior to final approval? +
12. or does final approval remain with qualified personnel? –
1. Is human approver controlled to technically appropriate staff? (defined in SOP, etc.) -
1. Is human review documented, technically competent, and capable of catching the specific kinds of failure this AI could produce? -
1. Is determinism/temperature controlled? -
4. Auditability
1. Can you trace what data (prompting/input) went in and what came out? -
1. Can a third party (auditor, QA) reconstruct how the AI arrived at this output after the fact? -
1. Is there a record of which model/version was used? -
1. and when? -
1. Does this activity produce a “correct” answer (i.e. number v. chat language)? +
1. If challenged, can you demonstrate why the output was accepted as correct? I.e. understanding of business logic, documented in SOP/QM -
5. Data Security
1. Does the input contain proprietary methods, unpublished data, or anything client-confidential? +
1. Is the tool cloud-hosted, +
23. and if so, Is the data retention/training policy of the vendor same as labs? -
1. Would this data ever need to be restricted from an external/public or AI service? +
1. Who has access to the tool and its outputs, and is that access controlled and logged (traceable)? -
1. Can company sign-on policies (such as Single Sign-On or Multi-Factor Authentication) be followed for this tool? -
6. System Resilience & Continuity 
1. Can the tool/data be backed up, -
27. both the data in active human use and the audit trail? -
1. How frequent are the backups? (scale for points) 24 hrs. / 48 hrs. / 72 hrs. / 1 week? -/+
1. How quickly could backups be deployed? (scale for points) 24 hrs. / 48 hrs. / 72 hrs. / 1 week? -/+
1. Are failures detected by human review? -
30. How long after a failure could it realistically be detected? (scale for points) 24 hrs. / 48 hrs. / 72 hrs. / 1 week? -/+
30. Once detected, would there be a disruption to the process? If yes, would that disruption exceed 24 hours? +
1. How critical is it if the failure is not detected within 24 hrs. / 48 hrs. / 72 hrs. / 1 week?
8. Record Retention + Ethical Use
1. Does this use case require documenting the model version, prompt, and output as part of the record? -
1. Is there a retention policy for the AI interaction itself, not just the final output? -
1. Does the use raise any bias, fairness, or ethical concerns given how the output will be applied? (giving a number versus an opinion/decision) +
1. Are there disclosure obligations (e.g., to a client, auditor, or regulator) about AI involvement in this activity? -
1. If the model updates or is deprecated, can the original output still be accessed? -
1. Can the tool be updated as needed while staying compliant with TNI's document control and corrective action requirements? -
37. Can updates be “corrective action”? -
37. Can the model get retrained as a corrective action? -
9. Scoring and Tier Outcome
1. Multiply severity x reliance, what tier does that place this activity in (ex. No Impact / Low / Medium / High / Prohibited)?
38. Table/Range = Score = Bucket
1. Does any pillar answer trigger a mandatory escalation regardless of the numeric score (e.g., non-reproducible + high severity)?
1. What's the minimum documentation, review, or validation this tier requires before the activity can proceed?
40. Separate sheet
