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7 Results of the Laymen Study

7.1 Subjects

In order to evaluate the usability of the test in a self-testing environment, 56 subjects, which should

not be trained in the use of IVD-tests (Laymen), have participated.

7.1.1 Age and sex of the subjects

Female Male Divers Total %
18-34 10 6 - 16 28.57%
35-50 12 12 - 24 42.86%
51-65 8 8 - 16 28.57%
Total 30 26 - 56 100.00%
Total percentage 53.57% 46.43% - - 100.00%

Age distribution corresponds to the study plan. The required number of lay people was reached in
each category. The sex distribution was 53.57% female and 46.43% male, which reflects a
homogenous and representative profile of the general population intended to use this test.

53.57% of the subjects stated English as their mother tongue, whereas 46.43% have another mother
tongue.

7.1.2 Socioeconomic and educational distribution

The evaluation of the educational level of the participants showed the following distribution:

Degree Percentage of participants
Lower secondary school 19.64%
Intermediate secondary school (mittlerer Schulabschluss) 17.86%
(specialized) Upper secondary school 26.79%
Higher education degree 35.71%
Other -

Based on the collected education and profession information, it was confirmed that the different
socioeconomic and educational backgrounds were well represented with a slight tendency to A- level
or higher.

7.1.3 Previous experience in medical rapid tests

5.36% of the participants (3) had previous experience in medical rapid test, so that it can be
concluded that the absolute majority of the participants performed a SARS-CoV-2 Antigen rapid test
for the first time themselves in an unbiased manner and without prior training.
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7.2 Assessment of the performance

The assessment of the test was divided into three parts:
Assessment of instructions for use

Assessment of the procedure
Assessment of the Labelling/Packaging

The following 5-digit scales have been used:
1 = very easy

2 = easy

3 = neutral

4 = somewhat difficult
5 = difficult

For the final assessment the results of all subjects have been summed up and the average has been
determined.
7.2.1 Assessment of the instructions for use

For the assessment of the instructions for use the following criteria have been assessed. (average
score and information about percentage of highest scores)

Percentage of

Average | very easy and WL
score casy Score
!—|ow comprehensible did you find the instructions 138 78.95% 4(1x)
in general?
How easy was it to prepare all test materials o
before performing the test? 1.56 93.02% 3(2x)
Was it easy to understand how to collect the o
sample with the nasal swab? 1.89 75.27% 4(2x)
Was it easy to understand how to squeeze the 1.41 83.54% 4(1x)

swab while removing it from the extraction tube?

Was it easy to understand how to put the dropper
tip onto the extraction tube and apply 3-4 drops into 1.61 78.89% 4(1x)
the sample well

Was it easy to understand how to read and

interpret the test lines? 1.32 87.84% 3(3x)
Are the warnings and precautions easy to understand? 1.46 85.37% 3(4x)
Are the pictures easy to understand? 1.45 83.95% 4(1x)
Was it clear how to dispose of the components? 1.63 87.91% 4(2x)
Did the IFU help you to correctly perform the test? 1.39 88.46% 3(3x)
Did the IFU help you to correctly interpret the test? 1.50 91.67% 4(1x)
Average score of all ratings. 1.51 - -

The average score of all ratings for the instructions reached an average score of 1.51— this means a
very good result. Between 75.27% and 93.02% of the aspects of the instructions reached the highest
result (very easy and easy). Among a total of 927 scores, the “difficult” has never been ticked, 9 times
somewhat difficult and 35 times somewhat neutral. That means that out of 927 scores 84.79 % of the
scores (786) have been very good or good. This and the average score of 1.51 shows that the
majority of people are very well able to understand the instructions.
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Assessment according to age distribution:

Total number Average Worst score
18-34 16 1.34 3(2x)
35-50 24 1.41 4(3x)
51-65 16 1.78 4(6x)

Age distribution shows, that there is no age group, that is significantly deviating from the total average
(1.51), a slight tendency to a worse score with ongoing age is visible, but all ratings are still good and
it can be assumed that the understandability of the IFU is given over all age group.

Assessment according to level of education

Total Average Worst score
Lower secondary school 11 1.84 4(10x)
Intermediate secondary school (mittlerer
Schulabschluss) 10 1.32 3(4x)
(specialised) Upper secondary school 15 1.42 3(7x)
Higher education degree 20 1.40 3(5x)

The table shows that there is no educational level, that is significant deviating from the total average
(1.51), a slight tendency a worse score with lower education degree is visible, but the overall
assessment in all education levels is very good.

Taking into consideration the above-mentioned results, it can be concluded that the instructions for
use of SARS-CoV-2 Antigen Rapid Test Kit is suitable for the use in the self-testing environment.

7.2.2 Assessment of the procedure (test implementation)

The following criteria have been assessed in the test implementation environment and have been
assessed as follows ((average score and information about percentage of highest scores) :

Average score Percentage of very
easy and easy

How comprehensible did you find the instructions in .
general? 1.30 86.30%
Was it easy to collect the sample with the nasal swab? 15 84.52%
Was it easy to handle the swab in the extraction tube? 157 89.77%
Was it easy to squeeze the swab while removing it from .

the extraction tube? 1.38 96.1%
Was it easy to put the dropper tip onto the extraction tube 1.61 88.89%
Was it easy to apply 3 drops into the sample well 1.39 96.15%
Was it easy to read and interpret the test lines? 152 95.29%
Average score of all ratings 1.47 -

In total the test implementation was assessed as very good with an average of 1.47. Between 84.52%
and 96.15% of the aspects of the test performance reached the highest results (very easy and easy).
Among a total of 577 scores, the “difficult” has never been ticked, 3 times somewhat difficult and 14
times somewhat neutral. That means that out of 577 scores 90.64% of the scores (523) have been
very good or good.

These results show that the majority of people are very well able to perform the test in a self- testing
environment.
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Assessment according to age distribution:

Total number Average Worst score
18-34 16 1.37 2(41x)
35-50 24 1.43 4(2x)
51-65 16 1.64 4(1x)

The results show that over all age groups the test performance has been understandable and
practicable, a slight tendency to a worse score with ongoing age is visible, but all ratings are still good
and it can be assumed that the test performance can be understood independently of age.

Assessment according to level of education

Total Average Worst score
Lower secondary school 11 1.64 4(3x)
Intermediate secondary school (mittlerer
Schulabschluss) 10 1.39 3(1x)
(specialised) Upper secondary school 15 1.42 3(5x)
Higher education degree 20 1.45 3(4x)

There is no age group where the average score deviates significantly, there is even no tendency with
increasing educational level. In each education level the average was so good that the test
performance is clearly understandable regardless of the educational level.

Taking into consideration the above mentioned results, it can be concluded that the SARS-CoV-2
Antigen Rapid Test Kit can be performed by all age groups and all educational levels so that the test
is suitable for the use in a self-testing environment.

7.2.3 Assessment of the Labelling/Packaging

None of the packages was damages,

98.2% of the participants can easily identify this product is for self-testing from the packaging, and
100% of the participants identified the lot number, expiration date, and manufacturer information from
the label and package. 89.3% of the participants would recommend others to perform this test.

8 Results of the observer study

In order to evaluate, whether the test is — under consideration of an observer - suitable for laymen, the
questionnaire has been divided in three categories:

e Ability of the laymen, to prepare the testing and to take a swab.

e Ability of the laymen to correctly extract the sample out of the swabs.

e Ability of the laymen to correctly read the results.
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8.1 Questions on preparation and taking the swab

All questions on the ability to prepare the test have been assessed with an average between 87.50%
and 100%with “yes”. This concludes that the subject did not have any severe problems with the
preparation and taking the swab.

Result of the observer study:

Did the participant check all test components? 98.21%
Did the participant read the IFU? 100%
Was the swab opened correctly (in opposite to the swab head without touching

it)? 96.42%
Was the nasal swab inserted about 2-3 cm into the nostril? 94.64%
Was the swab rotated in the nostril for at least 5x each side? 89.29%
Was the nasal swab sampled in both nostrils? 87.50%

8.2 Questions on extraction

All questions concerning the ability to correctly extract and carry out the test have been answered by
the observer in a range of 89.29% and 98.21% with “yes"“. There is no individual step, that seems to
be not understood or causing major problems which is important for a valid test performance.

Was the swab inserted correctly in the buffertube? 92.86%
Was the swab rotated in the extraction tube? 98.21%
Did the participant put the tube into the rack? 94.64%
Was the lower part of the extraction tube squeezed while removing the swab? 89.29%
Was the dropper tip put correctly on the extraction tube and squeezed 10x? 96.42%
Was the correct number of drops applied (3)? 89.29%
Was the sample applied into the correct field? 100%
Was a timer set correctly respectively time measured correctly? 91.07%
Were thg test components disposed of in the designated sample bag after 98.21%
completion of the test?

8.3 Questions on reading results

The reading of the results of the laymen was in all cases in accordance with the results of the
observers. 36 laypersons have been negative, and 20 laypersons have been positive.

8.4 Questions for the assessment of the layperson

Language problems were identified by the observers in 5.36% of the laypersons and the same
percentage of participants (5.36%) had problems with content. Both weaknesses could be
compensated very well by the combination of the illustrated presentation and the texts. 54
participants (96.4%) were found to be able to perform the tests without any problems.
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9 Conclusion
The comprehensibility of the instructions for use was also predominantly rated as very easy to easy
(84.79%), which corresponds to an average score of 1.51.

The study participants predominantly rated the test performance as very easy to easy (90.64 %),
which corresponds to an average score of 1.47.

In conclusion, most of the participants felt comfortable while carrying out the test and would even
recommend this test to others for self-testing.

The worse ratings generally came from different participants, so that only a few participant rated the
instructions for use or the test implementation overall as somewhat difficult. These participants were
below secondary school.

This shows,

- that it is ensured that the product is easy to use for the non-medically trained user in all phases
of operation,

- and that the risk of incorrect handling of the product or incorrect interpretation of the results by
the user has been kept as low as possible.

The observers could also not find any serious problems in the test performance and interpretation.

The performance of the result interpretation showed that the test can be interpreted correctly even by
untrained laypersons.

According to the suggestions/comments of the layperson, which have been pointed out several times,
a better explanation of sampling and how much sample is necessary, would be a benefit. It would
also be good if the front size of the IFU could be increased.

All the suggestions are very helpful to improve the test in a very high level, but none of them do have
any impact on the ability of layperson to perform this test.

Due to the positive evaluation by the study participants, SARS-CoV-2 Antigen Rapid Test Kit and the
underlying instructions for use are rated as a test that is easy to understand and perform and suitable
for self-administration by laypersons.

10 Annex

Annex 1 Questionnaire laymen
Annex 2 Questionnaire observer
Annex 3 SRF laymen

Annex 4 SRF observer
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