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Revision Date Description of Changes

6.0 2022-05-23 • Updated Intended Purpose to clarify the connection between AFL® levels, 
the metabolic state of the uterus and the use of synthetic oxytocin. Cephalic 
presentation was also added to the intended patient population.

• Updated Indication for Use regarding intended patient population.
• Added Testing Environment.
• Updated Clinical Significance regarding connection between the metabolic 

status of the uterus and the receptivity of augmentation with synthetic oxytocin.
• Added symbol for near patient testing for the AFL® Unit.
• Added reference.
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1  Product Overview

1.1 Intended Purpose

1.1.1 AFL® Unit
The AFL®	Unit	is	an	instrument	for	the	in	vitro	diagnostic	procedure	of	measuring	amniotic	fluid	lactate	(AFL)	
levels, using an AFL® Sensor.

1.1.2 AFL® Sensor
The AFL® Sensor is a biosensor test strip to be used with an AFL®	Unit	for	measurement	of	amniotic	fluid	lactate	
(AFL) levels.

1.1.3 AFL® Unit and AFL® Sensor
The AFL® Unit, together with the AFL® Sensor, is intended to be used during labor for performing quantitative 
measurement	of	the	lactate	concentration	in	amniotic	fluid	prior	to	augmentation	with	oxytocin,	in	order	to	
support the decision regarding augmentation.

Amniotic	fluid	lactate	is	an	indicator	of	the	metabolic	state	of	the	uterus	during	arrested	labors.	Normal	AFL®	
levels support the decision to continue the vaginal labor by augmentation with oxytocin, as the uterus appears 
to be receptive to augmentation. However, high AFL® levels suggest that caution is needed as they correlate 
with an increase in operative interventions and post-partum complications.

The measurement is intended to be performed by trained healthcare professionals on patients in a point of 
care setting e.g. in labor and delivery units.

The intended patient population is adult, singleton pregnant women in active labor with ruptured membranes 
and cephalic presentation.

The AFL® Unit, together with the AFL® Sensor, is not intended to be used as a binary decision tool on how to 
progress with the labor, but as an adjunct to the clinic’s standard of care.

1.2 Educational Requirements
The safety instructions in this manual require that the personnel operating the AFL® System have the necessary 
education and training. ObsteCare provides adequate training for the AFL® System.

A good understanding of the language that the information is presented in is required to make sure that these 
and other instructions can be understood and complied with.

1.3 Indication for Use
The intended patient population is adult, singleton pregnant women in active labor with ruptured membranes 
and cephalic presentation.

1.4 Contraindications
AFL® measurements shall not be used in conjunction with amnioinfusion as this may result in incorrect measure-
ment results. 

AFL® measurements shall not be performed on patients with either diabetes (type 1, type 2 and gestational 
diabetes), preeclampsia, or hypertension. 

1.5 Testing Environment
Point of care/near patient setting.
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1.6 Clinical	Significance
Elevated	lactate	levels	in	amniotic	fluid	during	labor	are	often	found	in	women	with	arrested	labor	and	are	an	
indication that the uterus is not well oxygenated and, therefore, contractions have reduced force even if con-
traction frequency is normal [1][2].

High levels of lactate are associated with hypoxia in the myometrium tissue and increased risk for labor compli-
cations [3][4].

Low	levels	of	lactate	in	amniotic	fluid	are	assosiated	to	normal	oxygenation	of	the	tissue	and	normal	delivery	[1]
[5].

The metabolic status of the uterus provides useful information of the receptivity of augmentation with synthetic 
oxytocin, where there is a normal AFL® value [6]. 

1.7 Interfering Substances
Relevant substances have been tested and the following ones have been found to interfere: 

• Obstetric lubricant:  
The Obstetric lubricant Hibitane® can inhibit lactate measurement, resulting in up to 8% decreased lactate 
value. 

• Paracetamol:  
In analytical studies, paracetamol has not been found to interfere with the AFL® measurement at concen-
tration levels expected at oral or infusion therapeutic doses. However, higher concentration levels than what 
is expected at oral or infusion therapeutic doses have been found to interfere with the AFL® measurement.
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1.8 Sampling and Measuring Method
During	a	vaginal	examination,	a	sample	of	the	amniotic	fluid	is	gathered	with	a	gloved	hand.	The	sample	is	
then applied to the sensor. The strip inside the sensor contains the enzyme Lactate Oxidase. The lactate of the 
sample is oxidized by the Lactate Oxidase. During this redox reaction, electrons are transferred via an additional 
electron mediator from the enzyme to a working electrode. Due to the stoichiometric turnover, the resulting cur-
rent is proportional to the lactate concentration.

Sample volume: 250	-	500	μL
Reference range: Values below or equal to 10 mmol/L are considered normal.

Values higher than 12 mmol/L are considered high.

A	high	amount	of	mucous	in	the	sample	may	affect	the	capillary	flow	of	the	sample	and	obstruct	the	sample	
flow	into	the	sensor.

A high amount of blood and/or urine in the sample may dilute it and lower the measured AFL® value. If the 
amniotic	fluid	sample	is	suspected	to	be	contaminated	with	more	than	5%	blood	and/or	urine,	the	sample	must	
not be used as it will display a false low value.

Urine	contamination	in	the	sample	may	be	difficult	to	detect,	caution	must	be	taken	during	sampling	to	avoid	
it. Any sample with a clear smell of urine must not be used.

See below color scale for guidance on blood contamination in the sample.

DCBA
 

A B C D

Amniotic fluid without blood 1% blood 5% blood 10% blood
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1.9 Symbols

1.9.1 Symbols Used on the AFL® System

Symbol Description

Read the Instruction for Use carefully before using the product.

In Vitro Diagnostic medical device.

Manufacturer

Date of manufacture

Catalogue number

Caution: Consult the Instructions for Use.

This product fulfills the requirements of the European Directive 98/79/EC for in vitro diagnostic medical devices.

1.9.2 Symbols Used on the AFL® Unit

Symbol Description

For near patient testing

SN Serial number

12V Max 3A
- + The AFL® Unit must be connected to a DC power supply 12V max 3A and polarity according to the symbol. 

Only the PS191 Power Supply must be used.

Do not dispose. Must be recycled under local regulations.



PSD2019-09020 6.0 EN Page 9 of 46

 Product Overview

1.9.3 Symbols Used on the AFL® Sensor

Symbol Description

Keep away from direct sunlight.

+8C

Temperature limitation: Store at, or below, 8 °C (46 °F).

20

90

Relative humidity limitation: Store at 20% to 90%.

Indicates the total number of tests that can be performed with the AFL® Sensor. The AFL® Sensor is single use only.

AFL® Sensor cannot be reused. The AFL® Sensor is single use only.

Batch code

Expiry date

AFL® Sensor shall not be used if the primary packaging is damaged.

1.10 Glossary

 Term Description

AFL® Amniotic Fluid Lactate

AFL® level The AFL®  level is the concentration of lactate in the amniotic fluid in mmol/L.

Measurement unit Refers to the AFL® Unit.

Sensor Refers to the AFL® Sensor.

System Refers to the AFL® System, with both the AFL® Unit and the AFL® Sensor.
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2 Safety

2.1 General
• Before use, make sure that the system is installed according to the AFL® Unit Technical Service Manual 

PSD2020-12001.

• Before use, read this Instruction for Use carefully to make sure that measurements are safe and correct.  
Improper use of the system can lead to incorrect measurements.

• Only	certified	service	personnel	is	allowed	to	open	the	system.

• Only trained health care professionals are allowed to use the system.

• The AFL®	System	is	intended	to	be	used	for	amniotic	fluid	only.

• The AFL® System is intended to be used in vitro only.

• Make	sure	to	operate	the	touch	screen	with	fingers	only.	Sharp	objects	can	cause	damage	to	the	screen.

• Make	sure	hospital	routines	are	followed	when	handling	body	fluids.

• Make	sure	to	keep	the	equipment	clean.	There	is	a	potential	risk	with	body	fluids.

• Make sure to use only the PS191 power supply for the AFL® Unit. Other power supplies may damage the 
AFL® Unit.

• Make sure to connect the power supply to a wall outlet with protective earthing.

• Make sure to use the AFL®	Unit	in	the	manner	as	specified	by	the	manufacturer.	Improper	use	may	impair	
the degree of protection provided by the unit.

2.2 Measurement
• Do not keep the AFL® Sensor outside the primary packaging for more than one (1) minute. It can lead to 

incorrect measurement results.

• Do not use the AFL® Unit with any other sensor than AFL® Sensor, and do not use the AFL® Sensor with any 
other measurement unit than AFL® Unit. It can lead to incorrect measurement results.

• Do not keep the AFL® Unit or the AFL® Sensor in direct sunlight or proximity to a heater. It can lead to incor-
rect measurement results.

• Do not use an expired AFL® Sensor. It can lead to incorrect measurement results.

• Do not reuse an AFL® Sensor. They can only be used once. It will lead to incorrect measurement results.

2.3 Cleaning
• Make sure to turn off the system and disconnect the power cable before cleaning the system according to 

instructions in section 5.1.6 “How to Clean the Measurement Unit”.

• Make sure to only use prescribed cleaning liquids, see section 5.1.6 “How to Clean the Measurement Unit”.

2.4 Contact and Support
If any serious incident occurs in relation to the device, it must be reported to the manufacturer and the compe-
tent authority of the Member State in which the user and/or the patient is established. 

When in doubt over the performance of the AFL® System, do not use the system and contact the next level of 
system support.

If there are questions or problems that cannot be resolved with the help of this IFU, contact the next level of 
system support.

The next level of system support can differ depending on site and is decided at each location. 
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3 Storage and Handling

3.1 Storage

3.1.1 AFL® Sensor
Keep the sensors refrigerated at a temperature below or equal to 8 °C (46 °F) and a relative humidity range of 
20% to 90%.

When	stored	according	to	the	specifications,	the	sensor	shelf-life	is	6	months.	The	expiry	date	on	the	primary	
packaging must be observed. 

The sensors may be withdrawn from the refrigerator and stored in room temperature below or equal to 25 °C  
(77	°F)	and	a	relative	humidity	range	of	20%	to	90%	for	7	days	or	until	the	specified	expiry	date,	whichever	
comes	first.

Always keep the sensors in their original packaging and avoid exposing them to direct sunlight.

3.1.2 AFL® Unit
The measurement unit must be stored at a temperature between 5 ºC to 40 ºC (41 °F to 104 °F).

When	stored	and	handled	according	to	the	specifications	the	unit	lifetime	is	5	years.

3.2 Handling
During measurements do not keep the sensors or the measurement unit in direct sunlight or in close proximity to 
a heater.

3.3 Transport
The sensors and the measurement unit must be transported in their original packages.

3.4 Disposal

3.4.1 AFL® Sensor 
The sensor’s primary packaging should be sorted as plastic waste.

The used sensor must be disposed of properly as medical waste according to local guidelines.

3.4.2 AFL® Unit
To avoid contaminating personnel, environment, or other equipment, before disposing of the measurement unit 
and/or the power supply at the end of its useful life, make sure they have been properly disinfected, decon-
taminated, and recycled, according to local regulations.

Do not dispose of electronic equipment as unsorted municipal waste. Collect it separately, so that it can be 
safely and properly reused, treated, recycled, or recovered. This applies to the measurement unit, cables, and 
other accessories for multiple uses.
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4 System Overview

4.1 System Parts

Part Description REF

A AFL® Unit LMU191

B AFL® Sensor DSAF061

C Holder for AFL® Sensor -

D AFL® Sensor calibration code scanner (under the sensor holder) -

E Touch screen -

F AFL® Unit product label * -

G AFL® Sensor primary packaging with calibration code * -

* The images of the labels are examples and can therefore differ slightly.

PS191

H I

J

Part Description REF

H AC power supply cable * -

I Power supply unit (with AC power socket and DC power plug) ** PS191

J Power supply LED -

* The power supply cable image shows a European standard cable and can therefore differ from the enclosed cable.

** The image of the label is an example and can therefore differ slightly.

The equipment does not contain an uninterruptible power supply. The equipment will not operate in 
case of power failure, but data that was saved prior to power failure will not be lost.

For safer births

ObsteCare AB
Fogdevreten 2
SE-171 65 Solna
Sweden

AFL®Sensor 1

Cal Code   A2

+8C 90%

20%

12V Max 3A
- +

LMU191

1001401SN

2020-06
ObsteCare AB
Fogdevreten 2
SE-171 65 Solna Sweden

AFL® Unit
FA

C

E

G

B

D
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4.2 Optional Equipment Not Provided by ObsteCare
The following optional equipment that can be used with the system are not provided by ObsteCare:

• Hand-held barcode scanner

• USB keyboard

• USB mouse
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4.3 System Description

4.3.1 Description of System
The AFL® System consists of an AFL® Unit and an AFL® Sensor. 

The AFL® Sensor is a single use sensor that is inserted into the to the AFL®	Unit,	and	into	which	the	amniotic	fluid	
sample is applied. The AFL® Unit is the measuring device that measures and monitors the AFL® value.

For instruction on how to connect, start up, disconnect, and/or clean the measurement unit, see section 5.1 
“How to Use the Measurement Unit”.

For instructions on how to admit a new patient, edit patient data, move a patient from active to archived, and/
or view archived measurement data, see section 5.2 “How to Manage the Patient Data”.

For instructions on how to do a measurement, see section 5.4 “How to Measure the AFL® Level”.

For	information	on	technical	specifications,	and/or	performance	characteristics,	see	section	7	“Technical	Speci-
fication”.

4.3.2 Description of System Features
The system can be used for single AFL® measurements or for monitoring of one or multiple patients. There is a 
limit of 50 active patients. Not active patients can be completed in the system and the patients measurement 
data is automatically stored in an archive that can contain up to 15.000 patients.

A new patient can be admitted at any point of time during the use of the system. All active patients are dis-
played	one	by	one	in	an	existing	patients	list,	where	names	and	identification	numbers	are	displayed.	The	sys-
tem allows multiple measurements of one patient, up to a maximum duration of 72 hours. When the maximum 
duration of 72 hours has been reached, a warning message will appear.

A single measurement can be made without entering patient identity. All these measurements will receive a 
number in sequential order.

There is a limit of 50 active patients. To move a patient from active to archived the patient needs to be com-
pleted. When a patient is completed in the system the data is automatically stored in an archive that can 
contain up to 15.000 patients.

The AFL® Sensor can only be used once and must not be reused.

All lactate measurement procedures must follow the instructions in this Instructions for Use for an accurate mea-
surement.

4.3.3 Description of User Interface
The main user interface is a touch screen on the AFL® Unit. 

Activating	different	functions	is	done	through	a	light	tap	on	the	symbols	or	fields	on	the	touch	screen.	Alphanu-
meric characters are entered with a built-in on-screen keyboard that is shown when needed. 

Before	entering	data,	the	corresponding	field	is	selected	through	a	light	tap	on	the	field	displayed	on	the	touch	
screen.

A standard external keyboard, a hand-held barcode scanner or a mouse can also be connected to the unit by 
the USB ports on the backside of the unit. 

4.3.4 Description of System Self Test Functionality
The system will perform a measurement functionality self test every time the measurement unit is started. See 
section 5.1.1 “How to Connect and Start the Measurement Unit”.
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4.3.5 The Measurement Unit’s Serial Number and Software Version

For safer births

AFL   System®

Archive
with ID

Archive
without ID RestartSetup

New Patient Existing Patient New Measurement

PoweSetup

A

AFL   System®

View Time CancelLogin

SN0605000 APSW191 ver 2.2.0

B C

The serial number and the software version of the measurement unit can be found on the setup screen.

1 Tap the Setup button (A) on the home screen.

2 The serial number (B) is at the bottom left corner and the software version (C) is at the bottom right corner of 
the setup screen.
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5 Instructions for Use

5.1 How to Use the Measurement Unit

5.1.1 How to Connect and Start the Measurement Unit

B1

B2

For safer births

C1

C2

A2

A1

D2

D1

PS191

12V Max 3A
- +

LMU191

1001401SN

2020-06
ObsteCare AB
Fogdevreten 2
SE-171 65 Solna Sweden

AFL® Unit

1 Connect the DC power plug (A1) of the power supply PS191 into the power socket (A2) on the measure-
ment unit. 

2 Connect the AC power supply cable (B1) into the AC socket (B2) on the power supply PS191.

3 Connect the other end of the AC power supply cable (C1) into a 110/240V power outlet (C2) with protec-
tive earthing.

4 The unit starts immediately after the power is connected. 

When the unit starts it performs a measurement functionality self test. During the self test the home screen is 
shown with the New Patient button and the New Measurement button dimmed.

If the self test is completed successfully, the previously dimmed buttons on the home screen are undimmed 
and the measurement unit is ready to be used. The self test takes approximately one (1) minute.

Tip! Make sure to turn off and restart the unit once per week to complete a successful self test.

5 (Optional) Connect the USB cable (D1) of the optional equipment into a USB port (D2) on the measurement 
unit.
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5.1.2 How to Turn Off the Measurement Unit

For safer births

AFL   System®

Archive
with ID

Archive
without ID Power offSetup

New Patient Existing Patient New Measurement

C1

C2

Power off

A

NoYes

Power off instrument?

B

1 Tap the Power off button (A) on the home screen to open the power off dialog box.

2 Tap the Yes button (B) in the power off dialog box to turn off the software.

3 Remove the AC power supply cable (C1) from the 110/240V power outlet (C2) to turn off the measurement 
unit.
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5.1.3 How to Disconnect the Measurement Unit

B1

B2

For safer births

C1

C2

A2

A1

D2

D1

12V Max 3A
- +

LMU191

1001401SN

2020-06
ObsteCare AB
Fogdevreten 2
SE-171 65 Solna Sweden

AFL® Unit

PS191

1 Remove the DC power plug (A1) of the power supply PS191 from the power socket (A2) on the measure-
ment unit. 

2 Remove the AC power supply cable (B1) from the AC socket (B2) on the power supply PS191.

3 If not already done to turn off the measurement unit, remove the other end of the AC power supply cable 
(C1) into a 110/240V power outlet (C2) with protective earthing.

4 If there is optional equipment connected to the unit, remove all the USB cables (D1) from all of the USB ports 
(D2) on the measurement unit.
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5.1.4 How to View Time on the Measurement Unit

For safer births

AFL   System®

Archive
with ID

Archive
without ID Power offSetup

New Patient Existing Patient New Measurement

PoweSetup

A

AFL   System®

View Time CancelLogin

B

OK

2020-08-31
16:17

W. Europe Standard Time

C

1 Tap the Setup button (A) on the home screen.

2 Tap the View Time button (B) on the setup screen to open the view time dialog box.

Tip! If the time is incorrect, contact the next level of system support.

3 Tap the OK button (C) to close the view time dialog box.
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5.1.5 How to Access the Setup of the Measurement Unit

For safer births

AFL   System®

Archive
with ID

Archive
without ID Power offSetup

New Patient Existing Patient New Measurement

PoweSetup

A

AFL   System®

View Time CancelLogin

B

C D

To edit the setup of the measurement unit, contact the next level of system support. 

Only the next level of system support can edit the setup of the measurement unit. The functions that can be 
edited are described in the AFL® Unit Technical Service Manual PSD2020-12001.

If the Setup button (A) is tapped the setup screen (B) will be shown, and the Login button (C) will be accessible. 

If the Login button (C) is tapped the login screen will be shown, and a password is required for further access.

Without credentials to edit the setup of the measurement unit, according to the intructions in the AFL® Unit 
Technical Service Manual PSD2020-12001, tap the the Cancel button on the login screen to return to the setup 
screen (B). Then tap the Cancel button (D) on the setup screen (B) to return to the home screen.
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5.1.6 How to Clean the Measurement Unit

For safer births

A B

1 Turn off the measurement unit. See section 5.1.2 “How to Turn Off the Measurement Unit”.

2 Disconnect the measurement unit. See section 5.1.3 “How to Disconnect the Measurement Unit”. 

Use only disinfection cleaning agents intended for surface cleaning with 45% isopropyl alcohol, 
such as DES +45.

3 Dampen a clean cloth.

4 Wipe the measurement unit.

Do	not	flush	the	measurement	unit	with	cleaning	agents.	This	may	cause	damage	to	the	equip-
ment.

Do not expose the socket (A) of the sensor holder (B) to any cleaning agents. If the socket (A) 
of the sensor holder (B) is exposed to cleaning agents, it may cause damage the equipment.
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5.2 How to Manage the Patient Data

5.2.1 How to Admit a New Patient

For safer births

AFL   System®

Archive with 
Identification

Archive without 
Identification Power offSetup

New Patient Existing Patient New Measurement

Archive Archive

New Patient

A

Cancel

OK

1
q w

z x c v b n m , . -
a s d f g h j k l ö ä

e r t y u i o p å
‘

¨ Del

2 3 4 5 6 7 8 9 0 + ´?

^

=

_:;

)(/&%¤#“!

E

AFL   System®

Identification (ID) 19980713-4557

Anna Andersson

3

Name

Room

Cancel

19980713-4567 Anna Andersson 3

Status: Ready for AFL Sensor 13:12

Insert an AFL Sensor

G

C

F

B

D

1 Tap the New Patient button (A) on the home screen (B).

2 Enter	the	identification	(mandatory),	name	(optional)	and/or	room	(optional)	information	on	the	new	pa-
tient screen with the on-screen keyboard (C).

Tip! The on-screen keyboard (C) is shown when information needs to be entered. 

Tip! To	change	the	language	of	the	on-screen	keyboard	(C)	tap	the	flag	icon	button	(D)	once,	or	repeat-
edly,	until	the	flag	for	the	desired	language	is	shown.

3 Tap the OK button (E).

4 Wait until the Insert an AFL Sensor message (F) is shown, then continue with the measurement according to 
section 5.4 “How to Measure the AFL® Level” or tap the Cancel button (G) to return to the home screen (B).
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5.2.2 How to Make a New Measurement on an Existing Patient

For safer births

AFL   System®

Archive
with ID

Archive
without ID Power offSetup

New Patient Existing Patient New Measurement

Archive Setup

Existing Patient

A

19980713-4567 Anna Andersson 3
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Cancel

13:12
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Edit Patient

View Table

Complete 
Patient

001224-1224 Eva Bengtsson A12

Identification (ID) Name Room

980713-4567 Anna Andersson 3

980713-4567 Anna Andersson 3

Cancel

19980713-4567 Anna Andersson 3

Status: Ready for AFL Sensor 13:12

Insert an AFL Sensor

C

D

B

E

1 Tap the Existing Patient button (A) on the home screen (B).

2 Tap	the	identification	value	of	a	patient	(C)	to	select	which	patient	to	do	a	new	measurement	for.

3 Tap the Measure button (D).

4 Wait until the Insert an AFL Sensor message (E) is shown, then continue with the measurement according to 
section 5.4 “How to Measure the AFL® Level”.
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5.2.3 How to Make a Measurement Without Entering Patient Identity

For safer births

AFL   System®

Archive
with ID

Archive
without ID Power offSetup

New Patient Existing Patient New Measurement

Power off

New Measurement

A

Cancel

9 Measurement

Status: Ready for AFL Sensor 13:12

Insert an AFL SensorC

B

1 Tap the New Measurement button (A) on the home screen (B).

2 Wait until the Insert an AFL Sensor message (C) is shown, then continue with the measurement according to 
section 5.4 “How to Measure the AFL® Level”.
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5.2.4 How to Edit Patient Information

For safer births
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1 Tap the Existing Patient button (A) on the home screen to view the existing patient list.

2 Tap	on	the	identification	value	of	a	patient	(B)	to	select	which	patient	to	edit.

3 Tap the Edit Patient button (C).

4 Edit	the	identification,	name	and/or	room	information	with	the	on-screen	keyboard	(D).

Tip! The on-screen keyboard (D) is shown when information needs to be entered. 

Tip! To	change	the	language	of	the	on-screen	keyboard	(D)	tap	the	flag	icon	button	(E)	once,	or	repeat-
edly,	until	the	flag	for	the	desired	language	is	shown.

5 Tap the OK button (F) to save the edited patient data.
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5.2.5 How to Complete a Patient

For safer births

AFL   System®

Archive
with ID

Archive
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980713-4567 Anna Andersson 3

980713-4567 Anna Andersson 3

B

C

1 Tap the Existing Patient button (A) on the home screen to view the existing patient list.

2 Tap	on	the	identification	value	of	a	patient	(B)	to	select	which	patient	to	complete.

3 Tap the Complete Patient	button	(C)	to	transfer	the	patient	to	the	archive	with	identification.
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5.2.6 How to Access Patients Archived Data
There is a limit of 50 active patients. To move an active patient to the archive, the active patient needs to be 
completed. See section 5.2.5 “How to Complete a Patient”.

5.2.6.1 How	to	View	Archived	Measurements	with	Patient	Identification

For safer births

AFL   System®

Archive with 
Identification

Archive without 
Identification Power offSetup

New Patient Existing Patient New Measurement

Archive
with ID

A

13:12

Home

View Table

Select Time 
Interval

Export 
Archive

001224-1224 Eva Bengtsson 2020-08-17

Identification (ID) Name Date

980713-4567 Anna Andersson 2020-07-13

980713-4567 Anna Andersson 3

19980713-4567 Anna Andersson 3

13:41

Cancel
Date Time AFL   Value®

2020-07-13 13:16 6.4 mmol/l

2020-07-13 11:30 4.5 mmol/l

Home

C

B

D

E

F

1 Tap the Archive with ID button (A) on the home screen.

2 Tap	on	the	identification	value	of	a	patient	(B)	to	select	which	patient	archive	to	view.

3 Tap the View Table button (C) to open the view table screen (D).

4 All measurement data for the selected patient is shown on the view table screen (D).

5 To	export	the	archived	measurements	with	patient	identification,	tap	the	Cancel button (E) to close the 
view table screen (D), and then continue according to section 5.2.7 “How to Export Archived Measurement 
Data”.

Tip! If no export of the archived measurements is needed, tap on the Home button (F) to return to the 
home screen, or the Cancel	button	(E)	to	return	to	the	list	of	archived	patients	with	identification.
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5.2.6.2 How	to	View	Archived	Measurements	without	Patient	Identification

For safer births

AFL   System®

Archive with 
Identification

Archive without 
Identification Power offSetup

New Patient Existing Patient New Measurement

h Archive  
without ID

A

13:12

Home

Export 
Archive

Select Time 
Interval

List of archived measurements without ID

No Date Time AFL   Value®
9 2020-07-13 13:18 7.6 mmol/l

15:338 2020-07-09 7.8 mmol/l
7 2020-07-09 14:24 5.8 mmol/l
6 17:562020-07-07 7.6 mmol/l
5 2020-07-07 17:47 7.3 mmol/l
4 17:202020-07-07 7.6 mmol/l
3 2020-07-07 16:43 8.9 mmol/l
2 10:002020-06-30 8.9 mmol/l
1 23:452020-06-29 7.7 mmol/l

B

A	separate	archive	with	only	measurements	and	no	patient	identification	is	available	from	the	home	screen.

1 Tap the Archive without ID button (A) on the home screen.

2 All	measurements	made	without	patient	identification	is	shown	in	sequential	order.

3 To	export	the	archived	measurements	without	patient	identification,	continue	according	to	section	5.2.7	
“How to Export Archived Measurement Data”. 

Tip! If no export of the archived measurements is needed, tap on the Home button (B) to return to the 
home screen.
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5.2.7 How to Export Archived Measurement Data
It	is	possible	to	export	archived	measurement	data,	with	or	without	patient	identification,	to	a	USB	memory.	The	
exported	data	is	stored	in	a	file	with	the	format	xlsx	(Microsoft	Excel),	which	can	be	analyzed	further	in	a	sepa-
rate	system	that	can	read	the	file.	The	latest	measurement	entry	will	be	displayed	at	the	top.

By default exported measurement data will be from the last month only. 

To export the archived measurement data select one of the following options:

• To select another time interval for to export, continue according to section 5.2.7.1 “How to Select Time Inter-
val for Export Archive”.

• To	export	archived	measurements	with	patient	identification	from	the	last	month	only,	continue	according	to	
section	5.2.7.2	“How	to	Export	Archive	with	Patient	Identification”.

• To	export	archived	measurements	without	patient	identification	from	the	last	month	only,	continue	accord-
ing	to	section	5.2.7.3	“How	to	Export	Archive	without	Patient	Identification”.
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5.2.7.1 How to Select Time Interval for Export Archive

1 Tap the Archive with ID button (A1) or the Archive without ID button (A2) on the home screen.

2 Tap the Select Time Interval	button	(B1)	if	the	archive	view	is	with	patient	idetification,	or	Select Time Interval 
button	(B2)	if	the	archive	view	is	without	patient	identification,	to	open	the	select	time	interval	screen.

Tip! The default time interval will be set to the last month. The adjusted time interval can be maximum one 
month only.

3 Select the start date.

• To select an earlier date tap the Year - button (C1), the Month - button (C2), or the Day - button (C3).

• To select a later date tap the Year + button (D1), the Month + button (D2), or the Day + button (D3).

4 Select the end date.

• To select an earlier date tap the the Year - button (E1), the Month - button (E2), or the Day - button (E3).

• To select a later date tap the the Year + button (F1), the Month + button (F2), or the Day + button (F3).

5 Tap the OK	button	(G)	to	save	the	selected	time	interval	and	return	to	the	time	interval	filtered	archive	view.

Tip! To export the archived measurement data continue according to section 5.2.7.2 “How to Export Archive 
with	Patient	Identification”	or	according	to	section	5.2.7.3	“How	to	Export	Archive	without	Patient	Identifi-
cation”.

For safer births
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5 2020-07-07 17:47 7.3 mmol/l
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2 10:002020-06-30 8.9 mmol/l
1 23:452020-06-29 7.7 mmol/l
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5.2.7.2 How	to	Export	Archive	with	Patient	Identification

1 Start with one of the following actions:

• View	archived	patient	measurement	data	with	patient	identification	for	the	last	month	only. 
See	section	5.2.6.1	“How	to	View	Archived	Measurements	with	Patient	Identification”.

• View	archived	patient	measurement	data	with	patient	identification	for	a	selected	time	interval. 
See section 5.2.7.1 “How to Select Time Interval for Export Archive” 

2 Insert a USB memory in one of the USB ports on the backside of the measurement unit.

3 Tap the Export Archive button (A) to export the archive to the USB memory.

4 Wait until the message Excel	file	successfully	created	on	USB	memory (B) is shown.

5 Tap the OK button (C), then remove the USB memory from the USB port of the measurement unit.

5.2.7.3 How	to	Export	Archive	without	Patient	Identification

1 Start with one of the following actions:

• View	archived	patient	measurement	data	with	patient	identification	for	the	last	month	only. 
See	section	5.2.6.2	“How	to	View	Archived	Measurements	without	Patient	Identification”.

• View	archived	patient	measurement	data	without	patient	identification	for	a	selected	time	interval. 
See section 5.2.7.1 “How to Select Time Interval for Export Archive” 

2 Insert a USB memory in one of the USB ports on the backside of the measurement unit.

3 Tap the Export Archive button (A) to export the archive to the USB memory.

4 Wait until the message Excel	file	successfully	created	on	USB	memory (B) is shown.

5 Tap the OK button (C), then remove the USB memory from the USB port of the measurement unit.

13:12

Home

View Table

Select Time 
Interval

Export 
Archive

001224-1224 Eva Bengtsson 2020-08-17

Identification (ID) Name Date

980713-4567 Anna Andersson 2020-07-13
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Excel file succesfully created on USB memory.
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No Date Time AFL   Value®
9 2020-07-13 13:18 7.6 mmol/l

15:338 2020-07-09 7.8 mmol/l
7 2020-07-09 14:24 5.8 mmol/l
6 17:562020-07-07 7.6 mmol/l
5 2020-07-07 17:47 7.3 mmol/l
4 17:202020-07-07 7.6 mmol/l
3 2020-07-07 16:43 8.9 mmol/l
2 10:002020-06-30 8.9 mmol/l
1 23:452020-06-29 7.7 mmol/l
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Excel file succesfully created on USB memory.
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5.3 How to Obtain the Amniotic Fluid

A

B

1 During	a	vaginal	examination,	gather	the	amniotic	fluid	(A)	in	a	gloved	hand.

Tip! If	the	fetus’s	head	has	reached	far	down	into	the	pelvis,	and	it	is	difficult	to	get	hold	of	amniotic	fluid	
(A),	slightly	move	the	fetus’s	head	to	get	the	underlying	amniotic	fluid	(A)	to	flow	freely	from	the	
uterus.

Note! Caution must be taken during sampling to avoid getting the sample contaminated with urine. If the 
amniotic	fluid	is	suspected	to	be	contaminated	with	more	than	5%	urine,	the	sample	must	not	be	
used	as	it	will	display	a	false	low	value,	instead	gather	a	new	amniotic	fluid	sample.

2 Use	a	syringe	(B)	to	take	a	minimum	sample	volume	of	250	μL	of	the	amniotic	fluid	(A).

Tip! Make sure to do the lactate measurement shortly after the sample was obtained without unneces-
sary or extended delay.
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5.4 How to Measure the AFL® Level

For safer births
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B2

B

+8C 90%

20%

1 Start with one of the following actions:

• Admit a new patient.  
See section 5.2.1 “How to Admit a New Patient”.

• Select an existing patient to measure.  
See section 5.2.2 “How to Make a New Measurement on an Existing Patient”.

• Make a measurement without entering patient data.  
See section 5.2.3 “How to Make a Measurement Without Entering Patient Identity”

2 Make sure that Ready for AFL Sensor is shown in the status message (A).

3 Obtain	an	amniotic	fluid	sample.	See	section	5.3	“How	to	Obtain	the	Amniotic	Fluid”.

4 Do a check of the sensor’s primary packaging (B). Make sure that the packaging (B) is not damaged and 
that the expiry date (B1) has not passed. Damaged packaging or an expired senor can lead to incorrect 
measurement results.

5 Make sure the sensor holds ambient temperature.

6 Tear the upper right indent (B2) to open the primary packaging (B). 
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For safer births

Cancel

19980713-4567 Anna Andersson 3

Status: Ready for AFL Sensor 13:12

Insert an AFL Sensor

Cancel
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Status: AFL Sensor inserted 13:16

Please wait

Cancel

19980713-4567 Anna Andersson 3

Status: AFL Sensor inserted, apply amniotic fluid 13:16

Apply the amniotic fluid

E

C1

C

D

7 Do a check of the sensor (C). Make sure that the sensor strip (C1) is not damaged.

Tip! Make sure to use the sensor (C) immediately after opening the primary packaging (B). Keeping the 
sensor (C) outside the primary packaging (B) for more than one (1) minute can lead to incorrect 
measurement results.

8 Insert the sensor into the sensor holder (D).

Tip! When the sensor is inserted, the unit will automatically read the calibration code of the sensor and 
confirm	the	reading	with	a	beep.	If	no	sound	is	detected,	try	to	remove	and	reinsert	the	sensor.	If	
there still is no sound after a couple of tries, the calibration code must be entered manually, see sec-
tion 5.5 “How to Manually Enter the AFL® Sensor Calibration Code”.

9 Wait until the Apply	the	amniotic	fluid message (E) is shown.
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For safer births
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10 Insert	250-500	μL	of	amniotic	fluid	into	the	cup	(C2)	on	the	sensor	(C).

Note! Do	not	insert	the	amniotic	fluid	into	the	transparent	tube	(X).

11 Wait approximately 20 seconds. An animated icon (F) will be shown while the sample is being analyzed.

12 The AFL® level (G) is shown together with patient data and the time of measurement.

Tip! The AFL® level measurement is dependent on the operating temperature. For any measurement 
made at an operating temperature above or below 24 °C recalculate the measured AFL® level to a 
correct AFL® value,	see	section	7.2	“System	Specification”.	

13 If the time for the measurement needs to be adjusted, see section 5.6 “How to Adjust Sample Time”. 
If not, tap the Home button (H) to return to the home screen.

Tip! Adjustments	of	sample	time	can	only	be	done	for	measurements	with	patient	identification.
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5.5 How to Manually Enter the AFL® Sensor Calibration Code

For safer births
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If the automatic reading of the calibration code fails, it is necessary to enter the code manually. The code is 
two characters long, letters and/or digits.

1 Do a check of the calibration code (A) on the sensor’s primary packaging (B)

2 Enter	the	calibration	code	(A)	into	the	empty	field	(C)	using	the	on-screen	keyboard	(D).

Tip! The on-screen keyboard (D) is shown when information needs to be entered. 

Tip! To	change	the	language	of	the	on-screen	keyboard	(D)	tap	the	flag	icon	button	(E)	once,	or	repeat-
edly,	until	the	flag	for	the	desired	language	is	shown.

3 Tap the OK button (F) to set the calibration code of the sensor.
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5.6 How to Adjust Sample Time

For safer births
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1 Tap the Adjust Sample Time button (A) to open the adjust sample time screen.

Tip! The time for the measurement can be adjusted maximum up to 30 minutes prior to current time.

2 Adjust the sample time.

• Tap the -1 minute button (B1) to decrease the time with one minute.

• Tap the -10 minutes button (B2) to decrease the time with ten minutes.

• Tap the +1 minute button (C1) to increase the time with one minute.

• Tap the +10 minutes button (C2) to increase the time with ten minutes.

3 Tap the OK button (D) to save the new sample time for measurement.

4 Tap the Home button (E) to return to the home screen.
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6 Troubleshooting

6.1 AFL® Unit Status Messages
Status Message 
Shown in the bottom status field on 
the touch screen.

Probable Cause Remedy Action

Error, remove AFL Sensor
If the message Error, remove the AFL Sensor is shown, but 
no sensor is inserted, the system is blocked and needs to be 
restarted.

1 Turn off the system. See section 5.1.2 “How to Turn Off 
the Measurement Unit”.

2 Wait two (2) minutes.
3 Turn on the system. See section 5.1.1 “How to Connect 

and Start the Measurement Unit”. 

If these actions do not help, contact the next level of 
system support.

Failure

Measuring system down

Please wait
If the message Please wait is shown more than 
approximately 30 seconds, the system is blocked and needs 
to be restarted.

Self test in progress
If the message Self test in progress is shown more than 
approximately one (1) minute, without any error message 
pop-up, the system is blocked and needs to be restarted.

System error

6.2 AFL® Unit Error Messages
Error Message 
Shown as a pop-up message.

Probable Cause Remedy Action

Calibration code is invalid.

The entered calibration code does not follow the allowed 
format. The value must be two characters long, consisting 
only of a combination of the following allowed characters:
• a, b, c, d, e, f, o (not case sensitive)
• 0-9

1 Enter an allowed calibation code.
2 If the problem remains, raplace the sensor with a new 

one. 

If these actions do not help, contact the next level of 
system support.

Corrupt patient data, cannot 
be accessed. The data for the patient is no longer accessible. Admit a new patient.

Error detected. Replace the 
AFL Sensor with a new one. The sensor has already been used or is defective. Replace the sensor with a new one.

Export in progress.
The time needed for exporting data varies with the amount 
of data. If this message is shown more than a few minutes, 
the system is blocked and needs to be restarted.

1 Turn off the system. See section 5.1.2 “How to Turn Off 
the Measurement Unit”.

2 Remove the USB memory.
3 Wait two (2) minutes.
4 Turn on the system. See section 5.1.1 “How to Connect 

and Start the Measurement Unit”.
5 Try to export the data again. 

If these actions do not help, contact the next level of 
system support.

Identification (ID) format is 
invalid.

The entered Identification (ID) does not follow the allowed 
format. The value must be maximum 15 alphanumeric 
characters long. The following characters are not allowed: 
]	[	!	¤	#	$	%	&	’	(	)	*	+	,	.	/	:	;	ó	?	@	\	^	`	{	|	}	~	]

Enter an allowed value.Name format is invalid.

The entered Name does not follow the allowed format. The 
value must be maximum 30 alphanumeric characters long. 
The following characters are not allowed: 
]	[	!	¤	#	$	%	&	’	(	)	*	+	,	.	/	:	;	ó	?	@	\	^	`	{	|	}	~	]

Room number format is 
invalid.

The entered Room number does not follow the allowed 
format. The value must be maximum 6 alphanumeric 
characters long. The following characters are not allowed: 
]	[	!	¤	#	$	%	&	’	(	)	*	+	,	.	/	:	;	ó	?	@	\	^	`	{	|	}	~	]

Temperature error. The 
surrounding temperature 
must be in the interval 18-30 
degrees Celsius. See the IFU 
for guidance.

The unit and/or the sensor holds a temperature outside the 
operating temperature range.

1 Make sure the unit is in an evironment where 
the ambient temperature is within the operating 
temperature rage, 18-30 °C. A unit standing in direct 
sunlight or in close proximity to a heating or cooling 
source might need to be moved.

2 Make sure the sensor holds a temperature within the 
operating temperatur range, 18-30 °C. Allow a sensor 
taken out of a refrigerator storage to reach ambient 
temperature before using it.

Time limit exceeded. 
Measurement not possible. 
The patient has been active 
in the system too many hours. 
Reset the data and admit a 
new patient.

The patient has been active in the system more than the 
maximum time limit of 72 hours. Admit a new patient.



PSD2019-09020 6.0 EN Page 39 of 46

Troubleshooting

Error Message 
Shown as a pop-up message.

Probable Cause Remedy Action

Access to Database timed 
out. Restart and try again, see 
the IFU for guidance.

If this error message appears again after a second try to 
access the database, the system might be blocked and 
needs to be restarted.

1 Turn off the system. See section 5.1.2 “How to Turn Off 
the Measurement Unit”.

2 Wait two (2) minutes.
3 Turn on the system. See section 5.1.1 “How to Connect 

and Start the Measurement Unit”. 

If these actions do not help, contact the next level of 
system support.

Communication error. 
Remove the AFL Sensor and 
wait for the system to restart 
before continuing.

If this error message appears, the system performs an 
automatic restart and a mesurement functionality self 
test. The self test takes approximately one (1) minute. 
For information on the self test see section 5.1.1 “How to 
Connect and Start the Measurement Unit”.

If this error message appears again after a restart, the 
system might be blocked and needs to be manually 
restarted.

Communication start up 
failed. Restart the instrument. 
If the problem remains, see 
the IFU for guidance.

If this error message appears again after one restart, the 
system might be blocked and needs to be restarted with a 
delay for system reset.

Data could not be saved. Try 
to save again, see the IFU for 
guidance.

If this error message appears again after a second try to 
save the data, the system might be blocked and needs to 
be restarted.

Failed to create Excel file 
on USB memory. Make sure 
the USB memory is correctly 
inserted and try again. If the 
problem remains, see the IFU 
for guidance.

If this error message appears again after a second try to 
export data to a USB memory, the system might be blocked 
and needs to be restarted.

Internal error. Remove and 
re-insert the AFL Sensor and 
try again.

If this error message appears again after the sensor has 
been re-inserted, the system might be blocked and needs 
to be restarted.

Internal error. Remove and re-
insert the AFL Sensor and try 
again. If the problem remains, 
see the IFU for guidance.

Internal error. Remove and re-
insert the AFL Sensor. The AFL 
Sensor is still usable.

Internal error. The patient 
could not be registered. Try 
again.

If this error message appears again after a second try to 
register the same patient, the system might be blocked and 
needs to be restarted.

Self test failed. Restart 
needed. If an AFL Sensor is 
left in the system, remove it 
before restart. If the problem 
remains after restart, see the 
IFU for guidance.

If this error message appears again after one restart, the 
system might be blocked and needs to be restarted with a 
delay for system reset.

Unexpected communication. 
See the IFU for guidance. The system might be blocked and needs to be restarted.

Writing error. Restart the 
instrument. If the problem 
remains, see the IFU for 
guidance.

If this error message appears again after one restart, the 
system might be blocked and needs to be restarted with a 
delay for system reset.

6.3 AFL® System Issues
System Issue Probable Cause Remedy Action

The AFL® Unit is back at the 
home screen.

After four (4) minutes of inactivity, the unit returns to the 
home screen. Unsaved data will be lost. Return to the desired activity using the touch screen menu.

The AFL® Unit touch screen 
is off.

After five (5) minutes of inactivity, the unit turns off the 
touch screen. Unsaved data will be lost. Tap the touch screen to turn it on again.

The system is completely 
blocked.

1 Turn off the system. See section 5.1.2 “How to Turn Off 
the Measurement Unit”.

2 Wait two (2) minutes.
3 Turn on the system. See section 5.1.1 “How to Connect 

and Start the Measurement Unit”. 

If these actions do not help, contact the next level of 
system support.

The system is completely 
down.

1 Make sure the power supply LED is on with a steady 
green light.

2 If the power supply LED is lit, make sure that the power 
cable to the AFL® Unit is connected.

3 If the power supply LED is not lit, make sure that all 
power cables are properly connected. 

If these actions do not help, contact the next level of 
system support.
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7 Technical	Specification

7.1 Dimensions

C

D

B

A

A B C D

84 mm 311 mm 194 mm 353 mm
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7.2 System	Specification

AFL® System

Lifetime (AFL® Unit) 5 years

Shelf-life (AFL® Sensor) 6 months

Sample volume Minimum	250	μL

Operating conditions 18 – 30 °C.
The AFL® level measurement is dependent on the operating temperature.
For a measurement made at an operating temperature above or below 24 °C follow 
the examples below to recalculate the measured AFL® level to a correct AFL® value.
• For an operating temperature above 24 °C, for each degree above 24 °C make 

sure to subratct 0.1 mmol/L from the measured AFL® level to calculate the correct 
AFL® value.
Example:
At an operating temperature of 27 °C, subtract 0.3 mmol/L from the measured 
AFL® level.
If measure AFL® level at 27 °C is 12.8 mmol/L, the correct AFL® value is 12.5 
mmol/L.

• For an operating temperature below 24 °C, for each degree below 24 °C make 
sure to add 0.1 mmol/L to the measured AFL® level to calculate the correct AFL® 
value.
Example:
At an operating temperature of 22 °C, add 0.2 mmol/L to the measured AFL® level.
If measure AFL® level at 22 °C is 10.9 mmol/L, the correct AFL® value is 11.1 
mmol/L.

7.3 Diagnostic and Analytical Performance Characteristics

AFL® System

Limits of reading 0.5 to 25 mmol/L

Measuring range 5 to 15 mmol/L

Reference range Values below or equal to 10 mmol/L are considered normal.
Values higher than 12 mmol/l are considered high.

Limit of Blank (LoB) Not clinically relevant

Lower Limit of Quantification (LLoQ) 5 mmol/L

Upper Limit of Quantification (ULoQ) 15 mmol/L

Precision 5%

Accuracy +/- 20%

Interfering substances • Obstetric lubricant:  
The Obstetric lubricant Hibitane® can inhibit lactate measurement, resulting in up 
to 8% decreased lactate value.

• Paracetamol:  
In analytical studies, paracetamol has not been found to interfere with the AFL® 
measurement at concentration levels expected at oral or infusion therapeutic 
doses. However, higher concentration levels than what is expected at oral 
or infusion therapeutic doses have been found to interfere with the AFL® 
measurement.
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8 Ordering Products
The AFL® Sensors, the AFL® Unit (including power supply unit and cables), replacement power supply unit, and/
or replacement AC power supply cable are ordered from ObsteCare’s local distribution partner.

Information about the local distribution partner can be provided by ObsteCare.

 Product Article number

AFL® Sensor DSAF061

AFL® Unit (including power supply) 115-001-xxx (The -xxx article number suffix, is language dependent.)*

Power supply unit PS191

AC power supply cable 120-0001-xxx (The -xxx article number suffix, is country dependent.)*

* Contact ObsteCare’s local distribution partner for guidance on the -xxx article number suffix required for each language or country. 
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9 About ObsteCare
ObsteCare AB is a provider of medical solutions with a global focus on improving delivery care for the mother, 
the child, and the healthcare provider. This is done by supplying reliable services and products, facilitating ef-
ficient	care	in	maternity	wards.

The company was founded on groundbreaking research at the Karolinska Institute, based upon the effect of 
lactate	in	the	amniotic	fluid	of	delivering	mothers.	

The products originate from the research result from more than 20 years of in-depth knowledge of the practical 
situation in delivery wards.

Do not hesitate to contact us if you have questions or need more information.

ObsteCare AB 
Fogdevreten 2 
Karolinska Institutet Science Park 
SE-171 65 Solna 
Sweden

Telephone:  +46 8 751 56 27 
E-mail:	 info@obstecare.com	

www.obstecare.com
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11 Quick Guide: How to Measure AFL® Level
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