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Botta-Boom Procedure #1

OP 8.3: Control of Nonconforming Product  Revision: C

1 Purpose: This procedure defines the process used to identify and properly disposition
nonconforming product at Botta-Boom, Inc.

2 Responsibility:

All Botta-Boom employees are responsible for identifying nonconforming product they
may find, and proceeding according to this procedure.

The QC Inspector is responsible for logging items in the NCP log.

The Quality Manager is responsible for the review of nonconforming product and for
assigning the appropriate disposition.

3 Procedure

3.1

3.2

3.3

3.4

3.5

3.6

Nonconforming material or product is identified by a red NCP tag, available at all
workstations and the inspection area. The employee who discovered the nonconforming
product completes the following information on the tag:

. Material/product description
o Description of nonconformity
. Job #

. Date

. Employee name

The nonconforming material or product is placed on a shelf in the area designated and
labelled for such items.

The QC Inspector assigns a NCP number to nonconforming product(s), and enters it on
the NCP Log.

The Quality Manager reviews the items in the nonconforming product area and
determines the disposition. The disposition is recorded on the NCP log. Possible
dispositions include

. Rework;

Repair;

Scrap;

Return to Supplier

Use-as-is; and

Regrade for alternative applications.

Disposition also includes determination of whether an advisory notice is required per
applicable regulatory requirements. This yes/no decision is recorded on the NCP log and
if one is issued, the Advisory Notice number is also written on the NCP log.

The Quality Manager assigns responsibility for carrying out the disposition to an
appropriate person and records his/her name in the NCP log.

The person responsible for the disposition of the material or product notifies the functions
concerned.

For rework and repair dispositions, a Work Instruction is documented, reviewed and
approved per OP 4.2.4 Control of Documents. This review includes determination of any
adverse effect of the rework/repair on product, with results of the review documented.
The Rework/Repair Work Instruction accompanies the dispositioned items.
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Documentation Review Procedure # 1
OP 8.3: Control of Nonconforming Product Revision: C

8.3  Control of Nonconforming Product Gap? Notes
8.3.1 General
1 | The organization shall ensure that product which does not conform to product
requirements is identified and controlled to prevent its unintended use or
delivery.
The organization shall document a procedure to define the controls and
2 | related responsibilities and authorities for the identification, documentation,
segregation, evaluation and disposition of honconforming product.
The evaluation of nonconformity shall include a determination of the need for
3 | an investigation and notification of any external party responsible for the
nonconformity.
Records of the nature of the nonconformities and any subsequent action
4 | taken, including the evaluation, any investigation and the rationale for
decisions shall be maintained (see 4.2.5).
8.3.2 Actions in response to nonconforming product detected before delivery
5 The organization shall deal with nonconforming product by one or more of the
following ways:
a) taking action to eliminate the detected nonconformity;
6 | b) taking action to preclude its original intended use or application;
7 | ¢) authorizing its use, release or acceptance under concession.
The organization shall ensure that nonconforming product is accepted by
8 | concession only if the justification is provided, approval is obtained and
applicable regulatory requirements are met.
9 Records of the acceptance by concession and the identity of the person
authorizing the concession shall be maintained (see 4.2.5).
8.3.3 Actions in response to nonconforming product detected after delivery
10 | When nonconforming product is detected after delivery or use has started, the
organization shall take action appropriate to the effects, or potential effects, of
the nonconformity.
11 | Records of actions taken shall be maintained (see 4.2.5).
12 The organization shall document procedures for issuing advisory notices in
accordance with applicable regulatory requirements.
13 | These procedures shall be capable of being put into effect at any time.
Records of actions relating to the issuance of advisory notices shall be
14 .
maintained (see 4.2.5).
8.3.4 Rework
15 | The organization shall perform rework in accordance with documented
procedures that takes into account the potential adverse effect of the rework
on the product.
16 These procedures shall undergo the same review and approval as the original
procedure.
17 After the completion of rework, product shall be verified to ensure that it
meets applicable acceptance criteria and regulatory requirements.
18 | Records of rework shall be maintained (see 4.2.5).
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Botta-Boom, Inc.

Audit Interviews
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BACKGROUND INFORMATION:
Botta-Boom, a manufacturer of assemblies and components for a variety of industrial applications, has
been in business since 1988. Over the past few years, sales to medical device manufacturers have
increased. The company has been under pressure from several of these customers to become ISO
13485 registered. A year ago, they began the process and assigned Jim Newton, the QA/QC Manager,

as the Management Representative.

Jim produced a very professional looking Quality Manual and system level procedures to address the
requirements of the ISO 13485 standard. The three internal auditors completed two rounds of audits, and
Jim believed the company was nearly ready for a registration audit. He hired XYZ Consulting to perform a
pre-assessment audit.

Mark Chen, the auditor from XYZ, arrived first thing in the morning, August 1, 2018, and began the day
with a formal opening meeting. Jim Newton, Ginny Hopkins, Ron Balewa, and Brian Murphy attended the

meeting.

CASE 2:

After the tour, the auditor went to Jim Newton’s office to discuss the corrective and preventive action
system. Jim showed him the database they used to track corrective and preventive action requests
(CAPAS). Internal audit findings were tracked separately by Joe Parisi, he told the auditor. Most of the
CAPAs were initiated because of customer complaints. A few were generated by employees who saw a

problem or had a suggestion for improvement.

Approximately half of the customer complaints stemmed from changes the customer made after the
original order was taken. The CAPAs indicated that information about customer changes had not made it
to the assembly area and so the assemblies were made without the update. The auditor studied one
CAPA form regarding this problem (See Exhibit D). He asked to see the specific customer complaint
forms mentioned on the form. Jim said he did not keep them, but called Brian Murphy, the Sales
Manager, who could get them. Brian said he would find those complaint forms and have them ready when

the auditor came to interview him later that morning.

Mark asked if any of the complaints had resulted in the need for an advisory notice. Jim said no, that the
complaints usually involved minor things and did not have any safety, regulatory or product functionality
impacts. The auditor then asked if there were documented procedures for complaint handling, advisory
notices and other notifications to regulatory authorities. Jim replied no, and explained that he was solely
in charge of those sorts of determinations and that Botto-Boom’s products were generally very low risk.

Mark followed up by asking whether Botta-Boom’s particular role as a medical device manufacturer, in
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regards to their applicable regulatory requirements, had been documented, since he had not seen a
description of that sort in their Quality Manual. Jim’s response was that it was up to their customers to let

Botta-Boom know what the applicable regulations were for the product being supplied.

The auditor asked about the relatively low number of CAPAs generated by Botta-Boom employees. Jim
said that all employees had received training on the CAPA system and how to fill out a CAPA. The quality

system was obviously well implemented and there weren’t many problems for the employees to find.

CASE 9:

The auditor walked to Engineering, and asked to speak with Al Stevens, the manager of that department.
Al was on the phone, so Mark asked for their controlled document binder and looked around the area for
a few minutes while he waited. On the wall was a chart showing the status of current engineering
projects, all in various stages of completion. Project #BB-72 was due for final review the next week.
Project #BB-69, a Revision to the Biotron 2000, had been completed the previous week, and led to the
Revision C drawing for that product. As the auditor looked at a copy of the work instructions for design
verification (W1 7.3.6, Rev. B), in the controlled binder, Al Stevens hung up the phone and asked Mark to
come into his office. Al described the design control process at Botta-Boom, noting that some products

were designed by customers and others by Botta-Boom to a customer specification.

The auditor asked to see the file on Project #BB-72 (a Botta-Boom design), which was almost complete.
Al called to Philip Kato, the engineer in charge of that project, and asked him to bring the file. Mark flipped
through the pages contained in the file as Philip described the design stages represented there. “You've
done a great job documenting all of your verification and validation results in the Design History File,” the
auditor said, “but what about the design plans?” “Well, the plans are always changing,” Philip replied. “We
don’t write them down, but we have project meetings regularly and | make sure everyone involved knows
exactly what’s happening. Besides, what’s important is having a record of the final design. Nobody cares

about how we got there.” Al nodded vigorously in agreement.

Mark started to ask how planning for design verification and validation occurred, and whether those plans
were documented. He wanted to ask whether Botta-Boom documented the methods used, acceptance
criteria, statistical techniques and the rationale for sample sizes chosen, but after a look at Al's reddening

face, he decided to hold off on that discussion for the moment.
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Exhibit A: Organization Chart

Botta-Boom, Inc.
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Exhibit B: Excerpt from Document Master List

Document Current
Number Document Name Approved By: Revision:
OP4.24 OP — Control of Documents J. Newton B
OP 4.25 OP — Control of Records J. Newton E
OP 5.6 OP — Management Review M. Butler A
OP 6.2 OP — Training R. Balewa A
OP-7.1 OP — Risk Management B. Murphy A
OP 7.3 OP — Design and Development A. Stevens C
OoP7.4 OP - Purchasing M. Castillo D
OP 7.5.11 OP — Preservation of Product G. Hopkins B
OP 7.6 ggu;pi?gr;t:ol of Monitoring and Measuring 3. Newton D
OP8.2.4 OP - Internal Quality Audits J. Newton D
OP 8.2.5 OP — Monitoring and Measurement of Processes J. Newton C
OP 8.2.6 OP — Monitoring and Measurement of Product J. Newton A
OP 8.3 OP — Control of Nonconforming Product J. Newton C
OP 8.5.2 OP - Corrective Action J. Newton C
OP 8.5.3 OP - Preventive Action J. Newton C
WI1 6.3 WI - Equipment Maintenance D. Cooper B
WI7.3.6 WI - Design Verification A. Stevens C
WI7.5.11 WI - Inventory Control L. Nguyen B
WI 7.6 WI — Calibration and Verification K. Khanna D
WI 8.2.6-1 WI - Receiving Inspection K. Khanna C
WI 8.2.6-2 WI - Final Inspection J. Newton G
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Exhibit C: Excerpt from Quality Records List

*Retention time:
Record Name: Responsible Party: (minimum)
Archived (Obsolete) documents Quality Manager **See Note Below
Audit reports on potential suppliers Quality Manager 5 years
Calibration data QC Inspector 5 years
CAPAs Quality Manager 3 years
Customer complaint forms Sales Manager 2 years
Design file Engineering Manager 5 years
Final Inspection reports QC Inspector 3 years
Internal Audit reports Audit Manager 3 years
Job files Assembly Supervisor 2 years
Management Review minutes Quality Manager 2 years
NCP log QC Inspector 2 years
Preventive Maintenance records Operations Manager 2 years
Purchase Orders Purchasing Manager 2 years
Receiving Inspection reports QC Inspector 1 year
;r:ncggr%i!ty certificates for calibration Quality Manager 5 years
Training records Training Manager ;i/rg;g employment +
_Sales_file (contract review records — Sales Manager 3 years
including changes to orders)

*These retention periods are minimums. For any records related to medical devices, the retention time
must equal the lifetime of the medical device as documented in Botta-Boom specifications, but not be less
than two years from the date of product release or less than any time specified by applicable regulatory
requirements.

**An archived copy of each obsolete document is retained, with the retention time determined by the
Quality Manager and written on the front cover. The retention time must be sufficient to ensure that any
Botta-Boom documents used to manufacture, test and inspect medical devices are available for at least
the lifetime of the medical device as documented in Botta-Boom specifications; the retention time cannot
be less than the retention period of any record resulting from the document (for example, a test record),
or less than any time specified by applicable regulatory requirements.
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Exhibit D: Corrective Action Form

Corrective/Preventive Action Request

CAPA Number: CAPA - 72 Date:  7/15/18

Initiated by: Kevin Watson _ Department: _Sales

Description of problem:

Changes requested by customers after they have already made an order are not always incorporated into
the product. Sales transfers the information to assembly, but sometimes they don’t find out about the
change at all, and other times they find out too late.

Customer complaint forms numbered 12, 17, 26, 35, and 42 are all related to this type of problem.

Assigned to: Brian Murphy, Sales Manager

Corrective/Preventive Action:

Most of these errors happened because we didn’t have time to get the information to assembly. It usually
takes a day for memos to make it through the mailroom. | worked with David Cooper to determine a
method to correct this problem. When a customer requests a change, we immediately send David a
message over company email. Before he prints any new work orders, he will check his email for updates.

We keep a copy of the email message in the sales file for that order.

Date Completed:_7/18/18 Signature of manager: Brian %mﬁéq

Corrective/Preventive Action Verification: Accepted M Not Accepted [

Audited change process and found new process being followed.

Date Closed: 7/20/18 Signature of Quality Manager: Jem Yewton

Form 8.5.2
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