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1.  Ensuring that the correct compliance report is completed:
1.1  Hospital Blood Bank Compliance Report:

A Hospital Blood Bank Compliance Report (BCR) must be completed annually by every Hospital Blood Bank. 

The Blood Safety and Quality Regulations 2005 (SI 2005/50) define a Hospital Blood Bank as:

· Any unit within a hospital which stores and distributes, and may perform compatibility tests on, blood and blood components exclusively for use within hospital facilities, including hospital based transfusion activities.

Transfusion laboratory sites which are named on a Blood Establishment Authorisation (BEA) to perform blood collection, processing or donor testing are not required to submit a BCR.

Other laboratories which do not fall within this category must still submit a BCR, even if the parent organisation holds a BEA naming other sites.

The template for Hospital Blood Banks <Hospital Blood Bank Compliance Report (2019)>, can be downloaded from the GOV.UK ‘Medicines, medical devices and blood regulation and safety’

https://www.gov.uk/government/publications/blood-bank-compliance-report-template

Important notes:

· The BCR should be downloaded and saved, and completed on standard desktop or laptop computers only. 
· The BCR template is password protected. PLEASE DO NOT ATTEMPT TO UNLOCK THE TEMPLATE.
· Some questions have been replaced or reworded for clarification. Please read the questions carefully.
· Complete each answer directly into the yellow response areas.
· DO NOT CUT AND PASTE THE RESPONSE FROM THE PREVIOUS BCR.
	Changes in BCR and HBB Declaration Form submission

Please send the completed BCR and Hospital Blood Bank Declaration Form, and any supporting information for each individual blood bank to bcr@mhra.gov.uk with email subject heading: 

Full hospital name – BCR 2019

Please ensure the declaration form is ONLY signed by Chief Executive after 31st March 2019. 

If the signature is dated before or on 31st March 2019, the submission email will be deleted, and this will delay the BCR assessment.


1.2  Blood Facility Compliance Report 
A hospital ward, hospice or care home etc which receives blood from a hospital blood bank for transfusion purposes (but does not perform compatibility tests on site) is defined as a ‘Facility’.

Facilities may perform three key tasks which are covered by the scope of a blood compliance report (BCR). These are:

1. The control of monitoring, maintenance and calibration of any controlled temperature storage equipment on site.

2. Reporting of serious adverse events and reactions to SABRE

3. Maintenance of traceability records.

A ‘Facility’ should have a Service Level Agreement (or similar document) in place if the supplying Hospital Blood Bank is responsible for these functions. See Compliance Report Point 5.6 – Section R for further clarification.
There should also be clear methods of communication between the sites to ensure that SAE / SAR and traceability information is returned to the supplying Blood Bank to enable them to fulfil their duties.
Blood Facilities will not be required to complete a compliance report but to complete the Blood Facility Declaration Form.

The template for <2019 Blood Facility Declaration Form> can be downloaded from the GOV.UK ‘Medicines, medical devices and blood regulation and safety’

https://www.gov.uk/government/publications/blood-facility-compliance-report-template
	Changes in Blood Facility Declaration Form submission

Please send the completed Blood Facility Declaration Form for each individual facility to BCRBF@mhra.gov.uk with email subject heading:

Full facility name – DEC 2019

Please ensure the declaration form is ONLY signed by the person responsible for management of the facility after 31st March 2019. 

If the signature is dated before or on 31st March 2019, the submission email will be deleted. 


2.  General guidance on completing the Hospital Blood Bank Compliance Report
Please complete one Compliance Report for each Transfusion Laboratory (including satellite laboratories operated under the same management structure as any main laboratory) as described in guidance note section 1.1.

Responses should include references to all relevant Standard Operating Procedures only where specifically requested. 

Deadline for submission of reports is 30th April 2019, together with the <2019 Hospital Blood Bank BCR Declaration Form>.

Answers to questions should be based upon the systems currently in place at the time of report completion.  
Questions regarding the availability of procedures and systems inherently enquire whether these documents and systems are in routine use.  For example, in response to a question such as M1 ‘Is there a planned preventative maintenance and calibration programme in place for all key items of laboratory equipment which is monitored for compliance?’, if a programme is available, but is not monitored for compliance, the response should be ‘no’. Informal systems or ‘custom and practice’ procedures which are not documented, approved and controlled by the laboratory Quality System should not be included in responses to the compliance report questions. 
The accuracy of information provided in Compliance Report responses will be verified during site inspections. This may include ‘check’ inspections of sites appear compliant on the basis of the information supplied and to validate the assessment process.

References to The Blood Safety and Quality Regulations 2005 (SI 2005 No. 50 as amended) are provided in the annex to this guidance note, together with references to the relevant paragraphs of EU Blood Directives and Good Manufacturing Practices, to provide additional guidance where relevant. The Good Practice Guidelines for Blood Establishment Required to Comply with Directive 2005/62/EC came in force on 15 February 2018. This can be found in https://www.edqm.eu/en/good-practice-guidelines-blood-establishments
Any proposals for system improvements or addition clarification should be described in Section T or U of the Hospital Blood Bank Compliance Report. Individual non-compliance indicators, if accompanied by robust corrective action plan in Section U, may not in themselves result in a final decision of non-compliance.

Corrective action commitments submitted in the previous compliance report (reporting year 1st April 2017 to 31st March 2018) which have not been completed must be listed in Section T of the compliance report.
3. Printing the compliance report (if required)
The compliance report is Password protected to prevent changes made to the questions. It is not designed to be printed and completed manually. It is possible to use the Print Screen function to print a section of the BCR template as required, e.g. to use as a guide when collating the relevant information to complete the form electronically. However, it is not possible to determine from the appearance of a printed copy whether a question requires a menu-selected response (see section 4.1.1 of this guidance) or a free-text response (see section 4.1.3 of this guidance).

4.  Completing the 2019 Compliance Report template:

The 2019 Hospital Blood Bank Compliance Report must be completed electronically and submitted as a Microsoft Excel file (.xls) when completed (see section 8 of this guidance note for file download and saving instructions).

Please complete sections A to J, L to S, and relevant sections T to U of the Hospital Blood Bank compliance report form. 
4.1  Answering questions:

The questions in the compliance report template require one of three response types.
4.1.1 Menu-selected response:

When the response box is selected, a menu arrow will appear on the right side of the response box (e.g. question A18, below). 
Note: The 2016 BCR template is used for demonstration.
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Clicking on the arrow will show the response options available:
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Clicking on one of the options will populate the box with the selected response:
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4.1.2. Numerical responses:

Please complete the response with a numerical answer in the specified format. Any errors in the format of the numerical response will be alerted with a warning message, and the box will not accept the answer.

For example, a text-based response to question A12 will give the following error message:
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A non-valid numerical response will also give an error message (e.g. traceability figures of greater than 100%):
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4.1.3. Free-text responses:

Majority of questions requiring free-text responses have been removed since 2015, except for Sections T and U. (You will note that some sections are not available, for example Sections K and V or some question numbers, e.g. questions C 3.1 to 3.5, do not appear to be in some sections.)
4.2: Structure of nested questions
Some questions in the compliance report are ‘nested’, i.e. the requirement to answer a specific question may be dependent upon the answer provided to previous questions. 
5. Compliance Report section-specific guidance notes:
5.1. Section A:

Questions A1– A11: Hospital name and address

It was noted that there were problems with hospitals not receiving BCR Assessment Notification Letter. Assessment confirmation letters are automatically generated from the contact address details requested at the top of the report form, so the person completing the form should ensure that full and correct details are provided. Please ensure that A1 - Hospital name is provided in full and A2 – Trust/Organisation are the same as that shown on the trust/company website. Please include the department in the address if applicable, for example Blood Transfusion Laboratory.
Questions A12 – A16: number of blood components issues each year.

Each blood component should be counted as ‘issued’ each time it is identified for a specific patient. For example, if a unit of cross-matched red cells are unused and subsequently re-issued for another patient, this should count as 2 issues. This information is used as part of the BCR assessment process to obtain an indication of transfusion laboratory workload.

Please note that this information differs from that required as part of the SABRE annual report, where each individual blood component is counted as a single unit, irrespective of the number of ‘issue and return’ cycles.
Question A18 – Are transfusion services at the above site provided by an external contractor, or another Hospital site?

If transfusion services at the site named in Section A are provided by an external contractor, or another Hospital site, the contact details of this Service Provider should be listed in Section E.

5.2. Section C:

Question C2 - Reference to the BCR Assessment Confirmation Letter issued from last Compliance Report. HOSPITAL BLOOD BANK COMPLIANCE REPORT: XXXXXX/XXXXXX
This reference number should be listed in the BCR Assessment Confirmation Letter sent after the assessment is completed. You can find on the letter (for example):

HOSPITAL BLOOD BANK COMPLIANCE REPORT: 12345/11223344

Please enter 12345/11223344 for Question C2.

Question C3.6 - How many significant changes have you had in TOTAL?

Multiple changes to a single system (e.g. two upgrades to an analyser during the year) may be counted as two changes for the purposes of question C3.6.
5.3. Section E:

Question E7.1 – Senior BMS/BMS

This is the total number of Senior BMS and BMS 

Question E7.4 – Does the site have on-going staffing issues that are impacting on the laboratory workload, training, or QMS tasks? 

Only a numerical answer is accepted. Please do not enter No or Yes.

If there is no impact, please enter “0”.

If there is impact due to on-going staff issues, please enter the level of understaffing (average during the reporting year) as a decimal fraction (i.e. if 20% understaffing, enter 0.20).
5.4 Section H:

Question H5.2 - Please give number of investigations (as of 1st December 2018) that remained ‘open’ and exceeded the expected closure date by: (please indicate if 0 [zero])
This is a snapshot of the number of investigations that remained open on 1st December 2018 therefore please include all investigations that remained open and were overdue by more than a month on 1st December. You do not need to include for example an investigation that was overdue by two months but was closed in Oct 2018.

5.5 Section L:

Question L1.6 - Please give the number of transfusion audit non-conformances (as of 1st December 2018) that remained ‘open’ and exceeded their assigned closure date by: (if no non-conformances please indicate 0 [zero])
This is a snapshot of the number of audit non-conformances that remained open on 1st December 2018 therefore please include all non-conformances that remained open and were overdue by more than a month on 1st December. You do not need to include for example a non-conformance that was overdue by two months but was closed in Oct 2018.

5.6 Section R:
If the Hospital Blood Bank supplies other sites with blood components (e.g. other local hospitals or Hospices), the details of these sites should be listed in Section R. Please provide full name and address for each facility. 
The answers to this section will determine whether a Service Level agreement (or similar document) is needed – see Section 1.2. Where an agreement is required then this must outline the respective responsibilities of the HBB and recipient site and be signed and in date.

The compliance report template provides space for 10 external distribution sites; if more than 10 are supplied, additional sites can be reported including the same information using the 2019 Distribution sites addendum page (Microsoft Word document). This can be downloaded from the GOV.UK ‘Medicines, medical devices and blood regulation and safety’

https://www.gov.uk/government/publications/blood-bank-compliance-report-template

It is important that the first 10 sites supplied are completed on the <Hospital Blood Bank Compliance Report (2019)>
5.7 Sections T and Section U:
Apart from Corrective Action Commitments and Proposed corrective actions, any clarifying remark can be documented in these sections.
6. Missing response alerts:

A table at the end of the compliance report template will alert the user to any questions which have not been answered. The table will adapt to the responses provided, and will only flag missing responses to valid questions. 
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Sections T and U require free-text based responses, and will not list any missed questions. These sections should be checked carefully before submitting the form, to make sure they are complete.
Please ensure all the questions are answered. Incomplete submissions will be returned and the BCR assessment will be delayed.
7. Checking accuracy of answers

Some numerical and menu-based responses automatically alert MHRA to risk indicators. It is therefore important that responses are accurate, as mistakes may lead to a laboratory being assigned a higher risk score. High risk scores may result in an inspection. 

It is recommended that responses are checked for accuracy before submission to MHRA. In particular, compliance reports received in previous years have identified errors when reporting temperature alarm settings (e.g. maximum and minimum alarm settings for freezer alarms reported as ‘maximum temperature -45°C, minimum temperature -30°C’, when they should read as ‘maximum temperature -30°C, minimum temperature -45°C’.)
8. Downloading and saving the compliance report form
The form should be downloaded from the GOV.UK ‘Medicines, medical devices and blood regulation and safety’
https://www.gov.uk/government/publications/blood-bank-compliance-report-template

and saved on the local IT system. This will allow the report to be completed in more than one work session if required, and enable the file to be periodically saved while answering questions. The form is not designed to be completed ‘on-line’ in one session, and there is no facility to save a partially completed file on the MHRA’s website.

There are two options for saving the completed form.

1. Click ‘Save’ to update the compliance report contents without changing the file name.

2. Click ‘Save As’ to save the file with a new file name. 

a. If you are using Microsoft Excel version 2003 or lower, the file will be automatically saved as an acceptable Excel workbook format.

b. If you are using a version of Microsoft Excel higher than the original Excel 2003 file (i.e. Excel 2007 or higher) please ensure that the file type is listed as Excel 2003 workbook format (or Excel 97-2003 workbook format). This can be selected as one of the drop-down options in the ‘Save As Type’ box, which is shown below:
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Completed compliance reports should be submitted electronically to bcr@mhra.gov.uk 

9. Completing the declaration page
The declaration page is a separate document which can be downloaded from the GOV.UK. 
Signed declaration pages must be returned by email with the compliance report. 
If the Trust has more than 1 hospital blood bank, please scan only one declaration form for each hospital blood bank at a time as each one is saved with the BCR under the site number.
Please refer to Changes in BCR and HBB Declaration Form submission on Page 2 of this document.
If document scanning equipment is not available to the transfusion laboratory, the declaration page may be returned as a hard copy to:
Blood Compliance Reports

MHRA 

10 South Colonnade
Canary Wharf E14 4PU
London

The person responsible for signing the “Compliance Report completed by” section on the declaration form must ensure all the questions are completed on the BCR, and the completed answers are true and accurate.
The report must be signed by the Chief Executive Officer (in the case of hospital blood bank located in a hospital managed by a health service body), or the Registered Person (in the case of an independent hospital). 

The content of the declaration should be read carefully by the CEO or Registered Person before signing. 
ANNEX
Regulatory references for each BCR section:
	BCR Section
	Section Title
	Reference

	A
	General Information
	

	B
	Activities Undertaken
	

	C
	Previous Compliance Reports
	

	D
	MHRA Inspection History
	

	E
	Key Personnel
	Directive 2005/62 Annex, para 2.1

CoE GPG 2
If transfusion services at the site named in section A are provided by an external contractor, or another Hospital site, the contact details of the Service Provider should be listed in section E.

	F
	Training
	BSQR (SI 2005 No.50) Regulation 9 (1) a

Directive 2005/62 Annex, section 2

CoE GPG 2


	G
	Quality Management System
	BSQR (SI 2005 No.50) Regulation 9 (1) b

Directive 2005/62 Annex, section 1

CoE GPG 1

	H
	Corrective and Preventative Action (CAPA)
	BSQR (SI 2005 No.50) Regulation 9 (1) b

Directive 2005/62 Annex, para 1.2 .1 & section 9.4

CoE GPG 1.2, 9.1, 9.2

	I
	Component recall
	BSQR (SI 2005 No.50) Regulation 9 (1) g

Directive 2005/62 Annex, section 9.3

CoE GPG 1.2, 1.3, 9.3

	J
	Reporting Serious Adverse Events (SAE) and Serious Adverse Reactions (SAR)
	BSQR (SI 2005 No.50) Regulation 9 (1) f and Regulation 12B

Directive 2005/62 Annex, section 9.2

	L
	Self Inspection (Internal Audit)
	BSQR (SI 2005 No.50) Regulation 9 (1) b

Directive 2005/62 Annex, section 10

CoE GPG 10

	M
	Equipment maintenance and calibration
	BSQR (SI 2005 No.50) Regulation 9 (1) b

Directive 2005/62 Annex, para 4.1 and 4.2

CoE GPG 4.1


	N
	Qualification, Validation and change control
	BSQR (SI 2005 No.50) Regulation 9 (1) c

Directive 2005/62 Annex, para 1.2.2, 4.1, 4.5, 6.3.1, 7.2

CoE GPG 4.3, 4.6

	O
	Computerised systems and data management
	Directive 2005/62 Annex, para 4.5

CoE GPG 4.2, 5.4

	P
	Pre-transfusion testing
	Directive 2005/62 Annex, para 4.3, 6.3

	Q
	Description of systems in place for traceability of blood components
	BSQR (SI 2005 No.50) Regulation 9 (1) e, i, j and 9 (2)

Directive 2005/61

	R
	Distribution of blood components
	BSQR (SI 2005 No.50) Regulation 9 (1) h

Directive 2005/62 Annex, section 7

	S
	Work contracted to third parties
	Directive 2005/62 Annex, section 8

CoE GPG 8

	TU
	Corrective Actions, Preventive Actions 
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