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	SECTION 8: Miscellaneous



​SECTION 8.1 Suspected defective medicines
This policy describes the procedure for responding to suspected defective medicines reported by acute hospital sites and primary care practice and escalating to the product manufacturer, Medicines and Healthcare Regulatory Authority (MHRA), National Procurement and to the Scottish Government (Chief Pharmacist). 

1. background
Pharmacy Public Health (PPH) team co-ordinates the reporting of suspected defective medicines for NHS Greater Glasgow and Clyde, thus providing a consistent approach across Pharmacy Services. There are practical advantages in this arrangement – within the Acute Sector, the Sector Chief Technician and reporter can focus on the immediate local needs and can remain at ‘arms length’ from the communication process in consultation with the Leads for Quality Assurance (QA), Medicines Information (MI) and Governance, and the Pharmacy Distribution Centre (PDC) +/- National Procurement (NP).  

2. Definition of a defect

It is sometimes difficult to distinguish suspected defective products from medication incidents, medication errors and adverse drug reactions. Defects should focus on the actual or potential consequences of a medicine which does not conform to specifications. The Medicines & Healthcare products Regulatory Agency (MHRA) defines a defect has occurred when:-
· The medicine proves to be harmful under normal conditions of use.

· The medicine is found to be lacking in therapeutic efficacy.

· The qualitative and quantitative composition of the product is not as declared.

· The controls on the medicinal product and/or on the ingredients and the controls at an intermediate stage of the manufacturing process have not been carried out.

3. classification of a defect

Hazardous:  
A defect, which has the capability to adversely affect the health of the 
patient. 

Major:  
A defect, which impairs the therapeutic activity of the product 
but may not be hazardous. 

Minor:
A defect, which has no important effect upon the therapeutic 
activity of the product, and does not otherwise produce a hazard.

4. Scope
This procedure applies to both the managed service and community pharmacy; in the former case, Pharmacy Clinical Governance can support both the content and the process for communication; in the latter case, the Community Pharmacy Development Team (CPDT) will function as the conduit for communication, forwarding on the defect form to PPH.
5. Focus
Pharmacy Services involvement within the acute sector will be restricted to medicines / pharmaceuticals which are supplied via Pharmacy (Pharmacy Distribution Centre, PDC) or directly to hospitals via national contract (e.g. infusion fluids). Links with community pharmacy will be established through the Community Pharmacy Development Team.
Separate consideration is required for reporting suspected defective medicines / incidents associated with products (e.g. devices) which are utilised to administer medicines. Procedures for vaccines may have additional reporting requirements such as notifying NP (National Services Scotland) and Public Health Scotland. 

Procedures for devices have been highlighted in (January 2007) communication from MHRA and updated January 2008. This has been superseded in NHS Scotland by advice that “all adverse incidents involving medical equipment should be reported to “Scottish Healthcare Supplies” (SAN(SC)07/01).

6. context and procedure
Pharmacy Services have a duty to ensure that all suspected defective medicines are given due attention and are communicated to the relevant personnel for appropriate action: 
(a) The suspected defective medicine may be detected by a healthcare professional prior to issue/administration to patients
or

(b) A consensus may be reached that a clinical incident has occurred which may be attributable to a suspected defective medicine
In either case, a suspected defective medicine form (Appendix A) should be completed by the pharmacist/technician to whom the incident was reported and forwarded in the first instance to the generic mailbox for Pharmacy Public Health (pharmacypublichealth@ggc.scot.nhs.uk) for action and the Sector Chief Technician for information. 
The process is outlined as follows:

Reporter/site actions:
The reporter completes the “suspected defective medicine” reporting form in Appendix A to record all the relevant information about the product and any related clinical incident; patient confidentiality should be maintained at all times. 
Useful questions to consider 

· Was the product stored correctly? (To exclude incorrect storage as the cause of the suspected defect)

· If the defect is visible, was the defect identified in a new previously unopened container or had the container previously been used? (To exclude user errors such as product mix-ups)

· Are there other unopened containers of the same batch available, which could be checked?

· If the product requires preparation, such as addition of a diluent, was the correct procedure followed and/or correct diluent used?

· If the product is used with a medical device, could the device be the cause of the incident?
1. The form with incident details is sent in the first instance to pharmacypublichealth@ggc.scot.nhs.uk
2. Photographs should be sent with as much detail included, alongside the affected medicine/product being retained and clearly labelled in quarantine for sampling purposes if required by QA.
3. The reporter or staff involved should submit a DATIX report per patient/incident. Where administration to a patient has occurred, this must happen. This should be recorded as incident type (patient clinical), category (medication incident) and sub category (expired/defective medicine).
Pharmacy Public Health/QA actions:
4. On receipt of the completed suspected medicine report form, the PPH pharmacist will liaise with the Leads for QA and Medicines Information (MI) andf Governance to determine the action to be taken.  Consultation when required will be undertaken with Pharmacy Leads for Acute Services, Clinical Governance, Primary Care and Prescribing Advisors. 

5. Circulate the report form to those listed on the distribution group including Lead PPH Pharmacist, Medicines Information (MI) and Governance, PDC, and the Regional QA Pharmacist

6. The product sample may be requested to be sent to Regional QA who will handle this aspect of the process and liaise with the manufacturer. In the meantime, the sample should stay quarantined.
7. Assuming the defect is clear, and the potential impact hazardous the PPH pharmacist should immediately communicate the information to Scottish Government via the Chief Pharmacist’s Office irene.fazakerley@gov.scot or PharmacyTeam@gov.scot 
8. QA will review the information on the suspected defective medicines report form and assess the sample. If deemed appropriate QA will escalate to the MHRA via https://yellowcard.mhra.gov.uk/

9. Direct communication between clinical personnel and the licence holder / manufacturer is discouraged, in relation to suspected defects and individual patients. It may be more appropriate for the local Pharmacy Management/Sector Chief Technician/Community Pharmacy Development Team member to establish this line of communication. This is undertaken in liaison with Regional QA pharmacist on a case by case basis. 

10. If possible repercussions are identified beyond the original locality, the PPH pharmacist should communicate the completed form (Step 1) across Pharmacy Services, with advice that the suspected defect has been identified locally. The batch should be quarantined until investigations are complete.

11. An outcome will be sought, whether reassurance that this was an isolated incident or notification that it merits a ‘Medicine Recall’ or ‘Safety Action / Hazard Notice’. This will be communicated via the PPH pharmacist to the relevant Pharmacy personnel.

If the item is on national contract and the medicine defect has been identified as hazardous or major or minor >1 occasion then national procurement should be informed.  In pharmacy this duty is undertaken by the Pharmacy Distribution Centre pharmacologistics manager. The reporting individual should also advise their Lead Clinical Pharmacist where appropriate. 
Each case will be unique and the circumstances may be exceptional. It is vital to establish the right ‘threshold’ for reporting to a wider audience across the Board, via regional or national Directors of Pharmacy and if required to Scottish Government / Chief Pharmaceutical Officer. An internal ‘case by case’ review should be undertaken, based on the classification definitions on p1, with potential actions to include:

· Caution in use

· Interim quarantine of suspect batch or batches
· Withdrawal of a product line
Community pharmacy

In community pharmacy all cases should be referred to the Responsible Pharmacist if identified by another member of staff. The community pharmacy contractor must ensure that there are robust systems in place to comply with notifications of suspected defective products. As defective medicines and appliances have implications for the wider health service, there is a clear responsibility to inform the supplier of the product and the MHRA. The Community Pharmacy Development Team should be contacted if a contractor or their staff encounter a suspected medicines defect with onward forwarding to PPH as detailed as part of the Scope of this policy in section 4.
7. documenTation 

Suspected Defective Medicines Policy and blank Suspected Defective Medicines report forms are available on the NHSGGC medicines website: https://ggcmedicines.org.uk/medicines-policies/ .

A DATIX report should be completed where a suspected defective medicine has been identified and must be completed where an adverse event has taken place e.g. administration to a patient.
Individual suspected defective medicine report forms and register of previous suspected defects notified to PPH are retained on the pharmacy governance shared drive. Pharmacy Public Health collate and send out the initial submitted defect form, while PDC and QA and others are invited to update the copy available on the shared drive (including replies from manufacturers by QA). If this is not possible then PPH staff will update the form, or it will be updated at suspected medicine defect meetings which happen at least quarterly. The governance shared drive containing reports of suspected defective medicines is accessible via approval from Pharmacy Public Health pharmacypublichealth@ggc.scot.nhs.uk
8. timescale 

The interval from identification of the suspected defective medicine to completion of the enquiry (via Scottish Government Health Department (SG) / Department of Health (DoH) / Manufacturer) is 12 weeks. Any unresolved reports after 6 months, despite repeated prompts to the company, will be closed on the database at the next available suspected defective meeting by the Regional QA Pharmacist.
9. GOVERNANCE
The Pharmacy Suspected Defective Medicines group has oversight of this process and has representation from Pharmacy Public Health, PDC, Regional QA, Clinical Services, and Medicines Information (MI) and Governance. This group meets on a quarterly basis. The group reports into the Pharmacy Services Clinical Governance group.
A summary report of all medicines reported will be completed annually by PPH for review by Pharmacy Services Clinical Governance team and the Pharmacy Services Executive.
10. Conclusion

This guidance will be incorporated within Pharmacy Services policies and procedures. The Regional QA Pharmacist and the Lead Pharmacist for PPH will have joint responsibility for policy review and procedure monitoring. 

11. References

· ‘A guide to defective medicinal products … for healthcare professionals, manufacturers and distributors’. MHRA (2005) [updated 2021] https://www.gov.uk/government/publications/a-guide-to-defective-medicinal-products 
· ‘Medical device alert’. MHRA (2007), MDA/2007/001

· ‘Reporting adverse incidents and disseminating safety warnings in Scotland’. Scottish Healthcare Supplies (2007), SAN(SC)07/01

· Device Bulletin reporting adverse incidents and disseminating medical device alerts DB 2008 (1).

· Guidance to NHS Scotland Hospital Pharmacy Services for investigating and reporting suspected defective medicines final draft (June 2011) 

APPENDIX A: Suspected Defective Medicine Reporting Form

Information required when reporting defects in Medicinal Products send to pharmacypublichealth@ggc.scot.nhs.uk
	Origin of report: 
Name and position of member of staff reporting incident
	

	Contact details
	

	Location (e.g. department, hospital, clinic, community pharmacy)
	

	Name of Ward Pharmacist or Lead Clinical Pharmacist 
	

	Product: 
Name (Generic and Brand) 
	

	Manufacturer 
	

	Dosage Form / Strength / Route of Administration
	

	Container Type and Size 
	

	Batch/Lot No(s). 
	

	Expiry Date 
	

	a) Clinical observations: 

· Incident(s) leading to the suspicion the product is defective
	

	· Clinical implication(s) and consideration whether the defect is minor, major or hazardous
	

	· Name of doctor/nurse involved
	

	· Location of Incident 
	

	· Date of Incident 
	

	· Has incident been recorded on DATIX? (ward staff should be encouraged to complete) 
	

	b) Pharmaceutical information: 

· Is the product available locally or nationally? (PDC to complete)
	

	· Is distribution of product batch known to NHS Board? (PDC to complete)
	

	· Is the item on national contract?  If yes, has report to NP been sent? (PDC to complete) 
	

	· Has the pharmacy a stockholding of other batches of the same product?
	

	· Approximate length of time during which the suspect batch of material has been in use?
	

	· Information on storage /reconstitution of the product?
	


	c) Actions: 

· Summary of action taken.  

· Please complete all details as fully as possible.

· A sample of affected product should be quarantined and photographed (included in report). 

· This may require transfer to regional QA pending advice.
	

	· Has the manufacturer been informed? (QA to complete) 
	

	Recommendation: Caution in Use * / Quarantine / Immediate Withdrawal / Replacement (PPH to complete) 
	

	For PPH use only: Ref Number:
	


Note: * Definition of terms in NHSGGC Suspected defective medicines Policy at   www.ggcprescribing.org.uk/medicines-policies/
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For full details see http://www.ggcprescribing.org.uk/medicines-policies/  
Product defect identified


(Patient / Ward / Department / Pharmacy)





Pharmacist / Technician (where available)


Complete proforma in discussion with 


Clinical Staff 





Clinical staff report on DATIX





Advise relevant Pharmacy Management Team  





Send completed form to pharmacypublichealth@ggc.scot.nhs.uk  





QA to liaise with manufacturer about sampling / testing / return    





Discuss investigation of defect with Regional QA   





Complete investigation and return results to PPH     





Notify Sites / PDC  





Consider escalation: 


Local action only or notify Scottish Government 





Decide on recommendation:  


Quarantine Batch 


Caution in Use


No Action 





PPH to discuss with QA / Medicines Information (MI) and Governance as required    
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