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Train-the-Trainer Program Blueprint

A site-adaptable method for selecting, qualifying, authorizing, monitoring, and, when needed, removing or reinstating
internal GMP trainers.

Document use Owner to assign Status

Training program owner and Quality

Single-organization internal-use template .
reviewer

Requires site adaptation and approval

1. Purpose and boundaries

This blueprint helps a pharmaceutical or biotechnology manufacturer define the evidence it needs before a person trains or
assesses others on specific GMP tasks. It covers the trainer role, not the learner’s independent-task authorization. Sites must
connect both decisions through their approved training matrix, procedures, and records.

Site decision No universal observation count, pass score, qualification interval, or approver is prescribed here. Define
these using task risk, applicable requirements, process knowledge, and the site quality system before use.

2. Regulatory context

Source Relevant point Site application
Personnel qualifications and ongoing Define who is qualified to train on each

21 CFR 211.25(a), (b) CGMP training; training is conducted by assigned operation and how the decision is
qualified individuals. recorded.

Personnel receive initial and continuing

EU GMP Volume 4, Part I, Chapter 2, training relevant to duties; training

Connect trainer qualification to the site

where applicable . training program and local duties.
Quality planning and resources, including | Use trainer capacity and competence as
ICH Q10, Sections 2.3-2.4 training, within the pharmaceutical quality | planning inputs; ICH Q10 is guidance, not

system model. an added regional GMP rule.

Primary source links are listed in Section 10. The site must determine jurisdiction, product-specific requirements, and
procedure hierarchy.

3. Role architecture and decision rights

Decision or evidence responsibility Separation to preserve
Provide task qualification history, relevant

Trainer candidate experience, and a teach-back or No self-authorization.
demonstration.

T — Observe delivery agaipst approved criteria | Avoid signing an observation not
and record specific evidence. performed.

Maintain scope, curriculum, records, and

Program owner o
& monitoring schedule.

Does not override site approval rules.

Qi o Al empmias Revigw the proposed authorization under Confirm delegation and scope in the
the site procedure. record.

Learner assessor Assess learner tas}( competence when Trainer status alone does not confer
separately authorized. assessor status.

Scope rule Authorize by task, delivery mode, procedure/version range, and assessment role. A person may be a trainer
for one task without being an assessor or a trainer for another.
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8. Ongoing monitoring and capacity

Review the trainer’s work often enough to detect source drift, documentation gaps, or changes in the assigned task. Select
the cadence and sample from task risk, teaching volume, relevant events, procedure change, and observed performance. A
complaint or deviation is a signal for investigation, not proof that trainer performance caused the event.

Signal

Procedure change

Question to ask

Does current trainer scope still match the
task and version?

Possible action

Brief, reassess, or suspend the affected
scope.

Record quality

Are required learner and observation
records complete and timely?

Coach, correct through site process, or
limit authorization.

Learner assessment pattern

Are outcomes changing after accounting
for task mix, assessor, and cohort?

Review criteria and observation evidence.

Capacity

Is qualified trainer/assessor time sufficient
for the planned intake?

Add qualified coverage, stagger starts, or
revise demand.

For capacity planning, estimate net qualified hours after production and other assigned work. Separate shared instruction,
supervised practice, observation, assessment, and records. The smallest constrained resource determines feasible
throughput. No fixed trainer-to-learner ratio applies across tasks.

Monitoring plan and capacity example

Plan element Site definition to enter

Trigger on procedure change, task change, inactivity, or a site-
defined periodic review.

Choose session types and frequency from task risk and teaching
volume.

Select required fields, sampling method, and escalation for late or
inconsistent records.

Compare assessment outcomes with task mix and assessor
context before attributing a trend.

Name reviewer, decision maker, action owner, and due-date
tracking method.

Scope review

Observed delivery sample

Record review

Learner signal review

Ownership

Ilustrative capacity calculation: a proposed intake requires 18 one-hour task observations in a month. Two qualified
observers each have eight protected hours after production and other commitments, giving 16 observer hours before travel,
setup, documentation, or remediation. The plan has a minimum two-hour shortfall even if every appointment is usable. The
site should add qualified capacity, stagger observations, or revise intake dates. The numbers are an example, not a trainer
ratio or a recommended site target.

9. Restriction, removal, and reinstatement

The site should specify who can restrict a trainer, what evidence triggers review, how learners already trained are assessed
for impact, and how a person is reinstated. Use neutral, evidence-based language and the site’s investigation and personnel
processes. Do not label a trainer “de-qualified” solely because a quality event occurred after a learner’s authorization.

Closure evidence

Updated task evidence and approved scope
decision.

Remediation plus repeat observation
against defined criteria.

Record correction, impact assessment, and
demonstrated record practice.

Interim control

Trigger for review

Task or procedure changed Limit the affected scope pending review.

Observed critical teaching gap Pause new delivery for the affected task.

Contain affected training records under
site process.

Apply site-defined refresher or
reassessment rule.

Missing or unreliable records

Prolonged inactivity Current task and delivery evidence.

Decision boundary Restriction, removal, and reinstatement require a named decision owner, rationale, scope, effective
date, learner impact assessment where applicable, and controlled record. Escalate suspected data-integrity issues under
the site procedure.
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