Royal Pharmaceutical Society response to the GPhC consultation

Discussion on our proposed changes to the guidance for registered pharmacies providing pharmacy services at a distance, including on the internet
1. Do you think our proposed changes to this guidance will improve patient safety? *
· Yes
· No
· Don't know
 
2.  Thinking specifically about the changes we are proposing, is there anything that: *
	
	Yes
	No
	Don't know

	is missing?
	Yes
	No
	Don't know

	should be amended?
	Yes
	No
	Don't know

	should be removed?
	Yes
	No
	Don't know


 
If you answered 'yes' to any of the above, please describe what you think is missing, should be amended or should be removed.
This latest version provides pharmacists with a framework for achieving the standards set by the General Pharmaceutical Council (GPhC), enhancing transparency for individuals accessing pharmacy services as outlined in the document. It aligns closely with the recommendations from the RPS policy “Providing Medicines Online.” 
We have the following comments for consideration in terms of the guidance in its current format.
Risk management
We’ve identified a notable over-reliance on risk assessments; the guidance should emphasise the need for a dynamic risk management process. Not only should risk assessments be conducted, but there should also be a continuous feedback loop where risks identified are addressed through proactive control measures that are monitored, reviewed, and updated based on experiences (e.g., near-misses or patient safety incidents). We recommend that the GPhC reference the Royal Pharmaceutical Society’s Responding to Patient Safety Incidents, particularly to support the achievement of standard 1.2f within the guidance, with a stronger focus on learning. 

Separation of guidance relating to prescribing and supply/delivery of medication
From our perspective this guidance is seeking to address and provide support for owners (and superintendent pharmacists) on a range of different areas, which although overlapping would benefit from further separation. For ease of use and understanding we would support the separation of this guidance into those aspects related to prescribing and those aspects related to remote supply and delivery of medication. The document in its current form, where these elements are not separated, can at times be complex to understand and difficult to interpret. It can sometimes be difficult to understand whether an aspect of guidance is being applied to all settings or only in certain situations such as prescribing.   
 This is best exemplified using the term “pharmacy service” which appears to encompass activities that are both provided by the pharmacy and owner itself, but also by those services that are offered by other parties, which may be subject to separate regulation by agencies such as the CQC. (see section 1.1.c as an example of this). 
 Another example is that the guidance references the supply of both P Meds and POMs. It is unclear in many places if the guidance is always provided to both categories or is only applicable in the case of POMs being prescribed. Separating this out may make it easier for owners and pharmacists to understand and implement. This ambiguity has the potential to impact compliance and service safety, especially since POMs and P Meds have different legal requirements and patient risk levels.
Furthermore, the blended approach to the guidance seems to then miss the opportunity to provide clarity between those services provided by the NHS versus those through private services. For example, a pharmacist may be presented with an out-of-hours prescription from an NHS service, and it wouldn’t be typical to contact the person’s GP or regular prescriber before making a supply.     See section 4.1i below.
The addition of practical case studies or examples in the guidance that clarify common scenarios where pharmacists might face challenges could be beneficial and help make the guidance more tangible.

Clarity of prescriber and ‘staff’
The different interpretations of prescriber in the document are confusing. It sometimes appears to relate specifically to pharmacist independent prescribers (and subject to GPhC registration), but in other places it is unclear if the GPhC is seeking to implement these approaches on non-GPhC registered prescribers who are part of a pharmacy service, (which could include prescribers that are nurses, paramedics or doctors who are subject to different registration). Clarifying the scope of GPhC’s jurisdiction here is vital for ensuring that all parties in a multidisciplinary team understand their obligations.
Further definitions, such as the reference to “staff” being any part of the third parties who help the pharmacy provide any part of the pharmacy service, means that these obligations could be incredibly far reaching, including advertising agencies, IT developers or delivery providers from external companies. Yet this term is not used consistently in the document. As a result, some of the later requirements for “staff” to be aware of risk assessment would seem unfeasible. For example, this could create an expectation that every third-party delivery courier (e.g. Royal Mail) would be aware of the risk assessment for delivery of medicines from a pharmacy.

The following comments relate specifically to the section referenced.
1.4 Record keeping
The proposed guidance states "All applicable laws covering how long records need to be kept must be followed. Good practice guidance will provide useful support." 
It should be made explicit which guidance is being referred to here to support the Pharmacy owner and Superintendent Pharmacist. In addition, this should also include further clarification on digital record-keeping standards.

3.2 Website
The following comment is in reference to the sentence ‘’The public may be able to access the pharmacy website directly or through a third-party site, for example eBay, but it must be clear which pharmacy is supplying the medicine’’.
This could be, inadvertently, interpreted as an ‘endorsement’ of the eBay medicines supply model. We would suggest removing any reference to eBay specifically and at the very least it should be made explicit that such websites are not appropriate for supply of POM related services. 

3.2 e. Arrange the website so there is an appropriate consultation with the prescriber before any supply of a POM is made
Within this section there is a suggestion that prescribing decisions could be based on answers given to a questionnaire alone, interpreted from the following statement ‘’If the operating model involves prescribing decisions being made remotely, based just on answers given to a questionnaire, there must be careful consideration of whether it is safe to prescribe and supply medicines’’.
There should always be the means for the prescriber and the patient to communicate outside of the questionnaire. The suggestion that this is appropriate in some cases is not acceptable; questionnaire-style prescribing alone should never be the norm or accepted practice, especially when considering POM medicines and also P medicines with additional risk factors including misuse potential. 
A two-way interaction must be available and whilst the prescriber and the patient may still choose not to use these non-questionnaire routes, the option for them must exist and be encouraged. A prescriber must always be satisfied that the prescription is appropriate and safe and retain autonomy when prescribing, this becomes more complex when prescribing based on the outcomes of a pre-designed questionnaire, 
Patient safety must remain the overriding priority, communication beyond questionnaires (e.g., face to face or video consultation) ensures that a prescriber can assess non-verbal cues, verify critical information, and ask follow-up questions that may not be addressed in a static questionnaire format.
4.1i - The safeguards to put in place if the above medicines are to be supplied online
Within the guidance it states ‘’the prescriber independently verifies the information that the person provides. This may be through a phone call or video consultation, in person or by contacting another healthcare provider such as the person’s GP’’.
We have received queries from some member pharmacists working in GP practices who are receiving a lot of requests to confirm medication from online providers. Our members said this can be burdensome and time consuming and have questioned where the responsibility for verifying this lay. Our members had come across occasions where the information provided by the patient was not correct. Therefore, clearer guidance on where responsibilities sit and how to ensure you are getting accurate information is needed.  

4.2b - Select the appropriate mode of consultation - This section references pharmacy professionals, but the mode of consultation should apply to all prescribers that are providing a “pharmacy service” if the previous definitions are to be understood. If this is simply a specific guide only for pharmacist prescribers, then it would warrant being taken out of this guidance and placed in separate prescribing guidance. Also, the term used here is pharmacy professionals, but currently only pharmacists can prescribe.  

4.2f - Managing medicines safely - Be able to identify inappropriate requests
We suggest adding
· Repeated requests for management of infection symptoms
4.2h - Be aware that some medicines are not suitable to be prescribed by a questionnaire model alone, and some should not be supplied unless further safeguards have been put in place
As described above we do not believe that the consultation model for prescribing medicines should rely on questionnaires alone and the opportunity to enter into a dialogue with patients must be always available. The list of medicines within this section is useful and we support the proposed additions as outline in the draft.
For antimicrobials, we do not believe antibiotics should be singled out. We suggest that “such as antibiotics” is removed or that all antimicrobials are specified. All antimicrobials are equally important, and the approach contributes to mitigating development of antimicrobial resistance, contributing to the UK national action plan on AMR. 
We suggest an update to: Antimicrobials (including antibiotics, antifungals, antivirals, antiparasitics), which must take into account antimicrobial prescribing and stewardship guidelines relevant for the person and their setting.
Within this section, consideration should be given to adding to the examples listed that medicines used off-label for gender incongruence or gender dysphoria to ensure these medicines are never prescribed by a questionnaire model alone.
5.1 - Specialist equipment and facilities
We suggest this be amended to require that any decision support software utilised within pharmacies be registered with the MHRA and comply with the relevant NHS digital standards.


3. Do you think our proposals will have a positive or negative impact on individuals or groups who share any of the protected characteristics in the Equality Act 2010? *
	
	Positive impact
	Negative impact
	Positive and negative impact
	No impact
	Don't know

	Age
	
	
	X
	
	

	Disability
	X
	
	
	
	

	Gender reassignment
	
	
	
	
	X

	Marriage and civil partnership
	
	
	
	
	X

	Pregnancy and maternity
	X
	
	
	
	

	Race
	
	
	
	
	X

	Religion or belief
	
	
	
	
	X

	Sex
	
	
	
	
	X

	Sexual orientation
	
	
	
	
	X


 
4. Do you think our proposals will have a positive or negative impact on each of the following groups? *
		 
	Positive impact	
	Negative impact
	Positive and negative impact	
	No impact
	Don't know

	Patients and the public	
	X
	
	
	
	

	Pharmacy owners and employers	
	
	
	X
	
	

	Pharmacy staff	
	
	
	X
	
	

	Other healthcare professionals	
	
	
	X
	
	


 
Please describe the impact you think our proposals will have on the groups identified in questions 3 and 4 above.
Age: Older adults may face challenges with online services due to technological barriers, having the opportunity for a two-way dialogue will be important to support this patient group. Older adults may also have multiple comorbidities and complex medication regimens, which necessitate more frequent communication with healthcare providers.
Disability: Pharmacies must ensure that their online platforms are user-friendly for individuals with disabilities, including those with visual or hearing impairments. In doing so, this may improve access to care for patients who struggle to travel to bricks and mortar pharmacies. 

Gender reassignment: Improvements in confidentiality and privacy will support this group, safeguards around identity verification and ensuring that patients' gender identity is handled sensitively during interactions must be adhered to.
Pregnancy and maternity: Informed consent and appropriate monitoring are important for this patient group. Safeguards in relation to identity checks, verification of patient history and onward communication of interventions are important for this patient group, ensuring continuity of care and coordination with primary care providers, such as midwives or obstetricians.
Though not expressly specified the standards and guidance promotes a non-discriminatory approach to improve access to pharmacy services.
The guidance supports improved access to pharmacy services for members of the public with additional safeguards to promote high quality care and ensure patient safety.
Pharmacy owners may find a positive and negative impact in relation to the operational costs of compliance, offset by reduction in risk, improved safety and patient satisfaction.
Pharmacy staff may feel that there is an additional burden in relation to meeting the standards, however, this should be offset by receiving additional training, clarification of roles and responsibilities which will contribute to a better staff experience.
Other healthcare professionals will receive a higher volume of communication from online pharmacies detailing clinical interventions, prescriptions and supplies which may have an administrative cost. This will be offset by improved communication, improved patient records and the potential for improved collaboration.
