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STORAGE AND STABILITY

Do not freeze.

SUMMARY AND EXPLANATION OF TEST

CLIA WAIVED FOR USE IN WAIVED AND COMPLEX LABS

Thyroid Test Rapid TSH Cassette
(Whole Blood)

BIBLIOGRAPHY

Lancet, Vol. 1 (1985): 1117-1119.

EXPECTED NORMAL VALUES

WAIVER PERFORMANCE

Actual 
value

Expected  
result (n)

Accuracy 
of lay user

3.46 
mlU/L

Negative 
(60)

100.0% 

4.19 
mlU/L

Negative 
(60)

93.3% 

5.14 
mlU/L

Positive 
(60)

90.0%

5.71 
mlU/L

Positive 
(60)

98.3%

6.41 
mlU/L

Positive 
(60)

100% 

PERFORMANCE CHARACTERISTICS
Sensitivity

Accuracy

Precision

Interference Data

In vitro
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“There is no single level of serum TSH at which 
clinical action is always either indicated or 
contraindicated. The higher the TSH, the more 
compelling is the rationale for treatment. It is 
important to consider the individual clinical context 

Surks et. al., JAMA 291:228, 2004.
For further information, please refer to the 
American Thyroid Association at www.thyroid.
org and the NACB guidelines for thyroid testinng 
available at www.nacb.org.

Wa RnIngs and PReCaUtIons
ClInICal:
1. For in vitro diagnostic use.

quantitative laboratory TSH assay.
3. For professional use only.
4. Clinical judgment is necessary for interpreting 

the test results.
5. No treatment should be given based upon 

this qualitative TSH test result, nor should any 
condition or treatment be monitored using this 
qualitative TSH test result. 

6. False positive results can occur due to 
heterophilic (unusual) antibodies, and 
certain clinical conditions such as central 
hypothyroidism, TSH-secreting tumors or 
thyroid hormone resistance.

7. A negative result does not rule out 
hypothyroidism as TSH > 5 mlU/L is not seen in 
secondary or tertiary hypothyroidism.

8. Test results cannot be used to determine 
hyperthyroidism.

teCHnICal:
1. Blood specimens may be potentially infectious. 

Avoid contact with skin by wearing gloves and 
proper laboratory attire. Properly handle and 
discard all used test devices in an approved 
biohazard container.

2. Do not use test cassettes if foil pouches are 
opened or defective.

3. Do not use the buffer or cassette after the 
expiration date printed on the outside of each 
foil pouch.

4. Test cassettes are single use only.

5. Adding sample and buffer to the wrong port will 
result in an incorrect result.

6. Test buffer contains sodium azide, a preservative
that is a poison and may be harmful if swallowed.
Seek medical help if buffer is swallowed.

7. Persons performing the test must be tested for
colorblindness before performing the test.

qUalIty ContRol
The CTTRTC contains built-in quality control 
features. A pink line in the Control Zone should 
always be seen. It shows: (1) that enough volume 

line is missing, the test was not run correctly or it 
failed to function correctly. The test is invalid, and 
testing should be repeated using a new cassette. 
If you are testing under CLIA-waived status, the 
manufacturer recommends running controls:
• Each new lot
• Each new shipment (even if from the same lot 

previously received)
• Each new operator (an individual who was not 

run the tests for at least two weeks)
• Monthly, as a continued check on storage 

conditions
• Whenever problems (storage, operator or other) 

• Other times as required by your laboratory’s 
standard QC procedures.

A set of positive and negative CLIAwaived, Inc. TSH
Controls is available from CLIAwaived, Inc. For order-
ing information, please visit www.cliawaived.com.
The positive and negative controls should be 
run according to laboratory requirements. These 
controls should be run like an unknown sample. If 
the controls should be run like an unknown sample. 
If the controls do not give expected results (positive 
or negative), patient results must not be reported, 
and the testing should be re-run.
If you are not running the CTTRTC under CLIA-
waived status, or if your local or state regulations 
require more frequent testing of quality control 
material, quality control must be performed in 
compliance with those regulations. Each laboratory 
or testing site using the CTTRTC must have a 

department for an application form.

If the test does not show any Control or Test 
line in the window, or a smudged or partial line, 
the test cassette should be discarded. Do not 
report the results. Run the test again with a new 
cassette and follow the procedures exactly. If the 
second test does not show lines, please contact 
Technical Services at 1-888-882-7739. For any 
other concerns regarding CTTRTC, please call 
1-858-481-5031, Monday – Friday, from 8 a.m. to 

sPeCIMen ColleCtIon and 
PRePaR at Ion

Each CTTRTC is run with fresh whole blood. 
Samples should be tested immediately after 
collection into the pipette. If the blood appears to 
be clotted in the pipette, a new, fresh blood sample 
should be taken. If the fresh whole blood is from a 
venous collection, use the sample immediately and 
discharge after use.

to ColleCt fIngeR-stICk blood:

2. Let dry thoroughly. Alcohol will affect the test.
3. One drop of whole blood (50  is required to 

perform the test.

for use. (see Picture a.)

note: It is important to use the second drop 
to avoid potential interference from the alcohol.

7. Hold 
(included in pouch) to the drop of blood. (see 
Picture b.)

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.

to ColleCt HePaRInIzed venoUs blood: 
(Use within 5 minutes)
1. Draw venous whole blood sample into syringe 

or a vacuum collection tube containing heparin 
as an anticoagulant.

2. Remove tube cap and touch end of pipette 
included in the kit to the blood in the tube by 
tipping the tube and holding the pipette as 
horizontal as possible.

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.
4. Replace cap on tube.

TEST PROCEDURE
1. Remove the test cassette and pipette from the 

foil pouch by tearing at notch at the corner of 
the pouch.

the windows facing up.
3. Add one drop of whole blood directly into the 

specimen well S, located at the bottom of the 
cassette, with the pipette provided in the pouch.
(see Picture C.) Discard the pipette into a waste 

4. Set timer and wait for 90 seconds before 
proceeding.

5. Add four full drops of buffer into the
 Specimen well S located at the bottom of  
the cassette.

6. Set timer for 10 minutes. Do not move the 
cassette during this time.

7. At the end of 10 minutes, read the line(s) in the 
rectangular results window of the cassette. Do 
not move the cassette until you have checked 
the lines. Do not read results after 15 minutes.

READING TEST RESULTS
NEGATIVE RESULT:
One pink line appears at C in the rectangular result 
window. There is no pink colored line at T in the 
rectangular result window. A negative result means 
that the TSH level is below the cut-off level of 5 
mlU/L. 

POSITIVE RESULT:
Two pink lines appear in the rectangular result 
window. (One pink line appears at C and one pink 
line appears at T.) A positive result means that the 
TSH level is above the cut-off level of 5 mlU/L.
IMPORTANT: In addition to the pink line by the 
control mark, any line that is seen near the test 
mark of the cassette at the 10-minute time is 
considered a positive result. the intensity of the 
line does not matter. 
Please note: do not read after 15 minutes.

INVALID RESULTS
A pink line should always appear at C. If there is 
no pink line seen near C, the test is invalid. Do not 
report the result. In this case, the test should be 
repeated with a new cassette, or call 1-888-882-
7739 for CLIAwaived, Inc. Technical Services.

REPORTING RESULTS
Test results should be reported to a physician for 
individual interpretation and symptom management.

DISCARD USED MATERIALS
After the test is completed, discard all used 
materials in a biological waste container.

LIMITATIONS OF THE TEST
1. Follow the directions exactly. 
2. Running the test at temperatures below or 

above room temperature (15°- 30°C, 60°- 
86°F) may affect the results. Make sure the 
buffer and cassette are at room temperature 
before running the test.

3. The blood sample must be dispensed 

clotted, collect a new sample and re-test.
4. TSH elevations have been reported concomitant 

to hyperthyroidism in patients with neoplasis of 
the pituitary.

5. As with all screening assays, results should be

obtained from this kit should be used only as a 
companion to other diagnostic procedures and 
information available to the physician.

6. To avoid incorrect readings, do not interpret the 
results after 15 minutes.

7. Check the expiration date. If the test kit is 
expired, do not use the test cassette.
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“There is no single level of serum TSH at which 
clinical action is always either indicated or 
contraindicated. The higher the TSH, the more 
compelling is the rationale for treatment. It is 
important to consider the individual clinical context 

Surks et. al., JAMA 291:228, 2004.
For further information, please refer to the 
American Thyroid Association at www.thyroid.
org and the NACB guidelines for thyroid testinng 
available at www.nacb.org.

Warnings and Precautions
CLINICAL:
1. For in vitro diagnostic use.

quantitative laboratory TSH assay.
3. For professional use only.
4. Clinical judgment is necessary for interpreting 

the test results.
5. No treatment should be given based upon 

this qualitative TSH test result, nor should any 
condition or treatment be monitored using this 
qualitative TSH test result. 

6. False positive results can occur due to 
heterophilic (unusual) antibodies, and 
certain clinical conditions such as central 
hypothyroidism, TSH-secreting tumors or 
thyroid hormone resistance.

7. A negative result does not rule out 
hypothyroidism as TSH > 5 mlU/L is not seen in 
secondary or tertiary hypothyroidism.

8. Test results cannot be used to determine 
hyperthyroidism.

TECHNICAL:
1. Blood specimens may be potentially infectious. 

Avoid contact with skin by wearing gloves and 
proper laboratory attire. Properly handle and 
discard all used test devices in an approved 
biohazard container.

2. Do not use test cassettes if foil pouches are 
opened or defective.

3. Do not use the buffer or cassette after the 
expiration date printed on the outside of each 
foil pouch.

4. Test cassettes are single use only.

5. Adding sample and buffer to the wrong port will 
result in an incorrect result.

6. Test buffer contains sodium azide, a preservative 
that is a poison and may be harmful if swallowed. 
Seek medical help if buffer is swallowed.

7. Persons performing the test must be tested for 
colorblindness before performing the test.

QUALITY CONTROL
The CTTRTC contains built-in quality control 
features. A pink line in the Control Zone should 
always be seen. It shows: (1) that enough volume 

line is missing, the test was not run correctly or it 
failed to function correctly. The test is invalid, and 
testing should be repeated using a new cassette. 
If you are testing under CLIA-waived status, the 
manufacturer recommends running controls:
• Each new lot
• Each new shipment (even if from the same lot 

previously received)
• Each new operator (an individual who was not 

run the tests for at least two weeks)
• Monthly, as a continued check on storage 

conditions
• Whenever problems (storage, operator or other) 

• Other times as required by your laboratory’s 
standard QC procedures.

A set of positive and negative CLIAwaived, Inc. TSH 
Controls is available from CLIAwaived, Inc. For order-
ing information, please visit www.cliawaived.com.
The positive and negative controls should be 
run according to laboratory requirements. These 
controls should be run like an unknown sample. If 
the controls should be run like an unknown sample. 
If the controls do not give expected results (positive 
or negative), patient results must not be reported, 
and the testing should be re-run.
If you are not running the CTTRTC under CLIA-
waived status, or if your local or state regulations 
require more frequent testing of quality control 
material, quality control must be performed in 
compliance with those regulations. Each laboratory 
or testing site using the CTTRTC must have a 

department for an application form.

If the test does not show any Control or Test 
line in the window, or a smudged or partial line, 
the test cassette should be discarded. Do not 
report the results. Run the test again with a new 
cassette and follow the procedures exactly. If the 
second test does not show lines, please contact 
Technical Services at 1-888-882-7739. For any 
other concerns regarding CTTRTC, please call 
1-858-481-5031, Monday – Friday, from 8 a.m. to 

sPeCIMen ColleCtIon and 
PRePaR at Ion

Each CTTRTC is run with fresh whole blood. 
Samples should be tested immediately after 
collection into the pipette. If the blood appears to 
be clotted in the pipette, a new, fresh blood sample 
should be taken. If the fresh whole blood is from a 
venous collection, use the sample immediately and 
discharge after use.

to ColleCt fIngeR-stICk blood:

2. Let dry thoroughly. Alcohol will affect the test.
3. One drop of whole blood (50  is required to 

perform the test.

for use. (see Picture a.)

note: It is important to use the second drop 
to avoid potential interference from the alcohol.

7. Hold 
(included in pouch) to the drop of blood. (see 
Picture b.)

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.

to ColleCt HePaRInIzed venoUs blood: 
(Use within 5 minutes)
1. Draw venous whole blood sample into syringe 

or a vacuum collection tube containing heparin 
as an anticoagulant.

2. Remove tube cap and touch end of pipette 
included in the kit to the blood in the tube by 
tipping the tube and holding the pipette as 
horizontal as possible.

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.
4. Replace cap on tube.

test PRoCedURe
1. Remove the test cassette and pipette from the 

foil pouch by tearing at notch at the corner of 
the pouch.

the windows facing up.
3. Add one drop of whole blood directly into the

circular specimen well s1 , located in the middle of
the lower portion of the cassette, with the pipette
provided in the pouch. (see Picture C.) Discard
the pipette into a waste container after use.

4. Set timer and wait for 90 seconds before 
proceeding.

5. Add four full drops of the buffer into the oval 
buffer well s2 , located at the bottom of the 
cassette.

6. Set timer for 10 minutes. Do not move the 
cassette during this time.

7. At the end of 10 minutes, read the line(s) in the 
rectangular results window of the cassette. Do 
not move the cassette until you have checked 
the lines. Do not read results after 15 minutes.

ReadIng test ResU lts
negatIve ResU lt:
One pink line appears at C in the rectangular result 
window. There is no pink colored line at T in the 
rectangular result window. A negative result means 
that the TSH level is below the cut-off level of 5 
mlU/L. 

PosItIve ResU lt:
Two pink lines appear in the rectangular result 
window. (One pink line appears at C and one pink 
line appears at T.) A positive result means that the 
TSH level is above the cut-off level of 5 mlU/L.
IMPoRtant: In addition to the pink line by the 
control mark, any line that is seen near the test 
mark of the cassette at the 10-minute time is 
considered a positive result. the intensity of the 
line does not matter. 
Please note: do not read after 15 minutes.

InvalId ResU lt:
A pink line should always appear at C. If there is 
no pink line seen near C, the test is invalid. Do not 
report the result. In this case, the test should be 
repeated with a new cassette, or call 1-888-882-
7739 for CLIAwaived, Inc. Technical Services.

RePoRtIng ResU lts
Test results should be reported to a physician for
individual interpretation and symptom management.

dIsCaRd Used M ate RIals
After the test is completed, discard all used 
materials in a biological waste container.

lIMI tat Ions of tHe test
1. Follow the directions exactly. 
2. Running the test at temperatures below or 

above room temperature (15°- 30°C, 60°- 
86°F) may affect the results. Make sure the 
buffer and cassette are at room temperature 
before running the test.

3. The blood sample must be dispensed 

clotted, collect a new sample and re-test.
4. TSH elevations have been reported concomitant 

to hyperthyroidism in patients with neoplasis of 
the pituitary.

5. As with all screening assays, results should be

obtained from this kit should be used only as a
companion to other diagnostic procedures and
information available to the physician.

6. To avoid incorrect readings, do not interpret the 
results after 15 minutes.

7. Check the expiration date. If the test kit is 
expired, do not use the test cassette.
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American Thyroid Association at www.thyroid.
org and the NACB guidelines for thyroid testinng 
available at www.nacb.org.

Wa RnIngs and PReCaUtIons
ClInICal:
1. For in vitro diagnostic use.

quantitative laboratory TSH assay.
3. For professional use only.
4. Clinical judgment is necessary for interpreting 

the test results.
5. No treatment should be given based upon 

this qualitative TSH test result, nor should any 
condition or treatment be monitored using this 
qualitative TSH test result. 

6. False positive results can occur due to 
heterophilic (unusual) antibodies, and 
certain clinical conditions such as central 
hypothyroidism, TSH-secreting tumors or 
thyroid hormone resistance.

7. A negative result does not rule out 
hypothyroidism as TSH > 5 mlU/L is not seen in 
secondary or tertiary hypothyroidism.

8. Test results cannot be used to determine 
hyperthyroidism.

teCHnICal:
1. Blood specimens may be potentially infectious. 

Avoid contact with skin by wearing gloves and 
proper laboratory attire. Properly handle and 
discard all used test devices in an approved 
biohazard container.

2. Do not use test cassettes if foil pouches are 
opened or defective.

3. Do not use the buffer or cassette after the 
expiration date printed on the outside of each 
foil pouch.

4. Test cassettes are single use only.

5. Adding sample and buffer to the wrong port will 
result in an incorrect result.

6. Test buffer contains sodium azide, a preservative
that is a poison and may be harmful if swallowed.
Seek medical help if buffer is swallowed.

7. Persons performing the test must be tested for
colorblindness before performing the test.

qUalIty ContRol
The CTTRTC contains built-in quality control 
features. A pink line in the Control Zone should 
always be seen. It shows: (1) that enough volume 

line is missing, the test was not run correctly or it 
failed to function correctly. The test is invalid, and 
testing should be repeated using a new cassette. 
If you are testing under CLIA-waived status, the 
manufacturer recommends running controls:
• Each new lot
• Each new shipment (even if from the same lot 

previously received)
• Each new operator (an individual who was not 

run the tests for at least two weeks)
• Monthly, as a continued check on storage 

conditions
• Whenever problems (storage, operator or other) 

• Other times as required by your laboratory’s 
standard QC procedures.

A set of positive and negative CLIAwaived, Inc. TSH
Controls is available from CLIAwaived, Inc. For order-
ing information, please visit www.cliawaived.com.
The positive and negative controls should be 
run according to laboratory requirements. These 
controls should be run like an unknown sample. If 
the controls should be run like an unknown sample. 
If the controls do not give expected results (positive 
or negative), patient results must not be reported, 
and the testing should be re-run.
If you are not running the CTTRTC under CLIA-
waived status, or if your local or state regulations 
require more frequent testing of quality control 
material, quality control must be performed in 
compliance with those regulations. Each laboratory 
or testing site using the CTTRTC must have a 

department for an application form.

If the test does not show any Control or Test 
line in the window, or a smudged or partial line, 
the test cassette should be discarded. Do not 
report the results. Run the test again with a new 
cassette and follow the procedures exactly. If the 
second test does not show lines, please contact 
Technical Services at 1-888-882-7739. For any 
other concerns regarding CTTRTC, please call 
1-858-481-5031, Monday – Friday, from 8 a.m. to 

SPECIMEN COLLECTION AND 
PREPARATION 

Each CTTRTC is run with fresh whole blood. 
Samples should be tested immediately after 
collection into the pipette. If the blood appears to 
be clotted in the pipette, a new, fresh blood sample 
should be taken. If the fresh whole blood is from a 
venous collection, use the sample immediately and 
discharge after use.

TO COLLECT FINGER-STICK BLOOD:

2. Let dry thoroughly. Alcohol will affect the test.
3. One drop of whole blood (50  is required to 

perform the test.

for use. (see Picture a.)

note:  It is important to use the second drop 
to avoid potential interference from the alcohol.

(included in pouch) to the drop of blood. (see 
Picture b.)

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.

To collect heparinIzed venous blood: 
(Use within 5 minutes)
1. Draw venous whole blood sample into syringe 

or a vacuum collection tube containing heparin 
as an anticoagulant.

2. Remove tube cap and touch end of pipette 
included in the kit to the blood in the tube by 
tipping the tube and holding the pipette as 
horizontal as possible.

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.
4. Replace cap on tube.

test PRoCedURe
1. Remove the test cassette and pipette from the 

foil pouch by tearing at notch at the corner of 
the pouch.

the windows facing up.
3. Add one drop of whole blood directly into the

circular specimen well s1 , located in the middle of
the lower portion of the cassette, with the pipette
provided in the pouch. (see Picture C.) Discard
the pipette into a waste container after use.

4. Set timer and wait for 90 seconds before 
proceeding.

5. Add four full drops of the buffer into the oval 
buffer well s2 , located at the bottom of the 
cassette.

6. Set timer for 10 minutes. Do not move the 
cassette during this time.

7. At the end of 10 minutes, read the line(s) in the 
rectangular results window of the cassette. Do 
not move the cassette until you have checked 
the lines. Do not read results after 15 minutes.

ReadIng test ResU lts
negatIve ResU lt:
One pink line appears at C in the rectangular result 
window. There is no pink colored line at T in the 
rectangular result window. A negative result means 
that the TSH level is below the cut-off level of 5 
mlU/L. 

PosItIve ResU lt:
Two pink lines appear in the rectangular result 
window. (One pink line appears at C and one pink 
line appears at T.) A positive result means that the 
TSH level is above the cut-off level of 5 mlU/L.
IMPoRtant: In addition to the pink line by the 
control mark, any line that is seen near the test 
mark of the cassette at the 10-minute time is 
considered a positive result. the intensity of the 
line does not matter. 
Please note: do not read after 15 minutes.

InvalId ResU lt:
A pink line should always appear at C. If there is 
no pink line seen near C, the test is invalid. Do not 
report the result. In this case, the test should be 
repeated with a new cassette, or call 1-888-882-
7739 for CLIAwaived, Inc. Technical Services.

RePoRtIng ResU lts
Test results should be reported to a physician for
individual interpretation and symptom management.

dIsCaRd Used M ate RIals
After the test is completed, discard all used 
materials in a biological waste container.

lIMI tat Ions of tHe test
1. Follow the directions exactly. 
2. Running the test at temperatures below or 

above room temperature (15°- 30°C, 60°- 
86°F) may affect the results. Make sure the 
buffer and cassette are at room temperature 
before running the test.

3. The blood sample must be dispensed 

clotted, collect a new sample and re-test.
4. TSH elevations have been reported concomitant 

to hyperthyroidism in patients with neoplasis of 
the pituitary.

5. As with all screening assays, results should be

obtained from this kit should be used only as a
companion to other diagnostic procedures and
information available to the physician.

6. To avoid incorrect readings, do not interpret the 
results after 15 minutes.

7. Check the expiration date. If the test kit is 
expired, do not use the test cassette.
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“There is no single level of serum TSH at which 
clinical action is always either indicated or 
contraindicated. The higher the TSH, the more 
compelling is the rationale for treatment. It is 
important to consider the individual clinical context 

Surks et. al., JAMA 291:228, 2004.
For further information, please refer to the 
American Thyroid Association at www.thyroid.
org and the NACB guidelines for thyroid testinng 
available at www.nacb.org.

Wa RnIngs and PReCaUtIons
ClInICal:
1. For in vitro diagnostic use.

quantitative laboratory TSH assay.
3. For professional use only.
4. Clinical judgment is necessary for interpreting 

the test results.
5. No treatment should be given based upon 

this qualitative TSH test result, nor should any 
condition or treatment be monitored using this 
qualitative TSH test result. 

6. False positive results can occur due to 
heterophilic (unusual) antibodies, and 
certain clinical conditions such as central 
hypothyroidism, TSH-secreting tumors or 
thyroid hormone resistance.

7. A negative result does not rule out 
hypothyroidism as TSH > 5 mlU/L is not seen in 
secondary or tertiary hypothyroidism.

8. Test results cannot be used to determine 
hyperthyroidism.

teCHnICal:
1. Blood specimens may be potentially infectious. 

Avoid contact with skin by wearing gloves and 
proper laboratory attire. Properly handle and 
discard all used test devices in an approved 
biohazard container.

2. Do not use test cassettes if foil pouches are 
opened or defective.

3. Do not use the buffer or cassette after the 
expiration date printed on the outside of each 
foil pouch.

4. Test cassettes are single use only.

5. Adding sample and buffer to the wrong port will 
result in an incorrect result.

6. Test buffer contains sodium azide, a preservative
that is a poison and may be harmful if swallowed.
Seek medical help if buffer is swallowed.

7. Persons performing the test must be tested for
colorblindness before performing the test.

qUalIty ContRol
The CTTRTC contains built-in quality control 
features. A pink line in the Control Zone should 
always be seen. It shows: (1) that enough volume 

line is missing, the test was not run correctly or it 
failed to function correctly. The test is invalid, and 
testing should be repeated using a new cassette. 
If you are testing under CLIA-waived status, the 
manufacturer recommends running controls:
• Each new lot
• Each new shipment (even if from the same lot 

previously received)
• Each new operator (an individual who was not 

run the tests for at least two weeks)
• Monthly, as a continued check on storage 

conditions
• Whenever problems (storage, operator or other) 

• Other times as required by your laboratory’s 
standard QC procedures.

A set of positive and negative CLIAwaived, Inc. TSH
Controls is available from CLIAwaived, Inc. For order-
ing information, please visit www.cliawaived.com.
The positive and negative controls should be 
run according to laboratory requirements. These 
controls should be run like an unknown sample. If 
the controls should be run like an unknown sample. 
If the controls do not give expected results (positive 
or negative), patient results must not be reported, 
and the testing should be re-run.
If you are not running the CTTRTC under CLIA-
waived status, or if your local or state regulations 
require more frequent testing of quality control 
material, quality control must be performed in 
compliance with those regulations. Each laboratory 
or testing site using the CTTRTC must have a 

department for an application form.

If the test does not show any Control or Test 
line in the window, or a smudged or partial line, 
the test cassette should be discarded. Do not 
report the results. Run the test again with a new 
cassette and follow the procedures exactly. If the 
second test does not show lines, please contact 
Technical Services at 1-888-882-7739. For any 
other concerns regarding CTTRTC, please call 
1-858-481-5031, Monday – Friday, from 8 a.m. to 

sPeCIMen ColleCtIon and 
PRePaR at Ion

Each CTTRTC is run with fresh whole blood. 
Samples should be tested immediately after 
collection into the pipette. If the blood appears to 
be clotted in the pipette, a new, fresh blood sample 
should be taken. If the fresh whole blood is from a 
venous collection, use the sample immediately and 
discharge after use.

to ColleCt fIngeR-stICk blood:

2. Let dry thoroughly. Alcohol will affect the test.
3. One drop of whole blood (50  is required to 

perform the test.

for use. (see Picture a.)

note: It is important to use the second drop 
to avoid potential interference from the alcohol.

7. Hold 
(included in pouch) to the drop of blood. (see 
Picture b.)

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.

to ColleCt HePaRInIzed venoUs blood: 
(Use within 5 minutes)
1. Draw venous whole blood sample into syringe 

or a vacuum collection tube containing heparin 
as an anticoagulant.

2. Remove tube cap and touch end of pipette 
included in the kit to the blood in the tube by 
tipping the tube and holding the pipette as 
horizontal as possible.

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.
4. Replace cap on tube.

TEST PROCEDURE
1. Remove the test cassette and pipette from the 

foil pouch by tearing at notch at the corner of 
the pouch.

the windows facing up.
3. Add one drop of whole blood directly into the 

specimen well S, located at the bottom of the 
cassette, with the pipette provided in the pouch.
(see Picture C.) Discard the pipette into a waste 

4. Set timer and wait for 90 seconds before 
proceeding.

5. Add four full drops of buffer into the
 Specimen well S located at the bottom of  
the cassette.

6. Set timer for 10 minutes. Do not move the 
cassette during this time.

7. At the end of 10 minutes, read the line(s) in the 
rectangular results window of the cassette. Do 
not move the cassette until you have checked 
the lines. Do not read results after 15 minutes.

READING TEST RESULTS
NEGATIVE RESULT:
One pink line appears at C in the rectangular result 
window. There is no pink colored line at T in the 
rectangular result window. A negative result means 
that the TSH level is below the cut-off level of 5 
mlU/L. 

POSITIVE RESULT:
Two pink lines appear in the rectangular result 
window. (One pink line appears at C and one pink 
line appears at T.) A positive result means that the 
TSH level is above the cut-off level of 5 mlU/L.
IMPORTANT: In addition to the pink line by the 
control mark, any line that is seen near the test 
mark of the cassette at the 10-minute time is 
considered a positive result. the intensity of the 
line does not matter. 
Please note: do not read after 15 minutes.

INVALID RESULTS
A pink line should always appear at C. If there is 
no pink line seen near C, the test is invalid. Do not 
report the result. In this case, the test should be 
repeated with a new cassette, or call 1-888-882-
7739 for CLIAwaived, Inc. Technical Services.

REPORTING RESULTS
Test results should be reported to a physician for 
individual interpretation and symptom management.

DISCARD USED MATERIALS
After the test is completed, discard all used 
materials in a biological waste container.

LIMITATIONS OF THE TEST
1. Follow the directions exactly. 
2. Running the test at temperatures below or 

above room temperature (15°- 30°C, 60°- 
86°F) may affect the results. Make sure the 
buffer and cassette are at room temperature 
before running the test.

3. The blood sample must be dispensed 

clotted, collect a new sample and re-test.
4. TSH elevations have been reported concomitant 

to hyperthyroidism in patients with neoplasis of 
the pituitary.

5. As with all screening assays, results should be

obtained from this kit should be used only as a 
companion to other diagnostic procedures and 
information available to the physician.

6. To avoid incorrect readings, do not interpret the 
results after 15 minutes.

7. Check the expiration date. If the test kit is 
expired, do not use the test cassette.
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“There is no single level of serum TSH at which 
clinical action is always either indicated or 
contraindicated. The higher the TSH, the more 
compelling is the rationale for treatment. It is 
important to consider the individual clinical context 

Surks et. al., JAMA 291:228, 2004.
For further information, please refer to the 
American Thyroid Association at www.thyroid.
org and the NACB guidelines for thyroid testinng 
available at www.nacb.org.

Warnings and Precautions
CLINICAL:
1. For in vitro diagnostic use.

quantitative laboratory TSH assay.
3. For professional use only.
4. Clinical judgment is necessary for interpreting 

the test results.
5. No treatment should be given based upon 

this qualitative TSH test result, nor should any 
condition or treatment be monitored using this 
qualitative TSH test result. 

6. False positive results can occur due to 
heterophilic (unusual) antibodies, and 
certain clinical conditions such as central 
hypothyroidism, TSH-secreting tumors or 
thyroid hormone resistance.

7. A negative result does not rule out 
hypothyroidism as TSH > 5 mlU/L is not seen in 
secondary or tertiary hypothyroidism.

8. Test results cannot be used to determine 
hyperthyroidism.

TECHNICAL:
1. Blood specimens may be potentially infectious. 

Avoid contact with skin by wearing gloves and 
proper laboratory attire. Properly handle and 
discard all used test devices in an approved 
biohazard container.

2. Do not use test cassettes if foil pouches are 
opened or defective.

3. Do not use the buffer or cassette after the 
expiration date printed on the outside of each 
foil pouch.

4. Test cassettes are single use only.

5. Adding sample and buffer to the wrong port will 
result in an incorrect result.

6. Test buffer contains sodium azide, a preservative 
that is a poison and may be harmful if swallowed. 
Seek medical help if buffer is swallowed.

7. Persons performing the test must be tested for 
colorblindness before performing the test.

QUALITY CONTROL
The CTTRTC contains built-in quality control 
features. A pink line in the Control Zone should 
always be seen. It shows: (1) that enough volume 

line is missing, the test was not run correctly or it 
failed to function correctly. The test is invalid, and 
testing should be repeated using a new cassette. 
If you are testing under CLIA-waived status, the 
manufacturer recommends running controls:
• Each new lot
• Each new shipment (even if from the same lot 

previously received)
• Each new operator (an individual who was not 

run the tests for at least two weeks)
• Monthly, as a continued check on storage 

conditions
• Whenever problems (storage, operator or other) 

• Other times as required by your laboratory’s 
standard QC procedures.

A set of positive and negative CLIAwaived, Inc. TSH 
Controls is available from CLIAwaived, Inc. For order-
ing information, please visit www.cliawaived.com.
The positive and negative controls should be 
run according to laboratory requirements. These 
controls should be run like an unknown sample. If 
the controls should be run like an unknown sample. 
If the controls do not give expected results (positive 
or negative), patient results must not be reported, 
and the testing should be re-run.
If you are not running the CTTRTC under CLIA-
waived status, or if your local or state regulations 
require more frequent testing of quality control 
material, quality control must be performed in 
compliance with those regulations. Each laboratory 
or testing site using the CTTRTC must have a 

department for an application form.

If the test does not show any Control or Test 
line in the window, or a smudged or partial line, 
the test cassette should be discarded. Do not 
report the results. Run the test again with a new 
cassette and follow the procedures exactly. If the 
second test does not show lines, please contact 
Technical Services at 1-888-882-7739. For any 
other concerns regarding CTTRTC, please call 
1-858-481-5031, Monday – Friday, from 8 a.m. to 

sPeCIMen ColleCtIon and 
PRePaR at Ion

Each CTTRTC is run with fresh whole blood. 
Samples should be tested immediately after 
collection into the pipette. If the blood appears to 
be clotted in the pipette, a new, fresh blood sample 
should be taken. If the fresh whole blood is from a 
venous collection, use the sample immediately and 
discharge after use.

to ColleCt fIngeR-stICk blood:

2. Let dry thoroughly. Alcohol will affect the test.
3. One drop of whole blood (50  is required to 

perform the test.

for use. (see Picture a.)

note: It is important to use the second drop 
to avoid potential interference from the alcohol.

7. Hold 
(included in pouch) to the drop of blood. (see 
Picture b.)

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.

to ColleCt HePaRInIzed venoUs blood: 
(Use within 5 minutes)
1. Draw venous whole blood sample into syringe 

or a vacuum collection tube containing heparin 
as an anticoagulant.

2. Remove tube cap and touch end of pipette 
included in the kit to the blood in the tube by 
tipping the tube and holding the pipette as 
horizontal as possible.

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.
4. Replace cap on tube.

test PRoCedURe
1. Remove the test cassette and pipette from the 

foil pouch by tearing at notch at the corner of 
the pouch.

the windows facing up.
3. Add one drop of whole blood directly into the

circular specimen well s1 , located in the middle of
the lower portion of the cassette, with the pipette
provided in the pouch. (see Picture C.) Discard
the pipette into a waste container after use.

4. Set timer and wait for 90 seconds before 
proceeding.

5. Add four full drops of the buffer into the oval 
buffer well s2 , located at the bottom of the 
cassette.

6. Set timer for 10 minutes. Do not move the 
cassette during this time.

7. At the end of 10 minutes, read the line(s) in the 
rectangular results window of the cassette. Do 
not move the cassette until you have checked 
the lines. Do not read results after 15 minutes.

ReadIng test ResU lts
negatIve ResU lt:
One pink line appears at C in the rectangular result 
window. There is no pink colored line at T in the 
rectangular result window. A negative result means 
that the TSH level is below the cut-off level of 5 
mlU/L. 

PosItIve ResU lt:
Two pink lines appear in the rectangular result 
window. (One pink line appears at C and one pink 
line appears at T.) A positive result means that the 
TSH level is above the cut-off level of 5 mlU/L.
IMPoRtant: In addition to the pink line by the 
control mark, any line that is seen near the test 
mark of the cassette at the 10-minute time is 
considered a positive result. the intensity of the 
line does not matter. 
Please note: do not read after 15 minutes.

InvalId ResU lt:
A pink line should always appear at C. If there is 
no pink line seen near C, the test is invalid. Do not 
report the result. In this case, the test should be 
repeated with a new cassette, or call 1-888-882-
7739 for CLIAwaived, Inc. Technical Services.

RePoRtIng ResU lts
Test results should be reported to a physician for
individual interpretation and symptom management.

dIsCaRd Used M ate RIals
After the test is completed, discard all used 
materials in a biological waste container.

lIMI tat Ions of tHe test
1. Follow the directions exactly. 
2. Running the test at temperatures below or 

above room temperature (15°- 30°C, 60°- 
86°F) may affect the results. Make sure the 
buffer and cassette are at room temperature 
before running the test.

3. The blood sample must be dispensed 

clotted, collect a new sample and re-test.
4. TSH elevations have been reported concomitant 

to hyperthyroidism in patients with neoplasis of 
the pituitary.

5. As with all screening assays, results should be

obtained from this kit should be used only as a
companion to other diagnostic procedures and
information available to the physician.

6. To avoid incorrect readings, do not interpret the 
results after 15 minutes.

7. Check the expiration date. If the test kit is 
expired, do not use the test cassette.
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“There is no single level of serum TSH at which 
clinical action is always either indicated or 
contraindicated. The higher the TSH, the more 
compelling is the rationale for treatment. It is 
important to consider the individual clinical context 

Surks et. al., JAMA 291:228, 2004.
For further information, please refer to the 
American Thyroid Association at www.thyroid.
org and the NACB guidelines for thyroid testinng 
available at www.nacb.org.

Wa RnIngs and PReCaUtIons
ClInICal:
1. For in vitro diagnostic use.

quantitative laboratory TSH assay.
3. For professional use only.
4. Clinical judgment is necessary for interpreting 

the test results.
5. No treatment should be given based upon 

this qualitative TSH test result, nor should any 
condition or treatment be monitored using this 
qualitative TSH test result. 

6. False positive results can occur due to 
heterophilic (unusual) antibodies, and 
certain clinical conditions such as central 
hypothyroidism, TSH-secreting tumors or 
thyroid hormone resistance.

7. A negative result does not rule out 
hypothyroidism as TSH > 5 mlU/L is not seen in 
secondary or tertiary hypothyroidism.

8. Test results cannot be used to determine 
hyperthyroidism.

teCHnICal:
1. Blood specimens may be potentially infectious. 

Avoid contact with skin by wearing gloves and 
proper laboratory attire. Properly handle and 
discard all used test devices in an approved 
biohazard container.

2. Do not use test cassettes if foil pouches are 
opened or defective.

3. Do not use the buffer or cassette after the 
expiration date printed on the outside of each 
foil pouch.

4. Test cassettes are single use only.

5. Adding sample and buffer to the wrong port will 
result in an incorrect result.

6. Test buffer contains sodium azide, a preservative
that is a poison and may be harmful if swallowed.
Seek medical help if buffer is swallowed.

7. Persons performing the test must be tested for
colorblindness before performing the test.

qUalIty ContRol
The CTTRTC contains built-in quality control 
features. A pink line in the Control Zone should 
always be seen. It shows: (1) that enough volume 

line is missing, the test was not run correctly or it 
failed to function correctly. The test is invalid, and 
testing should be repeated using a new cassette. 
If you are testing under CLIA-waived status, the 
manufacturer recommends running controls:
• Each new lot
• Each new shipment (even if from the same lot 

previously received)
• Each new operator (an individual who was not 

run the tests for at least two weeks)
• Monthly, as a continued check on storage 

conditions
• Whenever problems (storage, operator or other) 

• Other times as required by your laboratory’s 
standard QC procedures.

A set of positive and negative CLIAwaived, Inc. TSH
Controls is available from CLIAwaived, Inc. For order-
ing information, please visit www.cliawaived.com.
The positive and negative controls should be 
run according to laboratory requirements. These 
controls should be run like an unknown sample. If 
the controls should be run like an unknown sample. 
If the controls do not give expected results (positive 
or negative), patient results must not be reported, 
and the testing should be re-run.
If you are not running the CTTRTC under CLIA-
waived status, or if your local or state regulations 
require more frequent testing of quality control 
material, quality control must be performed in 
compliance with those regulations. Each laboratory 
or testing site using the CTTRTC must have a 

department for an application form.

If the test does not show any Control or Test 
line in the window, or a smudged or partial line, 
the test cassette should be discarded. Do not 
report the results. Run the test again with a new 
cassette and follow the procedures exactly. If the 
second test does not show lines, please contact 
Technical Services at 1-888-882-7739. For any 
other concerns regarding CTTRTC, please call 
1-858-481-5031, Monday – Friday, from 8 a.m. to 

SPECIMEN COLLECTION AND 
PREPARATION 

Each CTTRTC is run with fresh whole blood. 
Samples should be tested immediately after 
collection into the pipette. If the blood appears to 
be clotted in the pipette, a new, fresh blood sample 
should be taken. If the fresh whole blood is from a 
venous collection, use the sample immediately and 
discharge after use.

TO COLLECT FINGER-STICK BLOOD:

2. Let dry thoroughly. Alcohol will affect the test.
3. One drop of whole blood (50  is required to 

perform the test.

for use. (see Picture a.)

note:  It is important to use the second drop 
to avoid potential interference from the alcohol.

(included in pouch) to the drop of blood. (see 
Picture b.)

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.

To collect heparinIzed venous blood: 
(Use within 5 minutes)
1. Draw venous whole blood sample into syringe 

or a vacuum collection tube containing heparin 
as an anticoagulant.

2. Remove tube cap and touch end of pipette 
included in the kit to the blood in the tube by 
tipping the tube and holding the pipette as 
horizontal as possible.

making sure that there are no air bubbles, 
empty spaces or gaps in the specimen. If air 
bubbles, empty spaces or gaps are present, 

the line by itself.
4. Replace cap on tube.

test PRoCedURe
1. Remove the test cassette and pipette from the 

foil pouch by tearing at notch at the corner of 
the pouch.

the windows facing up.
3. Add one drop of whole blood directly into the

circular specimen well s1 , located in the middle of
the lower portion of the cassette, with the pipette
provided in the pouch. (see Picture C.) Discard
the pipette into a waste container after use.

4. Set timer and wait for 90 seconds before 
proceeding.

5. Add four full drops of the buffer into the oval 
buffer well s2 , located at the bottom of the 
cassette.

6. Set timer for 10 minutes. Do not move the 
cassette during this time.

7. At the end of 10 minutes, read the line(s) in the 
rectangular results window of the cassette. Do 
not move the cassette until you have checked 
the lines. Do not read results after 15 minutes.

ReadIng test ResU lts
negatIve ResU lt:
One pink line appears at C in the rectangular result 
window. There is no pink colored line at T in the 
rectangular result window. A negative result means 
that the TSH level is below the cut-off level of 5 
mlU/L. 

PosItIve ResU lt:
Two pink lines appear in the rectangular result 
window. (One pink line appears at C and one pink 
line appears at T.) A positive result means that the 
TSH level is above the cut-off level of 5 mlU/L.
IMPoRtant: In addition to the pink line by the 
control mark, any line that is seen near the test 
mark of the cassette at the 10-minute time is 
considered a positive result. the intensity of the 
line does not matter. 
Please note: do not read after 15 minutes.

InvalId ResU lt:
A pink line should always appear at C. If there is 
no pink line seen near C, the test is invalid. Do not 
report the result. In this case, the test should be 
repeated with a new cassette, or call 1-888-882-
7739 for CLIAwaived, Inc. Technical Services.

RePoRtIng ResU lts
Test results should be reported to a physician for
individual interpretation and symptom management.

dIsCaRd Used M ate RIals
After the test is completed, discard all used 
materials in a biological waste container.

lIMI tat Ions of tHe test
1. Follow the directions exactly. 
2. Running the test at temperatures below or 

above room temperature (15°- 30°C, 60°- 
86°F) may affect the results. Make sure the 
buffer and cassette are at room temperature 
before running the test.

3. The blood sample must be dispensed 

clotted, collect a new sample and re-test.
4. TSH elevations have been reported concomitant 

to hyperthyroidism in patients with neoplasis of 
the pituitary.

5. As with all screening assays, results should be

obtained from this kit should be used only as a
companion to other diagnostic procedures and
information available to the physician.

6. To avoid incorrect readings, do not interpret the 
results after 15 minutes.

7. Check the expiration date. If the test kit is 
expired, do not use the test cassette.
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container after use.

one drop
specimen well S

(see Picture C.) Discard the pipette into a 

four full drops of the buffer into the 
Specimen well S

IMPORTANT: In addition to the pink line by the 
control mark, any line that is seen near the test 
mark of the cassette at the 10-minute time is 
considered a positive result. The intensity of 
the line does not matter.
Please note: do not read after 15 minutes.
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