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[This document has been created to assist Matcher users when performing their own risk assessments of the Matcher system and its components.  It contains an example of a risk assessment that reflects the methodology IMT Matcher use internally, as recommended by the UK Health & Safety Executive.  The document includes some hazards IMT Matcher has identified and control measures that IMT Matcher has designed.  It should not be treated as exhaustive, some of the contents may not be relevant to how Matcher has been implemented in your specific case, and all of the contents should be reviewed in light of how you deploy, configure and use Matcher at your site.  It also does not directly cover any potential hazards of a customer’s processes, e.g. patient identification, for which use of Matcher may be one of the control measures.]


Methodology

The risk assessment process allows us to identify and minimise the impact of adverse events, to help protect our business and its customers. 

We perform 5-step assessments:

1. Identify the hazards;
2. Decide who might be harmed and how;
3. Evaluate the risks and decide on precaution;
4. Record findings and implement them; and
5. Review the assessment and update if necessary.

Risk assessment summary of identified hazard:

Likelihood and severity are scored on a scale of 1 to 5, where 1 = extremely low, and 5 = extremely high.  

Risk = likelihood x severity.  

We consider risk of 20 or higher as unacceptable.  


Overview

Matcher is an electronic witnessing and quality management system that double-checks, records and tracks the identity of patients and their samples, as well as the products coming into contact with them. Matcher operates throughout the entire fertility centre, from patient registration through to embryo transfer, including andrology, PGT and cryo stores, helping to reduce the risks of error with safe and easy to install technology.

Matcher is a barcode-based electronic witnessing, labelling, workflow scheduling and traceability system. It has been specifically created for fertility fertility centers and donor banks to help prevent errors through misidentification of patients and their gametes and embryos by replacing human double-checking, reducing the risks of error and saving valuable staff time.

Matcher provides complete electronic traceability, recording the ‘who, what, where and when’ at every step, from initial registration through to cryopreservation or transfer. This traceability extends to Matcher’s witnessing solution for PGT, with unique labelling of individual wells and biopsy samples.  Matcher also records photographic evidence of all procedures as well unbroken chain of custody evidence and comprehensive reporting for fertility centers. With a visual patient workflow scheduler, Matcher’s quality management system operates seamlessly throughout the centre, delivering major benefits to laboratory staff, doctors, nurses and patients.

Further information can be found at www.imtinternational.com and in Matcher’s online Support Portal accessible from within the Help menu within the desktop Matcher application.  


Potential hazards

Patient registration
1. ID number could be used for more than 1 patient in Matcher, causing a risk of a false positive Match Confirmed message between two different patients
2. Patient separates from their former partner, without the link breaking in Matcher, causing a risk of a false positive between patient and a historical partner
3. Patient formerly linked to a donor, then unlinked, without the link breaking in Matcher, causing a risk of a false positive between patient and a historical donor
4. User transcription error when adding or editing patient/partner details manually, resulting in inaccurate details in Matcher 
Patient identification
5. Patient loses or forgets to bring their ID card, resulting in an inability to witness ID card procedures
6. A patient fingerprint could be misread
Labelling
7. Non-cryo labels could be harmful to gametes/embryos in incubation
8. Cryo/PGT labels could fall off under LN2
9. Cryo/PGT labels could impede the replication process for PGT
10. Barcodes could be scratched off labels, potentially leading to a misread, and therefore resulting in the possibility of a false positive
11. Existing cryo-preserved material, or material received from a third party location (e.g. donor banks) may not have a Matcher barcode label on, resulting in an inability to witness
12. Printing onto label sheets could be not well aligned with the label sheet to the extent that barcodes are partially missing from the label, potentially resulting in a barcode that cannot be read
13. Printing onto label sheets could be not well aligned with the label sheet to the extent that barcodes are partially missing from the label, potentially resulting in a misread barcode
14. The wrong patient’s label sheet could be used at dish/tube set-up
15. Labels could obscure microscopy
Witnessing
16. A barcode could be misread
17. A mis-match result could be ignored or not noticed by users
18. Prolonged exposure of gametes/embryos outside of the incubator due to time taken to witness may harm the biological material
Process mapping
19. A witness step could be missed out
20. A process map could be inaccurate
Lot tracking
21. A barcode on a product lot could be misread
22. The wrong item could be scanned when recording the opening or starting of a product lot
23. A user could forget to scan a lot to record when the product is opened or started
24. A user could forget to add/remove a product when the products used by the centre change
25. A user could forget to associate a new product and disassociate an old product from procedures
Reporting
26. Report data could display inaccurately
Data
27. Patient data could be accessed by unauthorised personnel
28. Patient information could be disclosed by Matcher staff
29. A PC or Pocket Matcher could be stolen containing data
Hardware
30. Hardware could be a source of infection transmission
31. Witnessing devices could expose gametes/embryos to lasers/electromagnetic radiation/heat
32. A piece of hardware could affect airflow within a laminar flow hood
33. A piece of hardware could affect heated surface temperature control
34. A photo ID card printer could fail, resulting in system downtime
35. A label sheet printer could fail, resulting in system downtime
36. A tablet PC running a benchtop Matcher device could fail, resulting in system downtime
37. A witnessing device could fail, resulting in system downtime
Network
38. Data could be corrupted
39. Data could be lost
40. Power to the hardware could fail
41. The Wi-Fi network could be inaccessible
42. The database server could be inaccessible
External database link
43. Link between Matcher and EMR system is unavailable, resulting in inability to create new patients/partners in Matcher
44. Link between Matcher and EMR system corrupts the EMR data
45. Data not imported correctly to Matcher from EMR system, resulting in inaccurate patient details in Matcher


	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #01

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Patient registration

	Hazard
	ID number could be used for more than 1 patient in Matcher, causing a risk of a false positive Match Confirmed message between two different patients

	People affected
	· Patients 
· Users

	Control measures in place
	· When manually adding or importing a patient into the Matcher database, it does not allow a patient to be saved if it has the same patient ID number as any existing patient within the Matcher database
· If a couple have the same ID number within other systems used by the customer then Matcher can automatically append a customisable suffix 

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	5

	Risk (likelihood x severity)
	5

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade




	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #02

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Patient registration

	Hazard
	Patient separates from their former partner, without the link breaking in Matcher, causing a risk of a false positive between patient and a historical partner

	People affected
	· Patients 
· Users

	Control measures in place
	· Patient and Partner status is double checked at the point of creating a new cycle and amended if necessary, by reception/Lab staff.
· Matcher includes a prompt when adding a new cycle to check the identity of the partner.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #03

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Patient registration

	Hazard
	Patient formerly linked to a donor, then unlinked, without the link breaking in Matcher, causing a risk of a false positive between patient and a historical donor

	People affected
	· Patients 
· Users

	Control measures in place
	Matcher automatically cancels Patient/Donor relationship at the end of each cycle, forcing donors to be linked for each cycle.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #04

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Patient registration

	Hazard
	User transcription error when adding or editing patient/partner details manually, resulting in inaccurate details in Matcher

	People affected
	· Patients 
· Users

	Control measures in place
	· [Live link between Matcher and [fertility center EMR] so if details are edited in [fertility center EMR], they will automatically update in Matcher]   
· Patient and partner details are double checked by both the patient and staff at the point of issuing the ID card.
· Patient and partner details are double checked by the patient themselves at the beginning of the cycle.
· Matcher does not use non-machine-readable information to verify the identity of the patient, only the barcode, which cannot be misread.  Therefore, transcription errors do not pose a significant risk in terms of witnessing.

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	2

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade




	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #05

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Patient identification

	Hazard
	Patient loses or forgets to bring their ID card, resulting in an inability to witness ID card procedures

	People affected
	· Reception
· Laboratory

	Control measures in place
	· Card can be replaced with a wristband.  
· Self-adhesive ID cards are always kept in patient medical records.  
· Replacement cards can be reprinted within seconds.
· Photos of patients appear on the handheld devices at the point of witnessing, further negating the need for an ID card.
· Option to email an electronic ID card to the patient instead of a physical plastic ID card
· Option to enrol a patient fingerprint(s) for biometric patient identification (only available on PC)

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	1

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade





	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #06

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Patient identification

	Hazard
	A patient fingerprint could be misread

	People affected
	· Patients
· Users

	Control measures in place
	· Patient biometrics require 2 factor-authentication.  This means a password or pin must be inputted before the fingerprint
· A fingerprint not matching the enrolled fingerprint against the pin number will not be acknowledged
· When witnessing using a fingerprint, non-matching fingerprints will not be acknowledged

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade





	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #7

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Non-cryo labels could be harmful to gametes/embryos in incubation

	People affected
	· Patients
· Users

	Control measures in place
	· Every new production run of labels is assigned a lot number.  Every new lot is mouse embryo assayed and a sperm survival assay is performed.
· In addition to quality control of every new lot, data related to incubation of gametes and embryos demonstrates that labels to not impact negatively on the quality or longevity of gametes and developing embryos.
· Many fertility centers use the same labels without any deleterious effects on the quality or longevity of gametes and developing embryos. 
· An independent study of effects of non-cyro labels is included in the support portal for users, performed by Embryotools
· Embryotech reports (MEA and SSA) for every lot of labels used.


	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	· New lots must be retested.
· If the label material changes or if a different type of non-cryo label is used the Fertility center must be notified of any changes to label face stock adhesive and toner.

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #8

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Cryo/PGT labels could fall off under LN2

	People affected
	· Patients
· Users

	Control measures in place
	· Cryo labels are tested to the recommended standards (5 freeze/thaw cycles of the same labels). 
· An independent study of effects cyro labels integrity is included in the support portal for users, performed by Embryotools
· Of the thousands of labels used world-wide, there has never been a non-conformance relating to quality or integrity of cryolabels.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	Annual audit of cryo-inventory should include verification that label quality is maintained.

	Supporting documentation
	

	Residual risk(s)
	· New lots must be retested.
· If the label material changes or if a different type of cryolabel is used the fertility center must be notified of any changes to label face stock adhesive and toner.

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #9

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Cryo/PGT labels could impede the process for PGT

	People affected
	· Lab staff

	Control measures in place
	· The process has independently verified by Embryotools to ensure labels to not interfere with the standard process
· The fertility centre has conducted its own internal validation of the process and is satisfied the labels do not impede the process.

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	8

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #10

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Barcodes could be scratched off labels, potentially leading to a misread, and therefore resulting in the possibility of a false positive

	People affected
	· Patients
· Users

	Control measures in place
	· Every new lot of labels is tested according to a scratch test performed at IMT as part of the quality control applied to every batch.
· The barcodes contain a ‘check sum’ to ensure that even a severely defaced barcode cannot be misread as the wrong barcode. 
· A non-read barcode will result in a manual entry, where the witnessing step can either be retried with a new label, or entered manually from a photograph of the defaced barcode (the eye readable number is always clearly visible in the photograph).

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	Scratch test results per lot number.

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #11

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Existing cryo-preserved material, or material received from a third-party location (e.g. donor banks) may not have a Matcher barcode label on, resulting in an inability to witness

	People affected
	· Patients
· Users

	Control measures in place
	· A manual witness step can still be performed using a photo image captured 
· The barcode number can be read directly from the captured image to ensure the wrong ID is not inputted
· Manual entries require a second manual witness.  This is enforced within the application
· Only authorised users can act as a manual witness
· Users cannot witness themselves as a manual witness

	Likelihood (1 to 5)
	4

	Severity (1 to 5)
	2

	Risk (likelihood x severity)
	8

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #12

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Printing onto label sheets could be not well aligned with the label sheet to the extent that barcodes are partially missing from the label, potentially resulting in a barcode that cannot be read

	People affected
	· Users

	Control measures in place
	· Every label sheet printed is visually check for text alignment before it is used.
· Misaligned label sheets can be realigned simply using a label alignment feature integrated with the Matcher software.
· Every new lot of labels is checked specifically for alignment and realigned if necessary.
· All users are trained to realign labels.
· New label sheets being designed will incorporate a label alignment cross hair target so every sheet can be checked more accurately and more easily adjusted if necessary.

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	1

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #13

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Printing onto label sheets could be not well aligned with the label sheet to the extent that barcodes are partially missing from the label, potentially resulting in a misread barcode

	People affected
	· Patients
· Users

	Control measures in place
	· Partial barcodes will not be read because a start and stop delimiter is encoded within the barcode
· A ‘quiet zone’ must exist around the barcode for the system to recognise the barcode as a valid barcode. Only complete lines will be read.

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	2

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #14

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	The wrong patient’s label sheet could be used at dish/tube set-up

	People affected
	· Patients
· Users

	Control measures in place
	· Because the patient is selected at the beginning of each witnessing step, even if the label is wrongly selected an alarm will let the operator know that the wrong patient label has been selected.

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	1

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #15

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Labelling

	Hazard
	Labels could obscure microscopy

	People affected
	Lab staff

	Control measures in place
	· Clear view labels have been specially designed for all dish types to avoid obscuring the image during microscopy.  
· Where Vitrolife dishes are used, there is a section specifically reserved for a label that does not encroach on the area used for microscopy.
· Barcodes are typically placed on the side of dishes so as not to obscure the base of the dish.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	1

	Risk (likelihood x severity)
	1

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #16

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Witnessing

	Hazard
	A barcode could be misread

	People affected
	· Patients
· Users

	Control measures in place
	· Barcode reading is validated and considered reliable and accurate.
· Test IQ/OQ document validates the labels in a variety of adverse conditions (defaced/torn, etc) and the conclusion is that they do not misread if the barcode is only partially legible
· Code 128 barcodes have a start point and end point to ensure only entire barcode can be scanned.
· Check sum validates the characters between the start and end point.
· On the rare occasion barcodes are misread, the scanned barcode is compared to the patient database and if it is not a valid patient ID the system will default to no Match.
· The probability of a false positive is extremely unlikely to occur.
· A non-read barcode will result in a manual entry, where the scan can either be retried or entered manually from a photograph.
· The photograph of the product label is always captured as a secondary record.
· Compared to a manual paper-based system, the risk of barcode misreads in considered significantly lower than transcription error.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	Barcode reading IQ/OQ document

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #17

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Witnessing

	Hazard
	A mis-match result could be ignored or not noticed by users

	People affected
	· Patients
· Users

	Control measures in place
	· In the event of a No Match a clear audio/visual alert will sound.
· Once the alert is triggered it will continue to flash on the screen until it is acknowledged.
· The user cannot progress to the next witnessing step unless a reason for the No Match is selected
· Matcher version 5 incorporates an unresolved No Match alert in the patient schedule, denoting that a witness step resulted in a No Match but was not advanced.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #18

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Witnessing

	Hazard
	Prolonged exposure of gametes/embryos outside of the incubator due to time taken to witness may harm the biological material

	People affected
	· Patients
· Users

	Control measures in place
	· The witness step can be set up in advance of removing gametes or embryos from the incubator to minimise the exposure time witnessing.
· Gametes and embryos remain flush on the heated surface of the workstation for the duration of witnessing.
· According to a time and motion study, compared to manual witnessing, Matcher takes significantly less time so exposure time is minimal.
· Matcher incorporates scanning devices that proactively monitor the work area, therefore the increased exposure time due to witnessing alone will become zero.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #19

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Process mapping

	Hazard
	A witness step could be missed out

	People affected
	· Users

	Control measures in place
	· Process maps are designed and verified against standard operating procedures to ensure witnessing is carried out in the correct sequence and not missed out.
· Both an internal and external audit compares the defined witnessing steps configured in Matcher to the actual witness steps highlighted in the SOPs.
· Where changes to the order of witnessing is permitted, valid branch point allow diversion to an alternative route in a process map.
· Where non-valid or unusual changes occur in the prescribed process maps then a reason for override will be mandatory in Matcher as a forcing function.  The incidence of overrides per user, including reasons for overrides, can be reported out in Matcher.  An override report is reviewed monthly to highlight frequently overridden witnessing steps where a process map change may be required.
· Where witness steps are missed out with justifiable reason, a non-conformance report is produced.
· A clear view display of witnessing steps performed, the next expected procedure and overdue witnessing steps is required.

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	8

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	Override reports (available in Matcher system)
Exceptional change request form

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #20

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Process mapping

	Hazard
	A process map could be inaccurate

	People affected
	· Users

	Control measures in place
	· Initial process map configuration is cross checked against SOPs for each treatment type. Critical witness steps are highlighted in SOPs according to competent authority guidelines.
· Process maps are reviewed quarterly.
· Override reports are reviewed monthly to identify common overrides.
· Changes to SOPs including changes to consumable products instigate an exceptional change request 

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	· Exceptional change request document
· Process map details report contained in Matcher

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #21

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Lot tracking

	Hazard
	A barcode on a product lot could be misread

	People affected
	· Users

	Control measures in place
	· A checksum is used to ensure barcodes are either read accurately or not at all
· Matcher is capable of decoding GS1 format barcodes and can automatically extract lot number and expiry number 
· Lot tracking requires a verification step to compare lot received into stock against lots started
· A photograph of the entire label of the product incorporating the barcode and eye readable text is captured as additional evidence of the product details, including lot number.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	2

	Risk (likelihood x severity)
	2

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #22

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Lot tracking

	Hazard
	The wrong item could be scanned when recording the opening or starting of a product lot

	People affected
	· Patients
· Users

	Control measures in place
	· When a product barcode is scanned a photograph is also captured to support the fact that the correct product was scanned.
· I the event of an query, the lot tracking reports will display the photographs of the product labels as further verification that the correct product was scanned.
· The automatic search of the product is always against the lot number.  In the event of a query the product would be searched for by lot number.
· Using GS1 barcodes on products the product code can be extracted from the barcode itself.  

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #23

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Lot tracking

	Hazard
	A user could forget to scan a lot to record when the product is opened or started

	People affected
	· Patients 
· Users

	Control measures in place
	· Forgetting to scan the product when it is opened will result in the wrong lot number being recorded against procedures that are linked to that product.
· Scanner is always available in the area where new lots are opened.
· Designated quartermaster to be responsible for the opening and management of new lots.  In the event of this person being unavailable, responsibility is passed to someone else.
· SOP in place for moving products from the prep/stock room to treatment rooms to avoid the operator forgetting to scan new lots
· In the event of forgetting to scan a product an exceptional change request report can be deployed to retrospectively change lot numbers in the Matcher database (this is regarded as a last resort).
· Active batch reports checked on a weekly basis to verify active lots are open and inactive lots are closed.

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	9

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #24

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Lot tracking

	Hazard
	A user could forget to add/remove a product when the products used by the centre change

	People affected
	· Users

	Control measures in place
	· SOP exists for changing a product
· Products no longer used can be archived which effectively removes them from the list of available products to be scanned
· Even if the name of the product is not changed, the correct lot number will still be captured
· GS1 barcodes encode the product reference as well as the lot number, so this can be used for traceability independently from the name of the product in the database. These are captured at the time of scanning.
· A product audit should be completed biannually by the fertility center

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	2

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #25

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Lot tracking

	Hazard
	A user could forget to associate a new product and disassociate an old product from procedures

	People affected
	· Patients
· Users

	Control measures in place
	· SOP exists for introducing a new product and disassociating an old product.
· Even if the name of the product is not changed, the correct lot number will still be captured
· GS1 barcodes encode the product reference as well as the lot number, so this can be used for traceability independently from the name of the product in the database. These are captured at the time of scanning.
· A product audit should be completed biannually by the fertility center

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #26

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Reporting

	Hazard
	Report data could display inaccurately

	People affected
	· Users

	Control measures in place
	· Report data is validated as part of the Matcher internal Beta testing
· Report data is validated as part of the Matcher external Beta testing

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	2

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #27

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Data

	Hazard
	Patient data could be accessed by unauthorised personnel

	People affected
	· Patients
· Users

	Control measures in place
	· Modus operandi for Matcher remote support is included in the licence agreement.
· Remote support is covered under a confidentiality agreement.
· Remote support is only possible through user controlled authorised access using an ID and password.
· Both Logmein and Team viewer log access independently in management services.
· If access is attempted unsuccessfully an alert will notify Matcher technical staff.
· Matcher retains a record of patient records viewed on a uder by user basis.
· Access to both Windows and the Matcher application is strictly controlled with complex passwords. 
· Further access control is implemented by the fertility centers IT department.
· Patient data from Matcher is never transferred outside of the fertility center server.
· Wireless devices do not store patient information and are locked down by Mac Address.
· SQL database password encrypted and cannot be viewed through xml. files or connection strings.
· Access to both Windows and the Matcher application is strictly controlled with complex passwords. 
· Further access control is implemented by the fertility center’s IT department.
· Patient data from Matcher is never transferred outside of the fertility center server, therefore fertility center information cannot be accessed via a third-party site (e.g. IMT offices)
· Wireless devices do not store patient information and are locked down by Mac Address

	Likelihood (1 to 5)
	1


	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	· Matcher licence agreement
· Confidentiality agreement(s)
· Remote access Logs
· Patients viewed by report

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #28

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Data

	Hazard
	Patient information could be disclosed by Matcher staff

	People affected
	· Patients
· Fertility center
· IMT Matcher

	Control measures in place
	· Matcher staff are bound by a contract that includes a clear policy on maintaining patient confidentiality
· Matcher staff are personally responsible for breaches of patient confidentiality and are aware of the consequences
· A declaration of awareness is checked as part of IMT’s ISO quality system
· Staff are trained in proper conduct and etiquette relating to patient confidentiality
· All staff are aware of all requirements and restrictions relating to removable media 
· Sections specifically relating to confidentiality are covered in the supply agreement between Matcher and the fertility center.
· Only support personnel directly responsible for the fertility center’s maintenance have access to the center through remote access.
· All remote access is subject to user side authorisation 
· The application records all patient records viewed by user as part of the in-built audit functionality

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	· Supply agreement
· Employee’s handbook

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #29

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Data

	Hazard
	A PC or Pocket Matcher could be stolen containing data

	People affected
	· Users

	Control measures in place
	· Matcher handheld devices do not store any confidential patient information (this only resides on the fertility center’s server). Stolen PCs do not pose a risk to patient confidentiality.
· Matcher login is password protected.
· Devices are locked down by Mac Address.
· IMT Matcher will replace handheld devices if necessary, so that normal witnessing can be resumed immediately.
· Matcher PCs do not store any confidential patient information (this only resides on the fertility center’s server). Stolen PCs do not pose a risk to patient confidentiality.
· Windows login is password protected.
· PCs can be connected to remotely, therefore activity of stolen PCs can be logged.
· IMT Matcher will replace PCs if necessary, so that normal witnessing can be resumed immediately.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	1

	Risk (likelihood x severity)
	1

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	3rd Party SLA
Matcher software and licensing agreement

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #30

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	Hardware could be a source of infection transmission

	People affected
	· Users

	Control measures in place
	· Handheld devices are IP65 rated and can be cleaned with anti-viral disinfectant
· Benchtop devices are anti-bacterial and can be cleaned with antiviral disinfectant
· Cleaning protocols exist in the support portal
· All hardware is compatible with aseptic technique inside laminar flow cabinets
· All hardware is compatible with operation whilst wearing surgical gloves

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	4

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	· Cleaning support article

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #31

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	Witnessing devices could expose gametes/embryos to lasers/electromagnetic radiation/heat

	People affected
	· Patients
· Users

	Control measures in place
	· Matcher devices do not use lasers or electromagnetic radiation for scanning/reading barcodes.  They only use optical barcode recognition (imaging).
· Matcher devices do not use any supplementary heat or heated surfaces.
· The illumination to read barcodes in low light conditions comes from low energy near infra-red LEDs which are considered safe compared to other illumination present in the working environment (strip lighting and microscope light source).
· All scanning devices are independently tested against a control for embryo survival and development by EmbryoTools

	Likelihood (1 to 5)
	0

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	0

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	· Pocket Matcher test data
· Benchtop Matcher test data

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #32

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	A piece of hardware could affect airflow within a laminar flow hood

	People affected
	· Users

	Control measures in place
	· Airflow alarms fitted and calibrated to each laminar flow cabinet.
· Airflow is monitored as part of the workstation servicing with devices in situ.

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #33

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	A piece of hardware could affect heated surface temperature control

	People affected
	· Patients
· Users

	Control measures in place
	· No supplementary heating used
· Benchtop scanners can be placed off the heated surfaces if requires
· Benchtop scanners are housed in an insulated enclosure
· Benchtop scanners are small thermal mass
· Surface temperature of all workstations is mapped where necessary

	Likelihood (1 to 5)
	0

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	0

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #34

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	A photo ID card printer could fail, resulting in system downtime

	People affected
	· Patient
· User

	Control measures in place
	· Card can be replaced with a wristband.  
· Self-adhesive ID cards are always kept in patient medical records.  
· Replacement cards can be reprinted within seconds.
· Photos of patients appear on the handheld devices at the point of witnessing, further negating the need for an ID card.
· Option to email an electronic ID card to the patient instead of a physical plastic ID card
· Option to enrol a patient fingerprint(s) for biometric patient identification (only available on PC)
· Printer will be repaired or replaced within 48 hours as part of the SLA

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	1

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	· 3rd party SLAs

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #35

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	A label sheet printer could fail, resulting in system downtime

	People affected
	· Patients
· Users

	Control measures in place
	· Back-up printer identified to replace primary printer if required.
· Because the printer is a widely available laser jet printer, it can be replaced within 24 hours through next day delivery.
· Labels from a previous cycle can be used if available in the patient’s records.
· In the extreme event where labels cannot be made available in time, then a reversion to hand-writing on dishes and manual witnessing can be used as a last resort.

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #36

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	A tablet PC running a benchtop Matcher device could fail, resulting in system downtime

	People affected
	· Patients
· Users

	Control measures in place
	· All PCs are modular so if one fails, it will not adversely affect other PCs on the network. A different workstation can be utilised in the short term for witnessing if required.
· Pocket Matcher can used as an alternative to the benchtop device to complete witnessing if necessary.
· Service level agreement with IMT who will replace or repair a failed PC within 2 days.

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #37

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Hardware

	Hazard
	A witnessing device could fail, resulting in system downtime

	People affected
	· Users

	Control measures in place
	· All devices are modular so if one fails, it will not adversely affect other PCs on the network. 
· The devices are ‘plug and play’.  If one fails then it can be easily replaced without disrupting normal workflow.
· A different workstation can be utilised in the short term for witnessing if required.
· Pocket Matcher can used as an alternative to the benchtop device to complete witnessing if necessary.
· Service level agreement with IMT who will replace or repair a failed matcher within 2 days.
· Twice annual service as preventative maintenance. 

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #38

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Network

	Hazard
	Data could be corrupted

	People affected
	· Patients
· Users

	Control measures in place
	· SQL server data backed up daily through IT service provider.  In the event of data corruption, the database can be always be rolled back to the day before, restoring and corrupted files.
· Third party service level agreements with both IMT (Matcher) and [name of fertility center IT] relating to service provision

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	8

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	3rd Party SLAs

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #39

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Network

	Hazard
	Data could be lost

	People affected
	· Patients
· Users

	Control measures in place
	· SQL server data backed up daily through IT service provider.  In the event of data corruption, the database can be always be rolled back to the day before, restoring and corrupted files.
· Third party service level agreements with both IMT (Matcher) and [name of fertility center IT] relating to service provision

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	4

	Risk (likelihood x severity)
	8

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	3rd Party SLAs

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #40

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Network

	Hazard
	Power to the hardware could fail


	People affected
	· Patients
· Users

	Control measures in place
	· In the event of complete power loss, the server and all PCs will stop working preventing the Matcher system from working 
· All PCs are connected to UPS to reduce the risk of a power surge affecting the power network.
· A back-up generator will operate automatically until power is restored.
· Matcher devices and PCs will automatically reconfigure and reset when power is restored, or the generator operates. This can be verified by generator testing.
· Manual witness forms can be used as an interim measure if the system is off-line for any period.


	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	Generator tests

	Supporting documentation
	Generator test results

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #41

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Network

	Hazard
	The Wi-Fi network could be inaccessible


	People affected
	· Patients
· Users

	Control measures in place
	· Wi-Fi is currently only used for Matcher handheld devices. If the Wi-Fi goes down than the handheld devices can be connected directly to a PC running the Matcher service to bypass the Wi-Fi.

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	9

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #42

	Risk assessor
	[name of risk assessor]

	Activity assessed
	Network

	Hazard
	The database server could be inaccessible

	People affected
	· Patients
· Users

	Control measures in place
	· SQL server data is backed up routinely in accordance with fertility center’s back-up standard operating procedure, therefore data can be restored onto a new or repaired server.
· Images captured currently exist in a separate share folder.  This also backed up.
· As a temporary measure, any of the Matcher PCs or a dedicated all-in-one PC can operate as a primary server, including running a service for the connectivity of the wireless devices.
· If required, manual witness form can be utilised until a replacement server is established.

	Likelihood (1 to 5)
	2

	Severity (1 to 5)
	3

	Risk (likelihood x severity)
	6

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	· Data backup SOP
· Continuity plan for complete server failure.

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #43

	Risk assessor
	[name of risk assessor]

	Activity assessed
	External database link

	Hazard
	Link between Matcher and EMR system is unavailable, resulting in inability to create new patients/partners in Matcher

	People affected
	· Patients
· Users

	Control measures in place
	· Patient and partner details can be manually entered into Matcher
· Broken links to the EMR will be repaired within 48 hours (subject to necessary cooperation with the EMR service provider) within 48 hours as part of the Matcher SLA

	Likelihood (1 to 5)
	3

	Severity (1 to 5)
	1

	Risk (likelihood x severity)
	3

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	· 3rd party SLA

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #44

	Risk assessor
	[name of risk assessor]

	Activity assessed
	External database link

	Hazard
	Link between Matcher and EMR system corrupts the EMR data

	People affected
	· Patients
· Persons Responsible
· Reception Staff
· Laboratory Staff
· Fertility center Director

	Control measures in place
	· Data is only imported into Matcher via an application programmable interface (API), no data is currently exported or edited in the fertility center’s EMR, neither is there any direct integration with the fertility center’s EMR
· Data in EMR Backed up regularly 

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	2

	Risk (likelihood x severity)
	2

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade



	Date of risk assessment
	[date of risk assessment]

	Ref #
	v5.2.0 #45

	Risk assessor
	[name of risk assessor]

	Activity assessed
	External database link

	Hazard
	Data not imported correctly to Matcher from EMR system, resulting in inaccurate patient details in Matcher

	People affected
	· Patients
· Users

	Control measures in place
	· Details printed on the patient ID card are verified initially by both fertility center staff and patient

	Likelihood (1 to 5)
	1

	Severity (1 to 5)
	[bookmark: _GoBack]2

	Risk (likelihood x severity)
	2

	Does risk exceed acceptable threshold? (yes or no)
	No

	Additional control measures required
	None identified

	Supporting documentation
	

	Residual risk(s)
	None identified

	Next review date
	Next version upgrade
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