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Agenda

Sampling matrix

Instruction - Howto: General requirement for the attachments of the initial sample inspection (ISIR) 

Overview contents of the attachments 

Background1
2
3
4
5
6

00a ISIR cover sheet

00b ISIR cover sheet #2
7 01 Manufacturability incl. risk assessment
8 02 Part / product drawings

9 03 TA/Spec. list

10 04a Measurement report - General

11 04b Measurement report - Cleaning
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Agenda

07 Inspection plans

08 Process- / Product FMEA

14
15
16
17

09 Repeatability / process capability

10 Measurement system analysis
18 11 Process audits

19 12 Sub-supplier qualification

20 13 Measuring equipment list

12 05 Conformity of material

13 06 Control Plan (CP)
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Agenda

21 14 Parts history table

22 15 Serialization & Traceability

23 16 Verification of capacity

24 17 Test data management

25 18 Additional verifications
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Background 
Excerpt from SMT guideline for ISIR-process: "RM~Erstmusterprozess (series product and 
process release) 

In SMT, all appropriately classified purchased parts that are installed in saleable units must be subjected to initial sampling/serial release. On the basis of initial 
samples, the supplier is to provide evidence that the quality requirements are met under series conditions, i.e. with the tools, machines and processes intended 
for series production. 
The completed initial sample approval documents a "design and process freeze" at the supplier. Subsequent change requests must be submitted by the 
supplier in the form of a change request.
Unsuccessfully completed initial samples may only be supplied for series assembly with an approved measurement report or, in the case of deviations, with 
an approved deviation Request or a TA list (Technical Agreement). These parts must be re-sampled.

In the following cases, an initial sample inspection (EMP) must be performed:
1. New component/assembly (new material number) with an „A“ or „B“ classification from Zeiss
2. New supplier
3. Decision of a change panel for an EMP after a request for change on the part of 

a. of the customer
b. of the supplier
c. of an SMT internal area

4. Rejection of the initial sample inspection

Re-sampling is additionally required in the following cases:
1. in case of changed specifications (triggered by SMT or by the supplier),
2. In case of process changes (tool changes, changes of or sub-suppliers, etc.),
3. in the case of production relocations (triggered by SMT or by the supplier),
4. if the Supplier has not provided any deliveries of services to ZEISS for a period of 18 months or longer,
5. at the request of ZEISS.
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Re- 
sampling x  x x x x x         x  x  

B-parts 
 x x x x x x x         x  x  

A-parts 
 x x x x x x x x x x x x x x x x x x x 

 

Sampling matrix
Presentation stages

Analogous to the template levels used as a basis, the ISIR-elements / Attachements must be presented by the supplier as 
shown in the sampling matrix below

Minimum requirements before ISIR-release for „Other Samples“.
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Instruction - Howto: 
General requirement for initial sample inspection (ISIR) 

• The cover sheet from the Zeiss ISIR templates must be used by the supplier for sample approval.

• For appendices #06 Production Control Plan, #07 Inspection Plans, #08 Process/ Product FMEA, the checklists in the 
appendices must be filled in by the supplier. As additional evidence, own verification documents can be added.

• If the other attachments correspond to the content of the ZEISS ISIR templates, the Supplier may also use its own 
templates after consulting ZEISS.

• In case of non-capable processes, a 100% inspection of the characteristics must be carried out.

• The initial sample test report may only contain values that comply with the specifications. In case of deviations, a 
customer approval must be obtained beforehand in order to present the initial sample test report. 

• In the EMP/ISIR template under the tab "Howto" it is defined in short form how to apply the Excel template.

• The documentation of the initial sample inspection report requires timely and thorough coordination between supplier and 
customer.
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Overview contents of the attachments 
Template requirements #00- #08
Attach-
ment no. Notes

00a
00b

ISIR - Cover sheet:
- Contains the basic data of the presented products
- the cover sheet also applies to the annexes of the ISIR
- indicates the annexes / attachments of the ISIR
- indicates the reason for sampling
- contains the serial numbers / IDs of the presented samples
- contains the signature of the supplier confirming the binding nature of the report
- contains the customer's test decisions for the individual attachments
- contains the customer's signature confirming the binding nature of the report inspection
- the report may only be presented if all presented characteristics are within the specification, otherwise a 
deviation approval of the customer must be obtained!

01

Manufacturability incl. risk assessment:
- Confirmation of manufacturability of the product presented under standard conditions and compliance 
with all applicable specifications, in case of conditional manufacturability by the supplier, this shall be 
marked in the remarks field and a TA list agreed with the customer shall be attached in Appendix #03

02

Part / product drawings:
-The leading drawing (specification) is released by the customer and is the basis for sampling with the 
version status indicated in the cover sheet
-In addition to the numbered balloon dimensions/test characteristics of the customer, further (critical) 
characteristics agreed with the customer should be continuously stamped by the supplier on the part / 
product drawing
-The stamped drawing shall be added as an attachment to the ISIR

03

Technical Agreement (TA) or (Spec-) List:
- Summary / overview of all valid specifications 
- In case of deviations, the column "Designation (+Document No.) of the TA" must be filled in with 
reference to the TA agreed with the customer. A comment for the reason of the deviation must be added 
in the Remarks column

04a
04b

Measurement report:
- Result report of quantitative and qualitative characteristics with reference to respective specification 
(drawing, cleaning measurement report with RGA values/electrical test/pressure acceptance/specs, …)
- the measuring method/measuring equipment must be documented 
- For dimensions, the nominal dimension, upper and lower tolerance for each measured value must be 
indicated
- the test values are to be documented for each sample presented
- deviation from the nominal dimension and evaluation i.O./ n.O.
- The test method, test configuration, test equipment concept must be documented and attached as an 
appendix
- The samples presented must be marked in such a way that the measurement results can be traced 
back
- Before using a test equipment, its suitability has to be proven by a measuring system analysis (MSA/ 
Gage R&R) => see Appendix #10

05

Conformity of material:
- Documentation of specification-compliant, material-specific test results with reference to the 
requirements in the specification (3.1 material certificates/data sheets).
- Confirmation of full compliance with REACH requirements with reference to the valid revision of the 
specification (revision level, date).
- Confirmation of full compliance with RoHS requirements with reference to the valid revision of the 
specification (revision status, date).

06a
06b

Control Plan (CP):
- Clear chronological representation of all process, transport, processing, testing ,packaging, storage and 
shipping steps of the product from goods receipt to delivery to the customer
- with flow chart of the process
- Presentation of the special characteristics and how they are dealt with
- indication of the working and testing instructions or reference to them
- which test equipment is used
- inspection specifications (nominal dimension + tolerances)
- test frequency
- reaction plan
- The CP checklist is to be filled out by the supplier, if necessary CP is to be attached as a verification 
document, otherwise it is to be made available for on-site inspection.

07a
07b

Inspection Plans:
Describe the tests to be performed, specifying:
- individual test steps
- Nominal values (target values)
- Tolerances
- Inspection frequency
- Test / measuring equipment to be used (if applicable, test equipment number....)
- Classification: Special features (SCs, CCs, SPC, D-parts...)
- Remarks / Notes

08

Process-/ Product FMEA:
- FMEA in teamwork
- Boundary risk defined
- Defect catalog used defined and applied (significance, detection, occurrence)
- Measures to reduce the marginal RPN are defined
- Improvement measures have been implemented and effectiveness has been evaluated
- No action with exceeded limit RPN and unapproved residual risk open
- Special features are defined
- Process flow diagram (for P-FMEA) is available 
- Cycle for regular review of FMEA is defined (especially after complaints/tolerances)
- FMEA is understandable and comprehensible (no meaningless terms but clear descriptions)
- Only ISIR-appendix to be completed, FMEA(s) to be viewed on site
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Overview contents of the attachments
Template requirements #09- #18

09

Repeatability / process capability:
- Special features, capability features are defined and agreed with customer
- SPC characteristics (SPC = Statistical Process Control) defined and agreed with customer (if applicable)
- Sample size, sample scope defined and agreed with customer
- Calculation method (software, tools: Minitab, statistical software...) defined and agreed with customer
- Check for normal distribution proven, otherwise adjusted calculation
- Cp, Cpk, Pp, Ppk, Cm, Cmk- capability indices (e.g.: Cpk > 1.33, Cmk ≥1.67, Ppk ≥1.33) defined and agreed with 
customer
- Measures defined in case of non-capable processes (100% inspection)
- Capability characteristics specified in Control Plan (if applicable, in inspection plans).
- Only capable test equipment may be used for capability measurements of the characteristics (MSA/ Gage R&R...).

10

Measurement system analysis:
The measurement system analysis proves that the test system used is capable of taking into account:
- operator influence
- repeatability
- reproducibility
- Gauge dispersion within the specified range
- No use of non-capable test equipment (exception: use as test equipment for testing requirements not relevant to the 
customer)
- Use of verified and validated statistical software (e.g. Minitab, ...)
- Disturbance variables in the test process determined and taken into account
- Repetition of MSA is defined and described in the Control Plan
- Specifications or reference to standards (Gage R&R, VDA Volume 5, ...) 

11

Process audits:
1. The supplier shall self-assess and document its own and its supplier's processes in advance of the ISIR and 
release according to each stage of product and process development. The planning, development and 
implementation of controlled and capable processes is an essential part of the activity for the start-up of new or 
modified products. In doing so, the execution of these activities is supported by documents and records. This 
includes, for example, P-FMEA, Control Plan, work instructions, inspection plans, capability statements, sub-supplier 
review
2. internal audit reports may be inspected on site at the request of the customer
3. in addition, SMT (customer) can check the supplier's approval process at an on-site appointment (e.g. process 
inspection at the supplier's premises, process audit) if required and notified in advance. 
Target: 

I. SMT checks the conformity to the process specifications (planning, realization, if necessary random check).
II. process inspection to check the conformity against the qualification and verification by the

supplier

12

Sub-supplier qualification:
With the sampling of the series components, the supplier confirms that all components/materials/processes of his sub-
suppliers are monitored, qualified and approved according to the required specifications
Proof:
- Release cover sheets/ CoC proofs of sampling of its subcontractors/service providers will be enclosed to the 
customer as an attachment, if applicable. 
- If applicable, inspection of the sampling concept, component classification, sampling criteria of the 
subcontractors/service providers and approval process

13

Measuring equipment list:
The test and measurement equipment list is intended to provide an overview of the measurement and test equipment 
used (test equipment planning, CP, test plan, measurement system analysis) for the production of series components 
or to ensure that the required specifications are met in the series process
Contents of the test equipment monitoring:
- Identification of the test measuring equipment by means of inventory number
- Defined calibration interval
- Next calibration to be performed
- Resolution of the measuring device
- Accuracy of the measuring device
- Test equipment capability

14

Parts history table:
Enables the traceability of (process/product) changes as well as the traceability of the sampling history from the 
beginning of the conceptions
-From shipment of the first sample components (other-sample, pre-series sample, series components).
-Other samples corresponds e.g. engineering and pre-production samples (externally identical to ISIR, but no initial 
sample test report, parts do not have to have been manufactured under series production conditions. Extent of 
documentation to be determined on a part-specific basis

15 Serialization & Traceability:
All serial parts must be formally indicated with ID number on the cover sheet to ensure its traceability

16

Verification of capacity:
In the ISIR, the requested capacity (ridge line) of the components is confirmed, taking into account production under 
series conditions, including existing performance reserves (e.g. additional utilization of extra shifts...). A plausible 
emergency plan for the makeshift production of the parts under emergency conditions is to be demonstrated, e.g. on 
site. For this purpose, the document is to be submitted as a separate attachment or evaluated in a process 
acceptance / process audit by the customer

17

Test data management:
- Ensuring that data formats, contents, provision periods, data transmission interface, etc. are clarified and transmitted 
in series without being requested.
- It can be measured values, parameters, analysis results, etc., which the customer requires for further processing.

18

Additional verifications:
- Proof of suitability load carrier and packaging
- tool list
- Cleanliness concept
- ESD protection concept
- Plant and hall layout plans for production
- Qualification and competence of employees
- Approval of manufacturing processes
- Traceability, document with serial numbers maintenance clarified
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Example component

Sleeve, 
material no. 000000-2020-101

from 

SupplierX
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Required equipment is specified by 
the customer

00a ISIR - Cover sheet

Sampling reasons are 
given by the customer

Addresses are to be filled 
in by supplier

Submission level is specified by the 
customer

 ISIR attachments are filled in as examples for training 
purposes

 Example component: Sleeve 000000-2020-101 V02 of the 
company SupplierX
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Signature of the responsible person of the 
supplier & remarks, if applicable

00a ISIR - Cover sheet

Component-related data 
must be filled in by the 
supplier

Delivery bill information & initial sample 
data to be filled in by supplier

Logistics 
information
to be filled in 
by customer
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Customer signatures and comments in case 
of release with conditions or rejection of the 
ISIR

00a ISIR - Cover sheet

Customer decision of individual attachments as well as overall decision is to be filled in by the customer with 
crosses. 
-If a field is completely rejected, the EMP must be presented again.
-If a field under Release with condition is checked, this plant must be presented again, for the overall release 
(The worst individual result corresponds to the overall result of the ISIR).

Filled in by the customer. Depending on the customer's decision: indication of deviation approval 
or delivery bill details return of ISIR samples.
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Attachments with detailed information 
are to be completed and marked by 
the supplier according to the cover 
sheet. 

00b ISIR - cover sheet #2
Attachment overview

Data is taken from the 
cover sheet

• The attachment overview 
supports the supplier as well as 
the customer to check if all 
documents relevant for the 
customer are available and 
attached

• Refer to the cover sheet for ISIR 
attachment requirements
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To be filled in by the supplier

00b ISIR - cover sheet #2
Attachment overview

To be filled in by the 
customer and 
Customer decision by 
ticking the boxes (add 
remarks if necessary)
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01 Manufacturability incl. risk assessment

Form GS.07b will be provided to the 
supplier at the following link and 
must be enclosed:

https://www.zeiss.de/corporate/zeiss-lieferanten/dokumente-
fuer-lieferanten.html Data is taken from 

the cover sheet

• In the case of conditional manufacturability by the supplier, this is to be indicated in the remarks 
field. mark and include a TA list coordinated with the customer in Attachment #03.

• The manufacturability assessment refers to parts of the series process, such as those produced for 
the ISIR. 

To be filled in by the 
customer and 
customer decision by 
ticking the boxes (add 
remarks if necessary)

Confirmation of the 
manufacturability 
assessment incl. risk 
assessment additionally of 
the attachment 
manufacturability 
assessment supplier, 
analog download link fill in 
and attach. 

https://www.zeiss.de/corporate/zeiss-lieferanten/dokumente-fuer-lieferanten.html


172021-06-23Carl Zeiss SMT GmbH, Markus Essert

02 Part / product drawings

• In the Part / product drawing, in addition to the customer's numbered balloon dimensions/test features, other 
(critical) features agreed with the customer or dimensions required by the supplier to meet the specification should 
be stamped consecutively by the supplier (No duplicate number circles).

• The component drawing shall be included as attachment 02-1.

The stamped drawing is as 
attachment to be added to the 
ISIR.

Data is taken from 
the cover sheet

To be filled in by the 
supplier

To be filled in by the customer 
and customer decision by 
ticking the boxes (add remarks 
if necessary)
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03 Technical Agreement (TA) or (Spec-) List

Summary/overview of the valid specifications. In case of deviations, the column "Designation (+Document No.) of TA" 
must be filled in with reference to the TA agreed with the customer. A comment for the reason of the deviation must be 
added in the Remarks column

Data is taken from the 
cover sheet

To be filled in by the 
supplier To be filled in by the 

customer and 
customer decision by 
ticking the boxes (add 
remarks if necessary)

Side agreements in the form of emails/phone calls are not 
valid!

Technical agreement
for

Technical agreement

Technical agreement

Technical agreement

Specifiication
for 

welding 
of VFX-Casing
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04a Measurement report - General

• Result report of quantitative & 
qualitative characteristics with 
reference to the respective 
specification or drawing stamped by 
the supplier (e.g. consecutively 
numbered drawing characteristics, 
residual gas analysis (RGA)/electrical 
tests/ /pressure acceptance/leakage/ 
etc.)

• The measuring equipment used must 
be fully documented 

• For dimensions, specify the nominal 
dimension, the upper and lower 
tolerance for each measured value

• The actual values are to be 
documented for each presented 
sample

• The evaluation i.O./ n.i.O. by 
comparing the actual values to target 
demands must be carried out by the 
supplier

• Test method, documentation of the 
measurement strategy, test equipment 
concept - structure must be 
documented and attached as an 
appendix

• The samples presented must be 
marked in such a way that the 
measurement results can be traced. In 
the cover sheet or the remarks field, 
the component ID is to be clearly 
assigned to the actual values in the 
measurement report

To be filled in by the supplier. 
See description on the right 
side.

Data is taken from 
the cover sheet

To be filled in by the 
supplier To be filled in by the 

customer and 
customer decision by 
ticking the boxes (add 
remarks if necessary)
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04b Measurement report - Cleaning 

• The attachment Measurement Report_Cleaning is pre-
filled according to cleaning specifications that have not 
yet been released, with a reference to the section of the 
specification in which the target requirements are to be 
found. The supplier/service provider must adapt or 
update the template himself according to his given 
specifications.

• The template has been subdivided according to 
specifications, according to customer requirements the 
respective verification fields can be opened via the left 
plus, filled in or completely customized according to the 
required specification incl. the heading see above 
reference.

• For cleaning process releases according to FU1000711 
section 1.part has to be filled in, this is divided into two 
material groups 

1.a. all materials except SiSiC (silicon carbide)
1.b. Material SiSiC (exception due to deviating XPS 
values to specification FU1000711)

• For the cleaning proof for serial parts according to 
FU1000711 the section 2.part has to be filled in, this is 
also divided into two material groups 

2.a. all materials except SiSiC
2.b. Material SiSiC

Data is taken from 
the cover sheet

From supplier/
Service provider 
to fill in and 
mark This field is only to be filled in for 

the cleaning process qualification
From supplier/
Service provider to 
fill in
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04b Measurement report - Cleaning 

To be filled in by the 
customer and 
customer decision by 
ticking the boxes (add 
remarks if necessary)

To be filled in by 
the supplier

• Result report of the quantitative and qualitative 
characteristics with reference to the respective 
specification

• The measuring equipment must be documented 

• For dimensions, specify the nominal dimension, the 
upper and lower tolerance for each measured 
value.

• The actual values are to be documented for each 
presented sample

• The evaluation i.O./ n.i.O. by comparing the actual 
values to target demands must be carried out by 
the supplier. 

• Test method, documentation of the measurement 
strategy, test equipment concept - structure must 
be documented and attached as an appendix.

• The samples submitted must be marked in such a 
way that the measurement results can be traced. In 
the cover sheet or the remarks field, the component 
ID is to be clearly assigned to the actual values in 
the measurement report

To be completed by the 
supplier/service provider

See description on the 
right side
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04b Measurement report - Cleaning 

To be filled in by 
the 
supplier/service 
provider

See description 
on previous slide!
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04b Measurement report - Cleaning 

To be filled in by 
the 
supplier/service 
provider

See description 
on the slide before 
last!

If certain data are 
not relevant, the 
fields can be filled 
in with n.a. (= „not 
applicable“)
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05 Conformity of material

• Documentation of the specification-compliant, material-specific test results with reference to the 
requirements in the specification (material test certificates/material data sheets)

• Confirmation of full compliance with REACH & RoHs requirements with 
reference to the valid revision of the specification (revision level, date).

To be filled in by 
the customer and 
customer decision 
by ticking the 
boxes (add 
remarks if 
necessary)

To be filled in by the 
supplier

Data is taken from
the cover sheet

To be marked by the supplier and 
attachments to be included
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Clear chronological representation of all 
process steps of the product from 
goods receipt to delivery to the 
customer:

• Determination of the Special 
Characteristics 

• Indication of the work and test 
instructions or reference thereto

• The CP checklist is to be completed 
by the supplier, if necessary enclose 
CP as verification document, 
otherwise make it available for 
inspection on site

• If you select "No", please give 
reasons in the comments field

06 Control Plan (CP)
CP & Checklist

Control plan (CP)

CP extract as verification document
to be provided by the supplier

Data is taken from 
the cover sheet
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Clear chronological representation of all process steps of the product 
from goods receipt to delivery to the customer:

• Consideration of the Special Characteristics 

• Indication of the work and test instructions or reference thereto

• The CP checklist is to be completed by the supplier, if "No“ is 
selected, please give reasons in the comments field

06 Control Plan (CP)
CP & Checklist

Checklist for checking all criteria in the CP
Data is taken from 
the cover sheet

To be marked by supplier, fill in remarks on document 
name/references and attach as annex
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07 Inspection plans
Checklist & test plan

Checklist for checking all criteria in the inspection plan

Suppliers to be marked, comments on document 
names/notes to be filled in and attached as an 
appendix.

Data is taken from 
the cover sheet

Description of the tests to be performed:
• Nominal values (target values) 
• Tolerances 
• Testing frequency
• Test / measuring equipment to be used (if applicable, test equipment 

number....)
• Classification: Special features (SCs, CCs, SPC, A/B parts,...)
• Remarks / Notes
• if "No“ is selected, please give reasons in the comments field
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07 Inspection plans
Checklist & test plan

Inspection plan for a work stepData is taken from 
the cover sheet

To be filled in by the supplier

Description of the tests to be performed:
• Nominal values (target values) 
• Tolerances 
• Testing frequency
• Test / measuring equipment to be used (if 

applicable, test equipment number....)
• Classification: Special features (SCs, CCs, 

SPC, A/B parts,...)
• Remarks / Notes
• if "No“ is selected, please give reasons in 

the comments field

To be filled in by the 
customer and 
customer decision 
by ticking the boxes 
(add remarks if 
necessary)

To be filled in by the 
supplier

To be filled in by the supplier
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08 Process- / Product FMEA

Checklist for checking all specified criteria of the FMEA 
must be submitted

FMEAs are viewed on site if necessary!

Components of an FMEA:
• FMEA in teamwork 
• RPN- Limit defined (above this limit, measures for risk 

mitigation have to be applied)
• Evaluation catalog used defined and applied (severity, 

detection, occurrence) 
• Measures for the mitigation of risks above the limit-RPN 

are defined 
• Improvement measures have been implemented and 

effectiveness has been evaluated 
• No measure with exceeded limit RPN and unapproved 

residual risk open
• Special characteristics are set
• Process flow diagram (for P-FMEA) is available
• Cycle for regular review of FMEA is defined (especially 

after complaints / deviation requests) 
• The FMEA is understandable and comprehensible (no 

meaningless terms but clear descriptions)
• if "No“ is selected, please give reasons in the comments 

field

To be marked by supplier, fill in remarks on 
document name/references and attach as annex

Data is taken from
the cover sheet
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09 Repeatability/ process capability

Cp, Cpk, Ppk, Cmk - Capability indices (e.g.: Cpk > 1.33, 
Cmk ≥1.67, Ppk ≥1.33) are defined and agreed with the 
customer

• Special characteristics, capability characteristics are 
defined and agreed with the customer

• SPC characteristics (SPC= Statistical Process Control) 
defined and agreed with customer (if applicable)

• Sample size, sample size defined and agreed with 
customer

• Calculation method (software, tools: Minitab, statistical 
software...) defined and agreed with customer

• Test for normal distribution proven, otherwise adjusted 
calculation. 

• Cp, Cpk, Pp, Ppk, Cm, Cmk- capability indices (e.g.: Cpk
> 1.33, Cmk ≥1.67, Ppk ≥1.33) determined and agreed 
with customer.

• Measures defined in the case of non-capable processes 
(100% check)

• Capability characteristics defined in the production control 
plan (if applicable, in inspection plans).

• Only capable test equipment may be used for capability 
measurements of the characteristics (MSA/ Gage R&R...). 

Proof of capability for inspection characteristics or 
characteristics agreed with customers:

Data is taken from 
the cover sheet

To be filled in by 
the customer and 
customer 
decision by 
ticking the boxes 
(add remarks if 
necessary)

To be filled in by the 
supplier

To be filled in by the supplier
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10 Measurement system analysis

The measurement system analysis proves that the test system used is capable of taking into account:

• Operator influence
• Repeatability 
• Reproducibility
• Test equipment scattering in the specified range 
• No use of non-capable test equipment (exception: use as test equipment for the testing of non-customer-relevant requirements) 
• Use of verified and validated statistical software (e.g. Minitab, ...) 
• Disturbance variables determined and taken into account in the test process
• Repetition of the MSA is defined and described in the CP
• Specifications or reference to standards (Gage R&R, VDA Volume 5, ...) Example: Measuring process analysis Method 3 Anova

Data is taken from 
the cover sheet

To be filled in by the supplier
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11 Process audits

The supplier must accept and approve his own and his 
suppliers' processes in advance of the ISIR, evaluate and 
document them himself according to the individual stages of 
product and process development. 

• The planning, development and implementation of controlled 
and capable processes is an essential part of the activity for 
the start-up of new or modified products. In doing so, the 
execution of these activities is supported by documents and 
records. This includes, for example, process FMEA, a control 
plan, work instructions, inspection plans, capability 
demonstrations, inclusion of sub-suppliers in audit planning. 

• The proofs will be sent to the customer according to the 
requirements to the ISIR cover sheet if necessary 

• In addition, SMT (customer) can check the supplier's approval 
process at an on-site appointment (e.g. process inspection at 
the supplier's premises, process audit) if required and notified 
in advance. 

• Objective: 
I. SMT verifies conformance to process specifications. 
(planning, realization, if necessary sample check)

II. process inspection to check the conformity 
to the qualification and verification by the
supplier

Data is taken from 
the cover sheet

To be filled in by the supplier
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12 Sub-supplier qualification

Tier 1 is submitting supplier for ISIR, further subcontractors Tier 2 to Tier n.
Ex. Met (X) or not done ( -/- ) in ISIR status Released (F-R) ...

• With the sampling of the series components, the supplier confirms that all 
components/materials/processes of his sub-suppliers are monitored, qualified and approved 
according to the required specifications. 

• Proof:
 Release cover sheets/ CoC proofs of sampling of its subcontractors/service providers will 

be enclosed to the customer as an attachment, if applicable. 
 If applicable, inspection of the sampling concept, component classification, sampling 

criteria of the subcontractors/service providers Approval process

Data is taken from 
the cover sheet

To be filled in by the supplier

CoC = Certificate of Conformity
QAA = Quality Assurance Agreement
F-R = Released
FA – RO = Released with conditions
A – R = Rejected 
-/- = inapplicable
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13 Measuring equipment list

No expired test equipmentMeasuring device identification and name must be associated with 
Control Plan and Verification of compliance with the test- / inspection 
equipment

The inspection and test equipment 
list is intended to provide an 
overview of the measuring and test 
equipment used (inspection and 
test equipment planning, CP, 
inspection plan, measurement 
system analysis) for the production 
of series components or to ensure 
that the required specifications are 
met in the series process. 

Contents of the test equipment 
monitoring:

• Identification of the test-/ 
measuring equipment by means 
of inventory number

• Defined calibration intervals
• Next calibration to be performed 
• Resolution of the measuring 

device
• Accuracy of the measuring 

device
• Test- / inspection  equipment 

capability

Data is taken from 
the cover sheet

To be filled in by the supplier
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14 Parts history table

• Enables traceability of (process/product) changes as well as sampling history from the beginning of the ISIR- submissions

• From shipping of the first samples (other samples, initial samples)

• Other samples are samples from near-series processes that do not yet fully correspond to the series processes, e.g. pre-series samples. Other samples
must be sent with at least the following documents: ISIR cover sheet with the marking at "Test report other samples", a test report issued by the supplier.
stamped drawing, measurement report (part a & b) and attachment #15 Serialization/Traceability (Scope of documentation to be determined on a part-specific basis)

Data is taken from 
the cover sheet

To be filled in by the supplier
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15 Serialization & Traceability

All series parts must be marked to ensure its traceability

Tick how traceability was agreed upon

To be filled in by the 
supplier

Data is taken from
the cover sheet

To be marked by the supplier and attachments to be 
included

To be filled in by 
the customer and 
customer decision 
by ticking the 
boxes (add 
remarks if 
necessary)
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16 Verification of capacity

• In the ISIR, the requested capacity (ridge line) of the 
components is confirmed, taking into account the 
production under series conditions

• A plausible emergency plan for the makeshift 
production of the parts under emergency conditions is 
to be demonstrated, e.g. on site. For this purpose, the 
document is to be submitted as a separate attachment 
or evaluated by the customer in a process verification -
/ process validation / process audit. 

Indication of the ridge line in pieces per month

To be filled in by the customer and 
customer decision by ticking the boxes (add 
remarks if necessary)

To be filled in by the 
supplier

Data is taken from
the cover sheet

To be completed by the supplier and 
enclosed as an attachment
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17 Test data management

• Ensure that data formats, content, provision periods, data 
transmission interfaces, etc. are clarified and transmitted in 
series without being requested.

• It can be measured values, parameters, analysis results, etc., 
which the customer needs for further processing

To be filled in by the 
customer and 
customer decision by 
ticking the boxes (add 
remarks if necessary)

To be filled in by the 
supplier

Data is taken from
the cover sheet

To be marked, completed and attached by the supplier

Example: Excerpt data transfer

The relevant specification has to 
be filled in by the supplier
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18 Additional verifications
Example packing

• Template product specific freely 
definable example for e.g. 
packing, ...

• Proof of suitability load carrier and 
packaging

• Tool list

• Cleanliness concept

• ESD protection concept

• Plant and hall layout plans for 
production

• Qualification and competence of 
employees

To be filled in by the customer 
and 
customer decision by ticking the 
boxes (add remarks if necessary)

To be filled in by the 
supplier

Data is taken from 
the cover sheet

To be completed individually by the supplier and attached as an appendix



402021-06-23Carl Zeiss SMT GmbH, Markus Essert

Release/change history

Change no. Date Change Creator Freigeber

V01 05.11.2020 First edition Isabell Mangold Dr. Jolanta Olkowska Oetzel

V02 11.12.2020 Second edition: Revision of 
design, text and attachment 
#13 image to "ISIR-
EMP_template_multilingual_V0
2".

Isabell Mangold Dr. Jolanta Olkowska Oetzel

V03 23.06.2021 Third edition: Linguistic 
adjustments (after training)

Markus Essert Dr. Jolanta Olkowska Oetzel




	: 
	Agenda
	Agenda
	Agenda
	Background �Excerpt from SMT guideline for ISIR-process: "RM~Erstmusterprozess (series product and process release) 
	Sampling matrix�Presentation stages
	Instruction - Howto: �General requirement for initial sample inspection (ISIR) 
	Overview contents of the attachments �Template requirements #00- #08�
	Overview contents of the attachments�Template requirements #09- #18
	Foliennummer 10
	00a ISIR - Cover sheet
	00a ISIR - Cover sheet
	00a ISIR - Cover sheet
	00b ISIR - cover sheet #2�Attachment overview
	00b ISIR - cover sheet #2�Attachment overview
	01 Manufacturability incl. risk assessment
	02 Part / product drawings
	03 Technical Agreement (TA) or (Spec-) List
	04a Measurement report - General
	04b Measurement report - Cleaning 
	04b Measurement report - Cleaning 
	04b Measurement report - Cleaning 
	04b Measurement report - Cleaning 
	05 Conformity of material
	06 Control Plan (CP)�CP & Checklist
	06 Control Plan (CP)�CP & Checklist
	07 Inspection plans�Checklist & test plan
	07 Inspection plans�Checklist & test plan
	08 Process- / Product FMEA
	09 Repeatability/ process capability
	10 Measurement system analysis
	11 Process audits
	12 Sub-supplier qualification
	13 Measuring equipment list
	14 Parts history table
	15 Serialization & Traceability
	16 Verification of capacity
	17 Test data management
	18 Additional verifications�Example packing
	Release/change history
	Foliennummer 41

