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PSNC Briefing on the NHS Complaints procedure (from 1 April 2009) 

Under the provisions of the National Health Service (Pharmaceutical Services) Regulations 
20051 pharmacy contractors are required to make arrangements for the handling and 
consideration of complaints.  These arrangements must ensure: 

 complaints are dealt with efficiently; 

 complaints are properly investigated; 

 complainants are treated with respect and courtesy; 

 complainants receive, so far as is reasonably practical— 

o assistance to enable them to understand the procedure in relation to 
complaints; or 

o advice on where they may obtain such assistance; 

 complainants receive a timely and appropriate response; 

 complainants are told the outcome of the investigation of their complaint; and 

 action is taken if necessary in the light of the outcome of a complaint. 

Major changes 

The new regulations introduce several major changes which are described in detail below.  
These are: 

 Each pharmacy must appoint a ‘responsible person’; 

 Oral complaints dealt with to the satisfaction of the complainant no later than the 
following day do not need to be handled under the new procedures; 

 The time limit for making complaints increases from 6 to 12 months; 

 The pharmacy must offer to discuss handling of the complaint and setting the time 
for a response, with the complainant; 

 The maximum time for responding to a complaint increases to six months; 

 An ‘annual report’ about complaints must be published, made available to anyone 
who requests it, and be sent to the PCT. 

Responsible Person 

The first major change introduced in April 2009 is that the pharmacy contractor is 
required to designate a responsible person, to be responsible for ensuring compliance 
with the arrangements and in particular ensuring that action is taken if necessary in the 
light of the outcome of a complaint. 

                                                   
1 The regulations have been amended by ‘The Local Authority Social Services and National Health Service Complaints 
(England) Regulations 2009’ which applies from 1 April 2009 
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The responsible person is required to be the chief executive officer of the company, or if 
the pharmacy contractor is a partnership, must be one of the partners.  In the case of a 
pharmacy business operated by a sole proprietor, the responsible person must be that 
sole proprietor. 

The functions of the responsible person may be performed by any person authorised by 
the pharmacy contractor to act on behalf of the responsible person – but ultimately, the 
responsibility for ensuring compliance remains with the chief executive, partner or sole 
proprietor as appropriate. 

Complaints Manager 

The pharmacy contractor is required to designate a complaints manager, to be 
responsible for managing the procedures for handling and considering complaints in 
accordance with the arrangements. 

The complaints manager need not be an employee, could be the same person as the 
responsible person, or could even be a complaints manager designated by another 
pharmacy contractor. 

The functions of the complaints manager may be performed by any person authorised 
by the responsible body to act on behalf of the complaints manager. 

Who can make a complaint 

A complaint can be made by the person who receives services from, or who is or is likely 
to be affected by an act, omission or decision of the pharmacy contractor. 

A complaint can also be made by a representative of person who: 

 has died; 

 is a child (a person under the age of 18 years); 

 is unable to make a complaint because of a physical incapacity or lack of mental 
capacity2; 

 has requested the representative to act on their behalf. 

Where the complaint is made on behalf of a child, the pharmacy contractor must not 
consider the complaint unless satisfied that there are reasonable grounds for the 
complaint being made by the representative instead of the child.  The pharmacy 
contractor must also not consider or further consider the complaint unless satisfied that 
the representative is conducting the complaint in the best interests of the child.  If the 
pharmacy contractor does not believe there are reasonable grounds for the representative 
making the complaint, or is not conducting the complaint in the best interests of the child, 
the representative must be notified in writing, with the reasons why the pharmacy 
contractor is not considering the complaint made via the representative. 

Where the complaint is made on behalf of a person who is unable to make the complaint 
because of a lack of mental capacity, the pharmacy contractor must not consider or 
further consider the complaint unless satisfied that the representative is conducting the 
complaint in the best interests of the person on whose behalf the complaint is made.  If 
the pharmacy contractor does not believe the representative is conducting the complaint 

                                                   
2 Within the meaning of the Mental Capacity Act 2005 
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in the best interests of the person on whose behalf the complaint is made, the 
representative must be notified in writing, with the reasons why the pharmacy contractor 
is not considering the complaint made via the representative. 

Duty to handle complaints 

A pharmacy contractor has a duty to handle complaints under the regulations only 
about the pharmaceutical services provided under arrangements with an NHS body, 
such as a PCT. 

Where a complaint is made to a pharmacy contractor but it appears to the pharmacy 
contractor that it should have been made to another body, the pharmacy contractor 
should, with the consent of the complainant, send the complaint onto that body. 

If a complaint is made to a PCT about the services provided under arrangements with 
the PCT by a pharmacy contractor, the PCT must ask the complainant whether the 
complainant consents to details of the complaint being sent to the pharmacy contractor.  
If the complainant consents, the PCT must as soon as reasonably practicable send 
details of the complaint to the pharmacy contractor. 

If the PCT considers that it is appropriate for it to deal with the complaint, it must notify 
the complainant and the pharmacy contractor and must continue to handle the 
complaint in accordance with the regulations. 

But, if the PCT considers that it is more appropriate for the complaint to be dealt with 
by the pharmacy contractor, and the complainant consents, the PCT must notify the 
complainant and the pharmacy contractor 

Where complaints have been forwarded by the PCT or another body to a pharmacy 
contractor, the complaint is deemed to have been made by the complainant. 

Complaints that are not required to be dealt with 

The following complaints are not required to be dealt with under the NHS 
arrangements: 

 a complaint which is made orally and is resolved to the complainant’s satisfaction 
not later than the next working day after the day on which the complaint was 
made; 

 a complaint the subject matter of which is the same as that of an oral complaint 
that has previously been made and resolved to the complainant’s satisfaction as 
above; 

 a complaint by a ‘responsible body’ (e.g. another pharmacy contractor or a PCT) 
– but where the complaint has simply been forwarded by one of these bodies as 
above, the pharmacy contractor is under a duty to deal with the complaint; 

 a complaint the subject matter of which has previously been investigated under 
the current Regulations or a complaint made before 1 April 2009 which has been 
investigated under a relevant complaints procedure; 

 a complaint the subject matter of which is being or has been investigated by a 
Health Service Commissioner under the Health Service Commissioners Act 1993; 
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 a complaint arising out of the alleged failure by the pharmacy contractor to 
comply with a request for information under the Freedom of Information Act 
2000. 

The second significant change is shown in the first of the above bullet points where 
recognition is given that some complaints can be handled with minimal formality.  
Where a complaint has been made orally and has been resolved to the complainant’s 
satisfaction not later than the next working day, then the complaint does not have to be 
dealt with under the detailed Regulations. 

If the pharmacy contractor decides that a complaint is not required to be dealt with, for 
one of these reasons, it must as soon as reasonably practicable notify the complainant in 
writing of its decision and the reason for the decision (this does not apply to the 
complaints made orally and which have been resolved to the complainant’s satisfaction). 

Duty to co-operate with other bodies 

Where a pharmacy contractor passes a complaint to another body such as another 
pharmacy contractor or the PCT, or is passed a complaint by another body, both the 
pharmacy contractor and that other body have a duty to co-operate to ensure that the 
handling of the complaint is coordinated and ensuring the complainant receives a 
coordinated response. 

Each body must, in particular seek to agree which of the bodies should take the lead in 
coordinating the handling of the complaint and communicating with the complainant; 
provide to the other body information relevant to the complaint that is reasonably 
requested by the other body; and to attend or ensure it is represented at any meeting 
reasonably required in connection with consideration of the complaint. 

Time limit for making a complaint 

The third major change is that a complaint must be made no later than 12 months after 
the date on which the matter which is the subject of the complaint occurred; or if later, 
the date on which the matter came to the notice of the complainant.  Prior to 1 April 
2009 the time limit was 6 months.  If, the pharmacy contractor is satisfied that the 
complainant had good reason for not making the complaint within this time limit, and 
that it is still possible to investigate the complaint effectively and fairly, then the time 
limit does not apply. 

Form of Communications 

If the complainant consents (and has not withdrawn that consent) any communication 
with the complainant required by the regulations can be sent electronically.  When 
sending electronically, the requirement for a signature is met if the person authorised to 
send the communication types their name or produces their name using a computer or 
other electronic means. 

Procedure before investigation 

A complaint may be made orally, in writing or electronically, but if made orally the 
pharmacy contractor must make a written record of the complaint and provide a copy of 
this record to the complainant. 

The pharmacy contractor must acknowledge the complaint not later than 3 working days 
after the date on which the complaint is received.  Working days under these 
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regulations means Mondays to Fridays which are not Christmas Day, Good Friday or a 
Bank Holiday. The acknowledgement may be made orally or in writing. 

PSNC has prepared a number of tools which may be used by pharmacy contractors, and 
these can be downloaded blow.  The use of these templates are not mandatory.  
The first template, is a letter to acknowledge the receipt of a complaint. 

Acknowledgment letter 

The fourth major change under these regulations is that at the time of acknowledging 
the complaint, the pharmacy contractor must offer to discuss with the complainant, at a 
time to be agreed with the complainant - 

 the manner in which the complaint is to be handled; and 

 the response period within which— 

o the investigation of the complaint is likely to be completed; and 

o the final response is likely to be sent to the complainant. 

The time for response is now3 for the pharmacy contractor and complainant to agree 
(but this should not normally exceed six months – see later).  If the complainant does 
not accept the offer of a discussion the pharmacy contractor must determine the 
response period and notify the complainant in writing of that period. 

Investigation and response 

A pharmacy contractor must investigate the complaint in a manner appropriate to 
resolve it speedily and efficiently and during the investigation, keep the complainant 
informed, as far as reasonably practicable, as to the progress of the investigation. 

During an investigation, it may be necessary to interview the complainant, members of 
staff, or others who are able to give an account which may help establish the facts.  
PSNC has prepared a template interview record which may be useful. 

Complaint Interview Form 

As soon as reasonably practicable after completing the investigation, the pharmacy 
contractor must send the complainant in writing a response, signed by the responsible 
person, which includes — 

 a report which includes the following matters— 

o an explanation of how the complaint has been considered; and 

o the conclusions reached in relation to the complaint including any matters 
for which the complainant or pharmacy contractor considers remedial 
action is needed; and 

 confirmation as to whether the pharmacy contractor is satisfied that any action 
needed in consequence of the complaint has been taken or is proposed to be 
taken; 

                                                   
3 Prior to 1 April 2009 the time for response was 25 days 
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 details of the complainant’s right to take their complaint to the Health Service 
Commissioner under the 1993 Act (prior to 1 April 2009 the option for a 
complainant who is not satisfied with the outcome was to ask the Healthcare 
Commission to consider the complaint). 

The fifth significant change introduced by the new regulations is that the pharmacy 
contractor has up to six months in which to make the response to the complainant. 

Although the time limit is increased, the principles of ‘Making Experiences Count’ include 
ensuring the complainant receives a timely response.  The regulations recognise that 
some investigations may take longer than the former limit of 25 days, but this should 
not be seen as a reason to delay the investigation or response. 

If the pharmacy contractor does not send the complainant a response within 6 months 
of receipt or such longer period as agreed before the end of that 6 month period 
between the pharmacy contractor and the complainant, the pharmacy contractor must 
notify the complainant in writing and explain the reason why; and send the complainant 
in writing a response as soon as reasonably practicable. 

Because of the possibility that the complainant made the complaint in order to gain 
information so as to pursue a civil claim against the pharmacy contractor or staff, it may 
be helpful to ask the professional indemnity insurer for advice on the proposed response, 
before it is dispatched. 

Publicity 

Each pharmacy contractor must make information available to the public as to its 
arrangements for dealing with complaints; and how further information about those 
arrangements may be obtained.  PSNC has prepared three templates which pharmacy 
contractors may find helpful.  The first is a ‘flyer’ that publicises the fact that the 
pharmacy has a complaints procedure. 

Complaints Flyer 

The second template is the procedure that the pharmacy uses for dealing with 
Suggestions, Comments and Complaints. 

Suggestions, Comments and Complaints Procedures 

The third is a form which a user of the pharmacy services can complete to make 
suggestions, comments or complaints. 

Suggestions, Comments and Complaints form 

Under the clinical governance framework, a pharmacy is required to publish a practice 
leaflet.  One of the items within that leaflet is ‘how to find out more about services 
offered, comment on those services, or make a complaint’;  The pharmacy practice leaflet 
could simply refer to the availablility of a ‘Suggestions, Comments and Complaints’ leaflet. 

Monitoring 

For the purpose of monitoring the arrangements each pharmacy contractor must 
maintain a record of the following matters— 

 each complaint received; 

 the subject matter and outcome of each complaint; and 
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 where the pharmacy contractor informed the complainant of— 

o the response period; or 

o any amendment to that period, 

whether a report of the outcome of the investigation was sent to the complainant 
within that period or any amended period. 

PSNC has prepared a template complaint record, which contains all the necessary detail, 
and which can be used to ensure each step of the complaints process is followed. 

Complaint Record Form 

Annual reports 

The final major change introduced from 1 April 2009 is that each pharmacy contractor 
must prepare an annual report for each year, ending 31 March, which must— 

 specify the number of complaints which the pharmacy contractor received; 

 specify the number of complaints which the pharmacy contractor decided were 
well-founded; 

 specify the number of complaints which the pharmacy contractor has been 
informed have been referred to the Health Service Commissioner to consider 
under the 1993 Act; and 

 summarise— 

o the subject matter of complaints that the pharmacy contractor received; 

o any matters of general importance arising out of those complaints, or the 
way in which the complaints were handled; 

o any matters where action has been or is to be taken to improve services 
as a consequence of those complaints. 

The annual report must be available to any person on request. 

The pharmacy contractor must also send a copy of its annual report to the PCT which 
arranged for the provision of the services by the pharmacy contractor as soon as 
reasonably practicable after the end of the year to which the report relates. 

To assist pharmacies, PSNC has prepared a template summary of complaints, which can 
be used as an index of complaints as they are received and closed.  All the information 
necessary to produce the annual report can then be collated from this summary at the 
end of each year. 

Summary of Complaints 

PCTs may ask pharmacies to produce evidence during monitoring visits, that they are 
complying with the complaints regulations.  Producing the summary of complaints, with 
collated copies of the complaints regulations will provide evidence, but the detail on these 
forms contains sensitive personal information about the complainant so should not be 
disclosed unless the complainant has consented.  If the PCT has decided to investigate a 
complaint made to it, then disclosure of the information in the pharmacy’s complaint 
record may be appropriate. 
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Transitional arrangements 

Any complaint received by a pharmacy contractor before 1 April 2009 should, if not 
concluded, continue to be handled in accordance with the complaints procedures that 
were in place before 1 April 2009.  However, any complaint that was to be considered by 
the Healthcare Commission (i.e. one that was not satisfactorily resolved by the pharmacy 
contractor) will, after 1 April 2009 be considered to be a request to the Health Service 
Commissioner to consider the complaint under the 1993 Act. 

Further guidance 

During the piloting of the new complaints procedures, the need to be able to support 
people who wish to make complaints was identified.  The following are not part of the 
Regulations, but provide some background which may be helpful. 

Support for people who wish to make a complaint 

Independent advocacy is an important means of providing support to complainants. In 
‘Making Experiences Count’ the Department of Health indicated that advocacy should be a 
right for anyone who needs support in raising a complaint about health or social care 
services. 

Through the Early Adopter programme the Department of Health will be looking at how 
independent advocacy can best be provided, comparing the different models that are 
currently in place.  The findings from the Early Adopter sites will help the Department to 
decide how advocacy will be provided in line with the new complaints arrangements in 2009. 

The changes introduced from 2009 follow extensive consultation and piloting of the 
revised procedures.  The Department of Health has published a number of resources on 
http://www.dh.gov.uk/mec. 

The main guidance that can be found on that site is entitled ‘Listening, responding, 
improving: A guide to better customer care’.  There are also documents providing guidance 
on investigating complaints, joint working on complaints and dealing with serious complaints. 

Professional Guidance 

The Royal Pharmaceutical Society fact sheet 8 deals with dispensing errors. This also 
provides a useful resource for pharmacists who are faced with a complaint, if an error is 
the cause. 

http://www.rpsgb.org/pdfs/factsheet8.pdf 

Pharmacy contractors should remember that if a complaint is made as the result of an 
error or other patient safety incident, they should make a record of the incident and 
should report the incident to the National Patient Safety Agency, if an internet connection 
is available in the pharmacy. The PSNC website has templates for recording patient safety 
incidents and further guidance on reporting incidents to the National Patient Safety 
Agency - 

http://www.psnc.org.uk/pages/essential_service_clinical_governance.html 


