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1) Purpose of this document


The purpose of this national policy document is to:-
· define the arrangements  for the quality assessment of licensed medicines in support of the national contracting process. 
· define the roles and responsibilities of Regional Quality Assurance (QA) specialists in the contracting process for licensed medicines
· ensure equity and consistency of the quality and medication error potential assessment process and ongoing contract support
· to define the process for reporting the outcome of the quality and medication error potential assessments to contracting teams and purchasers to support risk based decision making.



2) Scope of this document


The scope of this document is limited to the process of assessing the quality and medication error potential of licensed medicines in support of the national contracting process led by the DH Commercial Medicines Unit (CMU).  
It does not cover assessing licensed indications, licensed routes of administration, or a comparison with product from any existing contract holder.

Off-contract purchases by individual Trusts are outside the scope of this policy. 

The quality assessment of unlicensed medicines, medical devices and food supplements is also outside the scope of this policy. However, this policy identifies the arrangements necessary when a substitution for a contracted line is required and there is no alternative licensed medicine available.



3) Governance and accountability


Regional QA Specialists and their teams assess the quality and medication error potential of licensed medicines in support of the national contracting process. 
This QA part of the overall assessment process results in each product being assigned a risk rating based soley on potential hazards identified, and medication errors that might be made, due to an issue with the packaging or labelling of a medicine.
This risk rating is communicated to pharmacy purchasing leads and to the CMU. Purchasers must decide whether or not they can accept/control the risks identified.
Regional QA Specialists can support this decision making process by the provision of further information as requested. 

All QA staff performing these duties must be trained and signed off as competent by a Regional QA Specialist.
Attendance at the annual national training day is required.
Any dispute, including regarding the consistency of an assessment will be raised to the chair of the QA Committee Procurement sub-group for arbitration.

An annual meeting of QA assessors includes benchmarking activities to facilitate consistency in assessment of samples.




4) Roles and responsibilities


Regional QA Specialists and their teams are responsible for adhering to this policy whenever they are carrying out quality assessments of licensed medicines for contracts led by CMU.

The total arrangements for the national contracting process have been broken down into individual activities. The roles and responsibilities of QA specialists in this process are summarised in the table below, together with their inter - relationships with CMU, Regional Procurement Leads and individual NHS Trusts for each element of the process.


(stages in the process that are performed by other groups of staff are shown in italics)


	Activity

	QA
	CMU
	Procurement
	Trust

	Specifying products required for contract

	X
	     Y
	      Y
	     Y

	Creation of NPC codes

	X
	     Y
	      X
	     X

	Initiation of the tender process and receipt of submissions from suppliers
	X
	     Y
	      X
	     X

	Communication with suppliers at all stages of the process. This includes requests for substitutions and pack changes during a contract.
	X
	     Y
	      X
	     X

	Liaison with CMU to select samples requiring assessment based on tender returns and according to agreed criteria
	NW region
	
     Y
	
      X
	
     X

	Preparation of a sample allocation spreadsheet for QA staff to allocate samples, and notification of individual QA assessors of products they have been allocated to assess
	X
	     Y
	      X
	     X

	Allocation of samples (products submitted at tender, substitutions, pack changes during a contract) to QA assessors
	NW region
	
     X
	
      X
	
     X

	Receipt and assessment of samples

	All
	     X
	      X
	     X

	Confirmation to CMU that any extended stability data that has been provided relates to the reconstituted product.
	London region
	
     X
	
      X
	
     X

	Assigning a PQA score and adding this with comments to PharmaQC in a timely manner and using the agreed criteria (as given in the Guidance to Performing a PQA document)
	All
	
     X
	
      X
	
     X

	Preparation and circulation of summary documents for adjudication
	X
	     Y
	      X
	     X

	Review pre-adjudication documents provided by CMU
	All
	     Y
	      Y
	     Y

	Participation at regional/national adjudications
	All/London region
	     Y
	      Y
	     Y

	Awarding of contracts

	X
	     Y
	      X
	     X

	Purchasing products in line with contracts awarded where possible
	X
	     X
	      X
	     Y

	Follow-up of lines awarded where PQA not done or incomplete at adjudication date

	All
	     Y
	      Y
	     X

	Accept/reject products assessed post adjudication (eg. where PQA completed after the adjudication, or of substitutions or pack changes during a contract)
	X
	    Y
	      Y
	     X

	Preparation of a summary of products awarded with a High/Medium/Low risk PQA with potential acceptability issues for some users. This is sent to QA staff for the preparation of Safe Medication Bulletins (SMBs)
	X
	     Y
	      X
	     X

	Preparation of Safe Medication Bulletins for products awarded but having a High/Medium/Low risk with potential acceptability issues as appropriate.  This includes extra bulletins produced following the start of a contract, for substitutions or pack changes as appropriate
	NW region
	
     X
	
      X
	
     X

	Distribution of SMBs within each region as appropriate
	All
	     X
	      X
	     X

	Interpretation of Safe Medication Bulletins issued and the implementation of appropriate risk management measures at a local level
	X
	     X
	      X
	     Y

	Providing information as requested by Regional Procurement Leads, CMU, QA staff in relation to contract products
	X
	     X
	      X
	     Y

	Feeding back to Regional Procurement Leads/CMU/QA Specialists any issues relating to product acceptability issues or product defects
	X
	     X
	      X
	     Y

	Responding to quality related queries from Trusts, CMU, Regional Procurement Leads or suppliers for products on contract
	All
	     X
	      X
	     X

	Responding to any queries from Trusts, CMU, QA staff or suppliers relating to contract products 
	X
	     X
	      Y
	     X

	Logging defect reports concerning contract products and forwarding to the national database for collation (AIC)
	All, and South West region collates
	     X
	      X
	     X





The full roles/responsibilities of the Regional Procurement Pharmacists/Specialists, the CMU, individual Trusts, the regional and national adjudication groups, and PMSG are outside the scope of this policy.


 



Text in green boxes represents QA involvement in specific stages of the overall process







5) Policy statements


5a) Sample selection and allocation

QA input (team as nominated by the NHS Pharmaceutical QA Committee) is required for all tenders except when a quality assessment is not required. See decision tree below.

Samples are:-
· selected according to joint agreement between the CMU and the QA team designated by the NHS Pharmaceutical QA Committee
· then allocated, usually the following day, to regional QA assessors by this designated QA team 

Samples are selected in accordance with the following principles:-


                                                            




NB. Not all tendered products are PQA assessed.



5b) Sample assessment and addition of comments and PQA score to      
      PharmaQC

Pharmaceutical Quality Assessments (PQA) are undertaken in line with this policy document, and associated PQA Tool (Appendix 1), procedures and Medicine Quality Assessment Guidelines (MQAGs).

Decisions required as part of this process that are based on professional judgement are covered in separate MQAG documents. 
QA assessors meet annually to review MQAG documents, which may then be updated according to regulatory influences and perceived good practice issues. This facilitates:-   
· maintenance of competency and a consistent approach by the QA assessors
· continual improvement of the process

Analysis or other testing of products may be undertaken at the discretion of the QA assessor
This may include
eg. concerns identified about the appearance of a medicine, 
      medicines requiring reconstitution/dilution may be reconstituted/diluted to confirm  
      accuracy with the instructions in the package insert and appearance of product once  
      prepared
      orodispersible tablets may undergo disintegration testing

Future improvements to the process may involve early engagement with specific clinical groups, including UKMi, as appropriate.

Once an assessment has been carried out, a PQA score is allocated by the QA assessor.
Potential PQA score may be:-
High risk
Medium risk
Low risk
Artwork only
No score

Any of the above could also have PAIs (potential acceptability issues for users)

· High risk – the QA Committee recommends that products given a High risk PQA score are not awarded to contract unless there are extenuating circumstances. This decision is made and reasons for award documented by the adjudication committee.  Risk reduction measures may need to be implemented locally, and risk reduction measures are communicated via the networks
· Medium risk - indicates that potential issues have been identified with the product but that these may be acceptable to some users. Risk reduction measures may need to  be implemented locally, and it is recommended that risk reduction measures are communicated via the networks
· Low risk - indicates that either no or only very minor issues have been identified with a product. It is recommended that these products can be awarded to contracts without communication of specific risk reduction measures.
· Any of the above but also with PAIs 
· Artwork only (where an assessment has been done on artwork only and a sample has not been seen so the assessment is incomplete)
· No score (see below)

Medicines that do not hold a UK/EMA licence eg. CE marked devices, food supplements, are assessed only for error potential associated with the packaging/labelling and potential user acceptability issues.


A “no score” is assigned and comments made in the PQA comments section to clearly indicate that the product is not a licensed medicine.

The assessment result goes to the adjudication committee to inform a purchasing decision. It is the responsibility of the adjudication committee to accept/reject risks highlighted in the PQA assessment.

Risk reduction measures possible at that time may not be the same for future tenders.

NB. Confirmation, or otherwise, is made to the CMU that any extended stability data, uploaded to PharmaQC by suppliers, relates to the reconstituted/further diluted product.
No assessment of the quality of the data, or compliance with the NHS Pharmaceutical QA Committee document “Standard Protocol for deriving and assessment of stability”, is made at national level.
Suppliers are asked to provide robust extended stability data for at least 7 days (where stability allows) for injectable products likely to be used in aseptic units, including all cytotoxic injectable medicines. Data should be for the specific manufactured line provided by that supplier (or rationale given if extrapolated from another product), and in line with the NHS Pharmaceutical Quality Assurance Committee document “Standard Protocol for deriving and assessment of stability, part 1, aseptic preparations”.

It is the responsibility of users to ensure that any extended stability data they use is of appropriate quality and meets the needs of their patients.



5c) Adjudications

Regional QA Specialists and their teams participate in their own regional contract adjudications. 
Participation in the national adjudication is undertaken at the direction of the chair of the QA Committee Procurement subgroup.
Participation in any adjudication includes highlighting risks identified with tendered medicines to the adjudication panel.



5d) Preparation of Safe Medication Bulletins (SMB)

Safe Medication Bulletins communicate risks identified and risk reduction suggestions.

Products awarded a High or Medium risk PQA score (with/without Potential Acceptability Issues (PAIs) may be included in the Safe Medication Bulletin for that contract. 
Items for the bulletin are chosen by considering the total number of products involved and the following:-

· All products awarded with a High risk PQA score must go on the bulletin even if they are the current contract line
These products would be described as having a perceived High risk of an error occurring due to the packaging/labelling

· Awarded products with a Medium risk PQA score may be included in the bulletin if they are new to contract/at the discretion of NW Regional QA/QA Leads. 
These products may be 
· included in the main bulletin if a photograph/image is helpful in showing the risks identified
· included in an appendix to the main bulletin in cases where a photograph/image is not required to show the risks identified

· Awarded products with a Low risk PQA score but with PAIs may be included in the bulletin/appendix to the bulletin at the discretion of NW Regional QA/QA Leads.

The content of SMBs gives:-

· Product name, strength, form and pack size
· PQA score
· PQA comments
· Suggested possible risk reduction measures
· Regions to which the award applies
· Reason for award


Suggested possible risk reduction measures may be covered by:-

	Potential risk identified
	Possible risk reduction measures

	Risk of incorrect selection
Eg. similarity with other products
	Segregate where possible/ensure not on contract at same time as other products with which may be confused

	Difficulty in product identification/selection
Eg. generic name not clear
	Inform staff so they are aware what the product looks like

	Risk of incorrect administration
Eg. requirement for further dilution not clear,
route of administration not clear 
	Inform staff/provision of information according to local use

	Risk of incorrect storage/handling
Eg. requirement for fridge storage not clear,
no cytotoxic warning on packaging
	Inform staff/apply extra labels (eg. fridge stickers)

	Risk of difficulty in dose calculation
Eg. mg/ml not clear, complex calculations needed
	Inform staff/provision of information according to local use

	Product not suitable for certain patient groups
Eg. contains alcohol
	Ensure relevant staff aware and purchase alternative where required




Finished SMBs are circulated to all relevant NHS networks via the Regional QA Leads.


NB. Information in the SMB is confidential within the NHS and must not be circulated outside the NHS (emails circulated as “confidential”). Also, it is applicable only to the contract in question. Circulation to other NHS staff may lead to confusion and inappropriate actions if unaware of the very specific purpose of the SMB and why it contains the information it does.



5e) Substitutions and Pack Changes

Substitutions or pack changes made during the life of a contract, or pack changes made where a product is not currently on contract but an updated assessment is deemed appropriate, may be requested.

The need for a sample assessment should be determined as per decision tree in Section 6b).

Assessments are undertaken as per policy and procedures for sample allocation, receipt, assessment and addition of comments and PQA score to PharmaQC.


Subsequent supply of any different product from that originally awarded on a contract must be subject to approval by a Regional QA Lead and a Regional Procurement Pharmacist, on behalf of Trusts, before any supply is made unless the product has only been given a Low risk or Low risk PQA score with PAI score. In this case the substitution is authorised directly by CMU.

However, occasionally, for certain critical products, a licence holder may receive permission from the MHRA to import a non-UK licensed pack from that licence holder.
In this case an assessment is still required. This might be a product licensed under a batch specific variation and hence legally a UK licensed product, but an assessment is still required. Alternatively, this may be an unlicensed medicine assessment rather than a PQA assessment as for UK licensed packs.
Samples are allocated to a QA team to assess as an unlicensed medicine via the QA Committee.
Non – UK licensed packs that are not in English should be overlabelled in accordance with the NHS Pharmaceutical QA Committee document “National Requirements for the Overlabelling of Foreign (non-English language) Imported Medicines Unlicensed in the UK”


5f) QA engagement with Companies

QA assessors may engage with Companies to influence changes being made to the packaging and labelling of some medicines.

Suppliers are able to obtain feedback from the CMU regarding the PQA assessments of their products. PQA comments should therefore be clear, and indicate what the risk is that has been identified.
Suppliers may then ask for further QA assistance/comments on how to improve the packaging/labelling/acceptability issues of their products in order to obtain a lower risk PQA score.
This process is mediated via the CMU.

Alternatively, QA assessors may contact Suppliers directly following an incident or “near miss” involving a specific product where the likely cause may be attributable to the packaging/labelling/user issues.
This engagement with a Supplier may be with a view to the Supplier changing the packaging/labelling etc to reduce the risk of further incidents.



5g) Executive decisions

Executive decisions may be made by a representative of the National Pharmaceutical QA Committee Procurement Sub-group and a representative of PMSG

Samples may not be available for PQA assessment before adjudication. If artwork is available, an “Artwork only” assessment may have been done in the absence of a physical sample.
An “Artwork only” assessment is an incomplete assessment, but according to the product and any issues identified from the artwork, the national adjudication committee may decide to award the product.


Appendix 1
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				Appendix 1 Pharmaceutical Quality Assessment (PQA) Tool - Final



				Criteria		Essential/desirable



		1		Product must match product description under tender		Essential

				(NB. Special care with prolonged release preparations, sugar-free, alcohol free, etc) 

		2		Product is a UK/EMEA licensed medicine. NB. This does not apply to products tendered against a product description that specifies a medical device or food supplement.		Essential		e



		3		Critical information

				All critical information must be present (this includes small containers such as vials, ampoules and blister strips) ie.

		a		the generic name of the medicine		Essential

		b		the strength of the medicine		Essential

		c		the form of the medicine		Essential

		d		the route of administration		Essential

		e		posology (for patient packs ie. where "patient pack" is included in the product description and there fore a patient pack has specifically been tendered for)		Essential

		f		warnings - present on both primary and secondary packaging for cytotoxics, concentrates/where further dilution is required, penicillin warnings for "co-" products that contain a penicillin		Essential

		g		warnings - other		Desirable

		h		The name and strength of the medicine on the packaging should be the same as detailed in the relevant BNF or BP drug monograph where appropriate. The naming convention, in order of priority is INN,then  Pharmacopoeial, then common name. 		Desirable

		i		Strengths should be clearly expressed and unambiguous.		Desirable

				For injections, the strength should be expressed as total quantity per total volume and should also be expressed as amount per unit dose (eg. miligrams per ml) where appropriate.

				Total quantity per total volume should be prominent where appropriate

				Microgram doses should be spelt out rather than abbreviated unless given otherwise in the BNF or BP

				Units should be given in full as "units" and not as "IU" 

				Prolonged release preparations are described as such (BP terminology) and not as modified or slow release

		j		Base and salt strengths should be clearly defined where appropriate and expressed as the product will be prescribed in the BNF		Desirable

		k		The description "ampoules" or "vials" should only be used for injectable products		Desirable

		l		The brand name should not be similar to another generic or brand name in either appearance or sound		Desirable

		4		Technical and User Information

		a		All products should include  a patient information leaflet (PIL) and give clear instructions on how to use the product eg. inhalers, eye drops, tablets which are to be removed by peeling back foil from the blister.		Essential

		b		Package inserts should provide sufficient information to enable correct preparation and administration		Essential

		c		Only positive statements should be used on packaging and labels for routes of administration		Essential

		d		If complicated calculations are required to calculate the dose (eg. dilutions, conversions from milligrams to millimols, mg/kg dosing in children etc), unambiguous instructions, conversion tables and/or labelling should be provided. Complex calculations are where more tha 1 step is required for preparation and/or administration, as defined in NPSA 20. 		Essential 

		e		Recommended diluents must be clearly stated in the package insert and/or on the box for any injectable dosage form that requires reconstitution or diluted prior to administration.		Essential

		f		Displacement values should be provided for any injection requiring reconstitution. Alternatively, a concentration following reconstitution with a given volume of diluent  may be given.		Essential

		g		If additional devices are required to administer a dose (and the user may not already have the necessary devices), this should be supplied with the medicine along with clear instructions for its use.		Desirable

		h		The shelf life and specified special storage conditions following opening or reconstitution should be clearly stated in the package insert , and on the packaging where appropriate		Desirable

		i		Stability and compatibility data should be available for injectable medicines commonly prepared in pharmacy aseptic units. This should include:-                                                                                                                      physico-chemical compatibility with common diluents                                                physico-chemical compatibility with common containers and packaging (eg. polyolefin or PVC - free bags, glass, polypropylene etc as appropriate)                                    physico-chemical compatibility with other drugs                                                           extended shelf life at 4C and /or 25C in the recommended diluents                                                                                                                                                                                                                                                  		Desirable

		5		Pack design 

		a		The critical information should be given due prominence and located in the same field of view where practicable (ie. not broken up by additional information, logos, background texts or graphics)		Essential

		b		When the name of the medicine is a Brand name, the generic name of the active ingredient should be clear, easy to read and in the same view as the critical information. There should be no intervening text between the name, form/route and strength		Essential

		c		The product follows the naming convention (INN, Pharmacopoeia, common name).		Essential

		d		The generic name and strength should appear on at least 3 non-opposing sides of boxed products  (including "shelf" end).		Essential

		e		The MA and name and address of the licence holder should be present on the pack		Essential

		f		The batch number and expiry date should be present and legible, particularly when embossing is used rather than print. The expression of the expiry date should be consistent with that given in the PIL. The expiry date should be unambiguous.		Essential

		g		The generic name and strength of the medicine should be stated on all blister strips and should still be readable when tablets/capsules are taken out of the blister, leaving the product identifiable from the blister labelling.		Essential

		h		Products that are sensitive to light should be labelled with "protect from light". 		Essential 

		i		Where there are specific temperature storage conditions these should be clearly stated on the primary packaging.		Essential

		j		Where there are specific temperature storage conditions once opened these should be clearly stated on the packaging.		Desirable

		k		Tallman lettering should be used where a risk has been identified, as given in the "MHRA Best Practice Guidance on Packaging and Labelling" and the "NPSA Guidelines on Packaging and Labelling"?		Desirable

		l		Incorporation of the Company name as part of the drug name should ensure that the actual generic name is more prominent than the Company name part and not on the same line. 		Desirable

		m		Products which have a reduced shelf life once opened eg. some oral liquids, should have a space on the labelling to prompt addition of the date opened by the user.		Desirable

		n		Ampoules should be labelled longitudinally		Desirable

		o		Patient packs should have a suitably sized space for placement of the dispensing label. This should be a blank white space in which there is no text. Where it is not possible to employ a blank space, the pack should be of a colour that will not interfere with the readability of the dispensing label.		Desirable

		p		The bar code should not be within the dispensing label space.		Desirable

		q		Colour is used judiciously to aid identification of critical information		Desirable

		6		Corporate livery

				There is:-

		a		Good differentiation between strengths within the product range		Essential

		b		Good differentiation between different formulations of the same product intended for different parenteral routes (eg. intravenous and intrathecal)		Essential

		c		Good differentiation between medicines within the corporate livery of the company. Consideration should be given to similar or look-alike names (INN and Brand) and potential problems associated with storage due to alphabetical location, and products known to have been involved in previous errors.		Essential

		d		Good differentiation between dosage forms within the product range		Desirable

		e		Good differentiation between pack sizes (especially different volumes in ampoules/vials) of the same strength/concentration		Desirable

		7		Product Quality

		a		Scored tablets should be easily halved by hand		Essential

		b		Pack closures must be tamper evident eg. blister, plastic or glass pot/bottle with tamper evident closure, tube/tub of cream/ointment, inhaler, ampoule/vial, infusion container. Products with break-off seals should not pose a risk of physical injury to patients (eg. eye drops with break-off seals, with the potential for the plastic ring to fall into patients' eyes).		Essential

		c		Patient packs should have, or be compatible with, child resistant closures.		Essential

		d		Powders intended for dissolution should dissolve easily and as per guidance given in the PIL and relevant BP monograph, if applicable, when tested. 		Essential

		e		Vials and oral liquid formulations intended for reconstitution must be of sufficient size to allow reconstitution in accordance with the SmPC and with the volume of diluent commonly used in aseptic units (not just to allow bolus administration at ward level).		Essential

		f		Suspensions and emulsions should re-suspend easily upon shaking		Essential

		g		Labels on vials/ampoules should be resistant to spraying and wiping with 70% alcohol solutions. Labels should not be peelable.		Essential

		h		Details of any excipients in the formulation should be provided (name,  and also strength where relevant eg. alcohol). Excipients used should be appropriate for the main target group of patients for that product eg. products intended for neonatal or paediatric use must not contain alcohol unless essential to the formulation.		Essential

		i		Tablets and capsules should be packed in blisters or patient packs to avoid unnecessary handling. This is desirable for all tablets and capsules, but essential for those which may present a hazard to users if handled.		Essential/Desirable

		j		Tablets and capsules should be marked for easy identification or be visually distinctive		Desirable

		k		Ampoules open with a clean break		Desirable

		l		Primary packaging of medicines commonly used in aseptic units should be easy to disinfect and not provide "dust traps"		Desirable

		m		Tablets and capsules in blister packs, and ampoules/vials in sealed trays should be easily removed from the blister pack/tray, which should have no sharp edges. Removal of seals/closures should not leave sharp edges.		Desirable

		n		Cytotoxic products should be presented in fracture resistant containers		Desirable

		o		Vials should be compatible with commonly used reconstitution and docking devices where appropriate, eg. antibiotics which may be prepared in clinical areas.		Desirable

		p		Products should comply with the European Council Directive on the Prevention of Sharps Injuries (2010/32/EU) where applicable		Desirable

		q		The taste of liquid formulations should be acceptable for all patient groups		Desirable

		r		Products that are controlled drugs should be labelled as such		Desirable

		s		Products should be noted when a container does contain the labelled content for volume, but may not appear to do so by users.		Desirable

		8		Robot compatibility

		a		The pack should be compatible with automated dispensing systems		Desirable

		b		An EAN-13 bar code should be present on the pack		Desirable
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