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C O M P A N I O N  W O R K S H E E T  P A C K

Quality Control Systems
Consistent Quality Is the Result of a System, Not Inspection

9 Worksheets · 3 Categories · A4 Print-Ready

High-Volume · Niche-Search · Specific-Case

PT Hibrkraft Kreasi Indonesia · hibranwar.com
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High-Volume Worksheets

Universal worksheets — what most operators reach for daily or weekly. Run these on
a regular cadence regardless of business size or stage.
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Daily Defect Log Roll-Up
Five minutes at shift end. Pull the day's NCR slips or check-sheet tallies into one row.

Five minutes at shift end. Pull the day's NCR slips or check-sheet tallies into one row.

DEFECT TYPE SHIFT A COUNT SHIFT B COUNT TOTAL TODAY CUMULATIVE THIS WEEK

         

         

         

         

         

         

         

         

1. Which defect type has the highest cumulative count this week? That type is the candidate for the
next Pareto session — not the most dramatic one, the most frequent one.

2. Compare today's total against yesterday. If total defects rose more than 20%, something changed:
operator, material batch, or machine parameter. Name the most likely candidate before closing the
log.
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Weekly First-Time Pass Rate Tracker
Calculated from IPQC and final inspection records. One row per production day.

Calculated from IPQC and final inspection records. One row per production day.

DATE
UNITS
PRODUCED

UNITS PASSED FIRST
INSPECTION

UNITS
REWORKED

FPY % (PASSED ÷
PRODUCED)

         

         

         

         

         

         

1. Plot the FPY column across the week. Is the trend flat, rising, or falling? A drop of more than 3
percentage points from Monday to Friday without a known cause is a signal — not a crisis, but a
process condition worth investigating before next week.

2. Which day of the week had the lowest FPY? Was it Monday (startup effect), a shift handover day, or
after a material delivery? The pattern across four weeks usually points to one structural cause.
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Customer Complaint Quick Triage
Fill within 24 hours of receiving any complaint. One row per complaint. This is the intake form, not the full
investigation.

Fill within 24 hours of receiving any complaint. One row per complaint. This is the intake form, not the full
investigation.

DATE
RECEIVED

CUSTOMER
COMPLAINT
DESCRIPTION
(SPECIFIC)

LOT /
BATCH
REFERENCE

CATEGORY
(PRODUCT /
DELIVERY /
EXPECTATION)

ASSIGNED
TO

RESOLUTION
TARGET
DATE

             

             

             

             

             

             

             

             

1. At week end, count rows by Category. If Product defects dominate, cross-reference with NCR
records from the same lot. If Delivery damage dominates, the packaging or logistics process is the
issue — not production.

2. For each row: has the customer received an acknowledgment within 24 hours? If any row says no
and more than 24 hours have passed, that is the only action needed right now. Investigation can
wait. Silence cannot.
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Niche-Search Worksheets

Rare-situation worksheets — high value when the situation hits. Run these only
when the trigger appears, but keep them findable.
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AQL Sampling-Plan Design for a New Product
Run once per new SKU before the first production lot ships. Sets the statistical basis for ongoing incoming and final
inspection.

Run once per new SKU before the first production lot ships. Sets the statistical basis for ongoing incoming and final
inspection.

PARAMETER YOUR ANSWER

   

   

   

   

   

   

   

   

   

   

1. Rows to fill: (1) Product name and SKU. (2) Typical lot size (units per production run). (3) Product
risk category: consumer general / food or health / safety-critical. (4) AQL level chosen based on risk:
4.0 / 2.5 / 1.0 / 0.65. (5) ISO 2859-1 inspection level: Level I (reduced) / Level II (standard) / Level III
(tightened). (6) Sample size from AQL table for this lot size and level. (7) Acceptance number Ac. (8)
Rejection number Re. (9) Who performs the sampling inspection (role, not name). (10) Where the
completed plan will be stored for reference.

2. Before finalizing: if the AQL table gives a sample size larger than 10% of the lot, reconsider whether
100% inspection is more economical for this lot size. AQL sampling is designed for large lots where
100% inspection is impractical. For lots under 50 units, full inspection is usually faster than sampling
administration.

3. After the first three lots: compare actual rejection rate against the AQL threshold chosen. If lots are
being rejected more than once every six runs, either the AQL is too tight for current supplier quality,
or the supplier quality is below what the plan assumes. Both require action — the plan does not
adjust itself.
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ISO 9001 Readiness Gap Analysis
Not a certification checklist. A practical audit of which Level 3 elements are already running and which are not. Run
once per year or before any external audit or due diligence.

Not a certification checklist. A practical audit of which Level 3 elements are already running and which are not. Run
once per year or before any external audit or due diligence.

ISO 9001:2015
CLAUSE

REQUIREMENT
SUMMARY

STATUS (RUNNING /
PARTIAL / NOT STARTED)

EVIDENCE
AVAILABLE?

GAP
DESCRIPTION

         

         

         

         

         

         

         

         

         

         

         

         

1. Clause rows to fill: Cl.4.1 Understanding the organization. Cl.4.2 Understanding interested parties.
Cl.5.1 Leadership commitment. Cl.6.1 Risk and opportunity planning. Cl.7.1 Resources (people,
infrastructure, environment). Cl.7.2 Competence and training records. Cl.8.1 Operational planning
and control. Cl.8.3 Design and development (if applicable). Cl.8.4 Control of external providers (IQC
+ vendor scorecard). Cl.8.5 Production and service provision (IPQC + SOPs). Cl.10.2
Nonconformance and corrective action (NCR + CAPA). Cl.9.1 Monitoring, measurement, analysis
(KQI monthly reports).

2. For every row marked Partial or Not Started: estimate the time to close the gap in person-hours, not
months. Gaps that take under 20 hours are low-hanging fruit regardless of complexity. Prioritize
those first — they clear audit findings cheaply and build momentum for the harder ones.

3. Column 4 check: 'Evidence Available?' means a document or record that exists right now and can be
shown to an auditor within one hour. If the answer is 'we do this but haven't written it down,' that is
the same as Not Started for audit purposes.
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Root-Cause Analysis Fishbone — Chronic Defect
For defects that have appeared in three or more consecutive monthly Pareto reports without permanent resolution. Run
as a 90-minute cross-functional session.
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For defects that have appeared in three or more consecutive monthly Pareto reports without permanent resolution. Run
as a 90-minute cross-functional session.

CAUSE
CATEGORY

POTENTIAL
FACTOR

SUPPORTING EVIDENCE (NCR REF
OR OBSERVATION)

LIKELIHOOD (HIGH /
MEDIUM / LOW)

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

1. Six rows per cause category (three rows each for Man, Machine, Method, Material, Measurement,
Mother Nature). For each potential factor, the evidence column must contain a data reference — an
NCR number, a shift record date, a supplier lot, a calibration log entry. 'Team says so' is not
evidence. If no data reference exists for a suspected factor, that factor goes to the bottom of the
likelihood ranking until data is collected.

2. After the session: which two or three factors have both High likelihood AND data evidence? Those
are the corrective action candidates. Write one CAPA for each. Do not open CAPAs for Medium or
Low likelihood factors before High-evidence ones are investigated and closed.

3. Verification gate before closing the fishbone session: for the top-ranked factor, what data would
confirm or disprove it within the next two weeks? Name the data source, the person who will collect
it, and the date they will report back. Without this step, the fishbone produces a list, not an
investigation.
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Specific-Case Worksheets

Pre-framed scenarios — each worksheet walks you through a single, concrete
situation. Read the scenario, then fill in your version of it.
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Defect Rate Jumps 4x in One Week
Scenario: your weekly FPY drops from roughly 95% to below 80% in a single production week. No obvious
machine failure, no operator change. The jump is large enough that it cannot be random variation. This
worksheet structures the investigation before you spend money or make accusations.
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Scenario: your weekly FPY drops from roughly 95% to below 80% in a single production week. No obvious machine
failure, no operator change. The jump is large enough that it cannot be random variation. This worksheet structures the
investigation before you spend money or make accusations.

INVESTIGATION STEP QUESTION TO ANSWER YOUR FINDING DATA SOURCE USED

       

       

       

       

       

       

       

       

       

       

1. Ten investigation steps to fill: (1) What defect type accounts for most of the increase — one type or
spread across many? (2) Which production shift carries most of the bad units? (3) Was there a new
material lot received in the 48 hours before the jump? (4) IQC result for that lot — passed,
borderline, or no record? (5) Any machine parameter change in the same window — temperature,
pressure, speed? (6) Operator composition: same team as prior week, or any substitution? (7)
Environmental factor: temperature, humidity spike from weather or HVAC issue? (8) Has this jump
pattern occurred before? Search NCR records from same calendar month last year. (9) Can the
defective units be traced to a single 4-hour production window? (10) What is the estimated cost of
this event: rework + scrap + potential complaint exposure?

2. After filling all 10 rows: the finding with the most data support is the first CAPA candidate. If rows 3
and 4 both flag the new material lot, IQC failure is the working hypothesis. If rows 5 or 7 flag
environmental change, process condition is the hypothesis. Do not open a CAPA until one
hypothesis has more support than the others.

3. Cost check from row 10: if the estimated event cost exceeds Rp 5 million (or your equivalent
threshold), escalate to management before corrective action is chosen. The investment in the fix must
be proportional to the event cost, and management decides that allocation.
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Major Customer Complaint About a Batch Shipped 3
Weeks Ago

Scenario: a significant customer contacts you about a quality problem with a shipment from three weeks ago.
By this point the batch is partially sold through or used. The window for straightforward product
replacement has closed. The relationship and the next order are at risk.
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Scenario: a significant customer contacts you about a quality problem with a shipment from three weeks ago. By this
point the batch is partially sold through or used. The window for straightforward product replacement has closed. The
relationship and the next order are at risk.

RESPONSE STEP ACTION REQUIRED DEADLINE STATUS

       

       

       

       

       

       

       

       

       

1. Nine response steps: (1) Acknowledge receipt to the customer within 24 hours — do not wait for the
investigation to begin. (2) Identify the exact lot or batch number from the complaint and any
shipping documents. (3) Pull the NCR, IPQC, and final inspection records for that batch from three
weeks ago. (4) Determine: were there any quality flags on this batch internally? If yes, document
them. If no, that is itself a finding. (5) Assess remaining stock from the same batch — in transit, at the
customer, in your warehouse. (6) Determine the financial exposure: replacement, return shipping,
customer's downstream losses if applicable. (7) Propose a dual action to the customer: immediate
remedy (replacement, refund, credit) AND process action to prevent recurrence. Both communicated
at the same time. (8) Initiate RCA on the batch, independent of the customer communication
timeline. (9) Schedule a 30-day effectiveness check — whether the same defect type appears in the
next three batches.

2. On step 3: if batch records do not exist or cannot be retrieved within one business day, that is the
most important finding from this event, separate from the customer complaint itself. Record
traceability failure is a system gap that requires its own CAPA regardless of how the customer
complaint resolves.

3. On step 7: never promise the customer a root cause before completing the RCA. You can promise a
process action. 'We are investigating and will implement corrective action by [date]' is accurate. 'The
problem was X' before you have verified X is a statement that may need to be retracted, which
damages trust more than the original complaint.
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New SKU Requires a Sampling Plan from Scratch
Scenario: you are launching a product line not previously manufactured. No historical defect data exists for
this SKU. You need to establish IQC specs for incoming materials, an IPQC control point for the critical
process stage, and a final inspection sampling plan — all before the first production run.
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Scenario: you are launching a product line not previously manufactured. No historical defect data exists for this SKU.
You need to establish IQC specs for incoming materials, an IPQC control point for the critical process stage, and a final
inspection sampling plan — all before the first production run.

SETUP ELEMENT DECISION REQUIRED YOUR ANSWER RATIONALE

       

       

       

       

       

       

       

       

       

       

       

       

1. Twelve setup elements: (1) Main incoming material — name and critical parameter to inspect. (2)
IQC spec for that parameter: acceptable range, source of the number (supplier datasheet / sample
measurement / regulatory minimum). (3) Sample size for IQC receiving inspection: 100% for first
three lots, then AQL after baseline established? (4) Most critical in-process stage — where an
undetected defect becomes irreversible. (5) IPQC binary question at that stage: write it as a yes/no
sentence an operator can answer with available tools. (6) Measuring tool needed for IPQC: name and
current calibration status. (7) Operator trained on IPQC: name and training method (live simulation,
written SOP, both). (8) Final inspection parameter and tolerance: same or different from IPQC
parameter? (9) Final inspection AQL: chosen level and lot size it applies to. (10) Disposition
procedure for rejected units: rework / scrap / hold for management decision — which applies to this
SKU? (11) Where will IQC, IPQC, and final inspection records for this SKU be stored? (12) Planned
review date for all three specs after first 10 production runs: who reviews and adjusts tolerances
based on actual data?

2. Row 2 priority: if no supplier datasheet exists and no sample measurement is possible before launch,
the IQC spec must be sourced from the product's end-use requirement working backwards. What
parameter value at the output is required for the product to function or be accepted? That value,
minus reasonable process variation, is the incoming material floor. Document the derivation method
so it can be reviewed after real data arrives.

3. Row 12 is the most important row in this worksheet. A sampling plan built on assumptions rather
than data must be reviewed after the first 10 runs. Without a planned review, the initial assumptions
become permanent defaults regardless of what the real defect distribution looks like.
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