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[Note: This appendix is an example of a weighing device type evaluation process.   If you include this process flowchart in your quality manual it must be edited to represent your laboratory process.]
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test date?

Field evaluation
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Will the device be evaluated

in the laboratory?
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1. Information is reviewed by the TEA Program Manager.

2. Summary sheet is started.

1. Withdraw the assignment .

2. Send written notification of withdrawal to the

    contact person and to TEA.
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Device receipt process

When contacted by the manufacturer, the type evaluation

representative will:

1. Review the application with the device contact person.

2. Select and review the test procedures and get agreement 

    from the device contact person.
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    equipment required to complete the evaluation.
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2. Request an effective date and CC number within one
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1. Draft CC is faxed to mfg.
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4. Repeat steps 1 - 3 as appropriate

5. Record total time for mfg review of draft CC (for type evaluation
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1. Failure:

All unresolved deficiencies found until the point that no other testing can be conducted.  All deficiencies found during permanence testing is 

considered a failure.  Written correspondence is sent to the manufacturer after each failure  to include all deficiencies found and NIST is notified. (see 

Publication 14, Administrative Procedures, Section Q - Report of Deficiencies).

2. NON-failure: In laboratory or initial field evaluation

Deficiencies corrected while the inspector is present and testing, and there is minimal time delay to the testing.  The inspector should document the 

deficiencies but this is not considered a failure and will not require the issuance of an updated control number.  There is no written correcspondance 

notifying the manufacturer of noncompliances since the corrections were made while the inspector was present.  

Continue 

testing

(device must 

be submitted 

in 30 days)

 

TEA

Are reasons 

on acceptable failures 

list?

No

 return device if 

necessary or 

manufacturer 

repairs device at the 

laboratory or at the 

field site.

No

TEA

determines if 

acceptable based on 

laboratory 

recommendation

Are reasons 

determined 

acceptable?

Yes

Expand list of 

acceptable failures

Provide updated list to 

laboratories

TEA

control number 

updated

notify TEA  and 

Manufacturer of 

failure(s), TEA issues 

updated control 

number (e.g. XXXX.1, 

XXXX.2)

LAB

notify manufacturer that 

additional documented 

evidence (report, data) 

and/or testing is 

required within 90 days 

No

TEA

File

closed

TEA and  Lab

Review test Data

TEA and LAB

is test data  acceptable?

No

Yes

The entire Excessive Failure Process

cannot exceed 90 days (May go through this portion of the process more than once as 

long as the total time does not exceed 90 days)

device  

corrected  in 

90 days and rtned 

as lab scheduling 

permits 

File 

closed

No

TEA

Has device ever 

entered the excessive 

failure process

Yes

TEA

close file

Yes

Manufacturer

evidence and/or 

test data 

submitted

 

Has the 

manufacturer  exceeded the  

90 days process

No

Yes

NOTE: device 

goes to the end of 

the queue

Yes

Allow for lab 

scheduling 

problems

Yes


[image: image7.wmf]TITLE:

Conducting Initial Field Performance Type Evaluations

    

Pg 1 of 2

7

DATE:

Doc Pg

OF

PGS

10

Rev. 06/01/02

1

Field evaluation

Was the evaluation

scheduled within

11 weeks (77 days) of the

assignment date?

Make travel

arrangements

Initialization of the field

evaluation / preliminary

test

Travel to test site

Did manufacturer

 cancel and unable to

reschedule within the initial 11

weeks (77 days)?

Yes

1. Withdraw the assignment.

2. Send written notification of withdrawal to the manufacturer and to the TEA.
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Factors affecting time: Distance from Lab to test site

1. Review test site.

2. Review setup parameters of the system.

3. Preliminary tests: review the checklist.

4. If any failures:

    a. If the areas of noncompliance are corrected, repeat the

        preliminary testing.

    b. If the areas of noncompliance cannot be corrected, discontinue

        the evaluation.  Notify the manufacturer of the areas of concompliance.

Ideal Time:________

Factors affecting time: Complexity of the system

1. Review device diagram.
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3. Review installation and operation manuals.
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Procedure for receiving test item

shipments:

1. Date and initial the package(s).

2. Place package(s) in storage room.

3. Notify the lab Program Manager.
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1. Date and initial the package(s).

2. Inspect the package(s) for damage and content.

3. Place the package(s) in storage room.

1. Record date of receipt and other info on work

    log.

2. Notify TEA of the date of receipt.

3. Schedule: work is conducted in the order in

    which the devices are received.

4. Document all work on the summary sheet.

1.Devices are packaged and shipped by the

   lab staff.

2.Devices are returned after final edit of the CC

   drafts by TEA.

3.Unless other means are requested by the

   manufacturer, devices are shipped through

   UPS, or FED EX.
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When contacted by the manufacturer with an evaluation date the type
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2.Request authorization number for travel.
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preliminary test

1. Review test site and visual evaluation of device.

2. Review setup parameters of the system.
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1. Provide TEA with date that evaluation was completed.

2. Request an effective date and CC number within one

     week of evaluation completion.

Ideal time:________

Factors affecting time: Laboratory's workload,

additional program and section duties

1. Draft CC is faxed to mfg.

2. Mfg returns review.

3. Make any necessary changes to CC

4. Repeat steps 1 - 3 as appropriate

5. Record total time for mfg review of draft CC (for type evaluation
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6. Prepare the final CC.
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1. Final CC is sent to TEA via e-mail attachment and verified
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No
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1.Review test procedure with equipment operator.

2. Conduct test as prescribed in Publication 14.
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1. Review all data.

2. Review test results and permanence test use requirements with the
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1.Seal all adjustable components.

2. Review all data.

3. Review test results and permanence test use requirements

     with the manufacturer.
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back to the 

type 

evaluation 

process

if lab type evaluations
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back to the 

type 

evaluation 

process

if field type evaluations
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1. Failure:

All unresolved deficiencies found until the point that no other testing can be conducted.  All deficiencies found during permanence testing is 

considered a failure.  Written correspondence is sent to the manufacturer after each failure  to include all deficiencies found and NIST is notified. (see 

Publication 14, Administrative Procedures, Section Q - Report of Deficiencies).

2. NON-failure: In laboratory or initial field evaluation

Deficiencies corrected while the inspector is present and testing, and there is minimal time delay to the testing.  The inspector should document the 

deficiencies but this is not considered a failure and will not require the issuance of an updated control number.  There is no written correcspondance 

notifying the manufacturer of noncompliances since the corrections were made while the inspector was present.  

Continue 

testing

(device must 

be submitted 

in 30 days)
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on acceptable failures 
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No

 return device if 

necessary or 

manufacturer 

repairs device at the 
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field site.

No
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laboratory 
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Are reasons 

determined 

acceptable?

Yes

Expand list of 

acceptable failures

Provide updated list to 

laboratories

TEA

control number 

updated

notify TEA  and 

Manufacturer of 

failure(s), TEA issues 

updated control 

number (e.g. XXXX.1, 
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