Site Quality Self-Assessment

based on
Rx-360 Supplier Assessment Questionnaire
Module 4, Service Supplier

Relevant for

North America Service Repair Center
80 Ashby Road

Bedford, MA 01730, USA
An affiliate of Merck KGaA, Darmstadt, Germany

The site self-assessment covers our quality management system
for the following activities:
Calibration, repair and preventive maintenance service
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- always.
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Corporation with General Partners  Darmstadt, Germany operates as
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Information

This document is based on the Rx-360 Consortium’s Supplier Assessment
Questionnaire template, Module 4. The contents of this questionnaire are built on
the Rx-360 questionnaire version 3.1 intact with no question added or deleted.
Rx-360's CEQO/COO gave permission to Life Science to use the Rx-360 logo.
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Rx-360 Supplier Assessment Questionnaire
Module 4: Service Supplier (Version 3.1)

X Please check here if additional documents are attached.

SECTION 1. Service Contact Information
1.1 Company and name of entity providing service: EMD Millipore Corporation (MilliporeSigma)

1.2 Phone: +1 800-645-54786, for all other inquires contact your local sales representative.

1.3 Email: Please contact MilliporeSigma Technical Service at
BioM.TechService@milliporesigma.com or your local sales representative

1.4 Website: www.sigmaaldrich.com

1.5  Please provide specific contact(s) for requesting service groups or for obtaining additional information,
including telephone number or e-mail, as applicable. Please contact MilliporeSigma Technical
Service at BioM.TechService@milliporesigma.com or your local sales representative

SECTION 2. Service Specific

Please indicate the type of service(s) provided by selecting from the categories below. For categories marked by
an asterisk (*), please also complete the associated submodule.

Rx360 has developed these submodules for your convenience; please let us know if they serve your needs
adequately (info@rx-360.0rg).

[J (1) Laboratory Services * [ (8) Sterilization Services *

[] (9) Cleaning Services (Manufacturing, clean

X (2) Calibration Services room. gowning/ laundry)

[J (3) Validation and Qualification Services * ] (10) 3 Party Auditing Services

[J (4) Engineering Services * [ (11) Pest Control

[ (12) Disposal Services (Solvent, Product,

] (5) Consultant Services Chemical)

] (13) Data Storage and Disposal

[ (6) Warehouse & Distribution (Electronic/Paper, Shredding, etc.)
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[1 (14) Stability Services (outsourced stability

[ (7) Transportation Services storage and testing)

[J (15) Other (describe service):

SECTION 3. General Site Operating Information

31 Please provide the address and the site providing the services listed in section 2:

Name of the site: North America Repair Center

Street: 80 Ashby Rd
City, State: Bedford, MA
Postal Code: 01730
Country: USA

[] This questionnaire applies to the following sites as well (with site name, address):

3.2 Is the site registered with any government regulatory agency (FDA registration, etc.)?

[ Yes XINo [IN/A

If yes, please specify:
3.3 Has the site been subjected to regulatory inspections?

O Yes XINo [JN/A

Please provide a list of inspections (regulatory agency and date of inspection) within the last three
years:
N/A

3.4 Have there been any regulatory agency findings or refusals at the site in the last three years (i.e.,
warning letters, CEP suspension, import alerts, etc.)?

O Yes XINo [JN/A

If applicable, please provide details: N/A
[ Additional information attached.

35 Do you allow customer audits of your site?

X Yes []No

Please list any requirements or restrictions: Onsite audits are permitted with a valid non-
disclosure agreement for the purpose of an audit.
36 On a yearly basis, what is the frequency of customer or regulatory body audits?
o
X 1-3
4-9
[ 10+

Comments (Please reference appropriate question number for any additional comments)
N/A
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SECTION 4. Service-Related Quality Management Systems

4.1 What quality management system is utilized for the services provided?
X 1SO 9001
[11S0 13485
CJIcHQ7
[] Other, please describe:

4.2 Are the following certifications in place for the service supplier?
[] 1SO 17025 (testing and calibration laboratories)
[11S0O 11137 (irradiation/sterilizations)
[J 1ISO 17665-1 (moist heat sterilization)
[] 1ISO 14001 (environmental management systems)
[] 1ISO 45001 (occupational health and safety)
[] 1ISO 50001 (energy management systems)
[] Other, please describe:

43 Do you outsource any of the activities related to X Yes [ No CIN/A
the provided services?

4.3a If yes, please list the outsourced activities:
1. Dispatched services for preventive maintenance, calibration and/or repair.
2.
3.

[] Additional information attached.

4.3b Please check which of the following would occur should activities be outsourced (check all that apply)?
[] Notify customers prior to any outsourcing of activities
X] Information would be noted on any supporting documentation
X Other, please describe: Subcontractors are tracked and monitored internally including
service performance.
] N/A (there would be no notification or way to tell any outsourced activities)

4.3c Does your company maintain a register/list of all X Yes [1No L1N/A
subcontractors that are used for services?

Comments (Please reference appropriate question number for any additional comments)
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SECTION 5. Supplier Qualification Management

The following questions concern risk based upon Supplier Qualification Program:

5.1 Do you have a Supplier X Yes I No LI N/A
Qualification program?

52 Does this program include X Yes [ INo L1N/A
qualification of subcontractors for
outsourced activities related to the
provided services?

5.3 Which of the following tools are part of the supplier/subcontractor qualification?
X Questionnaire / Self-Assessment
X Audit (on-site, remote, Rx-360 or other 3" party audit program)
X Periodic Review of Supplier Performance
[] Supplier Feedback program
[1 If other (e.g., established relationship), please provide description/justification:

54 How often are the suppliers/subcontractors audited? 3 years but is dependent on outcome of annual
categorization of suppliers including subcontractors.

55 Is the following in place with suppliers/subcontractors?
] Quality Agreement
X Confidentiality Disclosure Agreement
[ Services Agreement

Comments (Please reference appropriate question number for any additional comments)

5.5 A quality agreement and service level agreement is not in place for all subcontractors and is a case
by case decision.

SECTION 6. Personnel, Training and Education

6.1 Do you have written job descriptions for personnel X Yes I No 1 N/A
providing the services listed in section 2?

6.2  Areyour personnel aware of the appropriate quality level  [X] Yes I No CIN/A
that the services supplied are used for?

6.3 Do you have a formal Employee Training Program? X Yes I No LIN/A

6.4 Do you maintain records of the training? X Yes ] No LI N/A
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6.5 Does the Training Program in place have the following elements?
X Formal Introduction to Regulatory Guidance (GMP, GDP, SO, etc.)
X Periodic assessment of practical effectiveness?
X Periodic refresher training programs for established employees?

Comments (Please reference appropriate question number for any additional comments)

6.2 BioMonitoring instruments provided and serviced by MilliporeSigma are used for a diverse range
of applications including but not limited to research, food & beverage, and pharmaceutical settings.
Customers are responsible for providing awareness in regard to their unique applications to our
service organization if services are provided at a customer site. For services provided at the Repair
Center, awareness does not need to be provided of instrument usage with active pharmaceutical
ingredients as they are decontaminated prior to shipment for service.

6.5 All service personnel have formal ISO 9001:2015 training. Supplemental requirements to training
according to GLP/GMP for customer sites are evaluated case by case.

SECTION 7. Site Operating Policies

71 Please provide module 2 if available and skip this section 7. Otherwise, please complete below:
] Module 2 attached.

7.2 Does the site utilize the following written policies, programs, or procedures?
Site Specific: Yes No Not Applicable
7.2a Environmental, Health and Safety X [l [l
7.2b Facility Environmental Control Policy X O L]
7.2c General Facility Cleaning Procedures X U O
7.2d Hygiene and Sterilization Procedures O ] X
7.2e Validated Equipment Cleaning Procedures ] U D
7.2f Preventative Maintenance X | |
Program/Procedures
7.29 Pest Control Program X ] L]
Quality:
7.2h Quality Control/Quality Management Policy X U U
7.2i Periodic Service Quality Review X | [l
7.2j Master Validation Plan O Cl X
7.2k Risk Assessment Program X | |
7.2 Receiving Incoming Inspection D O L]
7.2m Change Control Procedures D( O U
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7.2n
7.20
7.2p
7.2q
7.2r

7.2s
7.2t

7.2u
7.2v
7.2w
7.2x

7.2y

Document Management Policy

Document Retention Policy

Change Notification Procedures for Clients
Deviation/Investigation Procedure

CAPA Procedure

Sampling Procedure/Sampling Plan

Certificate of Analysis/Quality Control and
Accountability
Recall Procedure

Customer Complaint Handling
Equipment validation/qualification procedure

Internal audit/self-inspection program
procedure
Site Security/Site Access Control Policies

Business Continuity/Contingency Plan:

7.2z

7.2aa
7.2bb
7.2cc
7.2dd

Comments (Please reference appropriate question number for any additional comments)

Applicable policies, programs or procedures are set by the divisional QMS and cascaded for the
appropriate local application. Therefore, some quality elements exist but are not applicable to the

Business Continuity/Contingency Plan
Disaster Recovery Plan
Pandemic Preparedness Plan

Supply Chain Emergency Preparedness Plan

Can the company provide a plan upon request? OR provide a short description below:

X XOXKX ODOX XXX K

XX XX

O 0000 ooooood

Oogao

O O0OXOO XXDOOOOO

Ooooo

Plans are not the responsibility of the North America Repair Center. These are overseen by
the accountable site, EHS and business management.

North America Repair Center.

| certify that the information is correct and verifiable. [X Yes

Title: North America Field Service Quality Specialist

Date: 19 March 2025

] No
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[0 Please check here if additional documents are attached.

1.1

1.2

1.3

1.4

1.5

1.6

1.7

SECTION 1. General Site Information
Site or Facility-Specific Name: See Section 1 in the Service Supplier section.

Address: See Section 1 in the Service Supplier section.

GPS Coordinates (Map Coordinates/Longitude & Latitude): See Section 1 in the Service Supplier
section.

Phone: See Section 1 in the Service Supplier section.
Email: See Section 1 in the Service Supplier section.
Fax: See Section 1 in the Service Supplier section.
Website: See Section 1 in the Service Supplier section.

If there is an individual contact for the following areas, please provide name and preferred contact
information (at a minimum, name and telephone number or email):

Quality: See Section 1 in the Service Supplier section.

Technical Services: See Section 1 in the Service Supplier section.
Commercial/Business/Sales: See Section 1 in the Service Supplier section.
Primary Site Contact: See Section 1 in the Service Supplier section.

SECTION 2. Calibration Service O N/A

Examples of types of equipment your company calibrates:

Anemometers, Microbial Air and Compressed Gas Samplers

2.1

What type of calibrations do you perform?
O In-House
O Field
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Both

22 Prior to initiating calibration activities does the service supplier:

2.2a Determine the customer specified requirements including delivery Yes [ No [ N/A
and post-delivery activities?

2.2b Determine the statutory and regulatory requirements for specified or | [0 Yes No [ N/A
intended use?

2.2c Ensure that product requirements are defined and all differences O Yes No [ N/A
related to customer requirements are resolved?

2.2d Ensure that customer requirements are communicated to relevant Yes [ No [ N/A
personally conducting services, both internally and if there are any
changes?

2.2e Ensure that procedures are in place to ensure effective communication to customers regarding (select
all that are relevant):
Product information
General inquiries
Contracts
Orders
Customer complaints

23 Is there an Out-of-Trend (OOT) Program in place? Yes [ No [ N/A

24 Is there a Risk Management program in place to address any Out- Yes [ No [ N/A
of-Trend (OOT) calibration artifacts found?

25 Does the program include notification to the customer for Out-of- Yes [ No [ N/A
Trend (OOT) that may affect the customer process

26 Are calibration artifacts traceable to a recognized calibration Yes [ No [ N/A
source? (ex. NIST)

2.6a If so, which one? Service instruments used for calibration are traceable to NIST standards or
other national accredited organization.

2.7 Does the site calibrate uncertainty data for the calculations Yes [ No [ N/A
provided?

2.8 Are there quality checks, review and oversight for calibration Yes [ No [ N/A
services?

29 What quality system standard do they follow? O N/A
ISO 9001:2015 with local 4-eyes principal for checks.

2.10 If the calibration service provider is part of an organization 0 Yes O No N/A
performing activities other than calibration, are the responsibilities of
key personnel defined in order to identify potential conflicts of
interest?

2.1 Does the calibration service provider have policies and procedures Yes [ No [ N/A
that define actions to be taken if any of the testing calibration work
or the results of the calibration do not confirm to internal procedures
or the agreed requirements of a customer?

212 Does the calibration service provider have policies and procedures that define the management and
actions in response to nonconforming work such as:

2.12a | Halting of work? O Yes No [ N/A

2.12b  Withholding of test reports and calibration certificates? O Yes No [ N/A

2.12c  Determination of the significance of nonconforming results? Yes [ No [ N/A

2.12d  Immediate corrective action? Yes [ No [ N/A
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2.12e  Determine acceptability? O Yes No [ N/A
2.12f  Notification of customers? Yes [ No 0O N/A
2.12g  Authorization of resuming work? O Yes No [ N/A

213 Does the calibration laboratory have policies and procedures concerning records such as? (Please
check all that apply):

Identification

Collection

Indexing

Access

Filing

Storage

Maintenance and disposal of quality and technical records concerning calibration

XXX XKXKKXKX

2.13a | Reports from internal audits and management reviews concerning Yes [ No 0O N/A
calibration?
2.13b | Corrective and preventative actions concerning calibration? Yes [ No [ N/A
2.13c  Calibration records stored and controlled in a secured area? Yes [ No [ N/A
2.13d  Protection and back-up records stored electronically? Yes [ No [ N/A
2.13e  Prevent unauthorized access to or amendment of records? Yes [ No [ N/A
2.13f  Direct recording of direct observations including “as found” and “as Yes [ No [ N/A
left”, actions taken, final calibration data, etc.?
2.13g Retention of records of original observations, derived data and Yes [ No [ N/A
sufficient information in order to establish an audit trail? This
includes calibration records, personnel records and copies of
calibration certificates issued.
2.13h  Independent review of records to ensure accuracy? Yes [ No N/A
214 Control of monitoring and measuring devices:
2.14a  Are documented procedures in place to control, calibrate and Yes [ No [ N/A
maintain inspection, measuring and test equipment (including test
software) that is used to demonstrate conformance to specified
requirements?
2.14b  Is measuring equipment calibrated or verified at specific intervals Yes [ No [ N/A
prior to use, using measurement standards traceable to international
or national measurements standards?
2.14c  Is measuring equipment identified to provide calibration status? Yes [ No [ N/A
2.14d  Is measuring equipment protected from damage and deterioration? Yes [ No [ N/A
2.14e  |s measuring equipment controlled to ensure adjustments are not Yes [ No [ N/A
made that could invalidate measurements results?
2.14f  Are documented procedures in place requiring investigation and Yes [ No [ N/A
impact assessment when equipment is found to be out of
calibration?
2.14g  Are records of calibration for measuring and test equipment Yes [ No [ N/A
maintained?

2.14h | Is the computer software used for monitoring and measurements of Yes [ No [ N/A
requirements verified prior to use and reconfirmed as necessary?

Additional Comments (please reference appropriate question number for any additional comments):

2.2a: Requirements include on-site entry for services performed in the field.
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2.2b The North America Repair Center is not responsible for statutory and regulatory requirements or
intended use. This can be identified with the customer's Application Specialist, typically prior to
completion of instrument purchase.

2.2c The product requirements are not the responsibility of the North America Repair Center. This is
defined by product and service management. Any differences can be reviewed with the customer's
Application Specialist

2.2d: Changes are allowed for service intervals.

2.13 Calibration services provided are not part of a calibration laboratory. Service records are
retained in our Customer Relationship Management (CRM) system as originals remain with the
customer.

2.13h: Independent review (4-eye review) not applicable to services provided in the field.

| certify that the information is correct and verifiable. Yes O No

Title: North America Field Service Quality Specialist

Date: 19 March 2025
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