DOC 3A_Annex | Risk assessment & risk control_COVID Ag_rev4 PRO+ST_EXPORT
- {according to 1ISO 14971}
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Risk ranking

Probability

(P5)Very High 1 1]

(Pa)High 1l 1 i

(P3)Moderated 1 ] L}

(P2)Low n n I

(P1)Very Low n M 1

(S1)Very Low {S2)Low (S3)Moderated

Probability r

Pl improbable Hardly any cases known 1-2 tests/1,000,000

P2 remote Several cases per year 1-9 tests/100,000

P3 oceasional Several cases per months 1-9 tests/10,000

P4 probable I3} Gy ot e AL The 1-9 tests/1000
product

P frequent churs verpiequentty 1-9 tests/100
during use of the product

The risk level

The risk level is represented by a scale going from | to Ill, The highest risk is represented by risk | and the lowest by 11l
After a deployed CAPA the only acceptable level risks are Risk Il (if benefice > risk) and Risk I1l. No risk | should persist in the residual risk.

Risk II: The risk is at an acceptable level if benefice > risk.
Risk III: The risk is the lowest one and is considered as acceptable.

Severity rankin

Version 03 issued 27/07/2020

Severity

S1

negligible |No damage, minor damage

damage reversible, damage can be

S2 minor
compensated

QG el damage that requires medical treatment but no
permanent health threat

S4 critical Severe health damage

S5 catastrophic [Losses of Lives
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HlAchat

Classification

H1 - Ordering material
H1 - Ordering material
H1- Ordering material

H1- Ordering material

NF ENISO
14971:201

Annex H

Foresesable hazard/ phenomene
dangereux
Annexe H.2.4

Hazardous situation
Annexe H2.5+G

planning the incorrect quantity to be

planning bateh size e

improper assigning lot numbers assigning the wrong part number
improper assigning lot numbers assigning a duplicate lot number

improper assigning lot numbers assigning the wrong expiration date
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- (according toISO 14971)

Possible effect (result)

not able to meet customer needs or having excess
waste

wrong product made-creating waste-delay in
production

misidentified productdelay in production

expired product could be shipped to customer
Ieading to incorrect results

Potential cause

incorrect computer enter
untrained personnel
untrained personnel

untrained personnel

Initial Risk

level

§1P3

51P1

§1P1

§1P1

Risk control measure
A

computer program-demand solutions

training and work order is double checked by
material controller
training and work order is double checked by
material controller
training and work order is double checked by
material controller

New hazard

introduced ?

No

No

No

No

Version 03 issued 27/07/2020

Residual Risk level

S1P1
S1PL
S1P1

S1PL

Residual risk
acceptable?

Risk Il -
acceptable
Risk Ill -
acceptable
Risk Il -
acceptable
Risk Ill -
acceptable
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H2Fab Prod-Equip

5 NF EN ISO . "

Classification Manufacturing 14871:2012 Hazardous situation

step Annexe H.2.5:G

Annex H

ol Raw material na False resuits
production
el Raw material na False resuts
production
He Teat Raw material na False resuits
production
Ha=Test Raw material na False resuts
production
H2-Test i
production Manufacturing na False results
- et Raw material na False results
production

Foreseeable hazard/ phenomene
dangereux
Annexe H.2.4

False results

False results

False results

False results

False results

False results

DOC 3A_Annex | Risk assessment & risk control_COVID Ag_rev4 PRO+ST_EXPORT
- (according to 150 14971)

Possible effect (result)

False negative result: patient
nottreated - no isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

False negative result: patient
nottreated - no isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

False negative result: patient
not treated - no isolation
measures taken, patient might
infect other persons

False positive result patient
inappropriately submitted to
isolation measures

False negative result: patient
nottreated - no isolation
measures taken, patient might
infect other persons

False positive result patient
inappropriately submitted to
isolation measures

False negative result: patient
not treated - no isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

False negative result: patient
nottreated - no isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

Potential cause

Incorrect critical raw materia| used

Inadequate sta bility of the raw
materials

The quality
of the
antigen
does not
prodiuce
the
expected
performance

The
sample
pad does
not
conform to
specifications

Operator
not
following
manufacturing procedures

Bad adhesive ability of the
component (deviation from
specifications)

Initial
Risk
level

s3p2

s3P2

53P2

s3p2

$3p2

§3p2

Risk control measure
CAPA

Design & Development Control {(QSP-1000)
require product testing, verification & validation;
incoming QC inspection must be done (QSP-
2100)

Qualfication of alternate suppliers if possible
(QSP-1200), appropriate QC inspection criteria
(QSP-2100). Stabilty testing should be done.

Design control require verification and validation
(@SP-1000). Incorming QC inspection documents
(@SP-2100)

Manufacture Process Control Procedure (QSP-
1400), Incoming QC inspection documents (QSP-
2100), and Manufacture SOPs

C line solution, T line solution, Label pad

SOPs & QC i 3

training procedures (QSP-2600)

1QC-0020
(White
Polystyrene Backing
Splits
Inspection
‘Specification)

New hazard
introduced ?

No

No

No

No

No

Residual Risk
level

$3P1

$3P1

S3P1

S3P1

$3P1

$3P1

Version 03 issued 27/07/2020
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Residual risk
acceptable?

Risk Il
acceptable

Risk Il
acceptable

Risk Il
acceptable

Risk Il
acceptable

Risk Il
acceptable

Risk Il
acceptable
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H2Fab Prod-Equip

Manufacturin ooy

Classification eonnS ta971:2012
R Annex H

fesper Raw material na
production
H2-Test LinesCand T -
production Vaporisation
H2 - Test LinesCand T H
production VYapoarisation
H2 - Test Conjugate -
production Yaparisation
H2-Test &
production Card assembling na
H2-Test =
production Card assembling na
H2 - Test -
Biah Card assembling na
H2 - Test "
Frsckiction Card assembling na
H2 - Test =
HieBiAEh Card assembling ra
H2- Test =
Froccton Card assembling na
H2-Test Card assembling i

production

Hazardous situation
Annexe H.2.5+G

holes in membrane,
membrane flaked off,
irregularities in
membrane quality

No control line - invalid
test line

False results - reversed
controlftest lines

Contamination - false
results

improper strip assembly

improper strip assembly

improper strip assembly

improper strip assembly

improper strip assembly

improper strip assembly

improper strip assembly

Foreseeable hazard/ phenomene
dangereux
Annexe H.2.4

Insufficient chromatography due to
mechanical damage of membrane,
disturbed flow rate

Mo control line - invalid test line

False results - reversed control/test
lines

Contarnination - false results

inverted conjugate pad

too much overlap

no test strip

test strip misaligned

test strip upside-down

device not closed tightly

component missing
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- (according to 150 14971)

Possible effect (result)

False negative result: patient
not treated - no isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

Invalid result user needs
another test

user needs another test

False negative result: patient
not treated - no isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

False negative result: patient
hot treated - no isolation
measures taken, patlent mlght
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

False negative result: patient
not treated - no isolation
measures taken, patient might
infect other persons

improper flowffiooding - invalid
result - user needs another test

no result - invalid result - user
needs another test

no result - invalid resuft - user
needs another test

no result- invalid result - user
heeds another test

sample leak - contamination of
the user o patient

no result

Potential cause

defective raw material (membrane)

prodluction error-
improper striping of the:
nitrocellulose membrane

production error-
improper striping of the
nitrocellulose membrane (reversed
controltest lines)

production error - improper
conjugate pad soaking/spraying
(contamination)

production error

production error

production error

production error

production error

production error

production error

Initial
Risk
level

53P3

s1p2

s3p2

s3p2

s3p2

s1p2

sip2

s1P2

s1p2

sap2

51P2

Risk control measure
CAPA

In process and final QCs; Control of incoming
products at Biosynex: visual control of membrane
integrity and good capillary flow.

Lot will be rejected and shipped back in case of
non conformity.

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Blosynex.

No control line means invalid test result (user
control)

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Biosynex

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Biosynex

Correct function of the test checked during in
process and final GCs; Control of incoming
products at Biosynex.

Correct function of the test checked durlng in
process and final GCs; Control of incoming
products at Biosynex

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Biosynex.

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Biosynex

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Biosynex

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Biosynex.

Correct function of the test checked during in
process and final QCs; Control of incoming
products at Biosynex

New hazard
introduced ?

No

No

No

No

No

No

No

No

No

Residual Risk
level

53P2

s1P1

S3P1

S3P1

s3P1

§1P1

§1P1

s1P1

s1P1

saP1

$1P1

Version 03 issued 27/07/2020
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Residual risk
acceptable?

Risk Il (benefit>
risk) -
acceptable

Risk Il
acceptable

Risk Il
acceptable

Risk Il
acceptable

Risk Il
acceptable

Risk Il
aceeptable

Risk Il
acceptable

Risk 1l
acceptable

Risk Il
aceeptable

Risk Il (benefit>
risk) -
acceptable

Risk Il
acceptable
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F3Fab assembl-Equip

Classification

H3 - Assembling
cassefte

H3- Assembling
cassettelstylo

H3- Assembling
cassefefstylo

H3- Assembling
cassettelstylo

Manufacturing step

Cassette assembling

Cassette assembling

Cassette assembling

Cassette assembling

NF EN ISO
14971:2012
Annex H

na

Hazardous situation
Annexe H.2.5+G

False results

improper device assembly while
placing the strip in the cassette

improper device assembly while
placing the sirip in the cassefte

improper device assembly while
placing the strip in the cassette

Foresecable hazard/
phenomene dangereux
Annexe H.2.4

False results

during strip cutting, the
membrane could break

device not closed properly

device not closed properly
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- (according to 150 14971)

Possible effect (result)

False negative result: patient not treated -
no isolation measures taken, patient might
infect other persons

False posiive result: patient inappropriately
submitted to isolation measures

invalid result - user needs another test

invalid resultino flow - user needs another
test

False negative resul: patient not treated -
no isolation measures taken, patient might
infest other persons

False postive result: patient inappropriately
submitted toisolation m easures

Potential cause

Incarrect test is assembled

operator error

operator error

operator error, slow flow rate

Initial Risk
level

s3p3

s1p2

s51P2

s3P2

Risk control measure

CAPA

Manufacturing SOPs & QC inspection documents,
Final QC

QC inspection

QC inspection

QG inspection

New hazard
introduced ?

No

No

Ne

No

Residual
Risk level

s3P1

s1p1

51P1

53P1

Version 03 issued 27/07/2020
/'

Residual risk
acceptable?

Risk lll acceptable

Risk lll acceptable

Risk Il acceptable

Risk Il acceptable
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HaFab pack-Equip

Classification

H4 - Hazard due
Packaging/labelling
failure

H4 - Hazard due
Packaging/abelling
failure

H4 - Hazard due
Packaging/labe lling
failure

H4 - Hazard due
Packaging/iabelling
failure

H4 - Hazard due
Packaging/labelling
failure

H4 - Hazard due
Packaging/labelling
failure

H4 - Hazard due
Packagingdabelling
failure

H4 - Hazard due
Packaging/labelling
failure

Manufacturing oo o
step

Pouching

Labelling

Pouching

Pouching

Pouching

Pouching

Pouching

Pouching

NF EN ISO

Annex H

H2.4.3

H2.43

Hazardous situation
Annexe H2.5+G

False results

False results

improper device pouching

improper device pouching

Improper dessicant

Improper pouch sealing

Improper pouch labeling

Improper pouch labelling
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- (according to 150 14971)

Foreseeable hazard/ phenomene

dangereux
Annexe H.2.4

False results

False results

no device included

no dessicant

Pillow pack net intact. SiG; balls
spilled in pouch

Bad sealing of pouch

Incorrect lot#

Incorrect expiry date

Possible effect (result)

False negative result: patient
not treated - no isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

False negative result: patient
not treated - no isolation
measures taken, patient might
infect other persons

False positive result. patient
inappropriately submitted to
isolation measures

customer dissatisfaction

moisture on membrane
potentially causing false +
False positive result: patient
inappropriately submitted to
isolation measures

Effect on test not known — most

likely test performance would
not be influenced adversely,
No harm for user

reducing the shelf-life of device
due to humidity which might
lead to false results -

False negative result patient
not treated - ne isolation
measures taken, patient might
infect other persons

False positive result. patient
inappropriately submitted to
isolation measures

Traceability not ensured

Traceability not insured.

Test might be used although
already expired which might
lead to false results -

False negative result patient
hot treated - ho isolation
measures taken, patient might
infect other persons

False positive result: patient
inappropriately submitted to
isolation measures

Potential cause nitiel Riek
level
Desiccant Is missing s3p2

The labeling is altered or lost s3P2

operator efror 51P3

operator efror $3p2

raw material not suitable s1P2
equipement failure $3P2
operator error s3p2
operator efror s3P2

Risk control measure

QSR-2107
(Desiccant
Inspection
Specification),
Final QC

Manufacturing SOPs & QC inspection
documents,
Final Q¢

Line clearance, QG inspection

Line clearance, QC release

Control of incoming products. Lot will be
stopped and shipped back if broken pillow
packs are noticed during QC

Qualitication of sealing equipment

Quality inspection

Quality inspection

New hazard
introduced ?

No

No

No

No

No

No

No

No

Residual Risk
level

s3P1

s3P1

s1P1

$3P1

s1P1

s3P1

s3P1

s3P1

Version 03 issued 27/07/2020
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Residual risk
acceptable?

Risk Il acceptable

Risk lll acceptable

Risk Ill acceptable

Risk Ill acceptable

Risk Il acceptable

Risk lll acceptable

Risk Ill acceptable

Risk lll acceptable
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HaFab pack-Equip

H4 - Hazard due
Packagingflabelling  Pouching
failure

H4 - Hazard due
Packaging/labelling  Pouching
failure

H4 - Hazard due
Packaging/labeling
failure

iquid filling

Solution
H4 - Hazard due packaging
Packaging/labelling  (diluantilavage/c
failure onjugueéfcontrle
positif)

H4 - Hazard due
Packaging/labeling  Packaging
failure

H4 - Hazard due
Packaging/labelling  Packaging
failure

H4 - Hazard due
Packaging/labelling  Packaging
failure

H2.43

H2.4.3

H2.43

H2.43

H2.4.3

Improper pouch labeling

Improper pouch labeliing

Severe mechanical forces on
buffer bottle

Wrong labeliing of dropper
botties

Swab package damaged

kit contents:

incorrect kit label
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Markings not complete:
manufacturer, symbols for single
use, IVD, read user instruction,
storage conditions and CE not
complete

Test name ot printed on the
pouch

Cracked/ not tightly closed dropper
bottle

Misinformation of user

Not sterile due to damaged
packaging

insufficient quantity or Package
insert forgotten

incorrect kit label

- (according to 150 14971)

User misses important
infarmation which might lead to

defective printing on the
product misuse poeh

User might mix up tests with
others and does not know

defective printing on the
intended use &

pouch

Leaking of irritant liquid. Not
sufficient volume left to perform equipement failure
assays.

Mixing up the buffer with other
tests, which might lead to false
results:

False negative result patient
not treated - no isolation
measures taken, patient might
¥ i equipement failure
infect other persons P
False positive resutt patient
inappropriately submitted to
isolation measures

Minor Infectious risk equipement failure

useris unable fo run assay  production error

mislabeled product - user
misses important information
which might lead to product
misuse

operator efror

$3p2

$3P1

$3P1

s2P2

s1P2

s2p2

Control of incoming products ensures that
symbols on the pouch are correctand
complete. Al information given on the pouch
as symbol are also in the IFU in wording and
symbol. Lot will be stopped and shipped back
it cannot be corrected in house

No $3P1

Control of incoming products ensures correct

imprint. Product name also clearly visible from

imprint on test cassette, from label on

cardboard box and from supplied [FU. Lot will No $3P1
be stopped and shipped back if cannot be

corrected in house, no additional measures

required.

In process QC, incoming product QC at

Biosynex

Wammg in IFU to wear g|OVES and protect\ve

clothmg IFU states to rinse skin or eyes with No $3P1
ample volume of water in case of contact with

the solution.

Visual control of incoming product at
Biosynex. Lot will be stopped and shipped No 3P
back if it cannot be corrected in house.

Sterility of the swab is under the responsibility

of its legal manufacturer (CE marking CE

0197 - CE certificate available) No s2pP1
Swab pouch indicates not to use the product if

package is damaged

QC inspection No s1pP1

Training of operators.
In process QC and final visual QC. No $2P1

Version 03 issued 27/07/2020

Risk Ill acceptable

Risk lll acceptable

Risk Ill acceptable

Risk Ill acceptable

Risk Ill acceptable

Risk Il acceptable

Risk Ill acceptable
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HaFab pack-Equip

H4 - Hazard due
Packaging/labelling
failure

Packaging

H2.43

incorrect printing of batch
number and expiry date

DOC 3A_Annex | Risk assessment & risk control_COVID Ag_rev4 PRO+ST_EXPORT

incorrect printing of batch number
and expiry date

- (according to 150 14971)

Lack of traceability
User uses an expired product
which might lead to false

results.

False negative result patient

not treated - no isolation Training of operators.

measures taken, patient might operator error 82pP2 In process QC and finalvisual QC.
infect other persons

False positive result patient
inappropriately submitted to
isolation measures

$2P1

Version 03 issued 27/07/2020

Risk lll acceptable
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DOC 3A_Annex | Risk assessment & risk control_COVID Ag_rev4 PRO+ST_EXPORT Version 03 issued 27/07/2020
H5Chem-Bio -{according to ISO 14971) 9/21
NF EN ISO S0t Foreseeable hazard/ Gt e & 4 5 »
Sikasifratio 149712012 Hazardous situation iidsoenéne faee il Possible effect (result) T P Initial Risk Risk control measure .N!whﬂzard Residual Risk Residual risk
rda Annexe H.2.5+G S level CAPA introduced ? level acceptable?
gsgi;‘:z?cgs:,;usw na  Thebuffer contains ritant substance  The buffer CONAINS ANt 1o oo ool o Contact between skin or eyes of the ip,  Waming in the IFU that the User must wear protective clofhing - S ———
c:emicag\ (sodium azide) substance (sodium azice) e user and buffer i and gloves. The buffer is packaged in a bottle with dropper cap P
that avoid spilage.
:sr;ngzziacrglsa%zusw na  Thebuffer contains dangerous Iz: Z“r“;‘e; Es‘l"";;igsce Solution with sodium azide might react with Contact between buffer and lead or 4y Waming included in the IFU: solutions eiminated in a sink must o A RN TR
C:em cag‘ substance (socium azide) © ogum i) lead or copper plumbing copper plumbing be rinced with ample volumes of water. P!
T W As the test is carried out by professional lab personal that is
et . W Sample is potentially . Contact between the user and the trained in the handiing of potentially infectious specimen, the risk
Ezebrl'l::ag‘lcil and na Sample is potentially infectious {Ffectious Infection of the user sample 53P2 o airvinfaction car b conaderad as lows: No $3PL Risk Il acceptable
Warnings for safe handiing of the sample are given in the IFU.
HS - Hazards caused 1 : 5 ; :
by biological and na Sample is potentially infectious Wesleieposhlismot Personnal exposed to infectious specimen User error 53P1 S s isonskreghen i e FU et preod tong dstbs No S3PL Risk lll acceptable

> taken in collecting. handiing, storing, and disposing specimen
chemical 9 9 9 posngisp



H6Environ

Classification

H8 - environnmental

HB - environnmental
hazard

H8 - environnmental

H8 - environnmental
hazard

Hg - environnmental
hazard

H8 - environnmental
hazard

NF EN ISO
14971:2012
Amnex H

na

na

na

na

H222

H244

H222

Hazardous situation
Annexe H.2.5+G

False results

Inappropriate warehouse storage
condition for uncut sheet (semi
finished goods)

Inappropriate warehouse storage
condition for finished goods

Inappropriate warehouse storage
condition for controls and panels

user inappropriate sample storage

user inappropriate sample storage

Foreseeable hazard/ phenomene
dangereux
Annexe H.2.4

False results

reduced functioning product

reduced functioning product

Contrals or panels do not perform as
expected

stored too long

wrong temperature
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Possible effect (result)

False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons

False posiive result: patient
inappropriately submitted to isolation
measures

False negative result: patient not
treated - no isolation measures taken,
patient might infect other person's

False positive result: patient
inappropriately submitted to isolation
measures

Invalid result: user needs another test

False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons

False positive result: patient
inappropriately submitted to isolation
measures

Invalid result: user needs another test

QC result is inaccurate - potential
release of defective batch which
might lead to false results:
False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons

False positive result: patient
inappropriately submitted to isolation
measures

False negative result: patient not
treated - noisolation measures taken,
patient might infect cther persons

False positive result: patient
inappropriately submitted to isolation
measures

False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons

False positive result: patient
inappropriately submitted to isolation
measures

~({according to ISO 14971)

Potential cause

The rawr
material
storage

conditions

not correct

untrained personnel/malfunction of
temperature control device

untrained personnel/malfunction of
temperature control device

untrained personnel /temperature control

maffunction

user ermor

user eror

Initial Risk
Tevel

83P2

s3P2

s3P2

S3P2

Risk control measure

The shelf life of the raw material should be defined in COA
from vender and validated by R&D during the product
development; Manufacturing SOPs

staff is trained and the semi finished goods are stored under

controlled conditions.

Training of staff.
Controlled temperatures for the storage of goods.

Training of staff.
Controlled temperature for the storage of controls and panels

Instructions for the storage of specimen are described in the
IFU

Instructions for the storage of specimen are described in the

New hazard
introduced ?

No

No

No

No

No

No

Wersion 03 issued 27/07/2020
10421

Residual Risk Residual risk

fexel acceptable?
B e
S s
T e
S e
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H6Environ

HB - environnmental
hazard

HB - environnmental
hazard

H7 - Hazard related to
using the test

H8 - environnmental
hazard

HB - environnmental

H222

H222

H222
H244

na

na

user inappropriate kit storage

user inappropriate kit storage

long time exposure fo ambiant air
after opening the pouch

inappropriate transport conditions
(temperature too high or too low)

kit damaged during transport

wrong temperature

test cassette stored outside the pouch,
sothat the device is exposed to
inappropriate humidity concitions

leng time exposure to ambiant air after
opening the pouch

inappropriate transport conditions
(temperature too high or too low)

end user obtained an inconclusive
resultine flow.
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False negative result patient not
treated - no isolation measures taken,
patient might infect other persons

False positive result: patient
inappropriately submitted to isolation
measures

False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons

False positive result: patient
ineppropriately submitted to isolation
measures

reduced device performance because
of hunidty - false re sults
False negative result: patient not
treated - no isolation measures taken,
patient mightinfect other persons

False positive result: patient

inappropriately submitted to isolation
measures

False negative result: patient not
treated - noisolation measures taken,
patient might infect other persons
False posilive result; patient
inappropriately submitted to isolation
measures

Invalid result: user needs another test

Invalid result: user needs ancther test

~({according to ISO 14971)

user eror

user eror

user ermor

poor transportation conditions

poar transportation conditions

S3P2

s3P2

53P2

s3P2

s1P2

Instructions for the storage of test device are described in the
IFU

Instructions for the storage of test device are described in the

Relevant instruction stated in the |FU

Instructions for the storage of test device are described in the

Kits are packed to ensure minimal damage. In adcition the
package insert states torepeat test if test is invalid.

No

No

No

No

No

S1PL

Wersion 03 issued 27/07/2020

Risk Il
acceptable

Risk 11
acceptable

Risk IIl
acceptable

Risk III
acceptable

Risk 111
acceptable
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H7User PRO

NEER o6 Foreseeable hazard/ phenomene
T 14971:201 Hazardous situation
Classification dangereux
2 Annexe H2.5+G A H24
AR nnexe H.2.
H7-Hazard related H.222  userinappropriate sample volume

too much sample

fousingthetest ~ H.244  (sample extracted in the buffer)
H7-Hazardrelated H.222  user inappropriate sample volume el e Sl
fousingthetest ~ H.244  (sample extracted in the buffer) P
Hi-bwmm ity 01 wrong sample type used wrong sample type used
tousingthetest  H.2.44 g SAple D g EAmpIETyp!
H7 - Hazard related  H.2.2.2 " .
to using the test Ho44 Poor quality of swab exiraction Poor quality of swab extraction
HT7 - Hazard related  H.2.2.2 °
fousingthelest  H24a  Poorqualiy of sample collection  Poor quality of sample collection
H7-Hazardrelated H.222  Re-useof the kitcomponents  Re-use of the kit components (swab,
fousingthetest ~ H.24.4  {swab, cassette, exiraction tube) cassette, extraction tube)
H7-Hazard related  H.222  long time exposure to ambiant air long time exposure to amblant air after
fousing thetest ~ H.2.4.4 after opening the pouch opening the pouch

DOC3A_Annex | Risk assessment & risk control_COVID Ag_revd PRO+ST_EXPORT

Possible effect (result)

flooding - no results - user needs
another test

False negative result: patient not
freated - no isolation measures taken,
patient might infect other persons

False positive restlt: patient
inappropriately submitted to isolation
measures

invalid test results - user needs
another test

False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons

False positive resulf: patient
inappropriately submitted fo isolation
measures

False negative result: patient not
freated - no isolation measures taken,
patient might infect other persons

False positive result: patient
inappropriately submitted to isclation
measures

False negative resuit; patient not
treated - no isolation measures taken,
patient might infect other persons

False DOSIII\/S result: panem
inappropriately submitted fo isolation
measures

False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons

False positive result: patient
inappropriately submitted to isclation
measures

reduced device performance because
of environmental conditions - False
negative result: patient not treated - no
isolation measures taken, patient
might infect other persons/
False positive result: patient
inappropriately submitted to isolation
measures

- (according toISO 14971)

Potential cause '""""5'“

level

user error - too much sample

P
placed on the test cassette i
user error - insufficient volume of
sample placed on the test S3P2
cassette
user error - wrong sample type e
used

user error 53P2

user error - user not qualified s3p2
user error $3P1

user error S3P2

Risk control measure
CAPA

Procedure for sample collection and preparation is detalled in
the IFU. lllustrations are added to simplify the reading and the
understanding of this procedure,

Availability of & video explaning the procedure and of a
simplified user guide.

Procedure for sample collection and preparation is detailed in
the IFU. lllustrations are added to simplify the reading and the
understanding of this procedure,

Availability of a video explaning the procedure and of a
simplified user guide

IFU clearly indicated the sample type to be used.

IFU clearly indicates the procedure for the extraction of the
swab in the buffer

Procedure for sample collection is described in the IFU

Swab, cassefte, extraction tubes are for single use. Pictogram
on the pouch and the kit indicates that condition.

Relevant instruction stated in the IFU

New hazard
introduced ?

Ne

No

No

No

No

No

No

Version 03 issued 27/07/2020
12/21

Resid ual Risk Resid ual risk
level acceptable?
S3P1 Risk Il acceptable
S3P1 Risk Il acceptable
$3P1 Risk lll acceptable:
S3P1 Risk Il accepteble
s3P1 Risk lll acceptable:
S3P1 Risk Il accepteble

S3P1 Risk Il acceptable
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H7User PRO

H7 - Hazard related
to using the test

H7 - Hazard related
to using the test

H7 - Hazard related
to using the test

H7 - Hazard related
to using the fest

H7 - Hazard related
1o using the test

H7 - Hazard related
1o using the test

H7 - Hazard related
to using the fest

H7 - Hazard related
to using the test

H7 - Hazard related
to using the test

H222
H.244

H222
H244

H222
H24.4

H222
H244

H223

H223

23

NA

improper testing method improper testing method

DOC3A_Annex | Risk assessment & risk control_COVID Ag_revd PRO+ST_EXPORT

- (according toISO 14971)

False negative result; patient not
treated - no isolation measures taken,
patient might infect other persons

False positive result: patient
inappropriately submitted to isolation

procedure
measures
invalid test results - user needs
another test
False negauve result: patent not
treated - no isolation measures taken,
patient might infect other persens
Confusion between test line and Confusion between test line and i —
e el False positive result: patient user error
inappropriately submitted to isolation
measures
False negative result: patient not
treated - no isolation measures taken,
patient might infect other persons
Use error - wrong rapid test used Use error - wrong rapid test used False positive result: patient user error
inappropriately submitted to isolation
measures
If the resultis read to early weak False negative result: patient not
positive results that develop only after ftreated - no isolation measures taken,
15 min would be overlooked. False patient might infect other persons
2 negative result would be the
Use error - wrong reading time = - user error
consequence. False positive result: patient
After 20 min, risk that the test line will  inappropriately submitted to isolation
appear even in case of negative measures
specimen.
Using the result of the IVD assay for a
— new dlinical intention that has notbeen  patient incorrectly diagnosed. Not T—
approved by the manufacturer of the  mesting the package insert claims
test
c%fr\a:rr\z\rt;":lbgﬁ?egnﬂ:t essiEmor mElguoineiomn Fagseh i user error
P of different kit batches used
batches
Test interpreted as negative whereas it
User error - overlooking faintlines  User error - overlooking faintlines ' POSIfve - patient not treated - no user ermor

User error: Hand or airbome User error: Hand or airborne
contamination contamination

User error: environmental User error: environmental conditions
condifions for the realization of for the realization of the test are ot
the test are not adequate (not  adequate (not following instructions for

Tollowing instructions for use) use)

isolation measures taken, patient
mightinfect other persons

False positive result: patient is

inapproprietly submitted to isolation user ermor / hot following GLP

measures

False negative result; patient not
treated - no isolation measures taken,
patient might infect other persons
False positive result: patient UasrRger
inappropriately submitted to isolation
measures

user error - non respect of the test

S3P2

S3P2

s3P2

s3P2

sapL

s1pP3

533

S3P:

h

s3P3

IFU states as limitation that the non-respect of the described
test procedure might lead to false or invalid results

Control and test lines are identified on the test cassette by
marking of letters C and T.
In addition IFU shows device orientation relative to sample
well.
The interpretation is illustrated in the IFU
Availability of a video explaning the procedure and of a
simplified user guide.

The name of the test is written on the pouch and the cassette.

Reading time is stated in the IFU.
A reading time flex study was performed and showed that the
product can accomodate a fluctuation of the reading time to 15-
20 minutes.

The intended use is clearly stated in the Instructions for use —
the testis only used as an aid in diagnosis

Warning included in the [FUz components must not be exchanged or
mixed between different batches

Waming included in the IFU: any shade of color of the T line
must be considered positive

Waming included in the IFU: change gloves before collecting a
new sample and perfoming a new test; do not take out the
components from the kit after collecting a sample without
removing g\oves and dlslmecnng your hands; perrorm the
sample collection and the test procedure in well-ventilated
rooms

Waring included in the [FU that inadequate humidity and/or
temperature conditions may lead to false resits

No

No

No

No

No

No

No

No

S3P1

53P1

53P1

53P1

54P1

51P2

53P2

53P2

s3P2

Version 03 issued 27/07/2020
13/21

Risk Ill acceptable

Risk Il acceptable

Risk Ill acceptable

Risk Ill acceptable

Risk |l acceptable
(benefit > risk)

Risk Ill acceptable

Risk Il acoeplab\e
(benefit > risk)

Risk Il acceptable:
(benefit > risk)

Risk Il acoepteble
(benefit > risk)
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False negative resul; patient not
treated - no isolation measures taken,

User error: utilisation of speciment  User error: utilisaion of speciment ~ P2ient might infect other persons Waming induded in the [FU: The use of specimens stored in

NA stored in saline solution or in viral stored in saline solution or in viral user eror S3P3. transport medium or saline may adversely affect the resuits. No s3P2

h 5 False positive result: patient L
transport medium transport medium i6apprapriately Adber 16 issiatoh Use only freshly collected samples using the provided swabs

measures

HT - Hazard related
to using the test

Risk Il acceptable
(benefit > risk)



H7User Layman

NF EN I1SO
Classification 14971:201 Hazardous situation
2 Annexe H.2.5+G
Annex H

:jﬂ;:fg:in H.2.22 inappropriate extracted sample
9 H244 solution volume

the test

gs’l:f(z:ﬂn H222 inappropriate extracted sample
Y Hz44 solution volume

the test

H7 - Hazard

; H222 inadequate nasal sample

ratedtousing 2l (EERE .

the test .

H7 - Hazard H222

related to using H‘2v4 A Use errors by layman

the test =

H7 - Hazard

related to using :gi i Use errors by layman

the test A

H7 - Hazard

related to using :gi i Use errors by layman

ihe test

H7 - Hazard

related 1o using : ; f i Use errors by layman

the test <

Foreseeable hazard/ phenomene
dangereux
Annexe H.2.4

too much extracted sample solution

insufficient extracted sample solution

poor quality of the sample

Reuse of device

long time exposure to the air after
tearing the pouch

improper testing method/Non respect of
user procedure

Confusion between resultand control
line test

DOC2A_Annex] Risk assessment & i
- (according to IS0 14971)

Initial Risk

Potential cause
level

Possible effect (result)

flooding
migration problem

invalid result - user needs another
test

user error 513

flooding
migration problem

invalid result - user needs another
test

user error s1P2

False negative result: patient not
treated - no isclation measures
taken, patient might infect other
persons

False negative result: patient not
treated - no isolation measures
taken, patient might infect other
persons

user error 53P4.

user error $3P2
False positive result: patient
inappropriately submitied to isolation
measures

decrease of device performance
because of humidity:

False negative result: patient not
freated - no isolation measures
taken, patient might infect other
L user error s3p2
False positive result. patient

inappropriately submitied to isolation

measures

invalid result - user needs another

test
False negative result: patient not
treated - no isolation measures
taken, patient might infect other
persons
user error 53P3
False positive result: patient
inappropriately submitted to isolation

Test is interpreted as negative
whereas it is invalid - if the patient is
in fact positive: patient not treated -
no isolation measures taken, patient
might infect other persons

user effor S3P2
or

Test is interpreted as invalid
whereas itis negative - user needs
another test

control_COVID Ag_revd PRO+ST_EXPORT

Risk control measure

Instruction on wolume is emphasised in bold and in color in the
leaflet

No
Correct handling of the device and understanding of the IFU by
the layuser verified in the layuser study.
Instruction on volume is emphasised in beld and in color in the
leaflet

No
Correct handling of the device and understanding of the IFU by
the layuser verified in the layuser study.

Detailed instructions and illustrations in the leaflet,

Video explaining the sample collection procedure. g

Kits are for single use. Pictogram in the kit and leaflet indicates N

that condition 2

The test must be used within one hour as instructed in the
leaflet

No
Correct handling of the device and understanding of the IFU by
the layuser verified in the layuser study.

Put corresponded notice phrase in IFU.

Correct hand\lng of the device and undersiandmg of the IFU by o
the layuser veriied in the layuser study.

Control and test line region is highlighted on the cassette with
letter C and T for control and test. In addition package insert
shows device orientation refative to sample well. Ky
Correct handling of the device and understanding of the IFU by
the layuser verffied in the layuser study.

New hazard
introduced ?

Version 03 issued 27/07/2020

Page 15/21
x i Residual risk
Residual Risk level acceptabla?
51p2 Risk Il acceptable
S1P1 Risk Ill acceptable

Risk Il acceptable

28 (benefit > risk)
$3PL Risk Il acceptable
S3PL Risk Ill acceptable
o Risk Il acceptable
{benefit > risk)
S3P1 Risk Il acceptable
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H7User Layman

H7 - Hazard
refated to using
the test

H7 - Hazard
related to using
the test

H7 - Hazard
related to using
the test

H7 - Hazard
refated to using
the test

H7 - Hazard
related to using
the test

Hz222
Hz44

HZ222
Hz44

Hz23

H223

na

Use errors by layman

Use errors by layman

incorrect test interpretation

Use errors by layman

Use errors by layman

Modification of time for lecture: too long
or too short

Overlooking of faint test result line

interpretation eror

storing reagent in inappropriate
conditions

Incorrect extraction of the swab in the
extraction buffer

DOC2A_Annex] Risk assessment & i
- (according to IS0 14971)

False negative result: patient not
treated - no isolation measures
taken, patient might infect other
persons
user error
False positive result. patient
inappropriately submitied to isolation
measures

False negative result: patient not
treated - no isolation measures

taken, patient might infect other user error
persons

False negative result: patient not
treated - no isolation measures
taken, patient might infect other
persons
interpretation error
False positive result: patient
inappropriately submitted to isolation
measures

False negative result: patient not
treated - no isolation measures
taken, patient might infect other
persons
user error
False positive result. patient
inappropriately submitied to isolation
measures

False negative result: patient not
treated - no isolation measures
taken, patient might infect other
persons

user error

53P2

53P3

53P2

53p2

53P3

control_COVID Ag_revd PRO+ST_EXPORT

The reading time is present in the leaflet and on the kit

Correct handing of the device and understanding of the IFU by ™
the layuser verified in the layuser study.

The information is given in the leaflet that the result should be
considered positive whatever the intensity of the test line.

No
Correct handling of the device and understanding of the IFU by
the layuser verified in the layuser study.

The interpretation of the test is explained and illustrated in the.
leaflet.

No
Correct handiing of the device and understanding of the IFU by
the layuser verfiied in the layuser study.

The recommended storage temperature is indicated on the kit

and in the leaflet. Ny

Detailed instructions in the leaflet. Availability of a video
explaining the procedure

s3pP1

53P2

53PL

53PL

53P2

Version 03 issued 27/07/2020
Page 16/21

Risk Ill acceptable

Risk Il acceptable
{benefit > risk)

Risk Il acceptable

Risk Il acceptable

Risk Il acceptable
{benefit > risk)
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HaPert

Classification

H8 - Hazards of Failure of
Performance

H8 - Hazards of Failure of
Performance

H8 - Hazards of Failure of
Performance

H8 - Hazards of Failure of
Performance

H8 - Hazards of Failure of
Performance

H8 - Hazards of Failure of
Performance

H8 - Hazards of Failure of
Performance

NF EN ISO
149712012
Annex H

na

na

na

H243

H2.4.3

H2.4.3

na

T Foreseeable hazard/ phenomene
Hazardous situation dangereux
Annexe H2.5+G N i
False results False results
False restlts False results
Poor quality of the specimen Poor quality of the specimen
D i itivity of the test \ppropriate sensitivity of the test
Analytical sensitivity of the test ~ Inappropriate sensiivity of the test

Product is not stable

Overly viscous sample

Product is not stable

Migration problem

DOC3A_Annex | Risk assessment & risk control_COVID Ag_revd PRO+ST_EXPORT

- (according toISO 14971)

Possible effect (result) Potential cause

False negative result: patient not treated -
noisolation measures taken, patient might
infect other persons
The nature/characteristic of the
False positive result: patient sample generates interference
inappropriately submitied to isolation
measures

 False positive result pafient T
inappropriately submitied to isolation inferfering substances
measures 9

False negat\ve result: pal\ ent not treated -
noisolation measures taken, patient might
infect other persons

False positive result: patient

inappropriately submitted to isolation Foonquelityjortheisnecliisn:
measures

Invalid result: user needs another test

False negative result: patient not treated -
no isolation measures taken, patient might wrong performances
infect other persons

False negative result if antigen level in the
speicmen is under the LoD: patient not
treated - no isolation measures taken,
patient might infect other persons

wrong performances

False negative result: patient not treated -
no isolation measures taken, patient might
infect other persons

False positive result: patient " ”

inappropriately submitted to isolation s v ek L
product

measures

Invalid result: user needs another test

No migration /invalid test result: user

needs another test Nawre o heisAmple.

Initial Risk
level

S3pP2

S3P2

S3P3

S3P3

S3P2

Risk control measure

Study for testing potentially interfering substances,
which showed that none of the tested substances
interfered with the test

Cross reaction study which showed no cross
reaction between test and tested pathogens.
Information on relevant pathogens tested for cross
reaction included in the IFU

wamlng included in the IFU: specimen must notbe
used if overty viscous or if presence of blood visually
noticed

Clinical accuracy study

QC upon receipt

Warning included in the IFU: the diagnosis must not
be based only on the result of the rapid test, all
clinical and |aboratory findings must be taken into
account by the physician

Analytical sensitivity study

Warning included in the IFU: the diagnosis must not
be based only on the result of the rapid test, all
clinical and laberatery findings must be taken into
account by the physician

Shelf life and stability determined in accelerated
stability study.
Real time stability study in process.

Added instructions in IFU: if necessary let the patient
blow their nose.

The dropper nozzle of the extraction tube has a filter
to fiiter out excess mucus

New hazard
introduced ?

No

No

No

No

No

No

No

Residual Risk

level

S3P1

s2pP1

S3P1

S3P1

s3P2

S3P2

S3P1

Version 03 issued 27/07/2020

Residual risk
acceptable?

Risk Il acceptable

Risk lll acceptable

Risk Il acceptable

Risk Ill acceptable

isk || acceptable
(benefit > risk)

Il acceptable
(benefit > risk)

Risk Ill acceptable

17/21
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HIAC-Release

Classification

H9-QC Hazard

H8 - QC Hazard

H9 - QC Hazard

H9 - QC Hazard

H9 - QC Hazard

H9 - QC Hazard

H@ - QC Hazard

H9 - QC Hazard

H9 - QC Hazard

H8 - QC Hazard

H9 - QC Hazard

NF EN ISO
14971:2012
Annex H

Hazardous situation
Annexe H.2.5+G

False results

QG sample testing
QC sample testing

performing the assay in-house (i-
process, QC, efc.)

performing the assay in-house (i-
process, QC, efc.)

performing the assay in-house (i~
process, QC, etc.)

performing the assay in-house (-
process, QC, etc.)

performing the assay in-house (i-
process, QC, etc.)

kit release testing

Kit release testing

kit release testing

Foreseeable hazard/
phenomene dangereux
Annexe H.2.4

False results

assaying the wrong sample

performing testing on unapproved
device

using an unapproved device

incomect volume of sample
assayed

incomect volume of buffer used

incomrect timing

incorrect interpretation of results

failed kit combination testing -
false -ffalse +

Not operate in accordance with
inspection procedure of finak
product

Batch to batch inconsistencies or
batch homogeneity problem.

DOC 3A_Annex | Risk assessment & risk control_COVID Ag_revd PRO+ST_EXPORT

- {according to ISO 14971)

Possible effect (result)

False results
delay in-prociuction-may not meet
customer needs

testing will be need to be repeated-delay
in praduction

may give wrong results, testing will need
to be repeated-delay production

may give wrong results, testing will need
to be repeated-delay production

may give wrong results, testing will need
to be repeated-delay production

may give wrong results, testing will need
to be repeated-delay production

may give wrong results, testing will need
to be repeated-delay production

lot not released

Failed products were used by patients.

Failed products were used by patients.

Potential cause

Incorrect QC Samples used, inappropriate QC

procedure
untrained personnel

untrained personnel

untrained personnel

untrained personnel

untrained personnel

untrained personnel

untrained personnel/faded color scale

device and wash not compatible

personnel efor

production error

Initial Risk
level

s2P2

51P2

S1P2

§1P2

S1P2

S1P2.

51P2

51P2

53P2

§3P2

53P2

Risk control measure

& QC inspection
training procedures (QSP-2600)

training and double checked by product
quality

training and incoming acceptance
training and insp ection of the device prior
testing

training

training

trainingftimer calibration verification

training/ieep color scale stores out of
lightexpiry documented and new scales
distributed prior to expiration.

final kit QC testing

Inspect strictly in accorciance with
inspection procedure of final-product
Inspection Procedure of Bath release is
formalized

Baich release certificate is established by
the manufacturer. As the quality control is a
destructive one it is logical that not all tests

can be tested but only random samples can

be taken.

New hazard
introduced ?

No

No

No

No

No

No

No

No

No

Version 03 issued 27/07/2020
Page 18/21

Residual risk

Residual Risk level

s2P1

51P1

S1PL

$1P1L

s1P1L

s1P1

s1PL

S1P1

53P1

53P1

53P1

acceptable?

Risk Il acceptable

Risk Il acceptable

Risk Il acceptable

Risk lll acceptable

Risk IIl acceptable

Risk Il acceptable

Risk Il acceptable

Risk lll acceptable

Risk IIl acceptable

Risk Il acceptable

Risk Il acceptable
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HL1OReader

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

H10 - Reader Hazard

NFEN ISO
14971:201
2

Annex H

Hazardous situation
Annexe H.2.5+G

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Software Hazard

Foresesable hazard/ phenomene
dangereux
Annexe H2.4

inaccurate result

Wrong programation of the method for
the reading of the TDR on the BSX
Reader

Wiong programme selection by the user,
The program doesn't correspond to the
test

‘Wrong QR code printed on the pouch of
the rapid test

no cassette in the reader
Upside down cassette in the reader

Reader out of order

The user tries to read the test with a
different reader than the BSX Reader

The QR code printed on the pouch is
damaged when the pouch is teared open.

The user discardes the pouch
immediately after opening and before
scanning the Qr code printed on the:
pouch

The user does not know how to use the
BSX Reader

DOC3A_Annex 1 Risk assessment & ri:

Possible effect (result)

patient not treated

inaccurate result

inaccurate result

test cannot be used with the
reader - not possible to
generate results

inaccurate or invalid result

inaccurate result

no result

inaccurate orinvalid result

The user cannot scan the QR
code to confinm the selected
program on the BSX Reader

The user cannot scan the QR
code to confim the selected
program on the BSX Reader

Wiong procedure - obtained

- (according to IS0 14971)

Potential cause

Wrong Adaptation of Biosynex Rapid test to BSX Reader.

Wrong Adaptation of Biosynex Rapid test to BSX Reader.

user eror

Production efror

User error

User error

Perform a visual reading of the test.

User error

user emor

user emor

The useris not familiar with instructions for use of the BSX

results are invalid or inaccurate Reader

control_COVID Ag_revd PRO+ST_EXPORT

Initial Risk
level

83P3

S3P3

83P2

S3pP2

83P2

8S3P2

83P2

83P4

S3P4

83P3

New hazard
introduced ?

Risk control measure

QC control of the programm
Comparison study between visual reading and No
the BSX Reader

Evaluation of the program during the
development phase No
QC control

The user is required to scan the QR code

printed on the pouch of the rapid test in order i
to confim the correspondance of the selected
program 1o the used test

QC confrol of the rapid test in combination
with the BSX Reader

Alarm system: "cassette not found" No

The shape of the drawer has been designed
to avoid the misplacement of the cassette

Warning in the IFU: the test must only be read No
with the BSX Reader

Wamning in the IFU: the test must only be read
with the BSX Reader. The BSX Reader and

its reference is listed in the IFU as a material
required but not supplied in the kit.

No

The QR code sticker is in the middle of the
pouch in order for the user to be able to open No
the pouch without tearing the sticker.

Warning in the IFU: the pouch must not be:
- No

discarde:

Waning in the IFU: the user must read the
user manual of the BSX Reader before No
starting the test

Residual
Risk level

83pP2

S3P2

S3P1

S3P1

83P1

83P1

S3P1

83P1

83P2

S3P3

83P1

Version 03 issued 27/07/2020

Residual risk
acceptable?

Risk Il acceptable

Risk Il acceptable

Risk Il acceptable

Risk lll acceptable

Risk lll acceptable

Risk Ill acceptable

Risk lll acceptable

Risk lll acceptable

Risk Il acceptable

Risk Il acceptable

Risk Ill acceptable

Page 19/21

1276184



HI11Surv CAPA RA-SMQ

Classification

Regulatory affairs

Regulatory affairs
Regulatory affairs
Regulatory affairs

Regulatory affairs

sma

Customer order
hazard
Customer order
hazard
Customer order
hazard
Vigilance

Vigilance
Vigilance
Vigilance

Vigilance

NF ENISO
14971:201

2
Annex H

na

na
na
na

na

Hazardous situation
Annexe H.2.5+G

Technical file:

Technical file:
Technical file
Notified body

Competent authoriies

Quality management system

Shipping
Shipping
Shipping
Complaint

Non-conformity
Non-conformity
CAPA

Recall-vigilance

DOC3A_Annex 1 Risk assessment & ri:

control_COVID Ag_revd PRO+ST_EXPORT
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hazard/
Annexe H2.4

Technical documentation incomplete and not update : non-

Possible effect (result)

compliance with the market requirements : TDF, IFU, label, Regulatory affairs requirement not

CE mark (CE mark not applicable yet for se! flest version).

Performance failure.
Non-existent supplier contracts.

Non-existent OBL dlient contracts.

Uninformed notified body of a major change.

Registration of the products at SwissMedic not carried out
before they are placed on the mark

The quality Management system is not controlled : non-
current or unmanaged SOP, not intemal auditing, problem

of competency management.
Incorrect product shipped.

Incorrect quantity/batch shipped.

Shipped fo an incorrect address,

Customer complaint reception and record.

Anomaly/Non-conformity detection and record.
Investigate complaint/Anomaly/ non-conformity.

Implement actions in order to comrect anomaly/complaint.

Product recall and vigilance.

fultfilled

Regulatory affairs requirement not
fullfilled
Regulatory affairs requirement not
Tulifiled
Regulatory affairs requirement not
fullfilled
Regulatory affairs requirement not
fullfilled

QMS requirement not fullfilled

Delay in product receipt

Delay in product receipt
traceabilty lost

Delay in product receipt
Delay in recall

Non-conform product on the market
Non-conform product on the market
Non-conform product on the market

Non-conform product on the market

Potential cause

Human error

Human error
Human error
Human error

Human error

Human error

Untrained personnel
Untrained personnel

Untrained personnel
Human error

Human error
Human error
Human error

Human error

Initial Risk
level

s2pP1

S2P1
S2P1
s2P1

52P1
52P1

52P2
s2P2
52P2
522
§2P2
52P2
s2P2

$2P2

Risk control measure
CAPA

Processes and SOP formalized

Processes and SOP formalized
Processes and SOP formalized
Processes and SOP formalized

Processes and SOP formalized
Processes and SOP formalized

Training/double check by shipping
Training/double check by shipping

Training/double check by shipping
Processes and SOP formalized

Processes and SOP formalized
Processes and SOP formalized
Processes and SOP formalized

Processes and SOP formalized

New hazard
introduced ?

No

No

No

No

No

No

No

No

No

No

No
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Residual risk
acceptable?

Residual Risk level

Risk lll acceptable

Risk Il acceptable
Risk Il acceptable
Risk lll acceptable

Risk lll acceptable

Risk lll acceptable

Risk Il acceptable
Risk Il acceptable

Risk IIl acceptable
Risk Il acceptable
Risk Il acceptable

Risk IIl acceptable
Risk Ill acceptable

Risk ||l acceptable
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Sroduct:  3IOSYNEX COVID-10 Ag / BIOSYNEX COVID-19 Ag BSX / BIOSYNEX AUTOTEST COVID-19 Ag
Aet: SWA40006 / SW0005_BSX / 853256 / 859257 / B59258

HISTORY/REVIEW/CHANGES  *Changes are highiited in green typo

Revision|  Date Sheet Reason/Changes Comment

L 22/63/2020 |4

Creation of the docurnent i3

Creation of the sheet H10 for the new
veriant SWACD06_BSX which is intended to
be used with the BSX AEADER (REF,
5050029}

2 03/11/2020 |H10

15/02/2021|user Pro |Addition of H2 line 8; H7 lines 16-18

23/02, lary Creation of the tab for laymen users




