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Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical At e A ola s, s ol
Affairs and Drug Control A Slgatiaal B, Yy
Muscat b g .
To: ait pad | gyylioedig)
THE DIRECTOR GENERAL OFHEAETH SERVICESIN ALL GOVERNORATES

Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)
Director General of Engineering Affairs, MOH

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Hospitals)
Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in SQU Hospital

The Head of Medical Services in Royal Oman Police

The Head of Medical Services in Ministry of Defence

The Head of Medical Services in The Diwan

The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum Development of Oman
The Head of Medical Services in LNG Oman

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No QE[ dated 2‘? //2«/202 2 Regarding NCMDR Field
Safety Corrective Action of Specific Protein Control Level 1-3 from (mfr: Randox Laboratories Ltd).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Medical Device Control, DGPA&DC

Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Supdt. of Central Drug Information

PPOAEAQ ,uSLS - PPFOVIIL (aile - 1+ Sxdl jopll - bhéuue MAW L 0
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
W dgpa_dc Email dg-padc@moh.gov.om




Sultanate of Oman Q\_e_é adaly

Ministry of Health Ama 134059
Directorate General of Pharmaceutical A A _eladlday ot
Affairs and Drug Control A_lgattala, 1

Muscat Qoo s

Circular No. <51/2022

Moving Forward
with Confidence |

O 5 -06-1444 H
29 -12-2022

Field Safety Corrective Action of Specific Protein Control Level 1-3 from Randox Laboratories Ltd.

Source NCMDR- National Center for Medical Devices Reporting- SFDA
ou https://ncmdr.stda.cov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17331
Product Specific Protein Control Level 1-3.
Description [VD.
Manufacturer Randox Laboratories Ltd.
Local agent Al Hashar Pharmacy LLC.
The affected Refer to page | & 2 in the attached FSN.
products
Reason The concentration of Rheumatoid Factor (RF) has decreased in Randox Specific Protein Controls
© Levels 1-3.
I. Discard previous [FUs and download the updated IFUs from randox.com.
Action 2. Review results generated with the affected batches in line with the clinical profile of the
patient.
3. Contact the local agent for remedial action.
Healthcare professionals are encouraged to report any adverse events Suspected to be associated with
comments . the above device or any other medical device to Department of Medical Device Control through the
E-mail: Med-device/@moh.gov.om
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RAND®X Randox Laboratories Ltd

Urgent Field Safety Notice 55 Diamond Road Crumlin
United Kingdom BT29 4QY

technical.services@randox.com

Tel: +44 (0) 28 9445 1070

Date Issued: 22" Nov 22

Complaint Reference: REC629 Action Type: Device Modification
Detail on Affected Devices:

Our records indicate that your facility may have received the following product

Device Name Catalogue GTIN Batch / Lot | Expiry Date | Manufacturing

Number number Date

584LPC 28" Jun 23 4™ Nov 2020

600LPC 28" Nov 23 14" Apr 22

Liquid Assayed

» _ PS2682 | 05055273204896 | 611LPC 28" Sep 24 7 Apr 22
Specific Protein

Control Level 1 615LPC 28™ Nov 22 8th Oct 21

636LPC 28" Jan 23 7" Dec 21

638LPC 28" Jan 24 12t Apr 22

Specific Protein PS10221 | 05055273215670 600LPC 28" Nov 23 16" Jun 21

Control Level 1
611LPC 28" Sep 24 239 May 22

585LPC 28" Jun 23 6™ Nov 2020

601LPC 28" Nov 23 7" Oct 21

Liquid Assayed

. ) PS2683 05055273204902 612LPC 28™ Sep 24 27" Jan 22
Specific Protein

Control Level 2 616LPC | 28" Nov22 | 21%May 21

634LPC 28" Sep 23 28™M Jan 22

639LPC 28" jan 24 12 Apr 22
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RAND@X Randox Laboratories Ltd

Urgent Field Safety Notice 55 Diamond Road Crumlin

United Kingdom BT29 4QY
technical.services@randox.com

Tel: +44 (0) 28 9445 1070

Specific Protein PS10222 | 05055273215687 601LPC 28" Nov 23 6" Sep 21

Control Level 2
612LPC 28" Sep 24 7" Dec 21

586LPC 28" Jun 23 4™ Nov 2020

Liquid Assayed PS2684 05055273204919 602LPC 28" Nov 23 4t Jul 22

Specific Protein

628LPC 28" Dec 24 26" May 22
Control Level 3

635LPC 28" Sep 23 29" Nov 21

640LPC 28" Jan 24 26™ May 22

Specific Protein PS10223 | 05055273215694 586LPC 28" Jun 23 16" Jun 21

Control Level 3
602LPC 28" Nov 23 7" Sep 21

Reason for Action:

The concentration of Rheumatoid Factor (RF) has decreased in Randox Specific Protein
Controls Levels 1-3. Affected catalogue and lot numbers are listed above.

Table 1: QC Level 1-3 Target value average % Change

Analyte QC Level Average % Change
Rheumatoid Factor (RF) Level 1 -24%
Rheumatoid Factor (RF) Level 2 -16%
Rheumatoid Factor (RF) Level 3 -14%

The tables below detail the reassigned targets and ranges for each of the affected lot
numbers for Rheumatoid Factor Non IFCC Turbidimetric and Siemens Nephelometric
methods.
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RAND®X
Urgent Field Safety Notice

Randox Laboratories Ltd

55 Diamond Road Crumlin
United Kingdom BT29 4QY

technical.services@randox.com

Tel: +44 (0) 28 9445 1070

Table 2: Specific Protein Control Level 1 (PS2682 and PS10221)

(Non IFCC) Turbidimetric Method

Siemens Nephelometric Method

Catalogue Lot Old Target Old New New Oold Old Range New New
Number Number Value Range Target Range Target Target Range
Value Value Value
PS2682/ 600LPC 16.2 13.0-19.4 12.4 9.30-15.5 15.8 12.6-19.0 12.4 9.30-15.5
PS10221 611LPC 20.6 16.5-24.7 15:9 11.9-19.9 20.8 16.6-25.0 15.9 11.9-19.9
584LPC 17.1 13.7-20.5 12.7 9.53-15.9 17.4 13.9-20.9 12.4 9.30-15.5
PS2682 615LPC 16.2 13.0-19.4 12.4 9.30-15.5 15.8 12.6-19.0 12.4 9.30-15.5
636LPC 16.2 13.0-19.4 12.4 9.30-15.5 15.8 12.6-19.0 12.4 9.30-15.5
638LPC 20.6 16.5-24.7 15.9 11.9-19.9 20.8 16.6-25.0 15:9 11.9-19.9

Table 3: Specific Protein Control Level 2 (PS2683and PS10222)

(Non IFCC) Turbidimetric Method

Siemens Nephelometric Method

Catalogue Lot Old Target Old New New Oold Old Range New New
Number Number Value Range Target Range Target Target Range
Value Value Value
PS2683/ 601LPC 36.1 28.9-43.3 30.9 23.2-38.6 32.0 25.6-38.4 27.1 20.3-33.9
PS10222 612LPC 39.8 31.8-47.8 34.8 26.1-43.5 37.7 30.2-45.2 30.3 22.7-37.9
585LPC 35.8 28.6-43.0 29.5 22.1-36.9 33.8 27.0-40.6 26.2 19.7-32.8
PS2683 616LPC 36.1 28.9-43.3 30.9 23.2-38.6 32.0 25.6-38.4 27.1 20.3-33.9
634LPC 39.8 31.8-47.8 34.8 26.1-43.5 37.7 30.2-45.2 30.3 22.7-37.9
639LPC 39.8 34.8 37.7 30.2-45.2 30.3 22.7-37.9

31.8-47.8

26.1-43.5

Table 4: Specific Protein Control Level 3 (PS2684 and P$S10223)

(Non IFCC) Turbidimetric Method

Siemens Nephelometric Method

Catalogue Lot Old Target Old New “New Old Old Range New New
Number Number Value Range Target Range Target Target Range
Value Value Value

PS2684/ 586LPC 54.1 43.3-64.9 46.2 34.7-57.8 50.4 40.3-60.5 39.2 29.4-49.0

PS10223 602LPC 54.8 43.8-65.8 48.5 36.4-60.6 45.2 36.2-54.2 38.4 28.8-48.0
628LPC 54.2 43.4-65.0 51.0 38.3-63.8 42.5 34.0-51.0 35.0 26.3-43.8

PS2684 635LPC 58.4 46.7-70.1 54.6 41.0-68.3 533 42.6-64.0 42.5 31.9-53.1
640LPC 54.2 43.4-65.0 51.0 38.3-63.8 42.5 34.0-51.0 35.0 26.3-43.8
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RAND®X Randox Laboratories Ltd
Urgent Field Safety Notice 55 Diamond Road Crumlin

United Kingdom BT29 4QY
technical.services@randox.com

Tel: +44 (0) 28 9445 1070

Risk to Health:

Rheumatoid Factor (RF) is a protein whose levels are increased in patients with Rheumatoid

Arthritis. Delay in reporting results due to Quality Controls running low outside range, leading

to a negligible risk to patients.

Action to be taken:

Discard previous IFUs and download the updated IFUs from randox.com

Review results generated with the affected batches in line with the clinical profile of
the patient.

Discuss the contents of this notice with your Medical Director.

Complete and return the response form 12187-QA to technical.services@randox.com
within five working days.

Transmission of Field Safety Notice: Send a copy of the FSN to all affected customers and to
those who need to be aware within your organisation.

Please accept our apologies for any inconvenience caused. Thank you for your patience and
understanding. If you have any questions or concerns, please contact Randox Technical
Services.

The undersigned confirms that this notice has been notified to the appropriate Regulatory

Agency

az By
oA S
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